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NR~RlNDnM FOR ~H~ ASSISrANT S!CRZ~~y Of DEFEASB HZAL!HJ 
UPA:Z:RS 

. I 

I 
Subject• VAcciM.t.ion end Immunization Againat BiolOCJf'cal 
Warf.re (BW) AgenLa. J 

1. The uoint titaff conours in your recQJliiMneiation*. to 
vaccinate personnel deplgyed in support of Operation PBSBRT 
SBlBLn against Biological warfare (BW) aqenta of Anthraxf and 
BOtulinum. Toxin. . J 

2. Ongc~ng coopAr&tiVA ~ffarts involvin~ the ~ood and 
Drug Adl1linistrat.i011 a.acl Y0\1~ cf:ficQ aze encourating, i 
capability to =oot. all mob:f.l..i.eai:ion tequir~t.& a.a•ocia~ecl 
wi~ vaccin4tion ~gainat tuch tb~eat.e mu~t be adequate. : 
Additionally, we a~e ~oncarned that diesemina~ion of ~hil 
policy below the CCJjl\INUld lo\"t!l btl uarefu11y conlddez:ed. 1h 
light of tbe potential negatlve payohologic&l 1mp&ct such 
1nto~tion will likely generate. Appropriate public l 
affatra and military leadership gaidelinaa will ba necaa&ary 
for successful implemantatiol1. I 

3. The Joint Staff will oc~tinue to monitor thi.IJ 
military-unique ~ontinqency pclicy. 

tl.eferea\ce, 
. ., AStlCHAl Mamora.udu111, 4 Sap 90, SU 
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~nt'l' S'l'AW AC~l'ION PROC£BSitfCJ roaM 

'1'0 DJS CLM3IFICA'rl0N ACTION JtOM&Elt 
IJS 186b•lbb-OU 

AC!ION 
X APP&OVAL 
lC SICHA'rU:RE 

INPOR.MATIOlf 

SUBJ.BCT V~ocin~tion ~nd t~uniz•tion Againat 
~iolo9iC&~ W~rfare {BW) AgenLB 

. ' 
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I ACtiON SU*AKY 

1.· (U) Purpose: 
at · 'tAB "· 

~ obtain approval and releas~ of the lt~ter 

2. llackqround~ The Aaaiatar.t. sacr&tary of Defense 1 
(Boaltb Affairs} roqua1ted• eoamanta conoorning vaeeiAa~ion 
aqain•~ tha BW a9en~ Anthzax and vaccination a~ainct t~ aw 
atan~ JaatulJ.nwn 'l'oxj.n. · i 

·' ··. 
;. . Di•~aaiona c~re~ intelligence suggee~e that 'daq 
bu dev~aluprtd and vaaponizecl two BW a9ents a Nlth'rax ·an<l ! 

· Bot:ult.mml ~oxt.n, ; 

BXEMPttOJ l.l (A)(2} I 
.~ . . 

fatalitieo in unvaccinated 1ervice ~rnbers i• ~~er than 
SOt • ~ . ·' 
L~ted qua~titioa of v•~ciDo ia only produced by ~ne us 
vandot, t.he Miahi'an Dopa~nt. ~f ~uhl.ia ~oal~h. : 

' . . 
Vacc~na h•~ neg~~ive •ide e~i~~~•· 13,,23 immunizat~ns! 
proc1\lc4td m.Lld .r~ac .. :tl.c.~u in 1. 6,, oodwrate react.iou in o,n, 
ancf ae~e react tons 1n o • u of c:aaes. · 

j 

Sev.,zoa reactiont are not. life threatening. Severe r~actlona 
could aauae liMited phyaical activity .for 49 - 78 bra. 1 

I 

,. 
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tatal1~iet in unvacc1nate4· sarv1~::e members is high. ! 

Protection afforded ~~ vaccine is unknown amon9 human i 
subjects J animal stutUea ia!Jicate tbat immunization 'WOUlcll. 
only provide limited protection. 

~CTTON O~PTC~R/nTV/~HO~ RXIMPTION (b)(l) l 

DAre PUPAUI> 
5 S.BP 90 

CLASSXPlCATION 
I 
I 

Claaeifieci bY 
Daoll81ify on OADaf 

I 

JS FORM 136L Internal Staff Paper, "elease covereq ~y 
FEB 90 ' MOP 39 I' 

PRIVlOUS IDITIONS OF TBIS PORK ARE OBSOLI~ 
l 
I 
I 

I 

l.i.mitecl qqaati·t.i.9.t of ¥at:e~ ia oaly p~:oducad by ODa us : 
-.cndor, tho Michigan ~panmen-t of P\lbU.c •alth- ! 

I 
• I 

vaccine p~oduc•• aodeJ:&te to 'eeveze aide affectl iD 1.3\~o 
10.8' ut tho~e &acelvla~ ~he aeocn4 ~iza~ion. ~ 

I 

~aaction couLd limit PhY81Cal actiVity tor 5 - 10 daye. ; 
l constraints: Both vaccines are only produce4 by one van~r. 

ASD(BA) reccmendad position 1" for A."\thrax, beqin i 
vaccination of troops as soon as eufficient quantity of , 
vaccine 1t ava\lab1R; for Botulinum ~xin, begin vaociftation 
of aolactecl Wlits and per~nul havin9 biqh probability ~f 
~~p~aure. I 
Joint Staff poai.t:ion i• to COftC:t.ll' With the ~eccaftenck~io' ~ 
l1&Uunbe •e.rv.i.ce lllambe.r• aqailul.. ~now:n mr thx-eot.s with j 
apec1tic attention paid to the ia~~wu&c~ uf c l ear public . 
affair& an~ leaderanip gU1del1nea associated witb tbis 
a~aitiva iaau•. 
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«. llaciOilllllendat.ion 1 :ae.,orraea.d the D.7C approove 
~he attached ~~~n~~ a~~ A. 
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. i 
KIKORANOOK FOR THE CHAXIUWf OF 'lHI JOIBT CRIErS OF STAPP! 

UNDBR SICK!TARY OF DEFENSE FOR ACQUISITION 
'uNDJm SBCR!i'ARY OP DEFlWSB FOil JOL:tCY 1 

SW~CTa Vaccination and I:llaW\isation ~·iut •iological~ 
Wa%fa~e (BW) Agenta . : 

Cqrrent intelligenc• •uggeets that Iraq has develop~d 
6J1CI weflllon.be\1 two BW Ay.-ntK, But\ll.iuWll Toxin and Anthr~. 
The medical comman1 ty baJ reViewed these isauea and. ; 
for,mulatea a medical recommen~ltion for each (attacbments 1 
and 2). ~he non-medical concetns eurr~unding these issue& 
were not con~idered. I request that you review the att~chad 
deciaion papers and p%0Vida any coumant• you may have b~ COB 
SeptemD&r 6, 1990. I 

At.t.aCJUII&DtB J 
u St&te~ 
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~ FOR !'HB SBCU'Dlt OF I)IPENSI I 
~HROUGBs 

PROM I 
DBPU'l'Y SICD'l'ARY OP DBlfiHB I 

ASSISTANT S'RCRI'J'~'RY 01' D!PEJrS! J'OJ. IIE.I.LTH l 
uri is$ 

SPIJIC'l' t vaaaina-tion Ag•i.nat Tho BJ.ologieal WGf~. 
(BW) Agent - 1\nthr:ax I 
~uuosz a ACTIOR-Approva tbs 4dnlin1atntion of tba 
anthrax vaccine to troops inv.olvael in operation DZSD.'l' ! 
SlUXLD. I 
DISCOSSION; 

1 

1. Iraqi 8K capabilltiea: J 

a) :ntolligQnco augg0a~1 ~h~t Anthrax i• one of the ltwo 
BW &geAts dovaloped and w..,anize~ by the ~.,1 Dilit~. 

2. Zffect.e of Anthrax aw agecta I 
I 

e.) lt tillw:. fLuAl 1 to & c1a.ys tor 't.be symptoms to a~ar 
rollowing inhalation. rat&11qt ror sy~~ptOIRAtlc pulmonuy 
anthrax in unv•ccina1:ed ser.rice m&JBben ls greater tha~ i 9 0 
percent. 1 

l 'reventive capabilities: 

· a) ( 

. I 
b) A vaccine aqaiut Mtbru 11 &l•o available an4 l 
prov14es antibO~y protection. 1 

o) · Vaccination is adN.ni1tered by eyriuge injection~. 
Pollowing the initial vacciDation a booster ahct is given 
two .Weeu later, ~ secoM l>009"r ebot will be administered .. . . . . . I 

I 
' ! 
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no aoour than 1:.wo veeb fOllov.l&)CJ tbe fint ~oo•t.•r ahot.. 
fta ~1Jaiat of tbe IOCtO!UI booat.er vill be depenctent. ~ ~b8 
&.U.labiU.t.y of vcaccine. Vaccination by II'U1ti-ctoae 1njact1on 
gUQ8 it not poa:IJ.ble. · . I 

. I 
d) "!l&e vaccination protection aftordGC a~a1nst hlgh i 

·iewl• Of pulmcmary inhalation expoiw:e poui.ble in Blf L _ 
~lp)DS . 11 UJlkDown IUIOilg human tu.bjectt. However, the:-.a Wl'Ve 
been poait1ve ruulu u•in; an.iD.al rue&rch modal&. · 1 

4. Negativa •ide effects of q1cr.i~a• ! 
a) t.ftnnit&tion of 13,623 oa1ee prod~eod sild ~&cti~ 
iD 7. ", 1110cf•:rat.e ra:aaUona in ~, 8', and •••ue reac:~it:W. in 
0. U of t.ho oo.•~. Severe waotiou ue not. U.Le thl'nt~g 
GA~ are ee•ily tr••ted. Onl1 aev•~ reaction• would cause 
liai1.acl phy5.lc4l. a\:tivity tor an est1Ntad 48 to 7'J. hour;. 

b) '11lose who have had a prior Anthra.x infection ue I 
aCI'Ii.Secl &CJ&i~t vaccination. i 

! 
5. Con•traintc: i . I 
a) the vacci.ne i8 only ~ed by one vemlor, the 1 
Mlchf 91ft ~Dt o£ Puhllo Boa.lth, in li-.ited. quut.i~•, 

bJ eooparative of!o~• involviA9 ~be o.t. ~7 Ke~i~ 
JtAaoanh Ud J>eYelopa~aa.t COIIIIIand. ancl the Foo~ •nd Oxug ! 

MaiA:l.tJ:ation, whi.cb •WJ:OVea ~•l•••" cf each v•ecina I 
ba~b, vUl allow !ur atutti cient quant1t1es to be avail.b.l.e 
~~. I 
aBCOMMINDlTIOti . ! 
Begin the vaccination of troopa part1cipatinv 1D oparatibn 
»&SilT SBIBLO a• soon •• a aufflaiant quAnt.ity of va~~ i• 

"&v&ilable. 'fb.a vaccinatJ.nn priority of txoops would be 1 
88tahUal'led by CDCCD't, 1 

. I 
In addit.ioll t.o tbe CJOONinai;.lona bel~, thi• reo01111111nda~ioo 
abo roepa=uent:a the eaD•en•ua o( the th&tte' 6u%CJaoDJt Gen•a.l 
and tbe ~cl fol:oas t:p.lc.lwtlulogiaal BO&rd. j 

. "*"~· ,' .. . : . ·. 
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&DCO'l'lVI SttKMN\Y /COVD aauBF 

KIHDQMDUII roa ~ SBCIC'l'AII.X ~ DB!"AU 
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ASSIS'l'ANT SECU'rU.Y OF Imi'!NSE FCm HEAL'lJI AFFAfRS 

S'DBJBCil's Immunization A9&1n•t the aialoqic~l warfaro (.,) 
Agent - Botulin~m 'oxin CB~) , 

I . 
PURPOSB.t AC~IOB -- Approve the botulinum i;o.Xin i.ftmn.ization 

far a limlt<td nWIJ)er of troopa involved .iu : 
Operation DaSEK~ SHXBLD~ 

DUCDS8J:Olt 1 

1. 1raq1 capab111t1&8• 

a) !:XBKPTION (b)( l) 

2. ltfects of DW a9ant - aot~li~u~ ~oxint 

Jl 
I 

I 
I 

a 1 BT is a. toxic p%ocl~ of a baoteriua •nd ie 1 
~aHlOft aataCJO~i•ccl •• a. 8\f agee~. ttl affcta ue t.hoae 
of • nauro-tc»tin an4 not that o~ a live or94niam. i 

l 

b) 1'11• t!ffeote of .1nh4lec1· l 'l exposure occur in 
ltou.ra pz:odQC1ng a 118UX'OIIIUSO\llar paralysis W1t.ll a hiqb 
fatality rate from respiratory arrest. 

3. PrevBntive capabil1tiear 

~-48 
l 
I 

a) The use of Minion-oriented Prot..-et.ive Poat.ubt 
(MOPP) 9aar is requi~~d. ( EXRNPtlON (b)(1) ! ] 
Skin abtortrtio~t of this agent, \llllib ohuU.c•l .,.nu, .0. 
not • fllct:.or. I 

b) Asl iaveatJ.9atiOMl VD.Ccine baing' c:t-ve~ope4 ~ 
~ Ceni:er foz: Dta ... e Contxol a9ai.Det. BT u &Vtlilable )),\It 
pi:ovidea e "lat.ively poe¥ NJtibodf re&ponaa. i 

. ! 
c) vaccination 11 &dminiata%e4 by 8Yringe ; 

1D'eations. PoJ.Lowin9 the in1t.ial vaccination a ~te; 
I 
I 
I 

I 

i 

- -- ···-· ---
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abot ia administered ten -.U& following the fi:-at. booar' r 
.sbot. 

cl) TWO Antisera an available, borse and humanJ to 
pzoovicle p.ae~::i.vo immuni~at!oft. 

•) Tbtla pL·utection a~torcle4 by bOth the vaccine and. 
antiae~a a9ainst high levels o! pulmonary inhalation 1 
8xp01ee poss1J:)J.e 1n 8W ve&pona ls unknown azDOng hwaan I 

aU))ject•. Limited animal •t.u4les and an undarat.anding of 
I~'• physiological affect• aake8 it likely that tmmuoizat.ion 
*Mild only provide lilll1ted protecrtion. I 
4. N89&tJva A 1~A aff•ote o~ vaootne• I 

a) 'l"hca vae~oiDe prcxl.,.OCIII II\O<ierQte t.o aeve:re a1~ 
affects in 1.3, to 10.8' of those receivi ng the second I 
~ization. Tbe reaction caul~ llmlt physicAl &otiv1tf for 
5 t.o 10 days. i 

s. eonstraints 

a) Prociuotion of tba vaccine is by one vendor, the 
Michigan Department of Public Baal~h, in limited quantitiea. 

. b) Cooperative •ff~e invclving t~ u.s. ~~ 
Medical •••aarr.h ~~d beYelo~nt command and tho ~ood • d 
Dru9 Administration. , Which bas oversight. of investigati, nal 
dJ:'Qge ud vt.cci.Aee , will allow fol' l"fficient fi'lAI\\i~J.ee ~ 
l:la avaUable shortly. I 

. . I 

~it:~r~nt types c··~o~ype) 0~ ~11num ~ox1n• known to 
·c) 'l'ba vaccine evaila))l.e only cover• 5 of tbe 1 

exist. ~ 1 exemption 1.3 (A)(2) J 

. d) Passive tmmuBisatiOn Dy horse antisera con~ina 
all 1 of tbe sarot.ypaa. fte ant.iaera has a balf life of I 
~rodaately 10-u d&ya therefore, the proteetion aff,ded 
by this iDauni2atioo is short 11.Yed. 

I 
I 

a) Passive t..nllat:ion by human &ftinr a only! 
CODtftins fivo of tho -=•von auotypoe and ~e CJ'1•nti.tie• 
available are li1Dited J)y the number of bwun <iono~a. : 

· .. 
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SU8JEC'l'! ~ zzp:an'alOft---of ·t-n&aetthl .... ,:~~~<ttOiooiC•l-Yecctne 
• Pro4uCt10a~ · ~ 

• 

1. ~- This me:.oranCSum~ outlines tile i,_~!!£:l.CII~t.i. ~r,~c~t:~i,"g_ US 
ability to produce 8K oracclnes. and~-~-· . ...79• d~al9nate-tbe 

'Auhunt Secretary of Defi;a.••- (Health~Affaira),aa the focal-point 
to ·esPre .. altern·au • .-a to ieCre .. • ptoduCtlon.':. -

• 2 1 ~ Baaed on the jU:dgme:Dt to Oelly ·ncctn·at:tOn a·9alnat 
__ antbra~ and botulinum tolin Until auffictent inYentortes of 

vaccinee ezist, ·present stockS ehoulO·be lncreaaed as rapidlr •• 
poaal~l• wbile_esploria.; alternati•• aourcea for prod~ction • 

• 
•· ~ Both anthras and botuliaun tosin •acclnes are 

available in limited stocks. Bach is produced bT only· oae (and 
the aame}·aanufacturer. Only on .. wacotae caa be produced at 1 
viven u .. in the s ... laboratory. '. -· . . b. lsJ -PriMary option• for increasing production •r• to 
accelerate~roductlon efforts at the one esl.ttnv facility. obtain 
other source• ot produc-tfori-~- •ild/or construct a D:Mf facUit:r. 

--~ Eatlaated UJM to initial deUYery of ·antln:a:& 
vaccine f~om a DBK facility ia 18-24 .ontha wit~ an eatl••ted ti-a 
to deliver 1M doaea .ore than three ~ara. 

--~ For botulinUM tosla, tb•r• is DO ~aliatlc 
espectat1on for additional production capability in the near 
future _tO meet t?- current ~rgency. 

C. ~ In tbe"plat, :production of •aceinea at other US 
faclllti8s~•• not been feasible due to long le•d ti .. a to adapt 
existinq production capabilitie• to thl1 product and'the 
regu latorr requlr ... nt• of the !'oc4 and Druv A&aio.htratlon (PDA). 

Cluaifi 
f7 on OADR 
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3, 'h(s:•:t;ro$r ;~ ....... ~i~~~ ..... i.~~t.atooluo1>f 
neel~ b tile sho.-e.-iiiii:u,;;u. r~IMulol tile tollowl09 
aeU...-'t>e tilraoo · · . · , 

a. (Dl Tile Aoalataat ...,..,.;.,Y 'l;'r· &"t...e. (Health Mhl<i•l 
(ABD(IIA)) sboQld charter a·r•siL-Pocoe-eaGer tbe C!lrectloa.-ot tb•' 
us An17 aur9eon O.netil wlth-Trl-&ent~.tartlclp•tloa. •• OYeroigbt 
will be br th Deputf- .Ud•taD.t a.c~retarr of Defeaae (Jle4lca1 ~-
Jteadineaa) (DASJ!I(IIR) • !'hla Taak Poree abould -.. n.,. .t:he i 
'bapabilitr of the pbaraacftt1C4l1 la4Uatry to support ezpanded : · 
production of Btf YacCinea# to inclUde WMtber or aot new 
raetlttlet n.-4 to be con•ttucte«. i 

' 
b. ~ The ez&cutiYe a9ent abould enaure .._rr •tfo~t ia ' 

taken to laereaaa production at the.esi•tiat fecllitr, to include 
en.henceMnU to...-zilting production. · -, --1 

c. (U) Direot liacel support sbould be borne b7 OSD for .tbia 
unprot_raa.ed require.ent. 

4. (U) The followlno are suooeated aileatonea for iMProved 
c:apebil_lty;· 

•, 

• 

--(U) The us Armr-suroeon General -·unde~OYeraioht by 
the'ASD(HA)t eatabllah e~ecutl•• ••nav ... nt authorit7 tto 
hter than nay .,. 1. · · · · . 
--(U) ASD{ftA) - Ch•rter ~ri-Ser.ic:e Teak ~orce to deYelop 
all optiona no later than Dey • 3. ,The Task Force should 
be prepared to r•apond to the direction of the DASD(MA), 

·--{U) Executive avent- Complete a ••rket tnTeatlgation 
of industrial bale capabillt7 no leter than Dar • 30. 

--~ Executi•e aoent - Pr•••nt optlofta and ' • 
~·ComMendations for short te~ •olutiona to immedia~ 
increese ••ccine productioD ao leter than Day + 45. 

-~- Executive av~nt - Preae~t long renge plan to ... t 
lncr••••d a .. d for •accine froduction no later than 
Day "'"iO. 
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THE SECRETARY Or DCeENS[ 
W~StUNGION. OC 2(13CI 

3 Octobet: 1990 

Reply ZIP CQ;de: 
20301-lOOO 

ME•IORANI>UM FOR TIIS ASSISTANT SECRETARY OF DEFENSE (UEALTI! AFFI 

SUDJECT: Expansion of Industrial Base for Biological Vaccine 
Pro4uetie>n ~ 

~ As a matter of priority~ please take necessary actior 

acquire a second source to produce biological ~accines to prot 

against known Iraqui biological capability: anthrax and botul 

toxin. Please k~ep USDP and the Joint Staff informed. 

(U} Suggested milestones are attached. 

Enclosure-

&125/03 9:39 AM 
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lliE ASSISTANT SECRETARY OF' OEF'ENSE. 

WASHINGT'ON. 0. C 20301-12.00 

; ' 

MEMOl<ANOUM FOR SECRETARY OF THE AllM'l 

SUBJECT~ Expansion of Indust~ial Base for Bioloqieal Vaccine 
Production "'f6+-

~ on october 3, 1990, the Secretary of Defense. di~;::.::·~::.d 

t~t ~ take the necessary actions 1 on a priority basis, to 
acquire second sources to produce bioloqical vaccines to prote 
aqainst anthrax and botulinum tcxin (Enclosure~)~ To accomp1 
this in an accelerated ti:m~:fJ:de, on Octobe.- 5, ~990.t I charte. 
a Tri-Sarvice Task Force to develop sho~-term options and 
recommendations for increasinq vaccine production (Enclosure 2 

~ Snclosu~a l is a copy of the Tri-Serv~ca Task Forcars 
report on the Sh-Qrt' Te%111 Production of Anthrax Vaccine. 
~nolosure 4 is a oopy cf the Tri-Service Task Force•~ report o 
Shor~ Term production or Botulinum ~oxoid. 

~ Currently, the Army has a contract with the Michigan 
Department of Public Health in Lansing, Michiqan, to produce. 
anth~ax vaccine and another contract with them to b~end availa 
botulinum toxoid serotypes into pentavalent botulinum toxoid 
vaee!ne doses. In addition, Porton International, Inc., of 
Porton Down, United Kingdom, is under contract to the Army to 
produce a serotype F botulinum toxoid: however, human safety 
tastinq of serotype F has not been initiated. 

'tSt After carefully reviewinq both of the reports, I requ 
that you take the necessary steps. on a priority basis, to car ___ .._ ....... _ ..,._,, -· .. "-- .. --~---& 

I of 2 8125/0:J. 9:44AM 
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l~ Closely monitor the ongoinq efforts to increasa 
production capability ot the current cont~aetor, Michigan 
Department of Public Health in Lansing, Michiqan~ P~ovide any 
support that may be necessary to ansure that production is 
increased by Fab~ry 20, 199~. 
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SECRET 
z. contraot with Lederle-P~axis Biologicals of ?earl 

.River, New York, to beqin production of 
anthrax ~aecine by February lSr l9Sl. 

ti lJ s c !>52 (i>)(1); 

3. Estab~ish the appropriate inter-goVernmental 
ar~angements with the National Cancer Institute - Frederick 
cancer Maryland, to beqin 
production of vaccin4 by February 15 
1991. 

4. Modify the contract ~~;~~.~~~ 
lhc. , tc ~roduce serotype E and. c ~ to•XO•id 
doses of serotype E pred~etion to be com~leted 
Upon completion of the serotype E~ production 
serotype c is to cOlllllence. · 

!5'. ModifY the contract with the Hiehiqan nepartm!:!nt 
pUblic Health to renovate their facility to allow for the 
simultaneous prod~t~on o~ ~~ltiple serotypes or botu~inum toxo 
by September l, L99l. 

6. The u.s. Aray Su:geon General 1 s Office is to 
evaluate by December ~5$ 19901 the »ission priorities of the u. 
~y Medical ~asearch L~tituta o~ Inteotious Di$e•ses {USAMRil 
at Ft. O..trick, Mary lane!, to deteniM if their effort should 1: 
directed into production of botu1inum tox~id. Wh~le this 
evaluation is ongoing begin the required renovations, purchase 
equipment and vaccination of personnel at tts~ID necessary t 
quality the facility for pr<>dllction of botulinlllll toxoid-

~ In addition, :t request tbat you task the fJ. s. Army 
surqeon Qanera.l 'to e.stablish and be the executive manager of ar. 
mplementation working Group to expedite these actions. The 
mplementation Workinq Group should he led by a tlaq officer. 
lle :J:mp~ementation workinq Group should be provided with the 

hiqhest priority in funding, contractual, acquisitionf and 
pro~urement matters. 

n 
B/25/03 9:44AM 
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Attachlllents: 
As stated 

cc~ 

u.s. Army Surgeon General 
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Inhalation anthrax ia an almOat ~i!c~ly ~atal 41aaal 

lXparianca vi~~ ~1• ayndroMe in human• ia lim1ta4; what 

intarmaticn ia available in~icataa that onca clea:cu~ IY=F 

~ aiqna dllrqa, aven r.a,.i va doa .. of antit>ictica ara til' 

Thara ia na quaatio~ that tha baat approach to ~~ threat ' 

inllalation anthrax 1a activa illl:lounintion prior to axpoa:ur• 

~aibly oouplld with Ula of atttibiotica attar axpoaura, 

abaance ot widely avai1ablo vaccine, however, adainiatrati 

appropiata an1:ib1oUcs prier ~o axpoaura, or in 'tlla i.Medi 

poa~·expoa=• puio4, ot!oro a aacond.aey option wbich ccn•l, 

improva survival, particularly 1: anti»Lotic use is combin 

immunication in tha po•t•.xpaaur• p•~iccl. a&tionala tor t 

pcaiticm ia baucl on tha toUowin; hctat a) the u :titre 

aanait~vity of laei1lua l»thrl~it to cartain ~ntibioticeJ 

dllr.Qnl~tt•d utility ot antib1oti;o in ~eatmont ot aa5aa• 
anthrax; and (v.robably =oa~ i~portantly) c) :aaulta of 

axaarimant• in non-hum&ft ur~atsa w~ich indica~• ~l•arlv t 

8/25103 9:48 AM 
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~ vast ••1o~it~ Qf antn=ax otrains ara ••naitiva ~ 

to penicillin. Historically, this drUq ha• haan oonai4arac 

"trae.U~&nt of ¢1\Cica• tai: all terms o! utn=axr tet:-lu~yclir 

arythrcmycin, and chloramphaniccl have bean raoommanda4 in 

Penieillin•allar;io pa~iants. a~• panioillin-r•aiatant •~ 

ax1at na~~~•l•y, 1\cwave:, &n4 ona haa baan reccvare~ from 1 

human oasa. In a44ition, it 11 net difficult to in4uca 

reaiatanoe to ~o~h Plnioillin an~ tatrm~y~lina tbrouil\ lab! 

manipulation of an~ax bacilli. Ciprofloxacin ia a ralatl 

new antibiotic w1~ a novel maohant.m ot action (DNA qyra.1 

inhibiter), ro date, all .tr~ina ct anthrax taated hava PI 

quita aanaitiva (1,2). Baoausa this is a ralativaly new d1 

a~4 ~acauaa of ita unusual machaniam ct action, it ia unlil 

~at rc:aiaunc:a hu bun "enqinatra!!" at. tllla ti:ma. :rnaret 

c1protl~xaoin1 a drUg with taw raccgnizad aida effacts, a 

convaniant oral d~ain; achadula (twice daily), and axcallat 

activity ~oth 1n xitr; and 1n ~ offers a qoo4 option to: 

antibiotic uaa in c~untarinq possible infaotion with this 

orqanhm. Many ot the•• •••a &l'qul!lants o~m J:>e mad a ta" 

l!axycycl1na aa wel1; how•var, the m1-thoda tor •1en9"ine•rinq' 

8125103 9:.48 A~1 
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raa~atanca to ta~&O¥clinaa kr& aiap~a and raa4ily ava11ab: 

ths open l1t~atura. ~ia ooabined with roooqni:ad 

~otQ••n,itivity m&Kc dcxy;yclina n ~A~.ond~ry option. 

B: utili~y ~f an~ibiot1ea in eutanaoua lnthrax 

Jubliobad aeriaa con:irc that ~taneous anthrax 1• rae 
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cur&d witn ~PP~priata antibiotic tharapy, partiCUlarly it 

raccqni;ea aarly and traatad early in tha di••••• cc~raa (3) 

variaty ot an~ibictica have baan uaad with auccaaa, but 

penicillin ~ana:allY providaa tha =ost rapid atarilization 1 

ra~olut10ft of tha laaion. 

C1 Non~lluaan prim&ta •lqOarimanta 

tha attact Dt antibiot!ea on tha ccuraa of inhalation 

anthrax ha. baan moat axtanaivaly axaminad in non~numan pri: 

modall ot the ~iaaata. Savaral atudiaa conducted in tho l~J 

and 1'5oa damcnatrated that t~a courea of inhalati=n anthral 

could ba mcd1!1ad throuqb antibiotic uaa atta; axposu~• to : 

do••• at apotaa by inhalation (4,5,«). ~·• axparimanta ~l 

nota.bla tor the toU.owinc; pointa: ~. antibiotic tllarapy a.: 
oaama capable of prc1onqin; tna time to death. ~i~ala aaa~ 

1urviva aa lcnq aa tea druq ia bat~ activaly administorad, 

d1• at varyinq iatarvala attar itl disoontinu.tion. 2. 

an~~iotica gqmb1p•d with aome to~ ct im=unolcqicai 

1ntarvention·~•ot1va (i.a., Y&Ocinaticn) or paaaiva (i.a., 

aaruo)~~in tho paat~axpaaura pariod o!tarad tha best Ohanca 

8125103 9:48AM 
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l ~aoen~ txperimant con~ucte4 at USAMRIID •••m• to conJ 

thea• prev1oua ~n.arvationa (7). Thia atudy indicated that: 

Under th• ccnditicna ct th• •tudy, penicillin, daxycyclin•, 

ciprotlcxac1n qi~•n for a 30 day period imprcved turvival c\ 

anti~iceia traatm•nt, 2. D&ath• oeeurrad, aa ~radiet•d. afl 
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antibotica w·~· diacontin~ad, 3. c~xycyclina lftd ciprotlo: 

may have ottarad aome odvonta;a ovar pe~icillin in thia 

(inhal~ticn anthrax) ••tt!nq, &nd t. combined antibioeico 

vaccination in the poat•axpoaure p~i=d raaultad in tn. b~ 
aurvival. 

A eimplifiad ~•view ot pat~cqeneaia coqplad with apac1 

about :accan1am or an~ibictic agtivi~ miqht ahed liiht on 

ob .. rved tindin~J•· AntlU'ax Ol'1tf.lliau ua moat atraotively 

daliverod by inhalation in t~• ro~ or apcr••· •nhalotion 

thaae aporoa ~aault& in aeadinq ot terQinal raapiratory 

nonchiol... spo~ .. than ua phaqacytoaad loy alveolar 

lOilarophaqoa &nd transported to lymphatic o1:9ano ~~~ tho chal 

(pul=nary an<l .,.d.ia.tinal lYIIPll nodl&J J and aloewhere. Th< 

tho """" .. IJUminat;a, loa=inr "voqotative• or;anbna whi( 

rel ..... tox1n. an4 axert &c!.vnaa J:>hyliola;ric oU&c'l:o. 111 tl 

continuacS replioatiell ot thue "voq.eo.t:iv•" l>aoUH, incre• 

larqar numb.r1 ot OEV&niamo and t:hoir toxins circulate. Pl 

the holt il ovotvholme4 and d.aaf.h onoueo. with odminiotru 

appropriata antibio:ica, veq~tativo forma (~ opore•J &~• 

8125103 9:49AM 
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many other•, howeve~, ad41t1onal •Po~•• probably r•main 4e: 

until ant1biotiea ~~• dia~ontinued, In th••• individualo, 

~••1~ual apo~a• than qa~1nato, an~ tna ~·~lieativa p~cc••• 

Qe;ina anew. thlo~otioally, ~nasa p•~•on• eculd remain or. 

an~1~1otic• ~=r ~rolonqad p•riods, and aurviva. In practiQ 
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however, auch a atrataqy is !rau¢ht with a4ditio~al prcblam• 

(a.~., how lonq ia lonq encuqh1 •ntibiotic-ralatad toxicitil 

ate,), and ia th•~atcra not faa•i~la. !t tnen ia n.ceaaary 

aupplement tba suppraaaiva affect ot antibiotic& with an ac< 
• 

immune nepenu which wOUld tarva to "mcp up" tlul llta

q~Lnetifti veqetetive to:3$ trom thaae •Por••· Cona•q~•nt: 

the ~··•nca of an active immune.reaponaa, ;anaratad ar~. 

ax,poaure, offer• the hiqhaat pro~aoility of s~ival, Pail. 

that, initiation of vaccina~i=n in conc•rt with antibiotic• 

•Xpcaur• 1hcu1~ enable an intac~•~ individual to ianerat• &: 

i~M~une rupcn .. that oouJ.d rue~ in a ti1!11lar way, &lbal.1: w. 

,..,..,..M.t la .. cenainty. In tll.a priln&ta •xp•rilllant• aunur.ar. 

abcve, thi1 •tr&t&qy prov•d ettectl.v•. 
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DOD Response to Anthrax Program Congressional Request /bl 
May 16, 2000 <..::/ 

On May 12,2000, Congressman Jaek Metcalf(R-Wash.)and 34of his colleagues sent a letter to the 
Secretary of Defense requesting that the DOD halt Its Anthrax Vaccine Immunization Program. The 
following Is OOD'e reeponse to the request. 

The Department of Defense respectfully cannot agree to such a request To suspend the 
program would place thousands of our fine men and women in a vulnerable position 
where they would go to work every day in areas of the world where potential 
adversaries possess the ability to deliver deadly weaponized aerosolized anthrax at any 
moment 

Anthrax is a deadly biological warfare agent that at least ten nations, including North 
Korea and Iraq, are known to P..ossess or have in development. If an individual inhales 
aerosolized anthrax, there is little chance of survival from this devastating disease. 
Antibiotics exist, but they must be taken before symptoms develop. However, the 
chance of that Is minimal since aerosolized anthrax •s colorless, odorless, tasteless and 
very difficult to detect. By the time we determine an attack has occurred, It would most 
likely be too late. 

Suspension of the program would recklessly jeopardize the safety of the vary people 
for whom we are moat concerned. Knowing that the threat exists and that we have a 
safe and effective FDA-approved vaccine available, the Defense Department would be 
irresponsible if it suspended the program. This FDA-approved vaccine has also been 
validated by the Centers for Disease Control and the National Institutes of Health. The 
threat Is so serious that our Commanders-in~hief in Korea and Southwest Asia are 
adamant in their insistence that all of their forward-deployed forces and all inbound 
personnel be vaccinated. This is a force protection matter that we take very seriously. 
We would not want to endanger any person by sending them In harms way without 
protection from this deadly disease. 

There are a lot of erroneous data being presentsd by Individuals and groups opposed to 
the Department's inoculation program. We also know that sensational stories have been 
told about anthrax reactions, the overwhelming majority of which are not true. When 
you administer over 1.7 million dosea of vaccine to over 440,000 people, some will get 
sick, for some reason, inevitably, at some point in time. Although opponents of the 
inoculation program would have you believe otherwise. most of these illnesses are not 
related to anthrax vaccine. We work to provide the best medical care for all of our sick 
servicemen and women and we try to determine the cause of every illness. Many 
Illnesses reported by opponents as anthrax reactions have In fact been traced, by both 
military and civilian hospitals, to be due to other causes. This includes a case in which 
a serviceman's picture was projected on the wall during a congressional hearing on 
anthrax and portrayed as an ''anthrax vaccine reaction" victim. In fact, the picture 
depicted a skin condition completaly unrelated to the anthrax vaccine. 

In 1898, the British were preparing to fight the Boer War. Their senior leadership 
considered giving all their troops the recently approved Typhoid Vaccine. Opposition 
arose, some protests were held, some In Parliament objected, and the vaccine was 
made voluntary. Fourteen thousand troops elected to take the shot. The troops went to 
war and 59,000 came down with typhoid. Nine thousand of them died while a perfectly 
safe and effective vaccine remained on the shelf- unused I We cannot allow the last 
chapter of the anthrax story to be a Boer War analogy. 

4112/0111:33 AM 
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Anthrax Vaccination Program 

• First Point- "The Institutes of Medicine says there is insufficient evidence to 
determine the long term safety of the vaccine." 

Comment- The same 10M report also states in adjacent paragraphs: 

a ...... few vaccines for any disease have been activeJy monitored for 
adverse effects over long periods of time." 

and 

b. "To date, published studies have reported no significant adverse effects 
of the vaccine." 

and 

c. FDA has stated that "the reporte on the anthrax vaccine received thus 
far do not raise any specific concerns about the vaccine ... 

• Second Point- "Two Air Foree Reserve Judge Advocates say that anthrax 
vaccination are illegaL" 

Comment- The two lawyers quoted were assigned as defense attorneys for an Air 
Force client charged with violating a lawful order to take the vaccine. As such, the 
lawyers were required to assert a defense. To do this, they prepared these 
comments as part of their planned defense tactic. The FDA has continually stated 
that the vaccine Is approved and has been since 1970, as such, is not an 
investigational drug. Any suggestion that these lawyers' work-product is the 
opinion of the Air Force or the Department of Defense is absolutely incorrect 

• Third Point- "The Inspector General, Department of Defense has documented the 
troubling financial management practices and multiple deficiencies cited by FDA 
that continue to compromise the A VIP program." 

Comment- The Inspector General did, as it usually does, find areas that needed 
improvement. They also found1 however, that the contractual relief was provided 
within Federal Acquisition Regulation guidelines. All vaccine being used has been 
FDA certified for its safety and efficacy. 

• Fourth Point- "The House Subcommittee on National Security Veterans Affairs 
and International Relations recommends that A VIP should be suspended until the 
DOD obtains approval of an Improved vaccine." 

Comment- The current vaccine was approved in 1970, and reevaluated and 
re-certified by FDA in 1985. DOD has giVen over 1,700,000 shots to over 440,000 
personnel. Only .00008 percent have resulted In loss of duty. Only .00001% or 
31people have required hospitalization. Of these 31, only 6 have been determined 
to, more probably than not. have illnesses which have resulted from anthrax 
vaccination. These personnel have been granted waivers to not receive future 
vaccinations. These determinations were made by an independent panel of 
experte convened by the U.S. Department of health and Human Services. 

• Fifth Point- "The American Public Health Association Governing Council urges 

4112/0111:33AM 
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the DOD to delay any further immunization against anthrax using the current 
vaccine or at least to make immunization voluntary." 

Comment- A reading of that association's 11'" Edition of the American Public 
Health Association's Control of Communicable Diseases Manual (James Chin, MD, 
MPH editor) specifies a preventive measure for exposure to anthrax is to 
"immunize high risk persons with a cell-free vaccine prepared from a culture 
filtrate containing the protective antigen. Evidence indicates that this vaccine is 
effective in preventing cutaneous and lnhalational anthrax; it is recommended for 
laboratory workers who routinely work with B anthrax and workers who handle 
potantlally contaminated industrial raw matarlals. It may also be used to protect 
military personnel against potential exposure to anthrax used as a biological 
warfare agent. Annual booster injections are recommended if the risk of exposure 
continues." 

• Sixth Point- "The General Accounting has stated that the DOD date indicates that 
women have had a higher rate of negative reactions to the anthrax vaccine." 

Comment- While the rate of adverse reactions is higher for women than men, 
when scientists of the USAMRIID Ft Detrick, MD, studied the adverse events of 
1,255 men and 335 women, 2% to 4% of men reported events compared to 4% to 
7% of women. 

Another study conducted by the Preventive Medicine Division at Tripier Army 
Medical Centar reports overall events or effects by gender as between 4% and 14% 
for women compared to 2% to 5% men. 

A third study conducted by the Department of Preventive Medicine 12101 
Evacuation Hospital, Seoul Korea showed an overall rate of events or effects by 
gender to be 72% to 74% of women and 42% to 44% of men. 

4/12101 11:33 AM 
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Reoubhcan Walter Jones 
11 OS.C Corporate Otfve 
GreetMIIe, NC 2785842 JJ 

October 2 1. 2002 

Attn Congressman Jones and Tony Joyner 
Attn• Gafbara M1klulwld and Evol.no l!J'Itlkson 

~ DEPENCSE 

The Honorable Barbara MU<ultlci 
SUite 709, Han Senate awldmg 
Waatlm;ton, OC 2051 0 

Ounng the week of October '7, 2002,1 contacted youroff1ca to soliCit your help. My 
famriY wes, and is nC»N, expenenclng an emergency rwlated to the government'• ant.,_ 
vaccine program My son 18 a mmne ttatsot:aed at Camp Lejeune, NC and ta acMduled 
to go oversees earty nl)(t year With no pnar warrnng or education about anthrax 
wCCine. our aon, along lfllh other marines, was forced to accept tho enttnx vaccine 
You may recall my atory, He lniUany refused' the "atQne, eut after Intense threato of~~ 
and court manJal, he relented Heaven wel'\t tc Q c:haplaJn to obtain help, who by the 
way, was of no support and only cnttekacs my son As parents, my hulba"d and I callld 
everyone we could think of, bwludlng your Offk!o fur Intervention But. to no av•rt. No 
one really wants to get involved to any great leVel 

r would Jtlce to be clear tn.t lam not ~.mst v.accfne In general, and • am a V8f'/ patnotlo 
mdl'llldual However. tttert IS enough lnfotrnatlon to prove that the current erthrax 
vacdne 11 uneafe. Also, the manufacturer, B1oPort Corporatk>n has been c:tltlca:ed for Ill 
bullneae practJcea and ~ have fatlecf multiple FDA II"ISpect!OI'\5 Thett currerrt FDA 
approval is only related~ clianaoua exposure, not tnt\eW.ion, While our gavemment Is 
bLI81fy t!YJ~ !o disprove aymptom• broug llt en because of the vaccine, lam hearing 
d""y aocounts ot 1nclt~dual$ who are react1ng to lt. Some of the accountS are ataggetln; 
and "''ry •cary. My aon. who Is currentfy on a ship, knows of several who have raeated. 
One lndiVIduars neck has ~ up to the size ot a baseball. But, we continue to 
dlamiS$ these anthrax vacane symptoms-we call them sornethrr:G else, because no 
one wants to be aceauntable J understand we ara an the eve of war, and thara •• 
oen&ln urety measures 1hal must be a~p11ched One would think the vac:cmo would 
be one of the safe li'IUI\.AS One would also thrnk we would l&fely send O\.lr men and 
women to attend tD 1t111 war. Instead, they are getting the vacdne and ats end)ng up 
sic)( once they arriv• to the d~tian So, we not only expect them to fight thiS war. 
but WI dorf care If they t111ll while they wo doing •t My comment. are not 
mythology-these events are happening every day Also, how many long..ferm lffilcls Of 
ualng the drug are \W! to fear If yau revieW tfle IIOUntlan art1clee artd vlsft the weh.~ 
that reveal the truth, you would see we have t very setloua problem There are accounts 
of how the mulllpla lnJectlol1• ore what cauae the problem Her~ one of many litea. 
'tNtN 8!\thnnNaCCJNt gm 
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Nat only do I grieve over 1M 1aaue becauac Of my awn sun, but there is tile larger 
piCture whiCh •nc!udes everyone eltt't 1011 or daughter l work In a healthcare 
envrronment which requu"ee a plan to handle this iJsue as well 

Debate contlnues among our government cfficals as to whether or not we should be 
go1ng to war Wo may not be able lo change that final outcome However, we certainlY 
• ....,the way thitl V21CCI!l8 11 being admlf\'lstered and deal with the safely l9sue 
New vace~na is on Its way, but why are we usln!! our seNice members as sulnea pigs 
with un&afa vaccine until it arrtvas ff we laOIC at history and what our Gulf War veterans 
are going through, why arert we takirlg action. Military authority deruas that the 
wymptomsn related to anthrax "accme So, now W8 aond new vetarant who w11' 
return With aame 1ssuea. CertGJnly data apeaka when reporting However, 1f we dorf 
recognlle the symptoms to report-the data Ia never generated or accurate 

My •on waa not fllven due process-not wen when it came to religion He wu not 
allowed to ak questions about the safety of thl& "'nvestJgatanar drug. Instead he was 
scoffed at and berated for his q~J~Stfont When we attempted to subm1t data PfO'IInQ our 
medical history a. a potential risk for his health, it was discarded as a !oka As far as t 
know, we still have a ""ofll'ltaTY'' military. and my sort voluntarily lfgnod up to SeNe 
Whl!a military law is different from olvlban law-does Shls mean we are now Inhumane~ 
our servlos members? We certainty dcn1 pay them well, but naw we dorf treat them 
hlce humans ellher. The service members can not fiiCifltate advocacy, which 18 why I 
have taken !his stand an btnall of my son. 

My request Is that members of the Congrue and the Senate take alool< at thts crucfal 
useue and make lagiatation racommandabona far change immediately. The hves Of our 
aervtce members are at .take. They cart only do the JOb if they Rf'D healthy Please 
lnvtltlEJDto the current c:asesmwlvtng those who have refused and faced maximum 
puniShment. J realize the comp~ of th1s Issue and how many people and 
organiZit!ons wlU be held accountable for the thousands they have Ignored In past 
yeere However, It .18 hme to atop thJa WhJtiwl!l'ld of decepbon to protect our future Whit 
we ccmproml$e to keep In deception, wa will !UIUmately lose (l)xr,..._ ___ __ 

Cop!ee to ~ A~hard CO!boum 
Cap• to Del Add•• Eckardt 
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BARBARA A MikULSKI 
IAAIIYI.A""D 

CD!oAU\~ 

Al'l'ftO,IIIAl'ONS 

~TK (I)VCA.,ON, LA BOll, 
ANO PENSICr.s 

• • • I • 

~ ~hths ~mate 
WASHINGTON, DC 21)510..2003 

October 24 , 2C02 
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dOtJ7174121 fhe Honorable Powell A. Moore 
1\ssl st.ant Secretary of Defense 
U, S. Deoa.t"tment ·Of Defense 
1300 D~fense Pent agon 
Washlnqton, D.C. 20301-!300 

for Legl.slatl.ve Affaus [J SIKif iE ~· 
1201 "p(ln\l'Of' ~ 

V~a Fax 

Dear Mr. Moore: 

&41JStviW MD _, .. ~ 
MIIIS.Hrl 

I w o u I d appr ec1.ata l. t l.f you would revl.ew the er..cl.ose.d 
correspo~denee ana would contact my of!~ce as soon as poss1ble 
w~~h t he app:opr~ate 1.nfarmat1.on to respond to my C¢ns~~tue~t . 

Please send your response in aupl~cate form to the attent~or. 
of my ass1star.t , t vel.:!..na E!'l.Ckson, l.n my offl.ce at: 60 West 
Stree~ , s~~te 202, Annapol~s, Maryl and 21401 . 

Thank you Eor your conslderatlon of th~s matter. 

s~ncerely, • 

t!i::f:r::·/~A:~· 
Onlted States Senator 

Enc:.osure 
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OFFICE OF THE ASSISTA NT SECRETARY OF DEFENSE 

WASHI N GTON , DC 20301-1200 

ACTION MEMO 
HEALTH AFFAIRS 

November 14, 2002, 4:00 PM 

FOR: ELLEN P. EMBREY, DASD, (FHP & R) VL~ 

FROM: Michael E. Kilpatrick, Deputy Director, DHSD fJ 
SUBJECT: Reply to Correspondence from Senator Barbara Mikulski 

• Senator Mikulski wrote on behalf of her constituent (b)(6) (TAB B). (b)( 
(b)(6) expressed some concerns about the militarys anthrax vaccination program. Her 
son, an active duty Marine, initially refused the vaccine, but took it despite his and his 
mothers concerns. 

• This response explains the DoD A VIP program and provides Senator Mikulski with 
the correct information regarding the safety and effectiveness of the anthrax vaccine. 

RECOMMENDATION: Sign the proposed response to Senator Mikulski (TAB A) 

COORDINATION: TAB C 

Prepared by: (b)(6) DHSD (b)(6) PCDOCS # ~ 'flf {3 tf'/f L------..... ' L...-------' r· 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

HEALTH AFFAIRS 

The Honorable Barbara Mikulski 
United States Senator 
Attention: Evelina Erickson 
60 West Street, Suite 202 
Annapolis, Maryland 2 140 I 

Dear Senator Mikulski: 

NOV 2 7 2002 

This is in reply to your letter to the As istantSecretary of Defense (Legislative Affairs), 
on behalf of your constituent (b)(6) . (b)(6) has some concerns regarding the 
militarys anthrax vaccination program. Your letter was forwarded to our office for response 
because we are the Department of Defense office that is working on deployment health issues. 

(b)(6) wrote about her son, an active duty Marine, and his attempts to refuse the 
antbrax vaccme. She claimed he was not provided any educational materials or prior warning 
before being offered the vaccine. Although we cannot comment on this specific case, it is DoD 
policy that commanders and health care professionals provide anthrax vaccine recipients 
information about the vaccine. Information has also been provided to military personnel through 
command channels and Web sites, military newspapers, television, and radio. The primary 
source of information about the military anthrax vaccination program is available to the public 
on the Internet at http://www.antbrax.mil 

The anthrax vaccine is mandatory for all personnel in areas of higher threat for more than 
15 days and whose duties are essential to mission critical capabilities. The only exce tions are 
those provided under applicable medical and administrative exemption policies. (b)(6) rote 
that her son met with a chaplain to obtain a religious waiver. Religious waivers are granted only 
in the case of legitimate religious objections to immunization, and can be revoked to ensure 
accomplishment of the military mission. Waivers from private physicians based on personal or 
philosophical beliefs or attitudes are not authorized. The authority to grant temporary waivers in 
the Navy and Marine Corps is delegated to the Chief, Bureau of Medicine and Surgery. 

When a servicemember refuses the vaccine, it is DoD policy to begin with the 
assumption that they may be uninformed about the facts related to the deadly effects of exposure 
to the anthrax agent and the protection afforded by the vaccine. Our first action with those who 
might refuse the vaccine is to determine their concern and provide information. 

If a servicemember continues to refuse the vaccine, then a commander wi ll manage the 
situation as he or she would for any failure to obey a lawful order. We expect servicernembers to 
comply with administration of this vaccine as for any other mandatory vaccination. It is 
comparable to an order to wear body armor during anned engagement, or to don a protective 
mask in a suspected chemically or biologically contaminated environment. Any servicemember 
who does not comply with these measures endangers his or her own health, and places both their 



unit and mission accomplishment at risk. Military and civilian judges uniformly have found 
orders for members to be vaccinated to be lawful orders. 

The Department ofDefenses use of the anthrax vaccine in the Anthrax Vaccine 
Immunization Program for pre-exposure prevention is consistent with the Food and Drug 
Admin is ation-licensed use of the vaccine. It is not an 'lnvestigational" drug. Contrary to what 
(b)(6) has read, the anthrax vaccine is FDA-approve-d for all types and strains of anthrax. 
Wbile no vaccine is 1 00 percent effective, this vaccine greatly reduces the risk of contracting 
anthrax, regardless of route of exposure. Based on human and animal data the National 
Academy of Sciences' Institute of Medicine concluded in March 2002 that anthrax vaccine is 
"an effective vaccine for the protection of humans against anthrax, incJuding inhalational 
anthrax, caused by all known or plausible engineered strains of Bacillus anthracis." The first 
Institute of~edicine report can be reach at www.nap.edulcatalog/103 1 O.html . 

...._ ____ lso believes that the anthrax vaccine may be a cause for the illnesses some 
Gulf War veterans are experiencing, and is concerned by her son~ accounts of adverse reactions 
he has seen. There are no established connections between the anthrax vaccine and the persistent 
and unexplained illnesses reported by some Gulf War veterans, although research continues on 
this issue. The National Academy of Sciences Institute of Medicine report concluded that, 
while dala are limited, no convincing evidence shows thal personnel who received the vaccine 
have elevated risks oflater on-set health effects. 

Based on more than 30 years of anthrax vaccine use, we know that transient injection site 
reactions do occur. It is known that from 30 to 60 percent of those who receive anthrax vaccine 
will develop an injection site reaction (less than one inch). About one in a hundred will develop 
a reaction five inches in diameter or larger. The rate of side effects away from the injection site 
(headaches, muscle aches, tiredness) is about the same as for other vaccines: from five to 35 
percent, with these effects disappearing within a few days. As the National Academy of 
Sciences noted in their .\1arch 2002 report, these rates are similar to other vaccines. 

If a health problem occurs following injection of any vaccine, affected personnel have 
been counseled to seek medical care to resolve their immediate health problem. If the symptoms 
persist, they have been advised they may also wish to contact the Walter Reed Vaccine 
Health care Center at (202) 782-0411 . The Department of Defense is committed to giving our 
forces the best individualized care, no matter what caused the problem. 

Personnel covered by this vac.cination policy have also been informed at the time of each 
vaccination that anyone experiendng adverse health effects may also report them to the Vaccine 
Adverse Event Reporting System(V AERS). The forms are available at http://www.vacrs.org or 
by calling (800) 822-7967. Health care workers and vaccine recipients are encouraged to report 
via the V AERS system any severe reactions that might occur within 30 days of vaccine injection 
that require medical treatment and/or interfere with work or recreation. Within DoD, V AERS 
reporting is required for any reactions that cause hospitaJi1.ation or loss of work for 24 hours or 
more. 

Anthra," is an attractive weapon of mass destruction for our enemies. It is highly lethal, 
easily produced in large quantities, easily developed as a weapon, can be stored and remain 
dangerous for a long time. For this reason, anthrax may represent the most likely biological 
warfare threat facing U.S. forces. The Intelligence Community believes several countries 



currently have or are developing an offensive biological warfare capability using anthrax. U.S. 
forces may have little or no warning before an anthrax attack, which could be delivered by 
unconventional means. U.S. military forces around the world face a very real threat of a surprise 
anthrax attack. The threat is real and the consequences are grave. Fonner Director of the CIA 
James Woolsey referred to it as the single most dangerous threat to our national security in the 
foreseeable future. We have a responsibility to use this vaccine to protect our fprces against this 
threat. Vaccination is the best way to protect our forces from an unknown on covert anthrax 
attack. 

Thank you for the opportunity to assist your constituent,~~o..£).JI.6..---' 

any additional information please contact us again. 

Sincerely, 

~~JJu{ 
Ellen P. Embrey 

Deputy Assistant Secretary of Defense 
Force Health Protection & Readiness 

If we. can provide 
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Written Testimony o£Maj. Dingle and Capt. Remp£er, CT ANG 

• Spring !998: Flight Surgeon briefed the A VIP. He said that it was a six shot 
series and very expensive, and that the ANG would have very low priority, so 
we wouldn't be seeing it at our base for a long time. 

• Spring and Summer 1921j: Research by officers began from Internet sites, and 
government documents. Officers remained skeptical of reports or stories that 
did not cite references. We obtained a copy of Senate Report 103-97 (Is 
Military Research Hazardous to Veterans' Health?; Lessons Spanning Half a 
Century). It was an official government document that said the vaccine should 
be considered investigational, and that the government could not rule out the 
vaccine as a causal factor in Gulf War Syndrome. 

• Late Summer 1998: We began to develop a roster of pilots to deploy to the 
Gulf. The DOD guidelines were that you don't require the vaccine unless 
you're spending more than thirty days in the theater. Most pilots would be 
going for less than three weeks, so we wouldn't be getting the shots. It became 
apparent that several officers would not be taking the shot under any 
circumstances when they did become a requirement, and this word made its 
way to the command structure. 

• September UTA. 1998: The wing commander announced a policy regarding 
anthrax: all officers regardless of mobility status would begin the anthrax shot 
series in October whether they were deploying to the Gulf or not. Considerable 
resistance surfaced, so a meeting was held on September 27, 1998. At this 
meeting the wing commander assured us that those who chose not to get the 
shot would be treated equally, i.e. a pilot would receive the same punishment as 
a supply officer, and flying status would not be used as a punishment tool for 
pilots. We were supplied with basic Xeroxed information regarding the vaccine 
(Exh. A, B, C) 

• E1rly October 1998: Tiger Teams were fonned, and for a short time the shots 
became optional, unless you were scheduled to be in the Gulf for more than 31).. 
days. Maj. Dingle announced his intention to leave the unit at this time, but 
only after completing his perfonnance report duties, and serving on Tiger Team 
Alpha. Tiger Team Alpha would research the anthrax vaccine and develop a list 
of questions for the commander to send to higher HQs. Tiger Team Bravo 
would research the legal aspects, avenues, and options for guardsman that chose 
not to take the shot. Maj. Dingle and Capt. Rempfer were the two pilot 
participants in Tiger Team Alpha. Maj. Dingle performed the bulk of the 
research and worked very hard to ensure the infonnation presented was factual. 
Only material including governmeot documents or established publications 



were used. The team member's initial list of questions (Exh. D, E) ultimately 
evolved into the dictated document that was to be no more than two pages (Exh. 
F). We presented 15 questions with supporting information to the commander. 
Examples of our documents include the FDA report (Exh. G) showing 
microbial contamination in the sublets our unifs lot was derived from (FAV 
030). (Note: not all our sources were obtained for the original Tiger Team 
report- yet many additional references are obtained through our research paper 
at the end of this summary chronologically listing the attachments). I.e. We've 
included the Dr. Burrow's letter (Exh. H), stating in Enclosure point #2 that the 
FDA inspection drove supplemental testing. As well, and in contrast, a letter to 
the editor by Dep. Sec. Of Def. Hamre (Exh. I) contradicts the Dr. Burrows 
letter by saying the exact opposite. Finally, we asked our wing commander for 
the supplemental testing results of our lot FA V 030. We were only provided 
with the '96 paperwork for the original production testing (Exh. K). We 
pressed for the supplemental testing results and they were never provided. 

• October 1998: The wing commander subsequently forwarded Tiger Team 
Alpha's questions to Major General Weaver (Exh. K). We are still waiting for 
answers. According to the wing commander, the shots were to be delayed until 
the answers came back, and they would be optional unless you were scheduled 

r to be in the Gulf from more than the thirty days !A W HQs guidance. The wing 
commander later informed us he actually forwarded a letter up the chain of 
command to summarize our inputs (Exh. L ). His letter reduced our questions to 
4, and in the s" note of the attachment he refers to us as "hard liners", and 
maintains the unit will be better off when we are gone. At this point we were 
not very confident answers would be forthcoming. 

• Ngvember 1998: Unit leadership arranged Dr. Huxsoll, Dean of Veterinarian 
Medicine at LSU to appear at the unit to dispel our concerns. Upon the night of 
the event all unit members were provided with a guidance sheet of what they 
could and could not ask (Exh. N). Ccntrary to the flyer, Dr. Nass was not 
invited until 8pm the night prior, via a phone message on answering machine to 
one of the unit members. Maj. Dingle attended the event and wrote a 
summation of the evening (Exh. 0). As well, it was video taped and the video 
can be obtained from the NGB in DC. Although the NGB taped it and provided 
it to other ANG units on closed circuit TV, they did not edit it, and ANG 
members who have watched it have become very concerned with it's content. 

• November UTA 1998: It became apparent that the answers to the Tiger Team 
inquiries were not forthcoming, and we were told that the anthrax debate was 
over, that our questions could not be answered, and that the shots would begin. 
As well, following our wing commanders' inquiries up the chain of command 



as to the rational for the 30-day in country requirement, that requirement was 
changed to one-day. As a result, 16 vacancies appeared on the deployment list 

• Dectmber UTA 1998: As a result of the sudden vacancies, and the deployment 
roster being half full, the unit leadership announced another policy change. All 
pilots will either take the shots or leave the unit. We were encouraged to leave 
ASAP, or our fate might be out of our commander's banda. We were also 
relayed the message by our commanders from our State's TAG, MG Gay, that 
anyone refusing the vaccine and trying to leave over it. would never work in the 
military again in any capacity. The policy letter (Exh. P) designates a deadline 
of the Jan. UTA, and grounds all pilots not in compliance, despite earlier 
assurances that flying status would not be used as a punishment for refusal. 
Capt. Rempfer announced his intention to transfer to another military capacity 
at this time. 

• December 1998: We gained access to two ANG messages. The first was the 
ANG message on Force Health Protection Guidelines (Exh. Q). This document 
prescribes the use of P-tabs for forces, despite our commander's insistence that 
he'd never make us take them. We felt this was a severe contrast to the way the 
Anthrax Vaccine Immunization Program (A VIP) was being conducted. As 
well, we received the ANG message on the A VIP (Exh. R). It specifically 
stated three phases, where with the most liberal interpretation we would be 
classified as Phase II. So why the rush to take the vaccine with a Jan. 2000 
deadline? We were told it was to get rid of those who could not be relied upon. 
As a result Capt. Rempfer filed an IG complaint (Exh. S) with the NGB 
(subsequently he was informed it would not be investigated since it related to 
DOD policy): 

• I. If you go to a High Threat Area (Hf A) for any amount of 
time, you require the Anthrax vaccination. 

• II. Early deployers have to get the shot by Jan. 2000. 

• III. All others by 2003. 

• Fall of 1998: We contacted are elected representatives (Exh. T-1, to T-9). We 
are still waiting for responses from most. and the only initial letters we received 
maintained they would contact the DOD, or repeated information off the DOD 
website. 

• January UTA: ~ine pilots decided to not take the vaccine. One had decided in 
Oct. to transfer to another non-flying position, so he was not included in the 
numbers. The squadron commander issued a letter confirming the 8 losses 
(Exh. U). Subsequent to that he reported different numbers to the chain of 
command, which showed only 2 pilots departed due to the anthrax issue. All 



the involved pilots were upset at the misrepresentation and signed, a letter 
confirming it was the anthrax policy that forced them out of the cockpit (Exh. 
V). The TAG reported these inaccurate numbers to a congressional interviewer, 
and Mr. Kevin Bacon reported it in a Pentagon newsbrief. 

• Januarv 1999: We evolved our original Tiger Team paper into an 11-page 
research document over time analyzing the myriad of issues of the A VIP (Exh. 
W). We pressed our concerns again up the chain of command and also posted 
them on the Internet. 

• February 1999: As a result, we did obtain 17 detailed answers to our questions 
from sources outside our chain of command (Exh. X), but were later informed 
they were merely a draft prepared to answer the questions the Surgeon Generals 
might face by the 20/20 ABC news representatives. We are adding the answers 
to the website, despite the fact that they are still in draft form, to try to get the 
full set of information out to the public. Also, the NGAUS Magazine did an 
article (Exh. Y) in March dispelling the DOD's myth that the military members 
that are concerned with the vaccine are simply "misinformed." It specifically 
says the DOD didn't know our research was conducted professionally and 
thoroughly, and was well cited. 

• Marcb 1999: Capt. Rempfer published an Op Ed. in the Baltimore Sun to try to 
expand the debate on the A VIP. The goal is to help servicemember's, 
legislators, and Americans understand that the issues with respect to the A VIP 
are much more complicated than soldiers being scared of a vaccine. 

Summary: 

1. We feel the DOD's claims of widespread use of the anthrax vaccine are an 
exaggeration. 

2. We feel the DOD's claim of safety and effectiveness is unsubstantiated 
exaggeration. 

3. We feel the DOD is discrediting honest service members that are concerned 
about a very important force protection issue. 

4. We feel the DOD is misrepresenting the numbers to Congress on the losses the 
A VIP is costing our country. 

5. We feel the A VIP needs to be reviewed, and we know that almost every service 
member who we know feels the same way, even if they've taken the shot. 



Good morning. I want to begin by thanking the Congress for all you do to insure America has 
the best trained, equipped, supported, and protected military in the world . 

. herefore, I thank the members of this Committee for their willingness to thoroughly review 
the DOD Anthrax Vaccine Immunization Program. Given the rapid rate at which this costly 
program is progressing, I believe timely action by Congress is critical to insuring that the 
vaccination policy is truly in the best interests of servicemember's force protection, and 
therefore, our nation's defense. 

At this point, I request permission to insert into the public record written testimony detailing 
Major Dingle's and my experience with the anthrax program. 

(Pause) 

There is an important common bond behind why we are all present today. It's because we all 
care about our armed forces. We simply disagree on what fonn of force protection is best for 
our troops. Do we achieve it through mandatory vaccines, or through other means? The 
answer to this question is important, because it is forcing servicemembers to make serious, 
principled choices about the future of their military careers. 

Out of respect for the military and my chain of conunand, I am not here today in uniform. My 
..,rofessional dissent on this policy brings me to Congress only after attempting to resolve my 
.oncerns through my chain of command. I believe it is my duty to continue to speak out 
against the dangerous doc nina! precedents and questionable effectiveness of the Anthrax 
Vaccine Immunization Program. 

As an Air Force Officer, I have obeyed orders for nearly 16 years while serving as a fighter 
pilot in the Middle East, Bosnia, Korea, and Central America. However, as an American 
soldier I have also been trained to question orders if they are objectionable. !learned this at 
the Air Force Academy from instructors who fought in the Vietnam Wtu:. 

In this case, it is not the legitimacy of the orders that I question, or the officers enforcing this 
Department of Defense Directive. instead, I question the assumptions on which the policy is 
based, and feel that by implying our troops are protected, we actually place them in greater 
danger than if they were not vaccinated at all. 

The Defense Department acknowledges that they did not anticipate the level of resistance the 
anthrax vaccination policy has encountered. Resistance to the policy is based partly on the 
cursory nature of the review that occurred prior to implementation of this program. Therefore. 
I believe a Congressionally directed, comprehensive review should also answer the following 
"'uestions: 



1. What suddenly mandates the use of this outdated vaccine? Both the capability to 
weaponize anthrax and the FDA approval for the vaccine have existed for decades. The 
troops are asking, why now? 

2. Why force us to take a vaccine that was not intended to combat inhalation exposure to 
anthrax, and that will be defeated with mutated strains of anthrax, or simply a different 
pathogen? 

3. Why abandon the time-tested deterrence doctrine of massive retaliation that was successful 
in the Gulf War by mandating a force protection measure that may create a fa93'le afforce 
protection, endangering our soldiers. 

4. Is it dangerous to erroneously imply to our top militaty and civilian leaders that we can 
withstand a biological weapons attack through defensive posturing? Why has this been 
prudently avoided for the preceding three decades? 

After answering these questions, l believe you will conclude that we can do better than an 
outdated, marginally effective vaccine against only one of many potential biological 
pathogens. Hopefully, Congress will mandate a program that offers real force protection 
based on four logical foundations of intelligence, detection, external protection, and medical 

··'reattnent. 

These foundations afforce protection rely upon a credible willingness to use force. The old 
phrase, "The best defense is a good offense," was the philosophy that successfully deterred our 
adversaries during the Cold War. The defensive anthrax vaccination policy may abandon this 
time-tested doctrine and inadvertently legitimizing biological warfare. 

A monument in Washington honors America's soldiers by saying, "First in war, first in peace, 
and first in !he hearts of our countrymen." Just as that quote impressed me, I am equally 
encouraged by your committee's decision to keep servicemembers interests "First" by 
reviewing the anthrax vaccination policy. 

These issues weigh heavily on my mind, but your actions can turn the comer on this debate. 
You can perform a vital service to this nation by halting this doctrinal shift. You can insure 
our armed force's readiness by stopping personnel losses due to this program. And you can 
help make the armed forces an attractive service option for young Americans. 

It is my ardent hope that this review will stop any further mandatory vaccinations until a 
thorough, unbiased, and scientific review is conducted. This review may find that the costs of 

..:,Je anthrax vaccination policy far outweigh its limited force protection benefits. 

I sincerely thank you for the opportunity to testifY today. 
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r-rom: Mngle@ziplink.net (RusseH Oir'l)le) 
To: lRempter@aol.com (Buzz Rem~ (E~all)), ZaidMSQaol.com (Mark Zaid {E-mail)), mnass(@igc.apc.Of9 (Meryl Nase (E· 
.... 1)), KERNLKONDY@aol.com (,_ond Handy IE.,ail)) 

K you guys don't ha\oe enough to ~- here's my rw»:t and hopefully final Ylhaek at doing the testimony thing. Good night and 
see ya Tue$day. Russ D. 

lhlnk you for the opportynity to appear today. I am Russell Dingle, a citizen aokklr, a Major and a bnner Right Ccwnmandef 
in the CTANG 1 ha-A just completed my tenth year fyirig A-10'5 for CT. I win not see an eltwnth. I haw declined the 
oppottooity to recei-.. the anthrax \&Ccine and am lell~ng on~~ 3rd of thia year. 

Last September my unit announced an anthrax -..e«:ination policy that many otlicers objected to. In response, the wing 
commander delayed the shot schedule and brrned a team to research the «cine. I was a key member d that team. In litlle 
more than a week the infcnnation 1 gatherlKI pn!Sented a compehing argument. against the DoD and its claims of sftlly and 
etfecti\eno6s. 

The team presented 15 questions to the commander on October 14th. He fOrWirded these questions to his superiors. By lhe 
end of October, and with no answers t:lrthcoming, we were lcld the anthra): con\&rsation was 0\AM" and that t~ sl'tols would 
commence a:s scheduled. 

cr, A.VP began on Nowmber 7th. Our unit was uelng lot FAV030, a let spec:ilcally identi"fted by the FDA as being 
eontaminatecs 1n theW 1998 inspection of the Michigan produf;lion facility. 

It was beeoming apparent that our use of the chain of command to a4fect a dilerence was not wato:ing, nor wen!~: our attempts 
t our elec:ted officials imQI\ed. We felt that public in\OMrnent was our tast opportunity to get this program rWewed and 

,Aitnaps halted. 

This has b!CllQhl me bafore you tOday. I hale been a reluctant participant in this ongoing tragedy. A.s a guarUsman I am ilia 
unique poeition. I ha\8 the option to IMigl'l Yftlen I donl agree with an Otder. While it would be easy to just walk liWf and 
181\8 this mess ror ott1ers to deal with, I cannot in good CCM"1$cience allN" this program to go unc:hallenged. 

I am here today to lfY to highlight the fallacies of the DoD claims of s.atety wnd eftieacy, and the uncertainty thai eractitlonal 
guardsmen and reseNsts !ace. The questions we raised ha'le been dittriboted to our commander, the ntNtS media, .. , of you, 
and others. 

Ha\e our military leadefs sought to answer these questions? 

tia\e. they de\eloped patent an:s'Ner$ just in case you aak them? 

I e.nnot begin to argue complex medical iUUM with these experts, yet the littnture eontaina clear, unambiguous statements 
that don' agree with the DoD position. For instance: 

If the \i8C:cine has been FOA. appro-.ed and 1icensed ai~ 1970, wf'ly did 111 fc!mer USAMRIID commander define the '18CCine u 
exl)etimental in a 1990 article? 

If the ~o&ecine is abfOiutely Ufe and electl\e, why did a USAMRIID command!r cone hide that the \8CCine was unsatisfact«y 
in a 1994 edition of the medical textbook Vaccines? 

If !he ..accine is so widely used, why iSn, it in the latest PDR? 

.... ~e it appecn that the DoD iS de\Oting \&It amounts of time, money, ano manpower educating ill membeq about how aa1e 
this program 11, it is falling shOrt in tOme key areas. 

Why isnt the DoD telling memt.rs oft,. mifitaty what side eflilc:lt to be twarw of or tttpOrt? 



. 

Whv ate they discounting those who do report aide efJects and then not report those Incidents to higher headquarters? 

-"hV ian' the VAERS bnn M!able or made k11:01M'1 to membeB? 

As citizen tolditn. part-timer$, we all face the ullCQI'tainty cA medical care $hould our health be afrecled while fn some sort of 
military status. We may be soid~rs on the weekend. but when Monday roles around we ace ci\ilians. 

What happens when a guardsman reacts to this .accine on Tuesdlly. or next week, or two years after she retires? 
Will the state be forced to pay br the J'l'ledical care of a!rected unit membe:B? 
Will theil' cMban inautanea companies pick up the tab? 
Will the feclerai ~ment pay? 
Or wit the membef face a le\CNng door of denials and btame games between tne VA, the state, arid the insurenee -? A tnreat to our personal healttl, percehed «real, is a critical. factor In whether 01 not we choose to ·...o~unte«" our bodies in 
seNc:e to our country. How will this threat affect my ciloi!ian job? Should I fisic: both my military job arod my chA!ian career? 
Theso ate real and seriOIA qu~Utions that many \Qlunteers are ask~ng themsel-.es. This threat and the uocertainty of care 
needs to be addressed. 

And finally, the number games the CoO plays needs to be challenged. There does not seem to be one aet of numbers that 
the OoD is using for public relations. One OoO spokesman says they don't know how many shots were gi~n in Desert 
Stom~, the next spokesman has an exact number. including how many sufreted ad\erso roat;;tiona. Another DoD spokesman 
~ one number of pilots tnignlng and', ha~ng ltst hand knotlr'ledge, l k.nc:M' this number is incorrect. The Jaek of 
eonsislent data la troublesome . 

.... t year l spent sMral anxious days contM'!plating !'ION lshoukl ~roeeect with respect to the anth18X ltsue. Wh.t am 1 
milsing, should I rilk my health and play the oddS, am I letting my country doNn by quitting; M new refused an order. natt -? 
ThiS contrmersy is not about the CTANG. the people seated with me. or mysetf. )t is about what is right. not wt'IO ts rtgtlt. 
And this is wrong. I urge this committee 10 ask the tough questions, to demand forthright answers based on documented 
hdence, to hold the military accountable b' ita actions and decisions that etrect the health of all its members, irn::luding i1s' 
~itizen soldiers. 

~you. 

----Hoe------
Retum-Path; <redingle@zipllnk.net> 
ReceMd: tom rty.zc03.mx.aol.com (l1~j-Zc03.mail.aol.com !172.31.33.3]) by air-zcOS.mail.aol.com (\68. 13} with SM'TP; Tue, 
23 Mar 1999 01:59:48 .()5()(1 

Recei\ed: from relay-1.zlplink.net (relay-1.zjpink.net {206.15.170.62]) 
by rly-zc03.mx.aol.com (8.8.8J8.8.5JAOL-4.0.0) 
w!tll ESM'TP id BAA09224; 
Tue. 23 Mar 1999 01:59:12 ..osoo (Esn 

Receiloed: from ba)'2·532.hart.ziplink.net (bay2-532.hart.ziplink.net (206. 15.151.112]} 
~ relay.1.ziplink.net (8.8.7/8.8.7) with SMlP id 8AA00434; 
Tuo. 23 Mar 1999 0159;03 .0500 (ES1) 

. ..ei'led: by bay2-532.tuwt.ztplink.net wi1h Microsot Mail 
id <01BE7400.BOCB7600@bay2-532.hart.ziplink.neC>: Tue. 23 M.-1999 01:59:09-0500 

M---'0: <01BE74DO.BOCB7600Cbay2.S32.halt.ziplink.net> 
Fn:m: Rvsse!I Dingle <recingle@z!plink.net> 
To: "Buzz Rempfaf (E-manr <TRempfer@aol.com>, 
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Dear Mr. Secretary: 

We are writing to you to expr'e$$ our concerns with the Anthrnx vnccination program 
currently being implemented hy the Department ofDcfcnst·. 1\s you know. the l!CJuse 
Suhcomn1ittee on National Security, V~terans Afl8trs. and International Relations hos held 
three hearings on this subject nnd is expected to hold at least 1wo mnrc during the secnnd half 
ofthis year. 

c -·~ _, 
_,..-,::j 

••• 0""• -· 
~ 

The hearings held in Marth, April, and Jum: have mi~ed a number of concerns about the 
vnccinl!.tion progrnm including its purpose, it~ vnluc.thc manner in which it ill: heing carried out, 
and its offccts on those who serve in uniform. These concl.!rns have been heightened hy roeen1 
media reports and h1fhrmation circulating among tlwsc <~!Tcc!cd by the v~ccine. Subsequently~ 
our ufficcs nre rec~iving an increasing number or coni nets rmm concerned constimenu. both 
members of the Armed Fon;es, 1:ts well a.o; their distnmght pnrt•nts nr relatives. 

Mr. Secretary, you hud set four specific conditions that huLl tn he met before the 
v:lccin<ttion prosrnm l·otdd "ilArt; I) c:.n[)~letnentnl tc~ting to m•surc sterility. safety, potency and 
purity of the vaccine stockpile; 2} implementation ur a system UJr fully tracking anthrax 
immunir.ations: 3) approval tlf opcratinnal plans to uLlminisiCI' the V<~cdnc and communications 
plnns to inform miliUiry personnel: and 4) revittw of mcdh:n! :tspt.'Cls of the rrngram by an 
independent expert. 

According to the hearing testimnny before the Subcnmmiucc, none of these conditions 
wtos ~ti:~factorily addrc:.s.scd h~:forc the va«;inc progmm wu:;; implemented. While- w~ do n<1t 
want to duplicate the efforts of our colleagues who arc pursuing: their own ilwestigations, we 
W(ltlld re<JUCst thnt you direc{ your attention to the follow in~ is.">tte!i. 

Di!il'«ICI"t!U<~l 

('l'(~~l t.lN!oS.I~f~l ,., ....... ·~··tt w•s"'""'""'"~1r.t 
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. The first ofthc::se rr;lates tn the overall etTectivr;;ncss ur \he vac~o:i uc. The FDA approval 
cited by the Defense Oepnrtmcnt was for n VOICCinl! that was tk~igncd to protect wmkers in the 
woolen indu:;try from cutaneous contact with a.1nhr~x s;por<.'~. C 'nnvcr!'.dy, the prim11ry anthrax 
threat facing military persilnnel i~ not cutaneous. but we!'l.ponil'l!d ver:-:inns oft he bacterin, which 
~~ore inhaled hy thdr victims. There has been litllc m no testing of the v.a~.:einc'~ etlectivcncs.'l. in 
h-umans uga\nst this form of anthrax for ohviuu~ remmns. Test in~ reslllts on animals h1:1s had 
mixed result$., with the most promiliing recums <.:tlminJJ fro111 l;Jboratmy monkeys. However, to 
aSsume a drus tho.t has <:lchicved succes:sf\ll results: in rrimaks will h<1vc a 5imilar respon~ with 
human!!> is only the start or busic res:eareh. 

Additionally, we have yet to see any evidence from I he Dt.!!'~:m~ Dcpartmen~ ths.t lhis 
vn.ccir'IC WO\Ild be effective :.tgainst altered or multlr-te ;mlhmx .~1mi11S. Olven lhO\L lh.e Soviet 
Union p!acc::d a high priority on the development nfth~.: delivt:rnhlc multiple an.thrDx slrains, this 
is a legitimate concern. Analysis of tissue samples from R ussi<Jn:-; killed in an accidental anthrux 
release from a production facility in the 1 CJ70s huve indicated iol'cctinn li"om a cClmbination of 
individual strains. tn f&ct, the Ru~sian biowarfaro cxpcrl, Ken 1\lihck, 1\ns even heen quoted as 
saying vaccines aren 1t the answer. Given the extremely pour pcriOrmrmce (It' the vaccine against 
even individual multiple strains in the" Ft Dclriek cuincu pi~ studii.":S, Jo~.s the De::ft!nSCl 

Depurtmcnt have any evidence that the vaccine currcnlty hcin1-1 i~!-lucd i:; crf..:cliv~: asaim:~t o. 
comhination of multiple anthrax. strains? 

We are also concerned about 1he value of !iiLlpplcmclttul !cstin!:l, and whelher such testing 
oan really determine the Slerility. potency, purity, and suf~tv 1'1'1 h~.: v:u.:cine. Written OAO 
testimony fmm the J\pril 29 hearing lef\ this issue unn::«'llvcd. "lh:y wn)tl!. " ... quality cannot 
be guaranteed for finalte~ts on random ~~mpl~~ hut only limn a cmnhination or in-process tests. 
end-product tests, and strict contrn!s ofthc entire manlli'Uclt!l'il!lJ, process." .l.he J'I)A inspection 
results from Febn.mry 1998 ~'I ready indicate n significnntlad M quillity cmllnJls durin& 
manufacturing. ll woulc1 seem thiH any dumage don~: CIIUIU Ill'\ , .. ;,llyiJC rcve(scd at this pnint. 
Can you provide specif•c details of just how the supplciTlCillal tl.'.":=ting pi'Ocoss is able h1 nvercomc 
pre>blcm$ Olh·oady prese1\t in the fin01l vaccine product wilhmtl rcn\:lnut~o;oturinu 1ht~ ln1~7 

The second concern relates to the Ovl.-rnll Sflfcty of lh~ v.accinc. As with any drug, there 
are concerns about harmful side effects. Since I ()70. thl.! pri1nary recipients of the vaccine have 
been several thousand mill workers and mostly DOD rc~e:urchcrs. Thi.s limited civilian u.~o of 
the drug has resulted in limited evidence of adv'-'fSC r~~tctifln~. "l"hc one exception to lhis was the 
inoculation of appretximately 150,000. Gulf War troops. llmNcvcr, the (le(ense Department's 
poor record keeping an~:r the Gulf Wur h~ts nutUc J::lt:mrilll) illiY u:11.:ful inrormution abollt the 
vacdne 1s eOt:ctivencs.o:; or hannful side effects impn~!-iihlc. 

Once acaln, it may be pr~mah\re tu concludt.: thlll it drug used un ~cvcral thousand 
individuals with a :;mull incidence of adverse cffcct5 j:-; sufl.' h111dministcr to 2.5 mil!itm military 
personnel. A s;mplc ovcrall2% rDtc would yield 50.000 udv1:r~~ rc<.~clinns t.:i.i.eh and every year. 
Thl~ is an unacceptably high rale (more nn the DC)[) ro.:por!l!d rcuction rate later). It b 11lsu 
eomrletely unknown whot will be the etlCct oJ' ~umuli.!tivc tu\mlal bon~len;. lei alone t!tc 
eornbincd effects from 15 or so other b!ologio.::al w.1rfnrl.!' V<ll·t:im:s u11dcr development. Whal 
(!lln:r ro,·ce protection prCIQ;rM"l has, a.~ ll h~iH-in compo!lC.::I\1 •. ~uch a high CttlitH111y rote o.nd 
\lnknown level of future ri1.:k:') 



AnCitht:r c:ouree of safety conct:rn" CtlmtJ!O li·nm lilt~ v:u ···.int• rl~nt. It is well known that 
the original manufacturer of the vaccine. Michigan Biologics Products Institute (MBPI). 
•>rvoluntarily'' closed down in March 1998 in orJt::r to muke $1.R million in renovo.tinn$l and a SIS 
rhillicm expan~ion which was l'unded hy tho ()cfensc Dcpmlmcnl. Prim ln thl51 MBPI had been 
cited repeatedly by the ff)A lOr quality control problem.~ and manufucturing violations datin~ 
Qack to 1990. Will you inform us as 10 what $.leps the new t1wn~·r oftht! manufacturing site, 
Bil'port COTpOration. is taking to improve the produclinn and testing rm)CCSS for the S~lfely (lr the 
Vaccine? 
' ' 

The Subc()mmillee briefing: from Lhe April 21) huar;aj.!., !:tak·~ thnl tlw \IIU'.t:int "io::: 
dangcrou!> enough the mantJfucturer demandeU, and rccdv~.:d .. indcmnin~ation !'rum the Amly 
l'leainst the J)OSSibility that pcrsl)nS va.ccim1il.:d mtl)' dc:vcl(lp :1t"tphylo1xis 1)r some unforseen 
reaeti~~n (lf ~erious consequences, including death. l'riv<.~tc imlcmnity imurancc was considered 
tOo cu~tly." lfthc manufncturer wa~> highly concerned 1th1,u1 rott!11!ia.J civil litigalinn, why wus 
the l)cfcnse Department su 11uick to convey the mcss<.lJ:IL: llwl lllL' vacctnc wns s.=tll! lor ~cncn:ar 

•i••? 
The third concern relates to the tracking sy5tcm hdng implemented with this va.ccine. 

Tht! Clulf War experience illustmted the need ft,r a l~t)mpr~~h,·n~ivc tn:u.:in~& l'!}'Slem to measure the 
Potential side effects of the multiple vll.ccimttiom; ol\en administered t~;1 :;<lldiers being deployed 
overseas. 'While we understand that sut:h a tra~:king sysrcm ho)S b(..'CI1 developed lhr this program, 
there have been .st:veral reports ofindiv\dU'dl.s bdng inuculllt!.!d w:th exrired Juts of the vaccine, 
tO tile significant detriment of their health as recorded in 1l•sr inwny and the media. What Slt:fl~ 
Eire being taken to improve upon this Gulf Wm eKpericncc anti wlw! i!l being done to avHid 
tilrth~r health impacts with expired lots in this prot.trmn? 

Moreover, it appears lhat adverse excluflionat)' cntc:1:ories. :-;uch as r'CS('IIratory conditions. 
previous reaction>::, chills and ftlvcr. and prcsnanc.y :11~ llf\l h.~it\t'. :J('h~tmtcly n:vicwed by the 
persrmncJ in charge ofnd1ninislering the shots. Rather, thi.! .'ilthr.:ommittc:c bus received reports 
tllat ruany ofthQse udministering lhe vaccine arc simply &lu .. sing over Ctlmmunieatin!:, the 
Cxclusio11al'}' requirements in an effort to inoeubltc n~ many intli\lithtnl:; t~S rnpidly as polisible. 
Likewise, we are also concerned that the reporting nf :tdvcr:-:c r.:a~:tinns among tmupli who h~vc 
received the vaccine. is being discouraged, St) as not1t1 cau~c un(]ul..' alo.1rm il"' those units which 
have not received their first round of shots. · 

In that same regard, th~ official Defense department':-~ rcpnrtcd rcactinn rates of between 
.0002% and .007% this year i.e; n(\t reassur:inJl fnr lii~Vl.~r:tl rcastmo.:. We howe received reports that 
VAF.RS forms are not av~ilablc to service members. n;.1t filled !)UI. 11r not forwarded. Ff'>A and 
.lAMA sources indicate oxtremely low percentage!> l,rreut:lh1n.s urc l:lvcr reported onywsy, a11d t'he 
$nilitary'S record Ofrent:tinn reports With the 1970s swine il11 V:liXillC il'i (D.r hefow that or civilian 
inh:l'. Given these qualifiers, why are th.;: DOD reported rcaclion rules nol accomp:~.nied by 
reasonable disclaimers? 



The fourth arlla. of coneem deals with the opcrationn1 rl<ms. In nrlmini.otter the vaccine. 
There appears to be some co!lfusion deadlines as. some: tmill' hcg.in their ~hots and frequent 
deadline adjustments for unit personnel to receive their ~hots. S(lmt: ur those deadline 
aCijustments appear due to commander rear of excessive p~rsn11ncl lnsst!s because of the vaccine. 
Additionally, as reserve c~lmponent pers011ncl cxpre..~s nn inlcrc~t in transferring <lr tenninatins 
t~cir pilrticipation because of I he vaccine, we are he!aring th~.:y arc .net with delays. instruction~ to 
not list the vacl-'ine a.o; a reason, and even threat~ orfll~nr i,.!v:llualion repnrt!-:. Last we heard, this is 
still Cl voluntary force. If members are cnnvinced alkr ct~n.:l'ld r-c:~~o:ll1~h that a policy truly 
threatens their civilian live\ihot~d, they Shl)U\d he allow~;d ln ~;nmmunicnte the \Tulh about their 
penpootive. Wh:lt a~10umnccs can you prnvide tho.t tl-iL•sL' n~ptL'"-:i.,n<: will nrtt ncr::ur in the future? 

Furth~rmore, the Reserve Officers Association hus rcC(unrncndL.-d that ill I National Guard 
and Rcso:rve units should recei\'C shots fn.1m lots of newly tn:~d~ vm:::dnt:. The ROA is chartered 
by Congress to review defense policies to ensure their udt:'llli.ll!y. Sin~:.e they rcprc:scot 80,000 
cun-ent, experienced. am! retired reservist~. their opinilm sMull1 be Ctl!'1Sidt:!t-ed carefully. Given 
t~a1 Bioport Corporatkm is not due to begin produclinn of new vaccine until next year, nnd we 
Jc:now Guard and Rescr\lc unilll urc:: bei1lg vacdn<Jted, why IM.'i tl-ii~ rccommcnd-=.tion fM now 1ots 
been ignored? · 

We wou1d also apprecia1c data the DOn cnllecli .. "Ci, if any. regarding how many and what 
percent of service members were inoculated to be protected pri~1r to deploying to the 1\J!ied Force 
Operation in Kosovo. Al11o, what portent of members deployed witho\lt thL! vaccine's protection"? 
C)iven Russian support for Serbia. we usume DOD took intu o..:.count ~h(! possible anthrux toiUpj'lly 
providod to the enemy ror use against our forCL'S Clr tht= KmH\'\1{1~. 

Finally, we hclvr.: ~criuu.'+ ~·nvc:•·1u about the indcpt;nl.lr.:nt review {lfLbc: mcd!Clll aspect$ of 
the vaccination program. The rcvlcwcr in question, Or. Ocrnld N. Rurrow, has been ched by tho 
Defense: Department a$ .approving c.fthe "afrty nn1i ~~1'/'ur.tivt::m:s.o; ufthc vnccine. Y1.1t in a lcner to 
the Subcommittee dated April 26, 1999, Dr. Burrow St<.~ted: ~the I >efensc Department w~s 
looking for someone to review the program in genc:ml and 11111kc 1-'ugg~stions, and r accepted out 
of plltrioti:sm. 1 was very clear thul J had no expertise in Anthrax and they were very c:lcar they 
were lookinc for a general oversiQht of tho vaccinatkrl\ prngr::11n ... I had no access to classified 
iJ,furmation. The suggeslion!!l made wore to utilir.c fm:us g1·oup:;; 10 ht sure the message thc::y 
Wanted to send to fQrce rcr;:onnel was being heard. ilni..IIO usc the Vi~.Ceination tracking system All 
a n:mimll:::r ror 5oubscquei1t vaccimuiom;. r hl:ld h(l rurthcr contnc1 ui\Qr de:livcriny my report and 
do not know whether my suggestions :were implemented.'' 

Given thilt the independent reviewer was ndmittcdly mlt an expert in the tield of anthrax, 
how can tht: Dercnsc Department stand by his curlier claims tho1t Lhc v~lccinc was sore for 
distribution and the "he!~t protection against wild-type ll.llthmx't' (iivl!n pnAt poor credibility ln 
these issues, the hiMory with Gulf War fllne&""l!s, and the cnormuu.-: polenli:tl risk 10 our ernire 
J?opulatton. of uniformed defenders, why was this ifldi\llclual, •·ml nor somcnne with i:l b~~..:k~;rol.ml.i 

ill large vaccination programs or biologic Ell ug~nts like ttntl1mx, sclectl:d nn the independent 
~view? 



One more specific cnncem we have relates to the nprroa~h of" uur allies to the biowltfare 
iSSllc. We know Britain has a voluntary vaccine policy which yields unly 30% cooperation. We 
know the French didn't force thc:ir 'tror.ps the tn Ulk.t tn\\hnrx or other vaccine~ in 1hP. (",uJfW8:! 
and don't have the illne!lses our service mernbc~ complain ahout. We know the: Canadians have 
fnceO the same controversies and even more severe logistics prnhlcrns with the vaccine and are 
not currently administering it to their troops. We know lsm"L which is conceivably at the 
grea1est risk In tht Middle East and has re~\ved SCUD,; n\lu~.k:>. Jm ... "'l' nnt n:ly on vaccines~ but 
ttl1tibiotic:;. And thC' Stt\tc D~partJm:;nl, which arguahly h;1s m11rc rcrsunnd risk because 
cmh,u;sies are less well protccteel than military unirs.I~<L"'OI1ly a voluntury rnticy. It is almost 
ir.IC.'ICSpable that this flnlky nppe-.ar£ as U captive r~(:flfCh JTI;!rlu:l. Why in light of CVCr')'011C Ch!C:'s 
lack of forced inoculations is it necessary h) put U.S. scrvicl.! llli.!Hlh~r tn1st on the line when two 
surveys hnve indicated thl'lt 80% of the civili~n ond militory n.:s.p"udcnts oppose the prnemm? 

Abov~ and beyond the specific concerns mcnliuncd hc\'1;, we arc cnncemcd abt)ul \he 
public: perception Ofth~ anthrax vaccination pmgram and it:-i i1npacts '1n :service mcmher 11l0r<.t!t) ... 
We must ensure that this single force protection mea.~turc: which <.1ddn:.~J>e" only one ol' umyri:~d · 
o~billlogiCC~.l thr(;o.t.s is not it.self u mQre real Ummt to uur citizens in uniform. 

We welcome :your review ol'1his issue, ~md look r~-.rwan.lto hearing your rcapon:;c to our 
St'ecific concerns. 

REN~G!LMAN 
Munber orCC~ng~ss 

SUE KELLY 
Member of ConJNl" 

1~~ 
Mt:mbcr cfCongms 

Sincerely, 

,ri::~e, 
Mcmher ofCnngrc~<;. 

MARK SOUDER 

""b"~ JJ:::;;;, TAlENT 
Mcmher o(Consren 
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'lblnk yea for YfJIIIIBUIJr ftlPidiallbe ~of llelel:llc'a Alltluu VKC!ne 
lmmuDlzar:iaa 'Prop'lm. Wtcb over oae mllUcm aduu imlrmn'ntlou Jiwu, J btlieYe our 
ex: I* ienr:e wilh me psopa fally relator. nay 1J1P10V11 Jut year o1 u. recmn~Dr!~Jdat~ona of 
lbc1 CIJainDm and tbo Juia& QJcfl ot Sed &o lmpCtmeDt tho Tocal Parw Alidaru VICdue 
lanmmizMioD Prosra:n. 

P.l32 

All four of the OOIIdi~ tbat I • u p•equlll• for PI'OJI'IIIl imple.nwion were 
m:cessfUlly met before I appmt'ed tt. Tocal Palca ADtbrax VICCble Jmmunizadoa Paopam and, 
ttMnfOP:. the GRier to implement wu DOt ~dolliJ. no aupplcmcnlll teltinJ prosnm t.o
for pote~Qey. purity, st.crillty, aDCl pMn1 sdlty t6 the vaac:iDe stuckpile prevtouslJ lpp'OVEd for 
release by me PDA t.llfnnncd that proper lot &daMe lliDdlrdl were met on aU vaccinc ued. 
Se rvicc huplementaeioD pl1111 • boina etrecM.Jy carried au&. dell'milll aeady ono million 
vaociaatloat with wry few iDstlmcea of IIOilCCiq)lliDce ot ..noua.rvtDI ewaaa. 'Ibe 
imm1JJIIuUOD cnckiq .,._._ pert'araliq WilY weD.Ibowmc &be recard kMpiaa JII'Oblcma 
upcrienced cl1a'inJ tbe OUJfW• )UM blat lddreuecL 'lba ~ 10\iew oflbo bealtb aod 
mdlcal aspects ot lbe proamm ~by Dr. Oenrd N. Bwrow. tbe Spocial AdYilor f'or 
B:aldl Affainl for tb& PrelidGat of Yalo u..n.nlty,ldlllda wilb Giber iadepondent medkal 
ju•JIP*ll asnes~D& coaftdonco 1D dw UIC of tbe VIICDine. incJodiq cbat ofdao Cearm for 
Dl_. Coat10llftd Pn:¥eatioa, lbe Wodd Health Oqaizalioa. 1be lu111Dte of ),fectic:iDf"( aDd 
otllar hDIJth orpaizalioaa. 

1\4~ pellet I clar lftd prCIMIIt daDpr CO oat lrmod forccl. D iJ dlo weapoa of diDice 
for prm wllflnl blcwne it il euy to 1nlpGIIJza llld is u Jtcbalalbe EboJa virU. At 1cut 
• WID poe.daJ ldverurtN baw wcrbd to cllwlcp tile otrasahe ue of aafhrM, We bave 1n 

FJ>A-tiCCIIIIOd v.ccble whicb baa bela ....S for Ullt7 30 yc~r~ad bll a excelleDIIIIfetJ 
reccml II would be •~OIIIblc aot 10 P'*al oar oaiiR farce wieb a ..to md tlrecdve PDA
Uc:eDied viCUe. 

As we implcmlllt Cbil vlcl1 JWOII'IID., we ... l'llntoldDI our ldwnc ewut NpOrtinJ and 
ltiiCkfDa lya&em to flutber MIUJ'o expert .... of.,·- cvt:llU poultly reJarecl to 
v•cciudODI. We .. ~ with lbe vacdDI l'!lWifiQunr u it tr~Dattoos (1om State 
0\vambip to a ac:eUeat. ltafiMil~ privlle facility. ~.we ~nlddrasin1 lbe 
lllilinfonnatica thlllJ c:lJca1adq Gil Cbe IDIInllt ad tliDwbere by ..-.una Sentce 

... 

U 1 5 t ·3 I l 9 9 

, . " 
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mambera in both die active ad rwerve compancllts wjlb tho facti:: anthra:x kill• and IDthru 
vuccinalion prota;a~. 

&closed ue rapoa115 to the qualiouiDd cmccms in your leUr. RepreleDWives 
Sllays, Kolly, Souder, Ole, ad Tlleat have alao ra:eivod a similar lq))y. 

sma.ely. 

P.03 
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P.04 

Tbe tint of m- telMa to tbe ~ ctrcc:UwDcU of tb6 ftCCiae. 1'1lc FDA tpprOYal 
c:l11d by tbo Dc:fC~D~~D i)qatiDellt was lor a v.:h•llll wu dlll.pled to proc.et wwta$ m the 
WO>Ion ledultry (h)m CUIIneOU coatKt widllldluu .... COilWI'Miy, lhe priu..-y IDdlru 
thnl&t facia& mDlwy peiWODIIeJII not eatu1DoU. but MllpOO)r.od VGioas of~ b~Rria. whic:b 
are inhaled by lbelr victiml. Tblre bll beln little 01 no tMtlDJ ot tbe viCClDB' etftetiV&~~CU iD 
hwi\IDI..-.·dtiJ farm of IDtbru for obYiaal rtiiOU. TeaUa& taalla Ollcimals hu had 
mil\ed raults, wStb tbiiDOit promiltu&I'CIIUIU eomlq from labonlocy moabya. However. tD 
US" .ame a c1n1a tJw aw .tddevecl "'CCeelfuu reaaJJa in primalu will have a almU•NtpOD., with 
hww. i• cmJy the IWI ofbulc ~ . 

.Addi1!oMily, we baw ~t to .. _,. evtcrc.. &om lbo Deleme Departmeac that d1ia 
vacciu would be ctroc:ttvc ..-lllllnd or llll&ldplo aacbru .niu. OiYCD dill~ Soviet 
Ua IOD pllccd a bllfl piarity OD 1be deYelapDIDt of lbl d&liwnbiamuldple albtu ltnlai, this 
ll a leptl~ c:oaccn. AulyAI oftiuul..,._ frola R1•ai•ldUed ia • tncidlalal aDdlrn 
rdt:al from a prodactioJI t.:Dity iD lbl19'701 ba¥c lDCftcllled lafKlian rna a combtallioa ol 
individual ttnW.ID fa. abo Jgaien biow.&te apat. Ka A11bli. has nciD bcc:n quoiDd M 

~tna vacciDM .. , Ita ...... Giwla-e:xuaa:o.ly pDCit ~at tile VICdnc apiDst 
ewa indivictul•aldpk ltnbla itl die Jilt Daak:t &'*-pic 11udiM. ckael die Defet 11 
De, .us-....._ ~1 nidlmaD dat the..,._ oauady beiDa JaUid II tdlec::tlw aplut a 
cor"'inetion ata.Jtiple lllllfnlt--., 

Allmtrt1: 

The cv.ldeftte of dflcKy ol the fDA-.Bcemed adlru ncdDe la bucd apoa dlbl from 
bocb .haJnUI ad --moMJ•. 1be pect~Dctiw ~poaw:nt of tbe licatiiOd ncci .. ia. proteiD 
'*·led pracmhe llltip:a. 'lbo aaly clbdcalllll4y caadaclld ill balllll [Bndlmln et a1. Amt:r. J. 
Pub. H ... th 51-6S2 (1M2)] to~ ctlloeuy -.1 a~ sim11w bu1 DOt ldentbl to Uac 
c:w...u licealld ulbriX VIGdae. Tho VICIOiDo ued w• 1 precunor in cbo dovelopiDClnt of tho 
Hcc:~~sed Vlf:Cfne. Hawever. bath~ lbe ~ uJCd io lhe Bna;biND .audy aod tho 
CWI'IIIIl U~ YW.'lelbla. wa'C bulci Gil tbD hn:andty iDducod by tb• protleCUW adpa. 

Sewn~ apwlm&:utaJ .a!mll modell, lada41q plDea plp. nbbira.llld DGn-bunm 
prt--. U\'0 ........ to~ ...... .,~ lllttnx ~ Illtt.e piDMpia modal, 
the PDA-ao..ct lftlbra ftCCIDI C1D caal:r YaJI'o& ~ .... clalr*'"11'rnlar 
duJieaie witb cbe ADa ICI'Iin. wida J5-m flf•fneh -"viDa iD Vlriaal eqaiNdl 
['1'\nbull e(ll. lnfecc. A bama. 52:356 (1916); htaa e1 11. VICdne 12:172 (1994): Fellowa et 
11. ~. tbe llldlra 'f8CCiDe 1111 bela ..... IDfiOtide pod PlcAeedon in th piDra pia 
ltl'iut • .-.ol cUl~ ~ aaly »-2'1t olcha "''imN• turvtwd (MM llll. VICCine 
13: t 779 (1995)]. 



CORRES DIRECTIVES (b)(6) P.ffi 

2 

Ia more ra:cut ltUdiol, CbD mbbJt has also been 1lll:d to evaluale the 1111tbru vacdnl. In 
an lllibal unpublitbcd atudy. 9 oliO llbbits hnmunlzcd with 2 doloa ofFDA-ticc:niCd .mhrD 
VM ci~ INn'fved lctiW MrCIDI cMilcnp. ID &IUNlqael mady, a toCil or 48 rabbits immuaizcd 
witb 2 d0101 ot v..:cme (28 WCII'e Jlwa • tan cbc 1rl vaccine and 20 were pvea a 1 to 4 dUuticJn 
of I be Y~Ceina) ,u S\lrliw:d aero.ol cba11eDp (Pitt et 11. ~ 11 r 'lnlen1adonal Confl:tence 
om Allduu, 199S.Ibltrac\ ha pniaa}. '1'bu, !.D v.riOGI expc:ritneDD. 51 of 58 TDbi\a (98~) 
iauiMlizcd with anthrax YIIODiae survived JechaJ aerOiol ch&Uen&o- In thoiO Jtudiea. Done of a 
tooll ot28 wavKd.Datcd control U'imls ntrived tbe cbllleqe. 1bo rablrit, thcnlan, is like the 
nou·buma pdJnlto lD tblt IIIIID&lnlzation wllb ID1bru vaccine c:ont.w ~llc:nl pnitecdon 
aa;iua Kro~o~ dWldftP. Tbil COidrUII clrunadcaUy wkh the piDOI pi• modd ..._. 
ionmaaizatioa with a1hral y~ sives poor proiiDCtion. Bacauae tbc response of the rabbit to 
iuunwdzadon 11 &imllar to dw of the non-bmwl prtare aad boaiUIG the palbolo&Jc lelion 
caeed by BICiDu lftthndlls doler ID ~thin ill JUiD01 pip to lhlt aeeu ln hulnal; dle 
rabbit is comidc.red flO be boe. tbaD 1ho pjMa pia' as a mall animal modol for evahutiag 
antlvu vagci.Do cffic:acy. 

ID tbe DOD-baaun primare, Cbo modo1 Chat bc:lt ~ iahaJadon aaduu in 
bmn.H. the FDA-Iialnled mrbru ~ICCfno ia able to provide c:lole to IOOIJ, prorection apiDil an 
at:t310l dlallenp with tb8 AmeiiUafn.. ID oae llrlcly, 20f2J anfmals immtmized 11 0 anci 2 wecb 
surriYed (lvlaa et al. s.JIIbury Med. BuBedn 17: 11S (1996)]. ID a .ec:cnd aiUdy 9 of 9 anlmab 
imJDIIDimcl It 0 md 4 MCks santvcd (PIIt Cit II. Salllbuty Med. B"UetlD 87:130 (1996)]. At 
ptrt of MOther uapabJfabed scacly c:oodacted at USAMRDD. S IIDiiDila t~ Ill 0 ancl4 
'"~ all mmveclledlll MIOIDJ challenp. Overall. 34 of 35 animala &ivaa l doles of antbru 
Ya£cine were proteclld IPiaatalcltbll -r'OIOI c:blll~ ualn1a stnin dl•ldUcd ~lma&aly 
8~' ~ viCCinaled piau pip chlllenpd by die ..-.J route. AI add11ioaal fiUdy iD no. 
bulaan pimDIIbowed dllt a sli\IIC doled llllbrB VICCinc ~ JO of 10 amnaJI f1om 
lca!al cballoaput6 wccb Pvinut 11. VICCiue 16:1141 (1991)), 1balt • toeaJ of 44 of 45 [981J] 
non·hliSIWI pdme!et v.,.,SOIIed whh lhc UceaiOd •llnx viCCfne surviwd a lldutl aera~Gl 
ch•Jlcap. JJ. dw Ylrioua lltUcHel wtdl nou-llumlo pimariN. a lOCal of 14 aollti'Oll (1IIIVIGCiJiu.d 
tid mala) wac cbaUenpd aDd noac nrvlftd. 

Witb fAPCCl &o quCII&ionl npnlfDa 1be err.i'leftelll d chc IDCbra vecoino lll&i• 
aiUnd or muldpJ6 •lbrax Slrlinl. a pna canfeluce 011 Fdnuy 3. 1998 from 1bc Los Alamo~ 
Nat:toaal LabonloJy •ll""'d that cbo J'DA-llnealld IDibra vacciDe mfPt be IDc1fectiYC 
.. Jast a m1xan of IU'IiDI of &dl'ar ....,. OCber na:nt !lOWS R'klf<Df baYe QUOI1ioDcd ill 
efthctlvmea apiDit IUailll poatbly dewloped by 1ta1111n ICioGdJII. 

R\lllia ldcnliltl have repcrllld Cbo Cl'llldoa of aa aatii*Xic I'INilttllt 8h'liD of lll'ldJru, 
Thsy &lao delcribod, bla 1997 pabUcuian. a 11114y to lmpove tbefr OWD aotbal vacciDe. M 
J)lrt of &bat lbldy, dley p:Detlc:.ny ,..,._.. allrlia of llllbrU to c:catliD two fGreip sene-. 
Thill araiD WU -~~tho Ru.ldmllllbra 'fMdDe anfou tbe wcdDe Wll modiftcd to 
oorlain tb8 urao .-a. 1'hb paadRlly CQII'"Wid ICiain likely C8DteS di.ucln llurMnl (illt 

··--· ....... __ ............ ·· ·-··~- ·--...... _ ... ......... ... ____ ··- ..... ·-·-· .......... "····-·-
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inclred cloca IO) by a differeat mechlnimllbaD lbat ultld by naturally ocewrinJ aaduax attain&. 
We:. do not haw: oordlnnltion of tba Rusaian claims. 

3 

ScicntiiiS from 1.o1 AJamot NmonaJ ~haft described Jdllrtjfiadm. usm, aene 
prgbc:s, of multlplo atrai11l of u1hru lD liuuo apcdmena obtlined from vidlJn& or the 1979 
S'Yl:rdJov* anthrax iacident. TIM? laboratGry PNU rdcuc implied tbla mi1t11res or anthrax 
&mw mll:ht overcome tbe prdCCtioo .tfordod by &Dduax viCCiae. AtiM ctiiCIIIIions widl che 
US Ann)' Medicalllelean:b and Mlleriel Commad ofliciala. the IIJibar of tbe prul Nlealc, Dr. 
Wdt 1Cin:hner. DoD Proarams Oftlce, Lol A1lmoa Natiaual LaborlaoiY. tpeed to~ tbc 
pre• reJelle ro mate it more ICCW1IIIe. The modificllion seated, ill plrt. " ••• tbcrc ~no 
CXIaimc:ntal daca 011 evicleDoe to nge~tlblt IUCh a lllixhml Ja rai1t1nt to 1M FDA-licensed 
an1brax YICeiDe uted by cbo US miBtary." 

Tbc current US..Uceoled IDibtax ~ ia conaidmd to be hiabb effective aJainst 
natiJI'ally occ:umna Anini of .athnx, baldJqutiblatic rcsislaat straiDa. The ckwelopment of 
pslldc:ally eapnecred new cqantmu UJi1l& IDtbnx or ICY other bioJoPcal warfan: aacnt ia a 
potentlll threat Chat mast be evaiUUed Cll'lftlUy. We co DOt aware. however. of any mtonnation 
to 1:qp1t that these mOdiraed llhi111 have been ued In any eonmxt other than the resarch 
~~. . 

IJI!alimf2: 

We ... illo cancemed lbout the nJue of ~Upplcmental raain&IDd whether aucb ladna 
CK. really ddemriDe tho s&crility, po~~aey; parity, a atldy oflbe YICClDe. Writan GAO 
tesJ:imony from tho Apdll9 boarial 11ft lhls luuo UIRIIOlved. n.y wrote. ..... quality caDDOt 
be paranteed for final ~em (in rmdom-s~~~~plel bat only from a combination of i.D-pl'ocess tests, 
cncl-procSuc.t tests, ID4 strict cmdrok of &be e11b maautacblring ptoee11.., The POA iupecdon 
.-lilts from PebrUII')' 1998 alnaly tncUcaa allplflcant lick of quality eoatrola durin& 
maunafKblrinJ. It would ..m IbM any daanlp claDe could not ICilly be ~at this poJDL 
Ca~a you provide spedflc: ...U. of j1alt..., 1M 1Upp1emcntaJ atfq pnx:ea Is able r.o overcome 
pt•Jema aiJeady preiBIU fn the ftnal v.cclac pnMtuct without~ tbe Iota? 

As Ill addJdoaal qualily cllect of the laapUJ of tbe anbtx VIGQIIO in tJie ltockplJe1 

Sa:teUJy Cohen. belen he audacriled die Antbrac V.teeine ~ .Pavcr-m to~. 
~II'OWCI 11M! DoD piiD to ntabUah I pracell tor IUpplemlaW teldD& of tho wccinc lly Cbc 
mtnuflletaiW to IIIU'e Jts ltldJity,JafGtJ, OPC*D=J - puri.cy. Tbe aapp1emeatll coatiDc pcoJ111111 
JOf II beyoad PDA rDqDirem.nts ID Dillie ..-vice Jlllllftbcn and the pubUc challho vacciae 
Ito :kpile il.afe and cftectlve. Supplementllt811tiq Is baled Oil the 1e1CS nqulred by the FDA 
for Joe~ and, as a qualily cbec:k, provWoa ID lllldtd Jnel of coafidonco in &be llfety of the 

. -··-·--·- ·····-· ......... ... .... ..... .... .... . - . ..... ·····4···· · - · ··- ···············-····· ...... ...... .. , , ..... -......... . 
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antllrax vaccine ill me l&oc:kplll. While oot rcquiRCI by 1ho FDA. the mazmfactliW ha 
pafarmed. lbd coodnaea to paform aupplemontalfleMinJ on Jocs of Udhru vuciAc tbal had 
been previaualy appiOVOd for teJeuc by tbc FDA lll41bll MR in lbo DoD's stoakpile in 
D.x:mbcr 1997 when the Secrewy ofDdluo approvoci tho poUey to iJnmunia cbe Total Force 
apinat anthrax. SupplemeDW telliDJ by the D11D11fiCCarer is oveneen by an indepen.den~ third 
party orpniudoa called Mlncet Syams,lnc., wblch prorida exremaJ m'iew of auppl~ 
tcstlnl ander a contrut wltMhe Jlepartmellt. SupplelnnaJ aas perfouaecl by lhe IIIIDUiactum 
include: pnen1· ialety (follow• 21 CPR 610.11 pldollnea): pcanc:y (follows 21 a=R 610.10 
pidelinoa); atmiUty (tallows 21 CFR 6!0.2 pldeltnel); IIIICl purity (no fcnnal21 CPR 
reqairemeall for mciMduaJ tlldq of pr111rYCiw. « Jddkiws); 

AU ·~ ttldaa pea1ormecl by MBJIIIBioPort toJJowa tbe KCepCed r.eaJDa 
protocOls &Del tbe maD~ I cancat Sauatwd OpcnDDJ .Procedaru. Mi~ Syscems lac., 
whlcb oblefvea allllpecta ot aupp1emeatal tatiq. ~ a writtcu report to tho DaD prior to 
IQ)' loca beiq ippC'OVOd for UIC aad lbtpiDcat. 

~--· 
'J'be IOCODd concem ~elate~ 10 t1» ov.u .nltlty of tbc vaccine. As with any dnJJ, there 

are c;onccma about bafmfullido effecu. SlDCe 1970, Cht primaiY NCipieatl of Che vaccine hive 
bec·a ~• thoua•nd mW worUr~ and IDDilly DOD reRIIIdlan. 1bu limJ~ civUian aaae of 
the dru& bu reldked Ia Umlced evideDce of ad Wide JaCtioaa. Tho~ cxeepdan to driJ Wll the 
iDaCIIIIIioa of~ lSO.OOO GulfW1r t1oops. However, the Defense DopiiUMIIt'• 
PJ'll' ..eon~ bepm, after tbe GulfWw bu IMda paiDJ q' URILtl informadon abolll the 
""dlle'1 elfectiVCGISS or humfullldo eft'ocb tmposllb~ 

0n1:o .,.m. Jt ay be pnnLit1Ue to ccadlldo u..t • drus Uled on sevetlllbousand 
iadividuals with. a IID.IJl iDCideDce of .tv.ae eft't:cu il ate to adminiscer tD 2.' miW011 mUklry 
penoanal. A aimple OYtnD 2~ ra wcuJd yiel4 50,000 ldYerso reiiCdoal OICb 1114 every )ar. 
This II u anaccepc8bly llip nra (more oa dlo DOD rapcnd reacdOD rate lata'). It it also 
CX)Japletely unlalown what will be the Clft'clct of c:wnaladvc anaual booAen, let alone the 
COJnblued dfecls !Join I.S ot 10 otba- b1oJoa1ca1 w_,_ wcr:IJ• under dewlopnont WJw 
otllor ~ pcotllatloD PfOIIMl bU. u a bldJt..la OOiftPC)ftalt. 8Dah a hip cuuaDy l"'lkk aocS 
ual310WD Jewl of ftnllte rlak? 

AllarcO 

To daCe, our Scrvbmln lad~ baYe reoeiwclDCd.y I mDUcm lftCbriX 
imUU~iZMioas.Dd while side efreda do oaour ill some people, they tend to be temponry, 
confined ID the II'MII'OUftci 1b811\Jeedoft, ad adlcl or~ ill 1DOil poopJc. Sys&emic 
~e~~ona. if IIIey oc::c:w, ~for the malt (Mil beea ltlf·llmftcd. A!thoup we Jlaw aeea cbe 
llollled emot,eAee of te¥enl pllienta who havo clcvtlopcd 1ipi1kut aymp101n1 or diaposabJo 
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illl!OIIOI tamponny .in relation 10 the adminilttldon ot'dlo wcciDc, we have not ~ilbed any 
pat rem of caaaal.lty. 

1'be n11e of advetle reiCdonl related 1D ldmlalllradon of* antbnx vaccine ia comparable 
to nsuy other COia.DODly pwm wa:iDDI that tJaq been admiailtmd co m~ay mWions of ldulu 
ami chiJdnm in cba US. Por purpoeu « COIIlJ)I:Non, lbe llUdies of tbe antbtax vecctnc 1hat were 
ua d at~ olllccnso'Je showed thal iD 16.000 dOIIII ~~bnatcl~ 3-2MD exhibited mild 
ractions lad feww tha J w, savcro lidl ~ In lbo ~ of hepatitis A vacdno, soreneaa at 
tbc iqJectloa lite waa reported by 5&1 of adult VICdne recipient~. Hud.ebe waa repat.1ed by 
14••. for the typhoid v.Dao, 1oQaJ ~ wa1 ftiiiOrtDd by 98~. palo by 56111, malaise by 
24•• aad bcadde by ll "'· '1b: poeumonla wdno, wbicb ia a ~ded ncdne for all 
ADI8riCin' OYW the 1p ol 50, ha a 7ltr. rate far Joaal;vd sm•ea. Tbe hepldtil B Y.:eiftc 
I'CIIIorts a local rcacdon rate of 17" andasy~to~Aic r~ae~tion r.ao CJf 1511 ia Uulra. The nandy 
Jia:nrcd Lyn: di..,_ YltCine praduced uniOliciled reports of mjecdon ate peJn in 21'$ and 
feofcr In 2.5~ oiV11CCiac RCfplcau. WbeD a aubMt rJl Lyme dbcaso Y8CCiDe ~ecipienu were 
survo,.a. 931Jf1 ~ looaiiOftlllett. 41 f, reponed lociJ n:daess. and 3.4" reponed fever. 
1b: llfely lnd etfiCICJ dlra for liceMaue oftbt Lymo dilcue VICCine came from clinlcal trials 
iaovolviq 6..C.78lndMduall wbo nc:eMcl a ual of 18,()41 dolea of~~ molt bad follow--up 
tor 20 mDDcbs .aer teedvmJiho tnt cto. ot die •~CC~ne. 

Widl ftllpec:t: to tba c:ocnnat reprdlaa a tm~Ceeptlb)y blab cuualty re. we 
~pectfUDy mapar lbe ~-of C'lQOIPIIIq ldvene vac:clne affacts with the 
pndictablt cuualtJu Maltiq fiom anlbnx ~ IDIDJIJVIMICCinalecl penoanel. We 
believe diD bllmlciq of rillca overwbolJDiDJIJ IUPJ)OIU vacciJWion apiDit dlls hJally ledlal 
bloloskll qeat. 

.01!, 14: 

AftodlertoWCC of llllfq oonooma oomu from the VICCiDe pllat. It •• well known that 
U.C ortpW IDIIlufiClUm' of 1M -tacciPa, MlclbipD BJoloJics Pmdacta lnstitaue (MBPI). 
"vuluntarily• cloled down iD Matd11991ln order ro llllb S 1.9 million in renova&ioM and a $1S 
Minion explnllon whjgb wu Funded by die Defalse Depatuaeat. Prior to this, MBPI had beea 
cita:d repallldly by the PDA for cpality ccatro1 prcbaeml an4 IDIDUflccurlna vtoladons dalina 
bact w 1990. Will yaa iDfortll ua u to wt. Dip die oew owner of the IDIIIUfiCtUrirJs lite, 
Bic!p(lrt Colpondoa. il takiD& to iqrove d. piiOCIDcxloa ad te1t1q proceu !or dl8 afely at rbe 
YIKciDe? 

&ii'J!«fj& 

Tho anduu pmdncdoll facWlJ oa;cliildy owned ad aperad by Biorol\ hu beeR 
mara~ Yaeelnea for decedel ID NOODl ,_.. cbe manllfildaler hu upJI1dDd l&1d added 
to ill CidltiDI fldlky bla ..,.a fubloa ID ctdr:t 10 oorapJy with C11118Gt pod manufacturia, 
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poeauially llilfnJ from ~ 111e 1s laetrccdn. Jn the leaillad- htstory ot dle N.dcmal 
CbUdbood Vaccine ~lilY Act of 1986. tbe Boue Committee on Bawl)' tnd ~(H. 
Rcpc. No. 99-908. Plea 6) said: · 

P. 10 

7 

Nanllf~CNm~ twvo bc:coma ~ noa only wilh the problcsns d lime and expense 
[of Utipdonl • bat wid\ 1he iane of 1be IMiillbiU'Y of affordable procb::l liability 
inauruce chM au be ued to covar lou. rolatod to viCCine injwy a.o~. Whcdlc 
cunau problema wilb lllbllity iUUI'IIIelt llfJe fiam a c:rWa ia tbo ton IYif,em or frorn • 
plltlc:Widy bid dowatlu'll in tbo btll~a~ qc1e of cbe iuunnce iDduauy remalaJ a matter 
of pat COIItiO~. NeYIItboJcu. lltttw b lUN doubt rlultWICdM ~1'1/~ 
I'*" tlfl/iciiJI:y ill obtalltU., ~ This bclt ot iasumnce was the l&ll.ed I!:UOft for 
one rnanufa:auret 10 withdraw tcnpnr~Jy rr. me vacdDc martet ln 1984. Others have 
~UQC~Ced tbat dlcy may toUow allmllar caane of ldloa. TJUa factor. coapW with me 
poesibUity tblt VKCine-mj\lnld peraor. DUl1 nci09Cr sabtlantialawllda ;n t01t claima, bas 
pro•lf*d muufactwen to C)Ueldcn tbeit c:oatiDued participldon in cbo vacdac ma.rbt. 
[Bmpbuia .&!eeL] 

Bucd ou ct. naDd for u ~ 10 NBaDcl aa pdva UabWty iaasmce far Y'IICCiae 
m~...tacauacn. c.oa.,.. CI'CIIed dll Vacdae Wary~ PNp11n {ecfmlat"*Cred by tho 
Dci*iUiilaJl of HeiJth lftd ftJmaD S. 't'kxa). 1be pll of ddJ praaruD WIR to provide ~fault 
OCIIap:Natiaa for~ auocil&ed wilb v.xn. roadDeJy ldrai.Dia11nd to dlfl4r.l md to 
leduc:c the adwno ctfact of tort daiml aa tbo ftCdal auppl)'. tho cost of vacciDec. IDd rhe 
·~ ot ~ na:iDel. n. ~ wam for badlilta vaccn tilbility ipplic1 to 
v•dnel for dipbtblria, w•nna, peftllllia, m...,, JIDDIIB, nabeUa, pallo, hepldlil B, mel 
se)lldl:d odla' wtdcl)' llllld Y8CCiDDs.. By iiddrwliq tM 1UI\IIU111abfltly iDIJIIIIbOIS prcbJem 
Ulocil&ed wltb cbele YICCiaea, 1M VICCino lnjlll)' CGaapeasalioa Ptopm il credillld widl 
si&Jilizllll YICCiae !Nppllalftd COlli ad JI"DDIIICi'DD 1\utW vaccile NleWCh lid ckwlopoettt. 

Becaaa albru VKCIDe J1 Dar covered by dae IDblrGc)' Vacdnl lftjluy Compenlllioll 
Pr<..-, lJKilmilltlcadoD prcr~ldet a lbnHir llllthocl far tdda•lina pcamial u.au.,. AI pncnJ 
M* I) tho JOYtlftiDI:Ilt -.umea nllpOIIIibilflJ ror adlarw of iiiiiCftCiaiDd omp)oyeet; and b) 
J01~~ bay prlv• JaiUdDOe for lllbilir;y win& tmm perform~DCe ot tho 
CCliiii'IICta IDd obta.ba nllnbulsaDcat tor da Jnllllam CIOill from tt. ~ TheN n many 
oxcqltlooa to tbe 811*'11 rules. One acoepUoa lllbat JD ClltaiD ca~e~, in which pri"* IDI\&I'anee 
is tiOt NUOftlbly ava1llbio. the pC11mWI pruvid. OODCrKt indaaWtlcltloa ina~~*! of 
req uima11Dd ld.DDuaina far priv• inlanace. 'l'be cift:uJD"Pnee ill wbida privatelaannoc i• 
DCt I'IIUOBibly avalllblo 1a Nftnocl11D u •-a, ~rilL • JD G. cuo of a1llbfall; 
qcdJie, Cbe IDIQIItKUrw dlmansanled dlll,lbldllr tD a. vi&X:blel CO'YIIed by 1be VrcciDe 
JqJury eomp...doa rrc.,.aa, priYIIe 1illa1ity -...:o il DOt MIOftlbly &Yiilable. Theaalote. 
l'8lhcr daiD raqairiaa Cbe IIIIIDIIfllcluw ID okala a:.,..,..,. eq eall1e ~ad put U. 
pnuniam goa blck tD DaD. die Dclpnwtl.-eoct ~ Tbe rault it, limilar to me 

---··-·· --- -... - ... - .. -- ........................ .......... ___ _ 
···- ·············~· ... - ··- ..... .... -. ········ ····-····· 
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tbe:f were mec. A very imponaat condidon wu dw a iDdepelldent.upcrt woakl,.view die 
pro pam. iDc:luctll'a tbo VIOeill.cton•• safety anca Clfficllcy,IDd adViso lho Secratary. Ia ote1et to 
as.ue Ullndcpcadellt :review, Jt was impOmat to ~CC~k out •omoonc oot aheady deeply involved 
wirh cbe llllllru liiUO and not alc.ly ldeDUIMd willa a J*Ucular petinc at .tow. Dr. Oennl 
Bll:lOw wu and is a weiJ•known boaldl expert wbo bu been involved with llld wu rclpOCtCd lot 
his wert at Yale UnlVWI!ty ad with the Jnllituk: of Medicine of lie Nllionll Ac8demy at 
Sci eoces. He wu llbd to brial• ftesb ad DDblued perspeadw ia ldYisinl tile Scc:ntaty on 
dW: very critk:al dec:ilioo. Dr. Banow poYidecl thlt iadependalt penpcctiw ad advised tM 
Sectetary IMI: "'Tbe llllhrax viCCIDI ..... to be •ato and often the belt available pro&edicm 
qaiDSt wlld-lype anlhtax u a blolopcal warfaro . ..-,. Stepe have been tlken to eume the 
satl~ty IDd quality of the DepatmeDt's aDibru viCCioe ltockplJe." 

211111•112: 

Oae moro 1pedfic conoem we haw ralalea 10 the approU1 of oar allies to die biowarfare 
11111e. We know Brtlaln bu a vo1uDtary qceiJie paUcy which yiddl only 30'Jii ooopllatioa. We 
kiK•w tbo Prcacb didD't foRe their troop~ to take aatbru or OCher VICCiDCIC in lbc OalfWar ancl 
dor1't have the iliOelsea cur~ members- compllill about. We Jmow ~ c.ndan& have 
fac» 1be same coatrovcnies IDdi"'U IDCI'e ~eW~~~Ioalltica problems with the YKCiDc and are 
not cummdy ldmioilterlnalr to rheir uoopa. We know Jsrael, wbicb il coDCiivlbly at tbe 
psllelt rilt ia the Middle Pal and ku ftiCeiWI4 SCUDiwaaa, dacl not rely en viCCi.Del, but 
Mtiblodca. AJid lhe Stare~ whk:b irplbly baa more personud rilk bec:aUie 
em·:IUiioa m Jell well pratecCed tban mllitlrJ Dill. IllS ODiy a volUIUry policy. It is llmost 
iac~le dtat thb poUgy tppelrl u 1 ClpCive ~b ma:bL Why in llaht of evaryono.clae'a 
IK!t of fCIIrVId inoculadou Ja k aoce..,. to pat us. Service mcmben truat oa tbe tiao when two 
•ur~ys have iDdicaeed .... 80fl, or tbe civillaa IOd mllibry ~ oppol8 tho proaram? 

amrm 
Mia)' of oar lilies Iobin our COiaiBI fot ·ebe &k*J proUfcaUoa or bioloJical wa:rfar8 

anot b8ve ldclpted lfmillr poUdea lad ...... iD I'CipCmdia& tD lt. SlDce 1be 1tan of the A VIP 
ia March of lut )WU' .alGae. the DoD ba .-Mdecl oa rcque~tiiDduu VICCJae to Canada., 
<lelDIDy, Iarul. Dcnmadc.IDd AuiUIIla. To our~ Om..t. ba mot IIUipiDded their 
llmmanizaa:ioa P'08AfD llliD5t lllltblu, llld lind doe& DCC Nly toWy upoa tbo uee of IDb'bJodca. 

Tbe pdmuy IMk. of oar Nadala' 1 Armed Parcel iaco dew agiUiioD, and if tblt ftlil~t to 
figllt and wiD oo lhe budefield. The Amlriclll paop1t apect u co wiiiiDd &o iCC0mp1iib dUJ. 
our Anlled Poleea IIIUit be prepiNd to coadact ..-.lful milltlly aporatlou wodctwldc at a 
mo~Da&t~ DCIIioc. Wh11e illtlriGdoa willl aur mllilll)' frieDdl mcl.W. il a c:ddcll put of all 
opetllicma, lt. polidct ot DaD mall be cJ.t, tbcdsed 011 • ccaplllbtn, tbe pall lad 
obj ~ cblt IUpJIOd our udaQII bs...,.lll4•dODIIIICUrky ltlllle&Y. DoD dots noc bue · 
iu polld81 GD lbole CJl our IIUoa or COIUtloD ,.,._.. Out 1ft4DCIItory A VIP is clearly iD our beat 
iot"CD nllroqly suppona our lllltiCIIII ~lad adlltlry .........._ · 
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Ranbwwans. avo.._.,.~ Cblt ytddJ oaly 30 peR:ent coqJiimce. a you aaat 
lhat dlo Bridth YOiuDIIIy llltbru propam experieaoeB. woald 111e111 tblt •III'P number of our 
Scntc. membora wou)d be easualdce if expalld to 'WCI,POftizcclllltbru ~~td the ailliury mission 
would be in jeoplrdy. The du'elt of IIUbru sepw;eu~~ a dear and present danpr to our forces 
lhlt U. been valicJaJed by our isalllpnclo ,....., Ne11ha' J•lllllb nor prapllyli!Ctic 
aatibiotJc ~ pro~dc& adequate PIO*b because our dctecdon equipment c:annor reJjabJy 
warn troops prior co ledlllexponre. Jt woakl bo UDCOIIICiOIIIhle to pllce uy setYice member at 
rill: when we maintaia a prciecdve ~ thiC il PDA·Ucenaed, bu u mu:eiJoDl ufety 
nc~ ~ i1 efl'ecdw. 

Above aat1 beyabd dla ipKifJO GOIIOflrQI ftiMitioDod ben, we aro ClOWDOcl about tbc 
pul.tlc porcopWa of 1bc aadnx VICCiMikm PNC*• and its impacu on service membc:.T morale. 
We: must e1IJU.Ie lbat this JiqJa foroo potec:dou meuwe: which lldda UJCI only one of a myriad 
of biolopcal threat~ iJ DOt ltlelf a men reallb&'Oil to out "illzen& iDilDiform. 

.4unrKIU; 

we firmly beUcve tba public~ ia thl: United saarea milillr)' tetnaiDI hi&h &Dd 
tba1 the mon1e of military pertOI\Del. l1fl:olld by maay operMioall, penonDel,IDd quaUI.y of ltfe 
ma~t~m, baa DOC beell adwnely lffeclleCl by tbl A VJP. Wa alllo convinced dw lbe 
ownbelmina m~tY of our Service DUIIIben undeotaDd the CitAta&~ by andnl and 
struqly nppcxt our~-
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Tt-111: ASSisTANT SECRETARY OF D£fiNSI!. 

WMIIINCII'ON1 ~C. JQOt-1.100 
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M K AL.TM _.,.,,., ... 

MIMOilANDVMPORSECIBTAllY 01' DI'I'INSE 
DBPVTY~~ O.P D_J 

TIR01JGB: USD(PBRSO-~) 

DOM: ASD (Bcalda Mfaia....JIJr 
(PJ8pmd by: LTC j(bX6L i Pqrlm Director, ChauicaJ-Bioloadl 

SUBJECT: 

PVllPOSE: 

Wlrfare and IntaDiticiGil Affairs. OASD (Heallh Affairs), 6 

Coqreaku1 LeeDer~ Allelnx VIICdae Jmmun.llllioft Proaram (A VlP) 
from ~pRSCDtllliwt GiJmM, ,SJI&ys, ltdly, Souder. Ole. and Talent 

To sa=e SECDEP Jlpmn OD die lear teapcodift11D queltioru from 
Canpaaioaal member~ cmlbe A VIP. 

P. 18 

DDICUSSION: · TbccnclOIOd leaaof'Jaly20, 1999 fromCoapaiaDal mombcrl' (TAB A) 
reqllllll response~ to a JAIIIIber flf4)111Slions about the anduu viCCine and the 
DeplttiMnt' s A VlP. '11\o rupoad1na leaerl to Replolontadvea Gilman (TAB 
B), Sha)l (TAB C),ICally (TAB D), Souder (TAB B), Ote (TAB P), and 
TllcDt (T A8 G) .td.tw Ill of dte C)Ueldons and conceraa lhout cbe anthru 
VICCine lllld the A VIP dalt •IMIItioaed In the Coaal'elliONIIleuer. Tho 
lett« aad ~ J'liiiOIIIel wae c:oa~dlaatDd wldl tho Oft'loe of chef 
Oe..al Counel, Almy Oftb of die Surpon OeMnl/~ AVfP Aptrcy, 
.Jomc PfOII'alll Oftb far Blalolfcal Dtfcnse.llld ~ .Airain. 

OJORDINAUO~ ~ tA, .. u~) 

. . 
SBI::RBTAilY OF DaBHD DBCIIIION: ·, 
AP.PROVBD: · 
DUIAPP.ROVJID: • 
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Highlights of the Response to MOC Benjamin Gilman Regarding Anthrax 

• All four prerequisite conditions, supplemental testing of the vaccine; assured tracking of 
immunizations; approved operational and communications plans; and review of1he health 
and medical aspects of the program by an independent expert, were met before the Total 
Anthrax Vaccine Immunization Program (A VIP) was approved and implemented. 

• An adverse event reporting and tracking system is in place to assure expert review of any 
adverse events possibly related to the vaccination. There have been very few instances of 
serious adverse events. 

• 1be evidence of the efficacy of the FDA-licensed anthrax vaccine is based upon data from 
both human and animal models. The only clinical human study was completed by Braclunan 
in 1962 and evaluated the efficacy of a precursor to the current licensed vaccine. In the non~ 
human primate model that best approximates inhalation anthrax in humans, the FDA-licensed 
anthrax vaccine is able to provide close to 100%. protection against an aerosol challenge. 

• Los Alamos National Laboratory reviewed questions on the effectiveness of the vaccine 
against altered or multiple strains and concluded " ... there is no experimental data or 
evidence to suggest that such a mixture is resistant to the FDA-licensed anthrax vaccine used 
by the US military." 

• Before Secretary Cohen authorized the A VIP to proceed he approved a. DoD plan to establish 
a process for supplemental testing of the vaccine by the manufacturer to assure its sterility, 
safety, potency, and purity. This program goes beyond FDA requirements. 

• To date almost 1 million vaccinations have been given. There have been a few cases of side 
effects, but they tend to be mild lo moderate, temporary, and confined to the area of injection. 

• The rate of adverse reactions for the anthrax vaccine is comparable to many other commonly . . 
gtven vaccme.s. 

• The Bioport anthrax vaccination production facility was closed in March 1998 for 
reoovations as part of the manufacturer's facility improvement strategy, and in part due to a 
19% DoD assessment that the facility was inadequate to meet future requirements. Before 
full production can resume the facility must be validated and meet FDA inspection. This is 
expected to occur by January 2000. 

• Bioport underwent FDA inspections in 11196 and 2198 and the FDA found a number of 
deficiencies related to compliance with cUirent good manufacturing practices. In 1997, DoD 
teamed with Bioport and devised a Strategic Plan for Compliance that addressed how to 
comply with FDA standards. That plan is currently in place. At no time were deficiencies 
reported by fue FDA serious enough to warrant a recall of stockpiled anlhrax vaccine. 

• The anthrax vaccine is not covered by the statutory Vaccine Injury Compensation Program 
and private insurance for the manufacturer is extremely expensive. Therefore. so that the 
high cost of insurance is not passed back to DoD, the manufacturer was granted 
indemnification. 

• Handling procedures are in place to ensure that upon receipt, the lot number and expiration 
date of all vials of the vaccine are recorded. The expiration date is also checked upon 
administration of the vaccine. 

• The Services are using automated imnumiza.tion tracking systems to record and track the 
anthrax inununization status of Service menlbers. This information is also placed in the 
DEERS system. 



• Prior to administration of the vaccine service members are provided written and oral 
information on the benefits and risk of the anlhrax. vaccine and details of the overall program 
by medical personnel and Commanders, to include reasons for exemptions and deferrals. 

• DoD uses the Vaccine Adverse Event Reporting System CV AERS) to report adverse events. 
For the purpose of anthrax adverse events only reactions resulting in either hospitalization, 
quarters greater then 24 hours, and suspected to have resulted from vaccine contamination 
are required to be reported. All VAERS reports are reviewed by the Anthrax Vaccine Expert 
Committee, who to date have found no pattern of causality from the vaccine. 

• The A VIP is being executed in stages. It is currently in Phase I, where those who are 
assigned, deployed, or TDY in the JCS designated high threat areas and contingous waters of 
Southwest Asia and the Korean peninsula are being vaccinated. No scheduled deployments 
have been preempted due to concerns about the vaccine. 

• The Secretary of Defense's order that all personnel receive the vaccination is a Lawful order 
and any service member who fails to comply is subject to administrative or disciplinary 
action. More then 990/o of all service members accept the anthrax vaccination. 

• The Reserve Officers Association recently recommended that National Guard and Reserve 
units only receive shots from lots of the newly made vaccine. However, DoD concluded that 
this recommendation does not address the Total Force concept or recognize the need for the 
Guard and Reserve to support current missions.. If they waited for newly made vaccine lots, 
it would delay when the member would have adequate protection. Additionally, the existing 
stockpile of vaccine is used for both active duty and reserve components. 

• The current AVIP Phase 1 immunization plan does not include Kosovo, because the EUCOM 
CINC intelligence threat analysis of the risk ofBW in the Balkans did not reveal the potential 
use of anthrax. 

• Dr. Gerald Burrow, a welJ known-health expert, y,ras asked to act as an independent expert 
and review the A VIP fer safety and efficacy before the program was implemented. He 
concluded that the program appears to be safe and offers the best protection against the use of 
anthrax. 

• Since the start of the A VIP program DoD has provided on request anthrax vaccine to Canada, 
Germany, Israel, Denmark, and Australia. Unlike the U.S. some countries have a voluntary 
vaccination program. DoD maintains a mandatory program, because we feel those who were 
not vaccinated would be casualties if exposed and thus it would be unconscionable to place 
any service member at risk. 

• DoD believes that public confidence in the military remains high and that the morale of 
personnel has not been affected by the A VIP, because the overwhelming majority of service 
members understand that anthrax represents a clear and present danger to our forces and 
vaccination is our best weapon against it 
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Ms. Sandra K. Stuart 
Assistant Secretary of Defense 
U.S. Department Of Defense 
The Pentagon, Room 3E966 
Washington, D.C. 20301-1300 

Dear Ms. Stuart: 

July23.1999 

COMMITTEE ON ARMED SERVtCf S 

suecCMNinfo~s: 

M Ef4CHANT M~Rt~f P N+E.i,. 

COMMITTEE ON 
GOVERNMENT REFORM 

sueco ... Mn1t-t!'l . 

N~nOfl'4\. $(con,, ..-, VotNANt:i- AUAIRS. 
A~O INTEJU.!ATIO .. A\. Rfl ATIOM:; 

C1Yi l S ERVICE 

DEMOCRATIC AT-LAAGE WHIP 

L..-....,---1 
behalf, I would appreciate your review and comment on their concerns 

about the safety of this vaccine. If you have any questions, you may contact Mark Ouellette of 
my Portland, Maine district office. He is familiar with this request and can be reached at 
(207)774-5019. 

Thank you for your cooperation. 

Sincerely, /1/J A~ 
~~~~ 

Tom Allen 
Member of Congress 

THA/mo 

/99 



Congressman Tom Allen 
24 Oxford Street 
Portland, ME 04103 

Dear Congressman Alle~ 

P.O. Box 167 
China, ME 04926 
July 16. 1999 

1 am writing to you on behalf of our so~l(b )( 6) l who bas 
served for three ears in the U.S. Na stationed in Jacksonville, Florida. 
(b)(6) for refusing to take the anthrax 
vaccination. We fully support (b)(6 ·n his refusal to take the vaccine, and 
ask for your help. Since be is on a training mission aboard the John F. 
Kennedy, he can not contact you directly. Here are our concerns: 

1. While the military contends that "the anthrax vaccine has been approved 
by the F.D.A. and in use since 1970'', it appears that the actual vaccine 
being given to military personnel today is not at all the same vaccine that 
was approwd by the F.D.A. Therefore, military personnel are being 
expected to take a vaccine that is not approved for use on the general 
public. 

2. While the military denies this, there appears to be a high conelation 
between the use of at least certain types of this vaccine and chronic long· 
term, serious illness. The Government Refonn and Oversight 
Committee~s Subcommittee on National Security hearing transcripts 
address some of this, as do several national press reports, such as "Vanity 
Fair's" May issue. 

3. It appears that this vaccine is a Depaltntent ofOefense-contracted 
vaccine. The sole supplier of the vaccine is apparently abo~t to undergo 
bankruptcy due to safety and product reliability issues. 



. ----···· · .; · 

It is our belief that this great nation's military establishment could and 
should be using its considerable resources to see that a safe vaccine is 
developed. While we understand that the military cannot allow each 
individual to decide what vaccines seem appropriate case by case, and 
while we understand that the military has a duty to protect its forces from 
biological weapons such as the anthrax vaccine, we are appalled that our 
military continues not only to administer an apparently shoddy vaccine 
without a major effort to perfect a better one, but to punish personnel 
who refuse it. 

Our son enlisted when he was seventeen years old, never thinking that 
he would be asked to inject such a dangerous substance into his veins. 
After having served three years in the NavyJ(b)(6) 1 

(b)(6) 

We are - and so far all of the people we have talked With about this 
are- very alanned that the Department of Defense holds such sway as to 
be able to get away with this. 

We look forward to your response. Thankr:;.v7co::7.u::-. ------------. 
(b)(6) 



C:MAT Control# 

1999223.0000 003 

• 
,t.fe'v-to"e'v SECRETARY OF DEFENSE ROUTING SLIP INFO 

COPY 

OF DEFENSE , 1 SECRETARY OF THE ARMY 

DEfENSE SECRETARY OF THE NAVY 
-

1
THE SPECIAL ASSISTANT SECRETARY OF THE AIR FORCE 

I SECRETARY 

UNDER I I TECHNOLOGY CHAIFIMAN, JOINT CHIEFS OF STAFF 

Oiredor, Defense Aeseardl Olra.ctor, Joint Staff 

UNDER SECRETARY FOR POLICY 

ASD i BALLISTIC MISSILE DEfENSE ORGANIZATION 

' ASO tso~i•l < I 

ASO &. Threat Raduction] COMMISSARY AGENCY 

UNDER SECRETARY AUDIT 

i and E111luation & ACCOUNTING SCRVICE 

1 [UNDER SEC FOR PERSONNEl & READINESS X AGENCY 

ASO IF~" I 'Poi;o~ 
DEFENSE INTElUGENCE AGENCY 

ASO IH,.hh Aff•i~l X DEFENSE LEGAL SERVICES AGENCY 

ASD [fkl8flrva Affairs) DEFENSE LOGISTICS AGENCY 

ASO IC311 DEFENSE SECURITY COOPERATION AGENCY 

ASO \LEGISLATIVE AFFAIRS) X DEFENSE SECURITY SERVICE 

ASO I I DEFENSE THREAT REDUCTION AGENCY 

COUNSEL NA nOJW IMASERY AYJ MAPPING AGENCY 

NSAICENTl!:Al SECURITY SERVICE 

DIR, TES'T& 

D!R, ADMINISTRATION & MANAGEMENT 

GWI X 

'TYPE OF ACTION REQUIRED 

PREPARE REPLY fOR SEC OF OEF SIGNATURE RECOMMENDATIONS 

PR~PA.RE REPLY FOR OEP SEC Of OEF <ANO' I 

1 RfPL Y DlRECT {ffJIWldc'JflfWrrp/fnCCO.Ifrom!A'" X I b. 

;ACTION 

R11ma1ks: 

---· . 
DUE DATE (YYMfrllJO! ·ROUTING DATE /YYMMID1 050 CON'TROL NUMBER 

990825 ' 990804 U12469-99 

' 
'0 FORM 14, OCT 

~~·· ,.,,~ 



- - --
~G. 3. 1~99 10:17AM Rl=l.EIGH OFTICE , I · -,, . ··: : :· ·.·r:· N0.927 .... - .··· .. 

JOHN EOWAAOS 
NOATH C"'IO'.li\IA :r-r. •. . , .. ~ '" "'· ; 0 .. , ( ( .. . ... - ... . '··· · -

9niud ~tatts ~enatt 
WASHlNGTON. DC 20610...3201 

August 3, 1999 

Mr. Derrick Lavalle 
Special Assistant to Assistant Secretary for Health Affairs 
U.S. Department of Defense 
The Pentagon ' 
Washington, DC 20301-1300 

Dear Mr. Lavalle; 

!IAlSCH OFFICi 

301 CINT\IItr ~o-T ~CI! IUIIbiNG 
300 FA'Itntvii-U: S'I'Mn M~ 

111.,_.11!1, NC 27802 
ltltl M&-4~ 

OSAO~/ 

AUG 0 91999 

· Enclosed is a copy of correspondence I ~~ve recently received fro (b)( 6) 
regarding the Anthrax Vaccine Immunization Program.. ,__ ___ _, 

I appreciate your reviewing this material and providing any assistance or information 
possible under the goYeming statutes arid regulations. Please forward your response to Marilyn 
Dixon in my Raleigh office. 

Thmlc you for your attention to this matte:. I look forward to hearin& from you soon. 

Yours .sineercly, 

~~L> 

JE/md 

.Enclosure 

. . 

U12469 /99 



·. NAPRA DET NAPLES I~V . ':>'-' 

3August 1999 

' 

De.a.r Senator Bclwuda) I 
I am North Carollnuan.< aDd don empl.J. aflhe US Nil")' li.U.S in Naples ltoly. 
Recently 1 have been told I must participate ill iJ1.e Anthrax Vaccine lmmunisatio:n 
Program (A VIP), ill accordance with a.memorapdum signed by an Under Seaet&ty of 
Defense. I have numero'lll daubta and que&tio~ DOD e. of which hive been addn.ned to 
my aatisfactiOJJ through normal channels. Ple~ find attached a letter from myself mel 
three co-workera which proVides~ about~ situation. 

' Also attached i.e a copy of the. emqency essential pmoDAd qreemeDt whicb I was 
r uired tD • this past Mq. after J had been)n my ~t oversea& positiOn as an 

6 for 20 mon~. Note that~ oould not reuonably be intetpreted as 
consent to participate in A VIP. To be sure, I~ uked. if it obli&ated me ~o take the 
anthrax vatcine and wu told "uo." 1 

My iDvalvement in thiibegan 30 June 1999 wJen I was mst given notice that I ~d be 
required to take the vaecme. I immediately ~esseci reserva.t\oDS to '1JXY oftiur in 
char&e. I have bee researching the ~ue sine then and ttqul£te4 guiclaDce from my 
low Human Resources Office (KilO) u well a the Office ofPetSODDel MAnacement 
(OPM) on 14 July 1999. HRO bas twice told itbat I can be disciplined for dfc1hJing 
A VIP, and also told me that the US Navy is not · ble for any adverse health effeets 
caused by .A VIP. OPM told me they do not hall. 1e these issues and pused my ~at 
ai=s to Mr 6 at Navy headquarters. !I hawe been unable to locate Mz. )£6)] 
office. I 

On 28 July 1999, my officer in chatae took wrib questions from me and two co
workers to forward up the chain of commaDd. twe have heard MthiDI since then. b1rt 
based on what HRO has told us we are wry c:Dncemect 

I 

I hope you ean sympathize with rny po!ition u la private citizen-who provides his own 
medical msurance-~who is being forced to chod;e between pursui111 a civil service career 
and taki.Dg unnecessary health rilb. ; 

I requeat ~ uailtance your o:ffiee ean p~. You have my permission to c:on4uc:t an 
iDquiry on my beba1f. I would ask you to en co~ the Under Secmuy to at least put a 
moratorium on this questionable prop-am (as ipplied to civilians) untl1 an independent 
agency auch as GAO has studied its long term ~edl. 

I 



INAPRA DET NAPt.ES NU.';;C:f 

Respectfully. 

(b)(6) 



3 AugUSt 1999 
Dear Senatot Edwards, 

we are writing you as DoD dvilians working for the US Navy in Naples, Italy. our job is 
to examine badly damqed Navy and Marine Corps aireraft, and. implement repairs to 
thli!lm in a. safe. a:pedient manner. As you can iJnacine. with todq.s operational tempo, 
our jobs require us to be willing to go anywhere ~t any time and work side-b)'I"Side with 
militazyfolka to help fix their aircraft. We ltand read.yto fulfill tbis eommitm•nt, even 
tbo~gh weTeeeive no extrapQJJ. 

Our dutig 11 emq@Q' es!entia! civjlians 
Beklre coming to our overseas station, we performed this same class of work for state· 

. side Na"al Aviation Depots at North Island (Sm Diego, CA) and Chmy Point (Havelock, 
NC). We were ruefully screened for overseas duty as part ofbeinz hired by our current 
command, Naval Air Pacifie Repair Ad:Mty. 

At the time wt agreed to our jobs we understood that, while cur prlmazy place of work 
would be m oftiee, we would soJMt:imes fiDd ourselves wcni:ing under dieicult 
conditic:ms, tr~ to third world countries, or worldna in close quarters aboard ship. 
We could even be involved 1n supponin& US air operations sw:h as Operation Desert 
Storm. 

Our positioDS are considered emugeney esaennal by our command. ~ tp~ately 
May 1999. we were asked to sip a form aclcnowle · our emerJeDcy essential atatus. 
Wewereall~inourNAPRA · 6 beehatN~~r\r 
months, Mr 6 or 3Unonths, Mt 6 r 2S moDths, and MrJ( ( : 6 
months. Having · ~ee...Yf! had no qualms about aigni111 the emergency 
essential papezwork. Mr@.i6) · however, ask the •enior c:i'Vl1ian in the office (who 
1;ypically servu as our interface to the H~ Resource~ Office, HllO) if his aipature 
would obligate him to reeeive the anthrax vacdne. He wu told flatly "no." 

On 31 March 1999. an Under Secretary of Defenae released a mea:Jotanclum statiur that 
the Anthrax Vaccine Immunization Prasram (AV'Jll) "will be applied to aD U.S. miliwy 
personnel and Department of Defense emergency euential civilian employees and 
eon tractor peraoDnel assignecl, deployed, or on dU\Y in the hiJh threat areu ... " 

Through our cllai~ of command. we w~ told. on 27·28 July 1999 that we will complY 
with the A V!P program because we are emerge.ncy essential and 1ometimes deploy to the 
affected area5 for short d\ll'ation (lesa than one WHk). 

Simifleant ••flty MDC!cmS oyr:r AVIP 
AJ you know, this vaeetnation program i.s surrounded by a swarm of controv•sy. b our 
view the most credible reportiDg on tht vaccine hu been un.dertakm by the Government 
Accounting otBce. In testimonyt givu by ~r. Kwai-cheunr; Clwl to the House 
Subcommittu on National Security (29 April 1999). the GAO stated that "the long term 
safety of the vaccine has not yet been studied." Mr. Chan went on to testify that the 
efficacy ofthevaecme against inhalation anthrax has not been assessed. Finally1 the 
GAO repreaentanve testified about the significant qualiv control lapses committed by 



the sole manufactarer of the vaccine, MDPH (now :BioPort). These lapses culminated.in 
the FDA thrt&tellin& to revoke MD'PH's license in Marclil997. 

BioPort il required to provide a sinan slip of paper with eacll ~e dose, the intent of 
whieh i.s to inform the patient. Thia slip of paper states our coru:ems very clearly: 

1'Studies have not been performed to ascertain whether Anthrax Vaccine 
Adsorbed has carcinogenk action, or any effect on ftrtility." 1 

Additional te~ony ~-by aervicemen in the House Subcommittee on Naticmal 
Security rtlated ~first hand aw>unta of 5hort-t.enn advene reactiona. 'l'bis 
teatim~ ia part af the public reeord.. . 

Tettirnony from l&eeyi N.us, MD} stms that of the 3710ts of vaedne manufactured 
before 29 Aprill999. aU but six had been quarantined. Seventeen of these Wlft 
quarantined as a remit of quality concem~ raiSed by u FDA inspectio!l in Febnwy 
1998. 

The leadiDz Brt.tish medic&l journal The Lancet has published a stucl)r (of British 
veterans) regarding GWf War Illness and the authrax vaccine: 

"Vaednatian against biolopcal WIIfAra and multiple routine vaccmations 
were usociated with this ... JYDdrome in the Gulf War cohort.'" 

A comment relatms to this study fram a reuueher at the N~anal Jmtitu~s of Health. 
alao published in 7he Lancet, stausa: 

"Vacciutiozl apbut pla~Qe ud anthru Defore deployment to the GWf 
ca:m1ated bi&b1Y with ilh:J•s· The i.nvestiptorl speculate tbat these 
varciues-more &o than routine ODeS pven to service personnel-had 
unm1icipated effect~."" 

We feel AVIP, which eonsisU of m sbotl over 18 months plll4 a yearly booster. does not 
yet meet the "reasonable penon's" test for what is safe at1Cl effective. 

We arc mponaihle fpr OW own },gltb saro 
Civilian employeesj as prime cittzeos. have a dubious aafety net as;tillJt harmful etfectJ 
af this program. We procure our own medical and life insurance, contribute our O¥"D 
uvtnp into our retirement progam, and have a limited DUmber of ''aick le~W" days. A 
aerious adnrse reaction could lelV! us in a 1eave without pay" status. At the time we 
-creed to DD1' job$, we UDdentood that we wo\lld sometimes be workiq under haardous 
conditions. We a=epted these rtsb as controDable, IDC1 worked under the asaumptioD 
tha~ the DoD would stand behind us in the tvent we ware injured while C!UtJiD! out our 
duti.e5. 

~ Jl-483 SaM 8/ 90 Jlev.l0/87 •AntbriXVacc:i:Dt.Adlol'Md'' 
:s Catherine Unwin, et al. ''Health ofU.K: Serviceman who served in the hrmfl GulfWar." lbc 
l.lnutvol. S$3, January 16, 1999. 
4 Stephen E. StTau.s, NIAlD, NlH. "CommltlwY on the Unrin Study.'' 'lbe t.ancct. volssa, 
J:muary 16.1999. . 



Our local Hlt(), however, hu informed us that tbe DoD hu no raponsibt1ity to Ul if we 
suffer adverse effeetl due to A VIP. Any sick leave, mecllcal eqr;pen1es, or other 
oonsequ.e:nces will be borne by the employee alone. We submitt8d a letter to HRO on 3 
Aupst 1999 seeldna the Director's written confirmation of this policy. 

We have been told Yerbally by our chain of command and our HRO that we can~ found 
in violation of our employment qreementa for not complying with thi.s nrrOD.Ctiue 
requirement of our emergency euential clusification. This could entail being 
terminated o1Jtri&ht, or being forced to leave our overseas wignmenU G.t our oum 
expenu. This could easily cost us $20,000 eaeh. 

We •ubmitted letW& to our chain of eommand (28 J12ly 1999) and HRO (9 Aucust 1999) 
reque.atiD& written clati5~tion. 

AYIP ptJtic:jpatipn is an t1Dl'p52PAA]e xct:rpvtiyc requirement 
We stand ready to continue our obliption to support our national defGSe overseas
without partic:ipatiq tn theA VIP procnm. We remJ.in ready to enter high tluut ueu. 
but without this vaccine. Until last week, nobody in our c:ommand had tutr quatianed 
our shot records before sendiq us 4TlJIWMN. Eadl of 'II is • seasoned &)obal traveler
combined we have 71 year& of federal service-and we haw alw.:ya taken rapoD'ibili~ 
for obtaininc our own inoc:ulaUons. 

Our employment with NAP t ~~e.nt.o partidp . inA VIP. Indeed, 
AVIPdidnotailtwhenMr. 6 Mr.@X6) andWr. 6 :wentransfetted 
to NAPRA. llumc a questioDable prosnm lllie AVfl a mroamvc conditicm of our 
employment md then holding over us the pouib.ility of dilciplilwy ld:ion i.a clearly an 
unfair prldial. 

We rrspec:Uully request aay wistmcc or pidmee which can be provided by JOI1l' of!ice 
u 10011 as poc«ible, You have our permiaion to initiate AD iDquity on our behalf. Due to 
the operational nature of our work. we could be reqoind to trawl to the A VIP
mandatorycowrtries at anytime. We h~ provided flitbfal service ttJ the US Navy and 
do ~t want to be farced to choose between OW' careera and oar health. Undoubtedly 
there are D'WlY other DoD c:Mliana scattered throughout the world who ue also fadD& 
this clifficuh issue. 

{b)(6) {b)(6) 
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1i! Gramm 
Taxas _ 

Unii:cJ §tares Senate 
r ' 

MEMORANDUM ,, .'' 

Date: 'JUL 0 7 1999 

Office of the Assistant Secretary 
for Legislative Affairs 

Department of Defense 
The Pentagon, Room 3E966 
Washington, DC 20301 

A constituent has sent the enclosed 
communication. A rosponso which 
addresses his/her concerns would be 
appreciated. 

Please send your response to the 
following address: 

Office of Senator Phil Gramm 
2323 Bryan Street, #2150 
Dallas, Texas 75201 

Attention: SHANNON SUMMERS 
{214) 767-5217 
(214) 767-8754 (fax) 

Ul1173 

OSAG~~ 

JUL l 5 oggg ,. 

,. 
L 

/99 



· Author: ~~~--------....1 at Internet 
Date: 6/21/99 4:05AM 
S"..!bject: M)• Sor. in T~~ !'-~z.::-:.nes 

(b)(6) 

Senator Gramm: 

Mr. Gramm thank you for attending to my letter. We appreciate your many yeax-s 
of serviee to our Great Country. My son has just 
started his Marine boot camp training in San Diego. He graduated High School 
as a member of the National Honor Society. He also is one of the top drummers 
in the State of Texas. He chose to join the Marines after auditioning and 
getting accepted into the Marine Band. This is no small feat for any music 
student especially just out of High School , but I do have an exceptional son. 
He scored above the perfect score of 99 on the enlistment test. His love for 
his Country is also gre&t. He has been involved politically in his High 
School, was president of the Band Council, and is also a staunch Republican. He 
has probably supported and spoke out for the Republican cause more than any 
other student in his school. I say this just to give you some background ~n 
one of my reasons for writing. I heard in the news the other day that a Marine 
was dishonorably discharged for refusing to take a anthrax vaccine. This got 
my attention. If someone would ruin their career for such a cause is there 
reason t~ be alarmed? Has there been enough research on this vaccine to prove 
that there will be no side effects? Or, is the government using our countries 
finest men and women as guinea pigs? I !or one find it hard to trust our 
Government. With the President talking about "Doing the right thing• all the 
time but proving by his ac~ions his real intentions are rarely there and more 
often clo.aked in self service. His disdain tor our safety and well being I 
believe c¢uld be catastrophic, and when the details ot this Chinese espionage 
untold, it would not surprise me at all if his name becomes synonymous with 
Benedict Arnold. These are my own personal feelings, not of anger, but alarm 
that our great country could be led into diaster. If we allow our military to 
be used as a testing ground and it is made to be vulnerable, then we as a 
nation co'Uld be a target for attack. I am also concerned as a parent for my 
sons well being. Please check into this and share your information and insite 
with us. I would also appreciate if you would put my son on your mailing list. 
His addr·ess is: 

(b)(6) 

I will also be sending similar letters to Senator Kay Bailey Hutchison and 
Representative Ralph Hall. Thank you for your time . 

Sincerely, 

(b)(6) 

Sincerely, 

(b)(6) 
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ED BRYANT 

lTH OISTAKT, TENN£S6E'E 

COMMITTEE ON COMMERCE 
su•e:OMMIITtlu: 

ENERGY M "O PO't\U 
HEAL~H ANti ENVIRONf.IENT 

Cv~~SJ(lHT <UID IMIE8T1<N>o'TIONS 

COMMITTEE ON THE JUOIC"JARV 

Secretary of Defense 
William Cohen 
1000 Defense 
The Pentagon 
Washington, DC 2030 l-1000 

Dear Secretary Cohen, 

------- ·- -· .. . .. 

July 14,1999 

I recently heard from one of my constituents, who was 
expressing his concerns over the anthrax. vaccine. 

WASIU~G t'QN OFFCE: 

.o08 CANNON HOUSE OHCt OIJIU)ING 
W~~IHGTON.I>C ~>&-4207 

330 N. SECONO ST. 51.11TE 111 
CJ.NIKSVlL£. TN :n~a>O 

lliOt SHI:lBV OAKS ;)fi,Vt 

IUIT'e 213 
MiMI'tll$, TN JS>JA 

110'11 $01/1" G..,.D!W JIT, 
aRUMtl.._ TN JMO\ 

t:! \ - )81 ... 8100 

I have enclosed a copy of his letter to me and my reply for your information; no 
reply is necessary. 

Thank you for your attention to the concerns of my constituents. 

Si~ 

Ed Bryant, M.C. 

EGB:als 

Enclosure 

Ul1504 /99 



EO SAVANT 
nKcr.snucr. n~sn 

COMMim£ ON COMMERCE 
S'AC~U: 

Eo<c!ICY ~ PCWUI 
H£Al1ll &1!10 E,....._HT 

0v(JISJG>tT AHO lNYU'Illil'liO'<S 

COMMITTEE ON TtiE JUDICIARY 

(b}(6} 

Q:ongr£s.s of thf tinitfd ~mtm 
i1.onsc of 'Rrprrsenrotiors 

~ashington , BQ: 20515-1207 

June 29, 1999 

-lf<GtONOoiiQ: 
OCII ~HilUS( OJJD t ""OOOG 
-o...oc••~.m 

m .. u~•H __, __ 
2101l.MCOICI P • ..n 111 
CIMtU\OLU , TI<J,lt ... lt\0 .,, __ 

- SI<£\.IV O.U ~ 
IUITE2ll 

MlWI«Ii, l>j:ll~ 

JIOIIJ SOUlH GOIOOEN $l, 

C()(,UMIIII. TN :11401 
1)1- JI\-It(IO 

Thank you for contacting me with your concems over the anthrax vaccine. I appreciate 
your taking the time to reach me, and I enjoy hearing your views. 

I can certainly understand your position on this issue, and I think you make some good 
points. You are naturally concerned for the health and safety of military personnel, and want to 
protect our service members from serving as guinea pigs. On your behalf, I have shared your 
concerns with the Secretary ofDefense, so that he can have the benefit of your views on this 
matter. I will be sure to share his response with you. 

Again, thank you for contacting me. Please continue to keep in touch. llook forward to 
hearing from you again. 

Sincerely, 

Ed Bryant, M.C. 
EB:als 



.. .. 
, f • - 1 ' • . ... , ."C.ol• t ' o., • · -"' .... . . ' ' • o .. .. 6 -r ' 

. .. . ' . ... · 

~)(6) 

From: 
Sent: 
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Subject 

(b)(6) 
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ED BRYAN1 
' 7TH DtiTJIICT, THINESSH 

Oc:c r:.t- v': 1~ :-:r. "-' '-L 
-· r ' - ,. ( 1\- l'I;-J r.·'

cr ~"'P · · T :·. ' \ : ·· .')': ~·· · . 2: tf) 
\999 JU'.. '. 9 ~~ . 

COMMI11 EE ON COMMER CE 

'"""""'...ntn: 
ENf RGV AM> POWER 

i-lEAL 'It< .. NO ENVIAONMINT 

0-.n;ltSIGHT AND II<VESTI(.ATIONS 

~ongrcss of the tinttrd £'tatcs 
COMMITIEE ON THE JUDICIARY 

The Honorable William Cohen 
Secretary 

'11\ousc of Rcprtsrntatioc.s 
~ashin_gton, B~ 20515-1207 

July 15, 1999 

United States Department of Defense 
The Pentagon 
Washington, DC 20301 

Dear Secretary Cohen: 

WAS~INGTON oma: 
COli CANMON HOUS.C O'fltf &UilOING 

WAS.II .. GTON. DC 20"5""'207 

~2~._,., 

l'lno'J/WwYw..l!o~e..-iPQvtt:w"v.,.. , 

Ot$TIIICT ()IF ICES: 

330 N. SECONO ST .. SUITI 11\ 
CLA~I($11'-Ll TH310<~;UID 

i:Jl- $03.()391 

._ $HELSV 0 ... 5 01111/i 

SUITE l l3 
MfMI'tliS, 1N 31i1Jol 

f10'h SO liTH G.ARCIEN ST. 
COLUMII14. TN 36001 

"1-lal~ l«) 

OSAO~ 
JUL 2 0 1999 

I recently heard from one of my constituents, (b)( 6) regarding his 
--~----------~ concerns about an anthrax vaccine. 

I have encJosed a copy of his letter to me f:or your infonnation. I would appreciate it if 
you could address his concerns in your response to my Washington, D.C. office. 

Thank you for your attention to the concerns of my constituent. 

EGB:eog 
enclosure 

SincereJy, 

£<{ 
Ed Bryant, M.C. 

Ull497 /99 
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THE PENTAGON'S TOXIC SECRET 
Thou~ands of American veteran~ suffer 

f"tllm dcbilitaling GulfWar-relaled illnesses. 
llut the Ol't)lin~ have remained a mystery. 

A crusading molecular biolngi.;l and intemul 
militw·y documents no" 'u~~est a 

shocking s~:enario: the l'l·nl<tgun's possible 
""' on its qwn soldiec< rr!' <Hl illicit ami 

s~1.·ret antllra\· ,-ut·r·itle 

BY GARY MATSUMOTO 

tterin:~ri~ll l>r. Hr.rb<•rJ ')mith 1\CI:Qll· 
ales the: nine pa.:c$ !IO:ro.o~:. hi~ (lotdl 

w lht drivew:1y of hi~ h<)u~•: :1} 

th(l\lgh ht W!n!: on :1. high witt ... J. 
ju~1i11g ~ach. ddibcnllc :.1cp, 'hi(ting 
hi~ weigh! fi'Oitl a wd~inz ~<In<: in ht~ 
!eft banJ hJ atmlho:H ir1 hi, tit:hL 
Sm1lh !ii'C! in ljam11Ville. M<tryland. 
>I ~ubJ:vi•ioo no-ntan'~·l11tU\ or I"'<>· 
acre !t)\~ >ll1d t:ltlpiY vi~l<!~ wh~fl! tho.' 

nurb~ d ""'•hinJ!l<>n. [)_(' __ >.'l'lm

minttlc wilh lh~c of 1\~llim,lr;: .. 
HI! _,11-s b!<K'll bthtr wn'll f»>rl:. V\:lcmcl 11\lln 

)>:\:Ill h• ibl'l51f>n >lm) <\ p~jr of 1':~~-J ,UWCmniCIU• 

i~'l'l: clhow l'•"h w protect himself lh•m the 1;1::~ 

he fo·~LI"~"'IH)~ C~p.:rit:!1C..S. "!'m ~u)~j,•~;l II• L.dmt\ 
l",l)l\:.J 1!~\II:L)>r,\.'1~ d:tm:LI,\C i<> lhC t1CI"I"c'.•."" ,_;,. 

pl;un, Smilh .. l..1k 11-Uh diahclics. wl1•' llh'll ,,;,,d 
np ""llh ,HIIjlll[:iiJmc~. !'n1 lr)'ll\~ \II UV<•iJ lh;1! ... 

(Ju R':tehmu lh..: <1nwway. he ~trai)!hll:ll:l up 111 

•:),_,l,• '"; 1);,1)\i. YPII <.:.11"1 ~til! "'-'C lh,· L>ulliu<·' ,,f the 

"' .,, .. ''' ll«~t>" ~ •.·.,·)fol 

L -"'r'0f'7fT777/"i7 ~1\'1-l"l"lln m ·rn''"" •10 Pl.t'X 



eli!c 11thkte he o!ICI: wu.. Dr. Smith, 59 
)'~:aro ok1, i~ al110 Colum:t Su1ilh, G~c." 
llmi Tti~ ~uburdinatcs rUckl'la.metl him 
"Sutler Trooper," it~ deim:n:e 1¢ his AUII8· 
ho 11Uilu6e and his once Olympian phys
i'l"c.. Wflen he cn\ered ail'tornt: KhMl 
;u Fon Bcnnilll: in April 1966 he ~u out 
to be J'4o_ I in a clll• of 68' by baiting 
hi..< drill inSlrucwn to dri'lt him hllfder 
1han the nllm~. "So, they \!Hgeted n'lt. I 
must"ve done a thousand push-ups K day. 
But I i:ncw it .....-"-, illll a game. I nevt:r go; 
mad. n~"Ycr ln!lt rrry coot There wt.rc 11 

, ~:uuple t~f n11vy s:Ei\U there. They were 

vesigaled his cooditi011-witbom SllCCCS.~
In Octobocr 1991 he left ~m d<>tr, but 
continuttl to see ph)lliician• at the Walter 
Retd Army McdiClll C1:ntcr in W!ISli!ng
ton, LJ.C. lk dil.ln't regard the: prnMem 
&II scriou:; umil the M'i:.ur= ~tartcd. Not 
&rand mal, fall·on·thc-nonr, fo~tm-u.Hile

rnouth ~ci!:Uillli, but camplu. partial 01\C$, 

in whid1 M 1.ppe11red to l'le functioning 
normi!Uy but wu aCI.ually oa II.Ut.opilot, 
without Kwa~te.u or wh~l he was dom~:. 
"I skipp~.'<l ['leriods of time," he o:plKin1. 
"1 ~ in a tal (Jriviug tuwards Ballimo~ 
on r:ro. lind th~ ,le;>;l thiag ! know, I'm 

theory, 31ill unpro~<tn. l)lame~ lhe S)ln
.;ltome f)n Jow..<l(lso;. I"Xf'OW~ 10 eht:.miod
weapon! fallaul. 

Ab0\11 40,00D ~tlnns. bav.: n:rtstz:rtd 
with Ute Uep3rtm.,nt or Dt:feli'O'I Com
prehensi\oc Oinic4l Evrilwatian Program 
{C.CE.P.) feu Vulr W~r llln==:tli aMthct 
-ro,ooo w w llrc. laUied by tiM v.A. A 
C..C.E.P. )polocsptncn say.1 the numbers 
do net overlap; i.e .• the tot&! n11mbe1 uf 
110.000 to lli.OOO is accur.ue. or ttleae, 
\S,OOO are undla&nosed, and an: tllfftiy ha· 
i~t~ltCitcd for their 'Y!I\pl.an5. 1b dille, the 
federal gOYtfl"lintnl hns spauared 14U or 

"A doctor there accused me of bleeding myself to fake anenia," says Colonel Smith. 

P«""llY Iough !II)'~- !lut 1hcy wo;11;n'\ u 
!\lUSh :1s me." Utili! 1991, Smitb. r:m P.T. 
{p~ly~it:al Lr.ainirtg) proJrllm~: U1e ones 
bad. in the 8'0; were no\orioosly grut:lim:, 
ctr.rninS o1im 3. nick.name: "Dr. Death." 
Ht stml~ a! this but is uncpologctic. '"I 
Wllr~ 'em inlc:> the fi'(>Und. ln II f11n WlfY, 
nQ< in " bruU\1 WfiY." 

TuUll)'. 11 :hick purple welt jut~ from 
Smi!h'., fo!'ehcad-~a llflj;Ty 11ulg~ from 
hatrline IO brow. E~n on perrectly fltl.l 
~nd, l~e f4)!, 11 lot. 

l h.:- ,:ym!\lll!ll~ lim appcHred ill J:tnu
nr 19,1, i!)t; .•ame nwn<h. Smid1 -'li}'~, 

th«l he got his litsl shnt n! ~m~thm& 
!haL dOOS !'lOt ~'DP4'1<T tnl hi! imnw11i1_... 
ti\ln c:~N or in his rec..'lfds ~ my~t<:ti01l$ 

vaccine. t!<.:~c:-ibed lo him un!] ~s "V.1c 
A."" Jl., ..-.._~ lh<:n il.1 SH1Kli Ar,,hi.;t tn.inin;: 
Kuwaiti 111cdkOJf p~nunnt:-1 in di~~~tcr ro

lid'. $(lmelirrn:~ the p;~in w-o~s :!() b:11.i ill 
hlS nglu h11nrl he couldn't huld (( fork .11t 

mealr_ The nat ti~ it would h1• his left 
bnd, ucvtr lmth hands at lho:: ~ll!l)e time. 
By fill;~)' hi~ j()inl~> l'.(.'h~:rJ ;!.llll hi~ ly1nph 
r~ntlc• wuc !IYO!Iel'. 1<11d hi! lli!d a ~r 
ami rt 'td r.u;h vn hl$ chc.~r ;md lei~- lie 
IV&.~ ,0!\Stllii!ly rDJigaed_Jt hun Ill w~JIL Ji 
hurllu bnl~h his teeth. An~:r tile: iuvi!~llln 
ht· w~rnl«l ~o ~tlly on lo h~:lp tho: Kuwailis 
«:!mi!.l. hu1 tho; JYI'I'p!Om.l wen: gc!!iug 
tvM~C. :md h~i! h~d no idc;J wh<~l w;t!l 
"''fl.">ng.. He kru~w he nec(l~d U'l~o~tmtnt 

h;u;-k in tit~ SHve~. 
Jo"l 11cli11'~ 1u: g._1l ~111 ~ l~:m~po11 hc:<&<l· 

iu~ l1~HI!C. OJI~ or hh m~<ii~alllllic~:r-., wl~<~ 
1~11 :~t:Cfl ~lmi[ar -:.ymfl{l1tm in Qlh.'rC).<>lliito~. 
~am~ U['l tu him ;Lnd ~~~~l. "'Wh~n you gct 
hoJ~W. du~~lo: Out. Ill\' ~>l~t:l<l!.'~. I lllin\c 
)•m"...: j!,l:>l a probli-:o>~ wilh lhL'"Ln" S!T.ith 
l~>~d 1'1:..-d\'\;\1 '-'<~t:dnoui..ln~ fflr ho.:p;.tili~ .l<l<i 
i~l;mu•, ~uti ~ !lccnml slu11 "l Vac 1\.. 

wl•ich Wll~ c1ller<;:d inlll hi' ,,.~nul~"~'~ 1-'d>
flliiT) 14. l<l9L 

tb~l:. ••I Pt•rl Mtillll!. Sn1 Ill 1-1";11 ~ven 

·' <k~~ l"h while Ill~· .oulil.t 1 .t,,~l<'l'll •n· 

111 ~ .-. "· , r 1\ 1 ~ 

<ll1t.o;ido; of'Mishing.tOO. D.C .. 1w 1·95, ..nU 
r'vc &Qf no cl11t: how t &01. thtre." 

One ni&llt, his vrcril. Stnith bccllme 
Ctlntpl~ly disoricoted. "r h11d bli'>Cked 
out ilr an hour, huur and a half. l had tct 
eall my wift Ulllb~ phone to lind my way 
hnme. I WI!.~ probahly 25 miles aw~. I 
w~ 1111 cmolkmal =~ bcc;uuc by t!Kn l 
Md: 10 3dmit tc mySelf that som.:1hillS 
wa5 WI'Ofll; \llith me."' 

By thi1timc Smith wu s,ciug l)r. Mi
chicl Roy, an internist ttl Wllll~r Reed. 
Roy diq.nti5C<i S.mil.h's ~;on4ition u "so· 
m!Uiulion di~nrdcr," a p$)'chosom~ti~: ill· 
~es$ in which 11. 11111i~1 !ncom,;,. w nb
~e~~d wi1h 1111 ink'lglmuy dis~~~" tl"'t he 
be~in! to exhibil it~ symj"IUIITIS. 

S ntitll W:L'I. rmt the ooly (.iult' War vt:t~f
lln e~tpelic:Ucin!; my.;il:tioui symph,ms. 
In lilbl 1.;91 and ~Mrly 1992, wmc Croll\ 

3 tcscm unit 1\1 lndiat~·~ ri>rt Uomjamin 
1-lKtri!iou rcpo1tetl Mtck wit-h 11 cnMtd!l!dun 
of muplums thill llaiiC since !)een anaci
<>tcd with Ou!f W& :syndrome: joint pain, 
lw.~nache:l, ~ltigw:, !fltlllnry loilo. ~m~ fil-~lu!'l.. 
Re!:llJVlrl$ iii G~:~>rgia .md Al<lbam~ rn~rle 
~imi!M cumpk1ints. 'v1ilitary olVI.tO~ llK)nly 
Jinnb•ed the ~ymr!Qnu liS plydVl~nmHlll; 

uf .-.!r~~s-n.l.<lt<l. M the number bf peo\)]e 
~lkcteol he,AAn to ){luw. K~e;al go.,.cr\1· 
mem ~udia 111en.: C<Jlllmi.nian«l. indui!Jng 
tht)!C or lbc PretirlentU:tl Ad'l'i~lll )' C~>tn

mim"f_ on < irdr Vh.r Veterans' tlln~s....:;. 1hc 
ln:otilt.~l" nf Medicine. ,1ru-l d1c Smut<! 
Cl'lmmiutt on V<.-tm·~<lf Atl':tirs. l!y 1991\ 
;d! 1lf thcrn h~d c<IJ,dud~ th"' thr:~ IV3s 

nn sinl(lc ~i:;e;1~1: tlwl CJ;"~uloJ ;u:;:n:.:nl k>r 
all the .tiiT.~nt \ymptum:t .t:wltlatct.l wioh 
riu!r Wa1 ~Y•~cl;vrn~. Titt Dcp<ll"\fll~l tll' 
llefen.'IC h:1~ t%<lmincd at l.Jast 2:0 p<J~~tl>k 
h.:illlh hM;u•l~. in~!u.:lilljl; pyrh\,~l.i!lllinc 

lm.,nid~ (l'Jl) pill:-; t~tkcu h)lth.: (ill!f Wo~r 

lAI<I{IS ~~~ h\"ljl pml<""l".\ ·'l'Jii!l~\ ~h'>'l\lK<tl 

w.ui:u·e, the ins.c~:l "-'t":llcnt JJI.I r an,J \•mi. 
OllS pc.~lidili;~ H!oi!d by tfl~ ~tlkh~IS. ;UJt\ 

Kuwui!i •>il-!ir~: ''""1..-. A fn·q,,·l~ly ·~pc~I\~.J 

so rel&!ed te~l:IUCh progranu, exploring 
evel}'lhirJi! from mlerow.t"VCJ w bioloa\ud 
wt:apOnS. whit:h h:l~ beea filnded lt a C()S'[_ 

totbe ~~~or more than SmJ mii!io:n. 

C 
rooae! Smith is~ o(\b: hi~ 
offic«s on rum disllbility fur C'..ul w.r 
~)"Odtomc. He \lelieolea be m~l have 

nau b;uwo tht naum: ofhls iSh·- Mel it 
no1 been for the effarts d"Dr. PJ.mela A~. 
11. Ph.D. ml"llcc:ular bi.lllosill who IOc- th~ 

put five yean; ha$ wa&ed a onc-womll:t 
h:IU!e wi1b the ~n O'o'Cr the diAgnml~ 
of Oulf Wilr 1)<1ldromc ~ it.~ 01u.e. She 
rnu CQntlut:Ud h::r c>Wn resea~h without ~ 
penny rmm tr.c ,t:OYI.'t"fltllel'lf ot :my o!hL'f 
bmelac\0!" Si!ica.UK uC As.-1~ wa-k, Cuitln~l 
Sm~h ba~ bceo·mc mote than s ~'kf bl"ly 
!hr a. public-heaflll d~cr. A.~a l.dO.."'WC.! 
thM in Smilh'~ blond lhcn: is evidence lhl11 
mil)' fw!tlll\e ;tll~'WI.lf 1<.~ wit)> 110 many ..ct.-:t-
11115 or the Gu!r Wat :u-e Jidr.. 

Utt:ti()' Fttir h.l) uneo-..c:rM n1it\tary doc
lliiitli!L~ 1h11.l s!tull" tlu: IA.opartmenl of tk
len!e matte- p!:1ns to n.m a d~dcwliM: uia;l 
nr ape::riun~ll\al ""tine.~ :od rncaic-,J.! 
products duri11~ Dutfl Shidd 1\nd f>t~trl. 
Stonn. M.itiLary physiciu.n.t e.tlltti tl\ir. ef· 
b-1. "L!oe M~tnh~<tlilll Projl:l.t.R While rrn~ny 
nf lhe1e vaccine~ were nc-r u~. lilllil)" 

Fail' ha~ fwnri ~idence ~ugatins thai 
!he hnlll£1)1t may hlfve dt:YCJ"''ttl :1 mod· 
ificd wnion 1tfits FD.A.Iictn.,cd anthr.ut 
YltCCiuc durin!!. :m Ojlt:r.ilioo called "PrQj
ect B~r'' {I' Plim Alia i~ riahl. an ex
perlmen!Ml ~u~tancc !hill causell incur
ablr: di_,ta~~ in Jab t•nimals wil!l mttd 
in\<.t :u1 nalumwn .. umber oCMJCli Rin 
<~Knee cre.{\tn!': a new, ut\l~sted anthn01 
vJ.ccin~. Tht aduoll \ldmil'illlmtion .,r ~nth 
~ Yilccinc wnuld tlavc vi.ulmed \he iU· 
pvinl Nnu~mhcrg Cor,h:, whieh •11 !941 CS· 
l•hli•ll~tl d'lc l:ontlihMIS (\IT ~:xpet\tlltnl~ 

o)n hum:.m h~:lng!l··!bt Cllniin:.al !R'int he:. 
ing in!Crau:d ~~)nsmt. :Sp~!akin1: fur th<: 
l't:ntat"On. l>r. Kooaltl R. Bhtnck. 11 !hf~X

~1af !!'!~~~nll in 11,. .,n,.ft mcUi,:;tl ~om· 

• "' ...,.,.. ,.. • "'" n? " ·•n 



· ''"W"D!!P'fZ: 
· m:u1ll, d.mic:s that ~ny of1his lllt»: plaeC'. 

"Absolutely 1'1<11," he ~ys. ~1 wiU ~~you 
Hill out it lv.l~n'l done:.·· 

T
here arc ~clm~~ of 111~ antebellum 
South in \'am A~"''' a>:ccnt. ~l the 'llfll)' 
ill<! con nreteh lh~c s:yll;1bltt out of,. 

word lib:- "hey." Her ~pccth i~ " genteel 
drawl, <:vuldng im;l£t3 t>f hu<lJlst>irt~. ctilk 
liuh. and nU~~;noliu hlo~onu_ AsK, 46 
yeau1.1W ~nd l!le mother of li>ur,livt.~ in 
~cmphil;, Tanncs.Ko;. ~Amni~;~n hy birth, 
~uu1hl!fn hy the rrae~ <'If Cicd," she lilr.es 

, to .'li.'J. ;:~p~~ially in the ;m::scn~ or Yan
i".t~:S- Ou1 ill!\ lllc Civil War, Union Cai!Ml
rymen ll.lt'C&\~-..II1cr J(\'C:II-g~t-gr<(n<l~lh~t 
the Ikvertnd John Murny lklberuon lOr 
rtf'.t~ing to pr1.y lOr Ab!':ltl:tm L.i~;~:u\n. 

ami then turnl"l hi~ cl\urt:ll. Hun~vilk. 
Alaha.m:.·~ Gpi~(!flpal Cllttrch of th~ rib.ti~- · 
it)'. into ~ horse ~t:iblt. But though Asa t~ 

!Ond 111' IIIUkil\(: jckf,; >lbi.Ju! Hll\t War of 
Nw1Mm Aggression," ~he i~ no t~gion<tl 
cllauvini~!. Member; uf her lamil, !!iil't 

Jhug,lll in ju~l t~l.mul ~v")' Ameri<.:~n cun
nicl, fn:Jill lln: Rev..'llutiol\ary War llJl 

through Vi!!lm\111. Frnneis s~-..•t\ Key. who 
~>-rotc lhe word~\<) the Ill!lional an:hcm, W 

one or her anccslot~. Her r~thl.:r retlred 
from the MKrine C.orp1 11!1. ~ Dtpt:ain in 
lht t".;.rly 196011, then worked u a qut~.iity
cnntrol dim:tor tor w.AA.'J Rtdslont AP..e
ntl in H\lfi!$Vil!e. A~s reverence for rhc 
mili111ry bClrdc.,; on iWI<ttry. "My !ilther 
L:o;ughr sne ~r 3inee l can remcanber to 
hllW re)Jla.t lin ;o!'!)'Onc who :scr'o'U in 1hc 
millit~.ry, !:~ecau5e they p!'l.11tct us. Th~'}''l'c 
'-'lilling to tab: bullet~ for us ... 

lt ~s patrintL~m thll~ motivrucd A:;~ 1<.• 
IIPI"""'":ll \he l'cn!K!P)n in 1994 abou\ v;1o;.. 

clr= l!dminil:tep;:~ roth~ trot)!» SOr Oper;
tion Dn~-rt Sintnl_ By then. lilt !l)'lllpiU!m 
rel~tcd to Gulf War <synl!rome had been 
widely pnb!i~i-a:d. They \\'CfC "'IJ:,'Ut .:noul:h 
II.' point to llllyihing from a 5twkc: 1•1 ;~ller
git~ to mere knsion. "Uut when these p:1r 
licular symp!ilms nre taken lo,ethcr," A.'!a 
~ys. ~lhey p!liru In au1oimmu11e dista¥1!"
l<lh~n <1 pef!tan'! immun~ ~)'!lttm ~t..'S h ... ,y. 
win:- and attacks ba"' her own body. 

Mn~lly, doctllrs {1()11'! know wh111 cause::' 
autoimmttm: clisca~e. Many viclim~ devel
op ir from \lltknt'!WI.J C'Ril::K:!. Since 1984, 
1\~11 tJa<.l b~en wrukins with htr hu~b:tnd. 
K.cvin--.111 M.D. ccnille-11 i11 b(')(h intctnlll 
lnt<.Heim; 11nt! rhctmmw!o¥-Y to 1re,,l a 

groUJI of women with such. auLOintmutll: 
(l.i~a!CS u rhcuma~ arthritis and illpu.\. 
Afk:r 11 wieR or landmark legal cases in 
111e crl)' 19901; which alkged a ttl.:lllon
~hlp ~ 'Jilicon11 ln.u\ implilnlll and 
:~utoimmune dillnK (the biwsui~ put the 
mwin manu!il~urer, now Corning, ir\1.() 
bank:uptey), M luge number of Lha A.:u' 
pllfu:nl~ revealed. tMl they h111i =ivc:d 
brc:a~t imphmls. fv.rn Ma beame con
vinced thlll silicmle had indtoa:d diseases 
such ~~~ sclert~dem,e 1n<l lupus in her pa
ticnl5--.!l conclusiunrhat embroiled ller in 
<me of the mon c:nnrentious public-health 
disptlll';l; nr !he 9tk. h is I v~W that hu 
pmpei!ed hq ;,11"' wh:lt pmmlse~ m be ;\n 
c....cn mote bl:ilicoliC ~cr.p. 

4sa ~uspeaed th~~ I~ ¥Utt,>im.1Tiunc 
ilhiC'-,tJ !lhowin& ap in Cuif War ll'nOJ'R 

wrn:: alw induced by a nnic sub$tancc. 
For one lhing, 1hc gender hrt:llkdown of 
lhc "it1ims waq suspiciau5. Wumcn devel
op ~ut!'limmune tlist.:ases far m01:e nt\m 
Jlll111 mm do. Wilh IUpu~ the ratio or ft. 
m111t 10 mall: Jlli1i~n:.n; CJ~n he ru~ .an:.at a,, 
14 II'> I. But llm<lng (lulfW:ar wlCr.tU lhc 
victim:o -re !,)V~rwho::lmingly male (:tn 
anonlHiy unl)' p.art~ily c.1phtim:d by the 

"They're not going to equate my sun with a lab rat," says Asa. "It's not right." 

" ..................... .,..,. ... .,. ' ~• •n.,.,n ' "'" ..,.., .., 

!a1.'\ !hat wom~n mad;: up :t mere 6.8 
~1111 o( lh.e US. fui"CC tt!'l.i[1!: thr.rt!). 

Anolllcr sumling fact fll.linted ra 
the Vlll:cinadM pro~rAn\. Many of 
As11's Glllr War--syndnum.• rat.iems 
h~~~ ue~l d.:;plcycd tv lht r->c~illn 

G•ilf:. They h~d rt-e¥oer t-<m c"pt>!!td 
10 Jltttt~!.,...lltl !ire~. du:mi::;~I-.,C".tjlans 

raUom. pt~il!ide!. or lh¢ l)lhtr su!!-
[I'CIC~ Cllll$e~ cf Gulf W.a :l)"ndwmc. 
But, ~~~ !i<l)'1. tht..'}' d11! ba~·e unc thing 
1n t:nnlnll'lll wilh. Ut~ tNOpo; wht~ were 
lll 1bca1.er: lhc)' had I'Dlk:1l up their 
~lee~ ;mil ~lll~n th• .. -ir ~llal~. 

F 
11r AS<!., ;til of thi& p<)il\led lo an 
adjli'Yillll ~djUVJIU\S il~ ~l;ljr;i~ !1\lh-

"'lm!C~~ \Vhil,:h .rl:.lkc \~ll."t:II'ICJ n1on: 

e&~'tivc by ~liJm.d<nlnJ:t 110 ~ .sl.ron
~tr rc~pu11~ rrom lht unmuuc !~)'!!· 

lcm 11'~" ~ ~irui <>r \ml!t~rlurn might 
(ln. il~ ll""ll. In Jln: ct>Ut~" ()I' iJTI'eili

filijr .... \h( f'O!I."hll: l"l'llnc<:l.;on '* 
t>M.:~n her c:ulicr patient~' hn·~st im

pl~!lJ omd lltclr illllt~-.,c~. J\.$1 ~ll.p 

sh'= ~'"""' .l!:«<s.l ll t:tllllidcnliill 1"-.,... 
(\1\'llm•• 1\n<:l.lllKll\ ~J,,wjn~ lhal \111~ 
c:ulllJI;!~Y h:.1~l ''"m\u.:l\.'<.1 rc-rch 
with ,;ili,:1 m~ ;,s :~ >1\~~·n~r.· IJdjlJ"Mil\ in 
I!J7{ 'fb,, lri'ltr ·acJiUI'>Ull .. Clll'RCll rtoll'l 

I he r..,tin 1\W\llhf/IIIW'l', "\t> ,1id.'' Uul 
di~' 1\IIL-:;\ 1\lf :1 ~~It, .:0\:~·J~'l' <!.IJU"lt!11 
!Ia~ ih'l'l\ l:kL'IhL• llR'IIw\;IJ Jll'hL'Ini:!I'S 

. '" 



U\('S 1ga lOll 

f!.unl. 10 111m lu.d 1nm ~olll. AdjU\Il!n\t 
W<lrl.: becmt1e !hey are !wie, !lll!lltnd!y ~" 
~ic. F.i@lly Jle31'J or n:•ureh luo\ p.-o
dueo!d r. £fliMI ltlUd of one lhll. 1$ cofliid,. 
a-ed S;IX: for humill!l U!~t: I Si\!t calk;!] ;tiU. 

rninum h}'dro~l(ie, alw known u ~lum 

Otllc:r ;~dju~r>t.< h~ bc:m rcj(-..,!..:tl •B ll:lo 
~t~ngel'"ll\!~; •n tc:~~ls (Ill •nimat!'. arlju'Aintso 
!uvc bee!\ tuod (I'JII.' ~d nver lltl!Jl\ 10 in-
1.1~ ai.IIQimm!Jn<: d~. 

AI. firs!. An $USpeat.d 'OIIbf)lagt. "ll"Uit 
*'t:ine ~n~m1fRa11ttn \llllel'e tM:nieil$, their 
!.'J)'alri~ ,;{)u\d lie cbcwl~ .,. ht lmup.t 

'!Or the rig\u price." lf an enemy w.mtc:d >n 
unU.:r.niM: oi.lr filth~ Wets 11ndtteatd. 
~k Sll}"!, this W<>~ild b.;; one w:1f to Uu il ~I 
c=tll~ think or 11 ~ dTmWe <~.ml iMidi
O\Ill <N7iJ \£1 rtducc \be tffe:ctiW:~' of it 
mm~ry ~going \suo combat.-, hi~ u;s-. 
="-~ proce:a ,.rreou p80p!R'~ minds. p.._ 
tiena ~1.1~ muod ari~ bllldou\s, And 
cognitiut disorden wbrre a penon lost:l> 

ie:tls. I waa Fl\ing sick. en.ou~h w!lrn I 
eDU!c!n't 1\tguc. wilh anyone. "s )'l'U: n~,>

lictd," Smil.~ ~Galli roow-, "I~ m:n: !!lik

ing about tb:mleals. jFormerl: 1~or Den 
Rieglt [_Dcrnacro~t, Michigan}, hi.~ team. 
.ti'Ui J!'j Rnckdt:\kr {D~m~11:nlt, WesL Vif
lliniaiJ w11d hi~ ltllll'l-d'lq all nid il w.l.~ 

<:Mmiu!s." 
Vilw.:hing the 1:1"-~•ml, 1\:llt nctieed !hat 

Sntith'~ l:nuclr.lc: jnints had :t p;trtiruhu 
~llirog lhlll she bau.l seen bdOrt-. Silt .,R~ 
coo~i~d iJr: had a:t l!ti{Oimmunc: aii~ 

"~a dc~:id«< to m1ek dnwn Cclnncl 
Smil~. ~60 Mir.uklz ':!lied me ~d >l!hi, 
'Wf:. tu( [lii!O{Ilc tallifll i!Ud they WV'IIUI. 
t<~!t. to ycu;" S~~Yf: Smi\lr. oAnd I '~"'
'Hne, !'(ltl know. dC!etr~'; bmher ~m. let 
·em <.11U.' I was 8etting peof'le e!'.Uins me 
up l~Dd ~i~ ''l\1u'~ JlOI L)m<: :.1i~c;uc: 

yw·ve got ~:hronic &tigne qndrome; }'!JU 

need co tllb vinrnin C.· They were trying 
It) help. tlln they wete nt:IS- Wilen !'am 

belie'« ibe V.A.., who Will yoo bel~cT 
AD...t thio: TY:W dOC(Qf fityl, 'We'll bt:l~ 
t-itht1 N.tH. [NatiDnal InstituUs or 
Heal\ hi nr JohnS Hoplr.:iDl. '" 

Smith ~~::nt \,If lab ~ha ~ ~ N.I.H.'s 
Dr. John Klli!pc!, '<"'ho had oo-eGite~ :l. 

slall<hrd mcdic.~~l-schoa! ~ In tb!J: field 
t:lll!cd Xfrt~maralogy. ~He ~d !be 
.:au," "')'!;Smith. ""nd he Rid !he Asu' 
diagrwol~ was correct, but he. cnuldn't sec 
mo:.. hKAI.I!e h.e wun'l ac«ptina: nN> pel· 
1;.,n0." {Pt. K.lipp~:l coW.:! nor~ ~eacbed 
b' cummcnl.) Smil.h rhtn ~~;nl his reeocdJ 
to ;mQther lta.din& rhcllmli.UJiosilt. Dr. 
Mlchelh: T'etri of Jvhnl Hopkin~ Uni~· 
sity Medica! S..:hvoL "She ta!led me up 
and said tN A~' d~gnoais ~s ~~. 
hl.ll she's guing ro h~~oY~: to run hel awn 
t=ts tn confirm ll>i~. t pw more blood, 
Did .1 bnttn ~n. And 1ht IQillls were 
pret!y rn\lclt th~ Slltru:." 

When the: Asou t~a~led Smith lCr lupus. 

"I would have declined to give the vacdne. You do not ober an unlawful order." 

the abiliry w read ot und~m:md !orngu:.p: 
or remember dire~!\.\. Thi' i$ nm whllt 
yau want In •c~ h~ppenin& ~ fl'.'llj'tiC whu 
""''~o.i/( ~ .. ~. btl!lets, :~.nrl bonth!_" A"" 
a:.nt~nd~ thi~ "ptr•ttllo$" ean dnoclop uuo 
ful~inwn. ;Jc!;ltl!ti\1.\Iti, .wd ~L>m(!iu~<") fa· 
l<tl «tlloimmunt! cii~~~~as ~uch -.~ !urrus, 
rl;r:um~toid ;mhrii$, and multipl-e: l'{.k:~. 

~n June 1~94, A.$;1 phc111.~ <.'oloncl Julm 
I).,r&clliiU~ cf !be PMtD,gOrJ'.~ l>o!f~n:<t: Sc>. 
ei'IC:r lkwd -...i\b her tht:ury. l>cnztwusll 
~air.! 11 tn:rdc ~ lnr of ¥\:ll!e, :~ruJ prt:~mi!lt<l 
lu dle';il it •lin. Hullf'-" Scic!li:C l'luanJ tlad 
ju"t COII1i)h~«f -:1. ft?OI'[ CO!\diHiinp; (hlll 
1)1>)<~: Willi "no pcnwJe-ivl: cvr~r,ce~ cf Gulf 
Wile syt'idmme 0'1\Q oo sia£1e (;til~ <~I' i\i-
1~$ rt:l~~ea 1(1 ,crvicc in t!~ !'~r}~m <lnlf. 
TI1e tt:lxu\ fuld yme ~ pr~~~. 3nd •to rm~ 
1nntcd \(r reop= !h.! irr..:~t!Q<Iie~~t. SliU, 
nrnzb!luJh co'.Jidn.'l ~hake the r~tling th:t.t 
tl w.~~ 1m~ to gM:: ."uu'~ lheory ~ d1.~ 
<!r IMk. 1;, ~ctnbtr 1994,1tt ~d her !() 

wri11: ~~ !tpor1 and submil it to 1h~ 0\Tic.: <lf 
tl~<' Am~~ G.n-:ml. lkrt<:bt«l{:l't ~ 
m~d~ a Pl!l'lltlflal pilt::h; he L1,.1W I he o!\itc 
tiU:t Ma'~ 11\wry n{lflcam.l In ttp~r lht 
p!llic:nl~· l"obk:n~. a~ ]1~ m!\l.erst\lotl lh.:;n. 

J\~ll """" d~e .. ~~ ~iw <'JIJice iJr V.ll!(:inC 

MIHtJTic5 w 1001 free 111' clr.!r~· ·'ll !kf 11'oq(jl. 

H
nh S>llilh di1l11't l111\l'mn A~.~. Sl~ 

t:alkrl ;,itu. In M;u\.il !'J~5. f!U MIIIUII-'.\' 

rill\ •1 ~CI::''~Il1. un Ot~!,' W;n ~~ndromo.: 
d1;J1 Nl;tlk" C:t.I'C !<,.- dl('ttril.'~l Wl:'l![lll!l~ ;.,~ 

;1,. ~~u•sc:. !'rtlm~•li>\~ lhis ~io.:w was ~,,,.., uf 
1hc "''Lcwns whom ncik'ILI'mll Ell lJf;!t\k.y 
il1(L:I"It:»~l). (',llond H~rh~'Jl Smit!.. ··~ 

"'~~· )l:l:ltn~ hamrncn;d witt; ;1 lu! nf inli.•r· 
\1Mb"' ahuu! U>j•,<·Uin~. ~rf~<1••d hy d>'-~"· 

1U! , ''"'I, ~~~ t 

~!led, t 1hough1. ~L ht:c'~ ancLh~:~ tlnt 
!Cflna ~~~ me, )'llU i<:.f!tlW, ,..hal I'~t ~ 

and hnw tofu: il. And ~hen she ~tal1~ talk
ing attJ i( ju'51: tMI= ..eu~ to me." 1\iwuL 
un.! mbnlh l~lcr. s.n.lh 33)'$, iUc n~w !!) 

Mcmphi' ta br; tn.:~tcd hy !he As~~-

1\fl~ elamm1ng Smith. Dt. Kl~ill "'"" 
aJtf~'\Xi with his wife th111 \lw dille;r~tKi~ W"$ 
~-ysLcmlc lupua 1:t)'1hc:m~tllSUI (!5. t..E,J. 
Phy-;;Jd3nl rn.dc <U Wd!lcr fu-~d ~ll<c.J. 

Smith rc:ca!li rhilm prorul\f\lt, "You till!'! 
llavc lupus~ )bu'r<.: n white 111:1k: in Y'''-''' 
~!Js. P<:1Jpk likt )UU don't ~~ nutnimnmnc: 
di~OI~~~!" Tht')" .-eftlscd lll run their own 
tc:tl~. Smith w,-1~ not ~lll"jl.T~1 al tllio rc· 
~opuut.:: frorn t~ peuple whO> ~•d be~" 
tcllinlt him !hat hlli mt>hlcms Mrt lll psy
cho\oxical. "I h11U ;1 •1<wtw there. ~ Sll'J 
t1:'tmed Mid!wl ~ lm~jtll', U.S. Mmy!. 
He MC:c~J~ed ITI<' nf h!ttllil•e 11~1r In fa!:!.· 
my 111'\emia," ~· Sn1itll. "I h~oe a dq:r.:c 
in ,;;he:ni1try ;l~ well a• ~etng ~ <'i.,ctor vr 
.... wdnt~ry m~dicin~. An)l"'ll)', hr i:IYS T'rn 
n rmty ¥m"rt gtty. $1-1 ! m~M kntJ~~r /ww ro 
~~fl.""" up IT!)! 1!1h rt:$Ub." {Or. Rt.>y cnulll 
nul he rta~! kx co•ll•nt•ll.J 

S.1lill1 W\l111dn'1 kl this in~1rl1 f,O. "I 
wrn~ a ~~~I« ra Lhe cllmrntulllin!, t~Crt~ro~l, 
uml I !old hlm I l!:ul 1111 nfHccr, ~ 111 .. jvr, 
:•~cu~ il svpcrilli t11li1:,r, mt:. 111' U'lndUCI 
unhr.cmning ~n nmc~r. ;~nd pcrJIIr'f. ~ 
~.~~c :ltc 1h1~ new thl~'\tll. .tM he 'u~lC~ 
'" '"yinJ. 'W<--11. )'I'll kno:'IW, l)t. Roy ..a>"' 
you e<-•1 ~~~ th•.'~>! p•~hol\!ll!.:;d pr<:•hkul~' 

lultl I ~aiiJ, 'Wh;ll at>uul aU !h~ V.A. lim!
in~s [whicl'l ~UPf!Orlr.d Ill<: •~•n~llo~i<m Ilia~ 
~mi1h w;~s physic~ill~ ill]?' 'Th~ V.A.'1 

fhcy'n: '*IC'l!lJ!. Thty 1lon·1 kn\•w whi\1 
liwy·r~ dui\1!!.' Su ! ;1~ii<'<f, ·a Y"" wm1'1 

his p&n submliecl. He coulll Itt cut o!' hi~ 
whulch>lir 1nd >1111U:. ~n. fiMVidal ht 
u~cd \.".1!1\P. 

W 
ord 11b1>ul AJa bJI.Ci spreuU tll'l th~ ln
u:rm:fs Gulf Wal"'vt.tl:nm 31~cvi:ne, 
and nib= staru:d ltl ~t itt I>)IJch 

with her. One w,L~ tJr. Oault:a; J~~tkMle'J, !\ 

gmc[ll.l pr.t.ctidnntr who ~.~sed W work Gl 
1~ V.A bospihll ill Tu:slcegee. Alahaml!. 
J~~.'ksnn tok.! )l:r ht Md huntl~d!!. or Gulf 
W,wsyndmme pulit.-m; he 11idn't knt!W 
"'hal il w<t~ or how to m:W it t\111 n.~kcd 
him 10 run ~Utrtd.t.itl diagnostic lftU Kw
~~~l!Jimmunily. Jaclc~oll U)"' !he !nb 'Y!IIIleS 
$\\~~ lhlll \1 fun quancr or 1\b Gulf 
Wtr p!ltiCtll$ hld I!VIoimmuoe prub!em1. 

lint il Gulf Wdr syndrome i~ ;uJjunnt· 
J,td!Joml 311-lotmmu<til)', wlw is thor adjti
Yalll? In 1995. As~ sot U'll! du~ sh= Jootht. 
/VI offic&l will\ the Senate Committe"' on 
VtteJO«ori' AAI!lu introtlueui ~r to >l pa.. 
ticn! who h<11l vnlun!ea~t! for 111 f'IJ.H, 
e<perin!Cilli!l-·hetpcs-Wecine- !ri.ld. n~e pltlienl 
.:<1mpbine-d !'lt ehi\'lltic ~liguc, rnu~ llN'i 
join! j'>l\ln, hCl<d~ehcl. 1111d pllrtmeT~,iti'IC 
r.nhc-ol:-tht ~~.me h~il'le ~l[ltomll n in 
G•11rWv.r ~yodrom~. She ldto hlid anlln'rt.! 
ilnd ¢f!lt:r ;1t.Lioimm1111t rli$ordc:t.~. Uiaa· 
nr.sc1l 1hml.l,1}h ll&h ~.u~. IM thi• plllticular 
p111io.:n1 h~~od n~...-er m:ci'IC11l11-c hcrpCil ~
d<~c. ~flc't.ll>~•m l*clcl.l w;u, :r. pl.ecbn., ol 

sir<tle ~hot .,r n «'ll!)X!Uill! aHcJ MI.:..W. 
whicll <Xl)llltincd 1111 ~djcw;rnl !hilt iJ tiluch 
sii'CU£~r than ;•lmn: 1qn.denc. 'rhA "'"' in 
19~1. the s:u~~~ Ytllr J~ Desert SWrm. A;ltl 

t.b~Tt(j rf!Ut\ \IUbl!shecl 5Cient\(K: ~pm 
lila! '-Q_Ullhm>e W\1~ H CUUin&-e~ ~dju>'lln! 

..._,din "t k<1:« tn .... .., e~ptrim~,~~~l >r.~•~·ines 

' '"'~""·"' ' '"' n? n 



in l.hc 1990s. Thl:sc ~ u~d in ti&htly 
oorn.rnllcd ~pcrimcms on animwb arni 
llumafls, but V~>Ceines ~\mlaining ~qu.a
kne ha11t nt'Vt:t' been ::lfl)lTOved by !he 
l',t).A. tilr human usc 

S quKicnc a a hpk!, or :at. that ~:an 
be !Ound in ~bum, an oily stlb
Uilncc occn:ttd by the hutnlln &eh,._ 

Cet"JU.!I _11lamls. C~>r'l\•tl~'rl;i;ll ~qu:o.l~nt is 
~!11-qed from shark li~r~. Ycu ~an 
b~.<y it l1l hc~!th·lllOO ~toto:~ iu Qjl'>t.b 
whkh «T!.' purporte-d In hoQ:>t ti1e irr.
mune ~~e1n. tt is t~lllo u~tJ in sume 
cosmtti~l a~ u m>:>i$Uiri1iiiS oil. Squa
k:m~ m~nufacturers say l!'s o:;fc. lind 
it appciH1i to be when SWilll(\OJJed or 
tubb~U en thl! ~n. l!:.t inj~ting tt il 
Hnolhcr m.IIUCl". The tull'lme el!'ecu of 
~ii<:CilleS C<"llltaining >qu:tk:ne ~vc been 

!locument~d in papcll ~~.<bli~ed in 
lll.lch peer-~U it:tcnlifl<l jvurt•~>h. 
~~ !.flcdrn! and the Annuh· of lnlttllifl 
MrdWir,. Since d'.c mid-197& re~nrch· 
cts studymg auU"Jinunuruty tmYC uml 
~lill:d~I'IC tn induce rheunJaloid ~nhti
lis a11d a multipll:·sclcrosl~-liie disCII~ 
~all~ t:lpcrimcmlll 6!ltfiit: c;\ccp\Ja!~ 
onyclitili (E.A.I!.) \rl tilts. l,il<e ew:ry 
othC!" rn1-Cao:a1 11dju~nt ~ COI\CI"JC;U!d, 
~Quaknt: is appan:lll.ly 11nufe. 

"For almost 20 years I held a top-semt clearance. Suddenly I'm psychotic?" says Swan. 

A ritenm<IIOIO£isl who conduct~ !"e.'\l!:lrch 
inl()<ttljuvan~ ~~ ~~ N.l H. dispu~ the idea 
th.tt adjur.ttlot~ c~n induce 1\UWimmllnt 1.1~ 

.-:a\e Ill hul'l'laM. The te1C!>rch~~- who l.licl 
nl"'t wj5); tQ be runn~:d. ~~lb thc>t <lllcg~l

ticn~ ·junk:.<.'-'"'=·" tie admn~ that squa· 
knc <.:~n itiil.,ce .-hcumalqid anlwlt~. lluL tJ. 
11.1(\"J lh111 it dtles S(l only in nne spccits of 
r~l. Puhh~hcd scicoofic stuJ;l;cs, hU'M.""'r. 
•ht•W tlt;ll ~t-.nnkn~ hils been lin~l 10th" 
Mt:lopmcm v!' :o;UWtm:mm..- Ui~l"l!S\: in rut:!. 
mk~:-. ~ntl mttc.tqut monkey<;. When a«cd 
if he lllink~ lb>! f'O.I\. w!ll t'Vcr approve 
'11.)\~~~r>< ~• ''" >u.l;uv£11{, ~ N.t.H. rt!:e:\lcl"rl' 
s,,;-; nlt w l"ht. \-:J).A. hils not h:1d !1. trJck 
l'eCMd of ~pprovin!! ~~cd lW]\IV.Ul\.h" 

Rc.,~ltrclt with :tt}UII]<:n~ h10s h~.:~:n 1\nrv.: 
;u Stodo:.ll\>lm'~ l<.dmli•1~ka Jmhlnle. whidt 
llli!TIC\ tln~ timtlim for tlle N,lh~-1 rri7.t in 
:'1.-it:di•·•nc ~acll :rt:~r. JJr. Lar~ Kl.trc~kQ)!, 
" '"~'"um:•tnfogt.ll at 1h..: ~mliau:d h~l'Pil<~!. 
..:on~.:m~ th.lt n•mpou11d' wilh ~t)l..ill~nt 

nultl ~~~ :l<~nc.~WlJ~ t>"lr lliUU:m1. "'II'~ lruc 
\1,,,, ;o<lj;~.v.tu:~ ~:.u1. i1l tht~c ~xpcriuwnud 
modd,, r::rr. ~. (l>"ll~mi:tl au\lllll~mtJr,{: r~· 

11;."\l>'ll that i~ vthCT"'ISt: ~'"I p.nho~.~n·l" 

iul<l pMia•.:_?-""'' inunun~ O:illl"""· Th,u 

is trm: '" '"l'''""'cnt<il :umn:tl.; Whrtl\t·r 
lh:tl ~~ l!nC m lmm-.11';, w~ do U••l ;\':!11; 

iuww. !ltl\ w:.:: h:.:: , ....... c th:>l " ~"- Wlicl"l· 

~·· 0 ~A'!II• ,.,. 

the l.'VCnlocl"1.ltS in rtillity ver)' much lle
r>cn~!s 011 lh~ &eMllc had:gmund." 

I r1 r.;u1y 1995, 1\Sli suhmiu~-u lv \he- ~nny 
~urgeon {:Cnti>!l th1.' rCfiM nero:h.:mgh 
}",ud ;~~kr:tl h~r \o wrile. In r~spom:~. tho. 

DepMm<:n\ Q' TA:Iil<~>~ in Marth !91il{i pt>l>

lishctl :t rcp!.ll'! Wllhe llllcrner. r;:futing hC'T 
tlt;~ory w1thout ever putting n to the re:n. A 
!,:,uer !<) lhc oomm~tndcr Q!" th~ tJ.S. Army 
M~lical Ruearch aru.l M~\~ri-=1 (:<)mtnl!!d 
from Dr. WaUcr 1\nmdt, wh.,wocb fur tile 
~icn~c Appli..:<~tio11s l!!ttrn~tictlal C:arpt)o
r~tion. ~ Prrllllt'"' t·nulr.r~;tm, ~umnmri7.t:d 
th~; <1tmy'!i ctittque nf A~u·s theory, tlllim
iug lhat lhc only adjU\'Otni th-= rni\itMy 
u5<!LI ilt \'",ICCiilcl; 1\"J$ ;d11111. t I~ >~!,._., criti
..:i7td A~a·~ u:o~: Qf •,h1· phflll't "humal) ad. 
juvant dlseuc" {l!.i\.D.). ,, u:nn u:l'.:d r.y 
j;~p~ut"" duoolo1·~ in \b~ ]')6{1} \.;> 1!o...:;rih~: 

;mwmtnnmr probkm~ in wmncu wh11 lt•l<l 
N:t:dw:d ~iliconc inJC<:Ii;lll~ lu cnl;;r!"~\' their 
\o!\·:•~1~. !JnUlt!l"$ !~Iter said. ""'l"h~ 1~:rm 

w:1< ~<>in~ ... ! lO ~Ms il*'' ;md ~~ ~:,cncr:!lly 

m:l U'il'd by 11111~1 in!i•rmcd physu:i;tn~ tu· 
,(,;~ !hat i~ $ilnibrity t.ctw..:..:n I l.f\.1). 
"'"I <.ivif W,.r Syulr,•n•c ;., <hdr ~.l"l!l!'l•llll>l 

l;>!,~v. H..,.,, ... _....,~r. tl•,· ,h .. '\d.,p:n~:lt <lf .<ytnp 
1••11'~ in I !.,\.D. "'ll"'lc~ ~ar:;. nul r.tttnltn .. 

-\!":,, lh,• lnlcnt~IWI'<'r! C!llot~ \1\lL 1\~i.\ 

. .... ~ ......... "'" ""'" 

HUtial fru'ltr.uicn wilh llle ~rmy'~ lack: of I"C· 
~r:on~ turned lo ~n~r. "Adjuv.cnt d;sc~ 
doesr.'t tAla: )'CIIn; 111 >,;re:t\e 5ympt~;~m,,

Asa ~!l)'li. "Arid I wrote t~.cm t\bUill ~qu.a
lcne ~no they h<l.rdty mentioned u word 
~bout it." Kcc'-':1.\ly, Or. Bnl.lld\ o;plaincd 
I<' lotmil)' Fair. ~Till' p!'eStl\ee nr sqmo.k:uo: 
or squalellC ~fllibodiu in blootl sample> 
would ~~em to he 11 natural ut.-currcnet 
:llld no1 an lndi.:atcr of wlj~nl injre\IC>n." 
At:con:l~ to Dr. Rob~ft Q~~;rry, J prnfc;
l>Or af microhitl\U¥J u ·ruhmc Univel1ity 
Scbwl of McQic:ino: wb\"1 WOtkii wilh A'W', 
thi~ ~01\ll':ldk~~ the !lmd:mtcnt;\] tl~lini!iol! 
or ~utcimmu1a1y "If tl'lilt ~ true. we'd 
havt anlibodiCl\ !O <'!\I til~ rrl'ltcin5, :,\lithe 
ti~~uc~ in <><~( lxxtie~. ~1111\hc i1nmmtc ii)'lr 

l® WVIIIthll fl.tlltii<.U• al aU." Ju, Silp . 
Jp All~'l.l~l [')'n, Vice Adm•ml linn~d 

M. K.1.:1tij:. 1.!><.-n. 1he 'ufE""n ~rteral <lr the 
IU\IY. WIU,C tillll the lll"l"\}' ·'h~tS Ui:t<.l :;t:JU~· 

lcm~ ~~lin ~tijll\i;t\U in Sti'Cf'al ~r'Cfimcm;\l 
VdC<.:It\1!.~ OWl (\~ jMsl h:n yo:;ml,. 

Mi!ilM)' m~mhcn~ 1~1tn ~cM:d in lite l'er· 
~ian Outf rc~:c:v.!d sJan!.l.~n! va..:~tncs, li
cense!.! by tbt: rnA, wi1h "110: .::u;cption 
!b(ltul;nu<n l«x<><d. wl.it:h ~'l'f'rriCim.;lcly 

li.COO \l"lll'l'~ r.:..:.:1~lj. . S!j\1411:.:1.., 11',\S r1m 
i1 C!'IIUJlllt\CI11 of any \~I!.:Cn\0: !11'111111."1 )!i'll:n" 

in Jun•· l'J'H•. :tlkr do.:oyi"f f:.1r y~:•r-; 

............ 



tMI Iraq had eYI!r foi'Wltld·dep~ cbem-
1=.! weapon5 d11ring Desert Stcrrn, the Dc
fcnst D:pnrtrnem admincd thlit the U.S. 
had d~ro)'l:d a l~ e<~el)c nf chemical 
rn~miU1.1~ ~ tlm K.Mmlsiyah d~o"Pol in lr~"l 
in M>1rd\ 1'l91. Usif11 onty limi\ed dlll.:l an 
>A~cathtr and d.:t1.11111tioo J)il\lcrru, in !997 
the D.O. D . .:tncl C.I.A. t"Maacd cumputtt 
mocJclo o1 a ~ phnnc crn~<natin; from 
Khnrr.isiyllh, W!!lling d(lwnwind ilnd [lOS· 
~ibly cootaminaling 100.000 troops-hy 
rem&rlt3blc coim:idcn~ the app~imll\e 
number Qi' >~e!tl':l.llll >A~ho ll. the timt: VICI"C! 

helleved 10 be 1ick, {In Scpu:mher 1998, 
ahcr cvndt~eliiiS il>;. uwn sttld), the Sc!Wc 
C'onunit!.l!c on Vc~r:aru~' Afrl!.in would cetl· 

sun: bolh lh~: D.O.D. 0\lld C.I.A. b- r~ully 

tllllt!;ni.s !Ifill br lendin~t k:ttcrJ to G1.1!f W4r 
....:1~ ~~ling. .without ~tlltid.,nt l!vidertot 

-l.bat Gulf W~tr S)tllii'Dll'lC may have been 
clue h.> r~UC1.1l fro"' Khamisiyllh,) 

The Khnmisiy.lh comptiiU miJdel,; ~ 
suspect, bul the ~ WRS cflictive. The 
C.!.A.•prodtl~ Knim;Uicms were~ and 
ll!pl;t:f':<.\ 1,on j.,lo<oo-i~kln 11CWS shows. Al~t 
<N:mi&hl, ••henUcalo~MlHpcns eonhucinatioo. 
~arne lhe conY~:nliiJClt! wisdom on the 

tiJ the n:p;m. \tt ott:«miing !0 U.S. dt
fensc intclligt:n.:t dlx:wncn!lil, tben: 1n: no 
rtpo11S of Gulf Wttr syut!romr. ~ !he 
Ku'.Witis or lsraelit. The Egyplil\1111, wile 
comtt-!Uutcd 1om~ 40,000 lmO!'I fQ liw 
C0;1!iticn for;:c. U='l have i1; llCithct Uo
lhc f'n:nch Of !he Bd@ians. All cr thr.m 
~~ ltOCps. f\nolha cohon of ptop1r; 
who do n.ot signifi<:>mtly n!port cues 11rc 
lhc joutna!ists whn cco.aell !be war, 1ny.. 
Klr incfttd!:d. Tht"St' grnupt Ill! have 111 
lc;~$1 one thing in e<~mman: they !.lid nl\1 
receive ~kotJ. lbr hiologiel"ll-ws:rf.l."' :~g.enw 

Rctil't'l.! !'lit bi"Cl! <ltJ~ter 1tiJCUlt k!frey 
Sw~n. 4tl, 'Q}"1 he ~~ hi! shot~ m. Fort 
&lvofr ill Vi.rginill. wm¥\inle a1ow1d Man:h 
1991. Only Mt nf the wrcint::i b.: receiwld 
WliS idtmifitd (m.11UpUJ1). w he: doesn't 
knnw which 01.htr ~htrt$ he wa~ .::~cr.udly 
'l(M.'fl. &.'Ulm:e SWaR ~pub Arclbic, Frtnch, 
and Greek, U~e air lbrec sent him \o- E!Y!It 
ir:t Apdl 1991 to~ u a lilliwl with the 
Egyptian military. AlxM JOur J\iCill:hs lll!.cr 
Ih!: tn:mur.> Slill'll:d, which mllcie him }oQI: 

u~ thrn.eJ. he wen: suffi;riq from ""' aleo· 
ltolle'~ O:t'~. Ht tkw:lcpal joi111 and mll5-
dc p~in iltld aperitmcd sei7.Uil=~ ~imilar 

1ben ~trybmiy would knuw 1h1U Lhe Ul.:k· 
nea couldn't be due 10 dtemlcal WMpotU. 

Wc'te the proo[10 Aceordio&: \a Ail's R::&d
ing ofSMn'J 1110 tesLS., Swm has 1u['U'. He 
3IIJll 11 V.A. rhNm:n~oPt abo told him 
!hal be mar ha..c •typi~l luput, ~ lillll il 
wcu\0 ~ m1.1te lim~ 10 confirm the dlag
nosil. A111 ha.~ Le~tc4 Swan •2 po:~itive ~ 
squaitne an a se31t d" 4. 

I 
n ~<Hiy 1997, 1\111 bou1ht 200 rnillilkc!J 
of squ~tlene from Ai;;rn$ Orz~~ni~ in 
Geel, ReJaium. Sh1 dewloped a 'cr.~tch 

test m mean~ sensitivity lo lhc rub· 
$!:met. A!ll(l l)[h~r GIIV""Mrr*ieniii
Mr¢<1QiYC." Some :utTered 1)111ptoms such 
u ra.lheo or S~M:Uing at the inj~ion ail~:. 
She~~~ ~.c:~tcd il C01tii'Ol group of hNlllt)' 
pi11ietUS whn h:ad llN:r taken milituy wo
t:i~~es. none IJf lhtm rtucled. Sl:ili.. Au 
didn't hll~ k« e'fidct~Ct. Tbe scr:atch 1c~ 
indklltt.cl c~[IO~n:. mn ditln'I rnm: ~q~.~a
lenc Nul been injettf:d. 

/\mu11d thiJ time, AM IQirllCU up wilb 
IWben Gurry m lUJu~e Ur1Neno.ily. (i:~;rry 
aOO th~ unl¥ertily reeeNed a lHl. parent in 
1997 for ;m :JS~ay thnt ewld detect anti-

"Alii know is, my son and other people are getting sick after getting the anthrax shots." 

ca~Si! of OuV' 'Mtr >ynrlromt. S:t.dd:ml did 
it. sort of. So 11f.i1he Wind. And m~ army 
msi1lterot ~hnuld !\ave taken mun: pn.:c<1v· 
lit"m~. ~ ~boo in !he dark pl. thi:. ~~mt(l 
to mili scns~. The liPP@<!filllCI that the 
l'cnUI.~;~Jn 11ml C.t.A. h.1d d1~clmcd a pns
sibl~ CO'r1:N>P l~rtl \he itltll C!"tc!ibility. 

B 
ut evtll if n tllllil:: p!umL' had a\:.lu~l.Jy U· 
i~leo.l '"td n10\led in the diKd.ion tire 
l'eru:agon.s~id it llil..l, ~o-n>'ttlnpin,g lOO,tltlO 

troops with mill\1\e •1..'191!~ of neM: 11gtnl, the 
ttr.:11r)' collaps~~ nn ~evcra! pcin!) with rt-
19"f'l tu ;oWlimmune dise."Ut. FiN!, !h.• -~"'P' 
lOrn! drm't ma1eh; lhc c!li='ol.~ (or chemical 
W~;:t~po~· IICllk: b~~dac:hc, tlllusca., shrink· 
1\iC of chc puplli to pinpoincs. ;u;d mun:k: 
pandy$15-are ~n dncumt:ntct.l. !n mm 
tll~>n .~0 ye-afll nf data en rx:rY.: eues. pub. 
iWICd ~inte 11-lc l'•l11.:i~ il•Yt:<W<I til(" chemi.:al 
weapons Sllrin ant.! $Qnl.1n, tlw-e inl't a ,m. 
:a:~~ ~(!II 1<!1[ itl!ll;lOCf: of ~ llCfVI: ~~~ 0.:1\ll:r 

ms. .tutoin>nlu\\C ~ymp~>m.-= l,)r di~Clll!e!O. 
Second, ~crcrans mll<:ring from 1l~e 

,;ymntom~ uf Gulf War ~~mdron\c who 
<K:Yt•· dep~ l<lthc <iulf w10ld ~~ hme 
h.:o:n exJX1sed l<' cho::mio.:,.•~,..,.;,p.•rllllhll(IUl, 
nr any utltt:r lo~K: ~~~~~~ in rhc: n:)!:ion. 
Somt: or Ih~ \IC\er~n~ llt"vc-r lei\ the l111ito.:U 
Stlttt!; ~~>:11~ went to ol)u.·r n>lnlh·i,., ~ll\:11 

~s I:sy]lt "Il~e!c ~mn~ ll1~: rx\1 l~Sre I!U. 
pills. MotctWl.'l", lr<~d d .. ·,ui..:al wcap..m~ 

Ciltr.octl Gulr WM ~~n,Jmmr. tlllt woukl t.l
swc! \u S~l.' il <1111<11\~ 1111~.; whn ar~ llillivc 

10 SmithS. In 19!J6, b>~<:k home in T~rm

wunh, N._...,. !·l;lm[lShire, he full his ~Mt >K· 

~"Ch:udiuo •n•l 11f C"OI~t/Cll ant! he: ~lnmn1cd 
l'!!l lhc br;~kes. Bu1 it WH~il't nttwinjl.: hi: 
\v:t,~ j)grkl:d .u M. sh~1ppil!g ce~ur. 

Swim'~ J)'!nplom.~ \OiiCI"C tlx: !ilHn~; lt~ tho~e 
<Jf vc\ero~n~ wh<l 11ad Gulf" W11r syndrom1:., 
but <~ V.A. ph~tciat\ rcruscd Lo pul hltn rnt 
th~ g<wtmrnentrtgil!lly !Or it. "lte rcld 1\\C 
lh;sl 1 had (hdfWu illnC$01, bu\ II>! MUldr.'t 
write tb;u in the n:cor~h. heeaUM: I h""r.'t 
b<;eo d~pll,l)'lel.l th~ I W".&~n't in !ill:~~ 
ptm:e. So be \\'fill£ 'undi11!;tlu::~'-V il\n~O>ll. "' 
Air.f,uee phy~ieilm~ havt lbicd Swan·~ 
problem a.w -M¥iur 0\:prt:SIIinl\ with psy
chotic lb!\(trt$." "For alntort 2tl ~n; I 
h~ld 11 tiJI!~~Tei ~fCUrity clcaruJCt," SWIIn 
~~s. "'n 111~· m~ical eh11rt !hm:: wa~ 11 
his ttd-o.nd-wflitt •ticker !lull. :H~id, 'st·:W!il
tlvt: uu na' [ t"IC"Cf b~t~:l 11 llo\;lrlr l"lr den· 
ti¥1 um:t not~: .tn)'lhinp. I'Wipieioui ~bUll\ 

my ~,eh:wim. Arrt hiru of in:lblhility had 1u 
he rcroncd imn11:diKkf~., .. A11ythiRg lh111 
m.ialll l"lfli;<'l my pc:rhrm~n..:r had ln be !"C· 
~o~, C\'1:1\" k:;<S;j'"'~onrul llf CC)(kil."tC. Sull
deltly !'111 psychotit't' 

Sl'i':\n 1hio1k:; he knuw.; whj' In: :~nt <llhtr 
..e~cntno have I:!IC:nnrt\~11!<1 thil: p~ndtam 1(, 
~1111-..:ir (\tnblem~ r.'!YJ:h0:\1\m(ltic. if IIHI 
P~'fl.ill•l;..:. "Auy!hh~ I ~;:tid o;:oulil her lli:o
mi~scd. II JUII 1;1 a roint wl~~.;r1: I !luhi'l 
~"<<:n bcli.w I w<10 h~vint tl"lCs~ ~ymptmns 

. , 111.11 l wa.~ im:tt,lnlng evcrytl',i1ll!. If W\: 

w~n.· r~-..:i~l•·,~ll Rlr Gull" W:tt ':o'!Hiflllllt. 

bodi.!\ 10 polymers, of which !.Qu:tlene i~ 

<"lne. A~a sen: 01\rry ll.n inhia! h1tch of 
serum ~mp!..,, including one fron1 the 
subjc~o.'\ whiJ hut vnlumeti"Cd br !he N.LH. 
htrpt:j..V.li!Cin~ trial. An didn't tell <.i;my 
wl"litl"l jlOl)'niCf he WIXIhJ b~ \~IiilO r.:.r, ur 

w~tich ~rnient~ mi&ht hi!.¥1! been dtpoKd ta 
it. 1lli:. would b: ~ blilld stlldy. 

When 111!: $1\n\ple.~ 21ll c1m1e !mel. posi· 
ti-.e for 1\lllftmdkt 10 the unknown fWiy· 
met, G11rty areattd the tc;."l!l and~~ the 
s11me resultt. He: abio 1ated rtoz~n s<!fllro 
~<11\lJll¢1. ftOII\ Gulf Wa.r v~tcl"6nJ :;<:rd <Ji.. 
reedy 10 him in 1991 by Oepllnm.tnl nf 
Dekm"t ami V.A. ll:•~rt:htl"ll. He had 
uri~titmlly het:~; <l$kcd 11.~ \e$f me blcuU rur 
~idti1Ct tbitt the ptlliMI~ ~~ ha:n C~· 
))<1Sed to rctrovirli~Ci irteludi~ H.l.V., Klr 
which lh<.'Y ...... ~ vlnually all n~tivt. 

Garry ;ot th<;>W $llrtlpla cui c{ cold alor
~~~ ><n<l r.lln t~e new Wi:iii,Y ,, d\etn. II~ 

ha<i he.en told ch.'\1: :wrnt ..,r the nrnplu 
wcre frcm ht:ll!lh) "''JUll1\l ~ubjccU; t-.ow 
69 percent d tht sample; l!:~lol padtlvc 
klr <~ntibott:es lCl the unknown ro!ym.c:r. 

h w;111 ;tl. about tbi~ time, r\~a ~ll)'$, lha\ 
1h.: rh~mc <:<1lts ~!o~t·~d. Sill- wuuld lll.n
·'wcr the f1lU)IIL'. ml!! l\n Nil; :IIU~l"td b:il.i. 
lltr p11nn~ 'l!o\'lllld ctelll>iur.ally dild 91\ by 
ibclf in the n1itidlo: or tlu: ll~ht. ,., "PM 
11m! 11 hall" carli~r. j11011 ;~!let .'!he h:uJ ~~.,. 
milled 111'1 t.tp.,rt "'tit>: n.o D .. ih~re bad 
l;a:n tW(> attc1nptcd brt.,tlHns ~~her ll\}1,\~e . 
l kr hn~ll:!tntl oppo:;ed ;my fiH1lll:'r invnM:- I 

l 
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cor,VC!'#i lilt fir-~t nleelir"S of ~.he; 1!\IJI 
fo~ wbich be(jllll W dnllt pbrM 10 
~111q;e" the (lloduction or vau=l!1C$Ibr 
wlhrU ~nd hot,.\tnv•!l lll!thl. At 1.he 
not l'l.lC~lin;, Qn o~1.obr.r ll. !he art~ 
i111 cMiiJ)UJOI'!, Ct~looel G~riand Mo. 
C11rty, .znd llellm of 13 ulbef oS!icc~ 

dcc:1d~d lQ g<.C ~~~ '""" &l!(:e' ~lid itt 
miWc» !he rode' nam~ Ptojm. ~-

or moM \han 160 oomp;u~ that 
~ aSked to ma.lu· ~nu.ru. 'ltlecine, 
all bul 011e ~~ nn. 01\ly t.ed'*·l'f\\ll~ 
SloloslcM. of ft•rl ~ ~ ~
liwwd on. Undel' \11!. wpcMion •II' 
Oen:ral RDnl<ld B.. UlltrJCk 11M Cnb
llllll Harry Daneesfl:k.f, Prvjeet ~ 
«pni1W rb: p:pdudion o( 3ddi!kmlll 
~ v.!Ccir.e !II lilt~~ C':mttf 
IMlrute's Fre&iriel" CIUII:a" Re.o,c.u'cll 
mtd ~\Cttlmtlll. Ccrltrr. \oCalL>d ld 
f-«1: ~-Doth t.cdet·lc Pr.d N.C.!. 
wm unUct:$!d ll!ld !11'1~1!100 hy 
lht f.IlA The plan c;~U~IlOr -~ul;x:on
tni~ to shlp \'I!CCinc !0 lhc mlly 
F.O.A.-kenscd mllQI.Iilodtll'l:f" uf ~1\

lhr.v. ~ire, M~1\pl1 BJJ!r~gi.: Prod· 
ur::ts 1n~11.'tu\c {now UiofUn.). m l.an
$ffic. Miclligln. rot bolUi~ \;lbdini
~ ~- Md ~ Thi:;. \\Q.lkl 
~ been .arwti= ~ell or fedl~.ll 
Jllli!ty rl:f!llhtlinnlo. A:> an ~arl~r t;.s'l; 
[.)I'CO ~o fl'?!!l Qdob:!r Ill s~.ru:U. 

"Our commantlertold us to destroy everything connected wftb 1l1e vaccine," s~ Dr. Dubay. 

•net•! w•th the Oulf War- "Y''l<fmme p:w. 
ll<:n~~ ;.,!lcr lhc hM~<.qD,tnl beglul. frit w:1t 

tied \!,1 thi) 1\>Qrk, t.lt!..ir thi!dre:l (:(111\d n~ 
itr ~:hmJ~er. h~ bri~. B•n A!il pmi.)\td, 
p:u-tly. !,he "'1'!'./r><· Llu: ~;b)' gf hu thi\
UR":n. H~r !'-W.~I. Olri.~. oN!IJ in high scl\OQI 
:~nd >~·nulil ~ucm re.~:incr for the drJfi. 
"11Ky "rt rlOl gQing tu "1\~<111: mr !l<ln "'iUt 
•' feb r~L t <I<Jn"r C.:lfl: ~~~ 1ht vaccina is. 
I do.>tt"l c:"ln- "'~~ tho!y tlaim it"s ~uppm;ed 
10 dn lhr manllincl. t;'~ not ri>:]l1. k> !ll.pi:Ti
m~.ll un po:ople. ~r." 

""" Sl•nl Garry m;~rc ~"lmpii:J. and by 
!!It f:1.ll <}f 1997, G;Jrry hatl the n~~ulu. 
Nin.:t)'-llve fl<.'fC'""l cf A111.'~ (iulf War 
~y .. Ormt"' p~ucnt~ hr<l te~lcd p<»irivt f11r 
Mlrh<~<!il'' tu U\1.! 1mft:nown t>"'lymcr, (:o!· 
(m~l S1n<lh W";,; positi~. "!he n1b}cl:1 fot~m 
thl: N.!.H ...,.~·r;i1"1t mal WWI pc>:~iiNe. Of 
II">:"•<" "it:k WIC<MIS Wbu h«J fl<l\'Cr de• 
pic>;<'d J" ll>t> Gwlf. l~tll W.hl' sllil 1hey h.t<L 
n..:~iv•'<l shill<, WI\ ~-cn1 were positMl. 

In ,!II. 1\~1< iU!Il tiarry I<:Mcd ~UI"<lt ~-~0 

Sl>\lj~<:\!,. !mlf Of lh.:rn 1-:IJI\\WI~. ""!;o wh<ll 
"IN<\' 111;11 Ulllf"'"" \r~ il"!ll;<! AM. 

""!-;•l""k•~<•."' ~h.:: •• !il!. 
\"1\1-. \dt f>\1" •\UI)l)r <jl!e,<;~ill.l 1)1\;Jn~;\1\."1\~l. 

II" llh" !»iliiM~· 'f"'.'(l ;' Slttmh:ne :ulitl~:ur!. 

it~ wlnd• ,.,,~·,·itK· di1l !h~-y u.~r it'.' 

In t\UJ1,!l.l>t 19:/ll, H~e l!Idl\!h lnQ{ !n.w~ 
irr'o'llde!i Jl:uwalt, lh~:RC \101.i ~!pa.bt.: ;w.. 
~)' .:u 1.11e rerna!;On oo:rlh~ prosp«~ th~t 

!S~r.lll\\ I luMn •nli\"lt ~~~ 'biolo;it31 wr:ato
nn~ to <le!imd 'nt$ newly :n-.11~11 tcniU:ny. 
On A1>3\l!l K, inttllistnct iutc:p;epts "r h·aqi 
milit~•)' .:omm~llic~!\ims inclicated th~~ot 

Baghdad ~ad l'nxiucod and probltl:ty Y>T<II> 
ooiU:d (i.e., m!W;; ~lOr~) llli<ll)' 

<bodty flk>lut<ica! 11Q«ttl.f, >nd,dinll bufu
linum ttain and ~fllbnJ., lbt U.s. Atrrrt 
hi!d been p11rCh!1ing small attunmts ol" ~ 
dnc to!: h()lh, \"lul it~ ~to~ were wucMJy 
~lwrt Qf wb:ot "'nuld a'luilllY be needed. 
I; hl{;h-r.tnklflol:" Afl71Y wtln:C tonfirlllllh!l 
hy Avgu'l 1~<}0 lfu: Uni!«< Sutn lind 
~tntkp!kd bMwtCfl I WOO ~lid 12,{}0() d11o~~ 
,,r aul.hr<l~ vm:cil~. We cvmtual!y d!.'!'loyed 
G97.00Q uvr~p~ in the Pmir.n Oul(. 
~lin~ m dcci•uifiud. t~rilit~~r 0<>e11· 

n•~n!s. in APJ;~sl J9~il1.hc 11rmy ~urp.c1•1 

gcll<!nd :.~< 11.: !ln"l!:, fln~end Fr,uJl\ !·. L~-d· 

lhrd lt.. (~I\C1u.t If IC!IIn of &>'-'!Ol'- aml «· 
~c~,-doer~ lfar11 lim "m1y. !tic MV)'. nnd the 
~!I !Uro: \11 lunn a ~n,.1. T~,s.,,..,.~~ Tu:\1: 
J;,,,'ll<: nn ~;t~<.:;n~ttnn! lbr HU<Ill~ in 1\1~ 

U11lf'. On O..t<>h~r \1, IIJ~tl. ir. ;1 r:~•r•fa-~1\Ci.: 

n~m1 ;(! !he ;rrl\ly\ ~lit"\ Dc.ricl; in Predcr· 
~~·k. ·"'·" .•!;,.,,!_ lho· Dc(~!l'~ !k]lM11lJc<ll 

"h t\IUli! be Mird llllU illl)l fum 1)1\"ltr !Mil 
Michip:n will (lmduee 2 1'3CCi1!2' undl-r ~~~ 
I.N.O.III\I.l!WI a licemro t)!uduc1." 1.N.P. 
st~~nok fllt "in¥U.i&aliot~~~llli."' dru~." which 
requifel !!i'!t<:bltpp!Q\'111 fron1 lhl: f-:O.A 
fi"ll"\liie. The ;rmy. -as 1M ~i¥t: ;J{';!:nt K1r 
\he De~ De{wtmert.'~ ~ 
Vil(cine ptOgrWn-~twukl t-~ ~ thi\\ 
~- It ilid oo1, 3JJd N.C.I. wnft1·m:~ 
thiU it nem Jpplicd fOr Ill !.N.D. to pro. 
due.: .-nthf\lt '«~.inc. {W)ct~l\fcnl ln~r· 
nation~~ whi:P. 11«>11 oYinl l.edrn"lr..t'r!!xk.. 
could not he I"CtlC!ll.t!. fctr cnmml:l\1.) Th~ 
F.[)A, tn\IPJ spp!OIIl! all vaoei.,.:s 11!\!d 11'1 

!he l.lnilcl ~ ~tid ~!so l\cl..'ll5e th:: pn~ 
r..lutfiol:! l'i~c:., milillr} v.ux.~ne~ 1)(JI. ca:OI~d 

ClCflal'll BlMr:k ~tllcJ dll~ 'ct:Jlllrlu ~m· 
tll.!lliw<;&~iy. ~, htM:" "" lt~>•"""--.lee .,r llfl)·· 
bndy p!odu.~n' llflY ~nthr.ut vJCcinc nll~<l 
th:l.n Micllican.~ I'M:~ "I•M.,,~<fj j"IR)'Iid1:d 
u~ (JI" Jll"tl<~ Kll)' w~o,:int, 1~.'11: tlw 
..... ,. cOidctl. b,...;c>J\y, ~ ...tllil 1\<ll"ff~no:rl." 

H 
1 ll1c /iru oO'\:d: <>f J)~'C"li:l~r l'l<.!\1. 
l'!l)jecl l:!oulg.:-<" h:,d hc(.'un (IIH,~~ lP !1:"\1 

~,![,~ uxp~rinll:tll~l vt1.:ciuc~ arl U ~ 
11<>~•!"' il\ 11>" G~lr !1 ~t,Jec\ JOCierltts!~ ..... 

r~rl"Cd II> lbis '-'1'00~>'01". n.<lhcr fllll"ll:l\l<.•n'!)
ll• ~ ··M~r1ha11an·li1t1· pr>l)>:~'l."" til" lllllt'IY 

....... '" 
·Uif~ 



.. ~ "MBnh:~.ct~n J>rojcct." They or:<Jmzed ;~o 

cr.:uh progrllm 1c ntlHiuftetUn!. ur pur
'-'lt~t:;t.:, ~~ least fO'.Ir o;perim~ntKI v.tecines: 
En!erotw.:Q:c:nic" n. Coli. HeJ1a1iti~ A, ('.,1'1· 

tw:in, and Shigtlh At lea!lt !we otlltr u
ptlimenta.l pmduCI.s wert! utum~tel:r tl$ed: 
I>..R piUs "nd bntuJinum !o.x.oid Y;l(cin..., 
fer both or which the ~ney rl:CC:illt:<i from 
the F:D.A. tt wt~Mr of inlimncrl e.-,rn;~;rlt, 

As for the .n~t..•rinw. ~vllccll'JC A." -...~r. 

inus\y cited 115' VIIC A, V:!c A·l. or Vtic A·l 
in the l'lhO\ re.c:ord~ vf !id vcternn~ stn:h 
~ Colcnd Smith, oJec:l<l.'i:iili"'tl Dc!Cnst 
Dep:~rtmenl documents idenrlfy i1 ~s an
;hra~ Vllccint:. Dr. (h'e!l1rY Dubliy, wiu.l 
commanded 1hc l7.9'th McOical CMtpKny. 
o11 former Alab.:r.m:t N.1tinn.o~! Guard un.it 
OUI ~ Mobilt, pvc thou.~:~nd.~ of 11nthru 
v-.c~~ctnlltinns m 111.1opt. He ~aYl. ''Gi\ch 
mldicr had 1<> •=d :1 cbo>~llifi~d 'heel uf in· 
struetion¥. itaticg th:u h~ or ~ wa..~ re
~ing a !tcrct sh<lt, and that tltis -~ so 
JOr reuon! 11f <.~ptrK:iorull Kcurit,. 'lbu 
dco't ..wnt tO tell tbe L-netny th:lt )IOllrt 
~!tin: prOOletinn ;'lfl~in$1 uoc cr hil \\.'f:l\()

nl\1..." 01.1.bay-whc bot!! adrnitliSit:rc(] I!Ild 
tnnk the wecinldions says tl'lilt he """$ \lO> 

dcr nnius not to KL-unlthc: it1n~u!a1iun~ 
m the ~clditNi' medical r~Conh, il.nd thill 
the trogps M~ nur gi-..en " eh11.ncc t..l do-

e...cn >non: compeUilll:' l'e:l~ml lu rnh11ncc 
the VIICeine. ·1w,~ form1.'l' mcmt>crs o£ i>mj
ecl Boulger '"'Y the c:o=.lition Mo~po:<,.1cU 

thlll Iraq t1ad enain=-c:d 11 mt~re power£u1 
&1\!h!'ll,.; biO-WCif.POO. "We ~rt COJJ!Cl·mctJ 
thai Saddam may h.~~:ve m:~de amhra~ 

n:~i~tam to petlkillin," wy~ one, who 
doc:~ nul wish 10 be idcnti6=d. "'ilk: k~ 
he Mtl. tile !ldlb to do that people wl10 
had ~rained in tht Uuitetl St,llC5. who lll!.d 
tht skills to turn the ~ into ~ rcsi:l111nt 
btl! ... Tht> Urils were !he <lnes wha ~ve 
us llte infQ!"~n~~tion, ~au:.ny. we aatu1dly 
knew wlto 1 ht>"" people -mre." "!111: an
lhn&X Yaeci~~e Iie~n~eri by the P.D.A. bidc 
ir, JIJ7U w:~s de$igned to pmtect <1t!ain~t 
xnlhr~:o: ~rnu tba1 O<,.'"CX~IOnlllly infect 
woo15orter~ and vc:u:rinarians. ll "'it~ not 
kMWn lfi i'Hl t!f~tivc ~:~gaitt~t a binwnrf!ITe 
Kgent th111 lr~ l\;l<l [lOSSil.lly made more 
k\hll!. h i~ I'L:nuibk tilllt lhl- army 
thought an e.'q)~Timef!tal m•lhru 14\~:dnc 
wtiS won1l. lht Mti:. "peci:llly sinee squa
lene wil:r. con~i~cn:tl to b~; a ~upe1ior ad
j11~:11rt. Ho~. this Wll~ I\ hypcthtl'l~. 

AdtYillli$\erina: lUCh :1 V110:cine tv th~ 

li'OOj)«< -•ultJ hiiVC been 1:\1\\1111\tl\lnt 111 11 
human rKJ"l<rimern. In order tn rono1u<-1 a 
kl(lll trial with ~quii!~I\C, OIIC would have 
10 fik- an ··in¥~:5'-iptivulll new llru~" ap-

labs M Ft1ri Dtlridl. Ct>nlratU W'l:rrl .lno.wn 
up ilr !Dl:d year' J'J'!Z i!nd 1993. In <l ~c

c~t Pe11Ug1n loa! kept ewuifluou~l~ bc:-
1_,_-n Ati!U" S, !9!10, 11nd F~btaary 7, 
!992, there an: nurncrou1 rcfcrencu 111tlu: 
army':. cxp1md-:d vacdnt-smnluc~ion pro
gnun, but n~:~ ~c.:~r<l of any tka .. 'Uion tn 

h~t it or 10 ~nee! the rontmQ with P.R.L 
Cn(IC)c. Olll!ey, a ~~man 1l Fort. Detrick, 
seys that liO anthru Y.&Ccloe W¥i ~r pM
duced thm1J8)llhr. "~ntracl. 

P 
ruumably, the waccine~ m&(!C llvrinc 
llu: Gulf War¥~ p1<n <1fth.e rutcl<.rik: 
rmw bein.: "dnlint51Cn::d in the M-1¢ 

t•r the O.O.D. ·~ nco:embc~ !997 decision 
to immuni:ro:~ nil ~.4 mitllun people in the 
Krtnetl scrvi~ flpinst amhrar;. When Pe:n
IKgon official~ held 11 preD ctmftrenL't 
;,h<~ul Ux: m~mdatory imm1.1nizi'Jion~ last 
.~o.~mmcr, thty in.,L"tted rhat I hen; Md bt<!'n 
only .~van r<eporlcd xdw:ffl:e m(ticm: ID 
th..: n~uiy 140,000 !lnthnu: vacclnati0111: 
th11\ the mililMY had given in the pri!Clh,l
in~ sil!. months. lhll IICwrdill,(li lc tht 
F.D.A."r Y.l.ccin~ A.M;rsc E.~ru Reporting 
Sysrcm. the~ wen: tt kllll'l ft4 rqXllt~ uf 
rtlltliona to 1~ '~m:cim: bctVII!IIII'I Septer\\
lm 2. 199&. lllld Mafl!h 9. 19;9. AaiYin 
Lori Greenlc:tt: a day-care provider in 

"No one in their right mind would volunteer for something like that," says Jeff Rawls. 

clill! tht shub. "You were ju~t rnan.:iu:d 
tht'Ollfih, >dill lh3.L ~ it. ... Then ()UI 
comtnatlder It~!! U$ tv dl:ttroy ~cryllling 
C!.'nne~ied with it---~:hc e!l\ply vial,, tht 
ba=l,1utd the pad:asc in5olft:l. We bum~d 
lhem lll.l in 55-galion$~[ dnum b11ck be:· 
hirn1 tht tf>nU." 

·111e ren~n ~;1y~ th.Hl 1,0.000 Gulr 
W11r !lti{)Jl~ received ;m!hrtu< inocu~iCln~. 
-n\ert' Ktl: no dorumenl~ ~vaikblc pr()oloing 
tllar Ute ;~rmy v~~u ¥ ~I.(U;Ik:mo <klJU"<tn\ in 
1M \111app1-ove.l "'"'o:inw, and. Ill~ urmy 
h11' ~eeifto:.:!lly del\ird it. Bu1 1hm $\ill 
~elf~~~:~ kll and Garry with mtl£c !h1111 1!10 
,i<;l. ...;t:r.m> who lu~d 1.hdr ~hii!J anti now 
te~t JIO~i!ive lix anlibodit$ lo MJ,I!;t\enc. 

W
hy might tho:! unny lta"l' \~~cd .lqu3-
Jme illlte~ll ur alul11, the 01\l¥ adju
V<Illl approYCd far humllrl u~'! l'mb· 

llbly hecau~e ~tjua:cnc w~~ slr,,ng~r. Tllc 
!i"I'$Cd :-.nthr11.• vac~11w Wll$ rcklti~cly 

weak.. lmmuniry \\llt~l\"1 <l<:lti~U with 611e 
~11111. lr tnn\ ~i~ .\h,>t~. :ulmin~~""'d ovt•r 
" I)Criod t>r Jl< mnn1h~. l]\cn nn ,tn~u~! 
hoo~tcr. lu l'i')l, tl'<nl t>f th{)u~;~nd~ nf 
\J.~. llUIJ$)~ :urivc:J in s~udi Arttbia only 
a m<lnlh J.l..,Ji.>rc lh<' .;(l;\Jition 'h<!.:<~ t>C!Illll 
th~ ground war. ~no;! 1:V1<ld 1,>t:l tmly twn 

~hot~ out nf the ~r•~h\ll rc,l!.inlc; ~mu~: 

jus\ ~:~:( one. 1\nd tht!f\' w~~. rnhap•. :m 

plicarion "ith 1.hc F.D.J\. Md h~vc th~\ 
applicatil)n <~pplt'IY~::d, This did unl hup
pcn. In Oc~o'tl~ 1997, the Briti~h. rrvealerl 
rl1eir llttcmpts :o hn<'S\ the ~ni~::~ty of 
Uoc1r amhr:n wcdnt d<lring tht: Gulf 
W~r Uy usin, :s pcnu~~i~ V.lt'-t:im: ~~ 11n 
adjuvau1. "Thi:l cwu.rovcrsi~l cornbim1til.'n 
h11U c-aU$td ~e~~""" ~Nc effi:~:11. in ani
m!tl~. But 1\,;a beli~~ ~il~ ha• tvideu~e 
tllill lh~ Brili~ll abo hnosl~d ~~least one 
cf their v;~~~:inu W!\\t squ-alena. In I~J')::!, 

3hC t.es\c\1 lil·c llrlti~h VCttfllll~ ~ullin iug 
from !!Ympltl!ll$ ;imilllr to tlm~e of Gulf 
W•r :.:ynclr<~mc. Four WI:N positive fer 
antihodi~ 10 ~quala:e. (Th<" nri1ish Min
i:my "cr Dr.li~fU:!! dr.ni~s \ain{l ~ .. ~~len" ln 
vaccinu si~cn II) Gl.lll' 'Mtr t(<)llJI.~.) 

Among the !991 ,_,1~ition allic~, the 
tlniled Stat.!>. Bri.ain, Ct111adll, ~nJ the 
C1.ecl1 RJ,·puhlic huw r<.'f'urlet! pus~ihlt 

Gulf Wnr· fl!l:lle1l illn~:>.~~- Of th<"~. tbc 
lin\ tluw u<lmil tu itnnmnixi~ lrf'!<)pl\ 

!q!~inst bio\n]l.k:I\J.W·Mf~rt. ;1110111~. 

1'1\ltltu:\ion uf an!hl'illt vm:(:i11c \1\ <Jn
li~c•uc'-1 lil~ilili<!S did R<ll end w11h lh~ 

W~~r. On Au~usl ~<J. 11)91, ~ix lll<'>mh~ ;tncr 
!no'l\ ><•ro;u<JI:f, the army su{Xctm gcncr<ll 
appl\l\11!<1 " 'S iM million .::clnlr,,,.l li.'f a 
eonwmty cal!"'d Pro~:rl\m l{~.,,u,-cc~. lo1~. 

(P.R.\.\. a 1'-l<rtirmctf Cmc~r !n~ltltll~ ~«ll
..:unlr.a1ur \11,\t lll:l11li!;>.ed ~1.11\lt' o!" N.C.!.:~ 

Morrison, (.~(0\0J!'lldo, I!}'S tltl!l., bat:er.l un 

her E-m11il, ll1rn: 11n: d kll. more milit:t.ry 
p~ncnnrl l'~lXll'ling problem~. Gra:.nleaf 
hesal\ a ¥r~a~,~. cantp:r.iJI1 ;~;gains! = 
<latMy anlltru immuni~ti{)m bte~un 
or h~r 2:1-)'tltr-oltl $tin, Erik Julius, who 
~he~ feU illttlkr It~ king lht: ucond of 
1br~ 11ntbnu: shn1s in M11~ 199!. Sht: ~ 
~w .. mp:.·d wnh n~>:"~l!t trom feo&rfu! cn
!i!\lcd ulen 11nll wnnten. Same ,,r Ll1em 
have alre:~dy J'o!Cci~d \heir 11nthrn th0\5. 
"Thcy'\>"c got rn$hcs, chroniC D.ltial)l.:. hlsir 
!~. mcmaf)' lou, muU'le 11nd julnt p~tirl. 

numbm:>'S in their eltrl!ll'llt~." (iraealeaf 
"'Yl ~he dl)es not know wblll.an adjuVIIllt 
is. ~nd Jhe bao uo iclca what i1 ~ilin& her 
.son. "All I know !5, my son 11.nd mllnl' 
~·t!wr ptvplc an! g-enitiJ sick. afi.er getting 
\lie ;ullhrllx sl.toll, 111lY i1 '1<,11111-.1~ 1o111 ;~W!'ul 
:o\" tiki! Vulf War ~yru:!rome." 

Two &ervr~m~:n wh(,) n;~:dvc:d lht:ir ~:n-

1l•ra~ ~l'lcl~ t:~r y.r,~r ha"ll(l lcstec.l positive 
1l1r :mlihodic$ tc> ·~..,.\~ne. Ono: ro:ct'iV~:d 

~~~r~i~~e ft1Jm l~ (\;(1. f-i\V020, tht ~1m: 
h•l ~1M It) t,'ant1da aml Au~tndia... The o\h· 
.:r .<>ervi<:cm::ul rccLi~l "ll~inc from 1.(1\ 
i'hl I·'AV\l~O. ~~~t>S !hun thia: lt\1 were 
aho ~nld 10 c~n;n!a. ;.~ccording ttl thlll 
.:,m,t.-y>. !.l•q•:llttucnJ <>r N;tliotull 0..· 
ICncc:. Th!!re i~ m1 ~"'id.::nce !hal !.'11~-ry 

d"~l' in f·i\Vtt20 mtc! F>\VQ'3Q (.:! t:ont;uni-



nAted with Sl.l,u.A!ene, btLllbc antlbodin in 
tl'lo~: twu 'ltlmln$ .su~ llun &nyone. im
m1mi .. ed from tllcsc lots may be playir~~: 

"v:~cl:in~: f()U!ettc."' The U.S. 'hu ~upPed 
anlhral nccin~ from other lo" to Ger
many, lsrac:l, and T!li'lllltl. 

lfUJe Mt alllu:i!.lty of war iJ lnllh. !lien tbc 
rule of IlL• i~ a dost: ~c:uxld. As Cu:cf1:1> 
wn>tc., .. l..awJ are $ilem in time or war." In 

l)le f:tll of 1!1!10, the l'cmagun ~~n petiticn
lnz till: ~O.A. hl w;,~ t11formed·oorucnt 
rtQuiremtntJ on scrc.alltd in~sliVJ~na.l 

• new drup ror Lhe Persian Olll[ ThiS WI\~ 
lin C"!hied! !JO'I'"tkr Jeg In 11147, undn- Lite 
ltlthctily or tbe UB. militarY in Nurcm
b~, Ntt:li !ltttnlilll and ph~cilllli :sl.ood 
ac~\lsed or w::~r ~runn ;~~J\d crimes o~in~t 
tll.lmllllity lbr puri~rmh!i e~rimt~lts on 
pli--.en. Severt wen: h.~njed. ~l\owin1: · 
the lrials, U.S. judti~s dmfted the 10-point 
Nuremberg Code, which ~ intended ttl 

a:overn all ruh..re c:J;rn:ri~ Wvotving 
human ~ubjec;~s. "!he: code's firSl illld bc:;t· 
koown priliCij'lle WIIS vuhunary, ir.fonnt.J 
con~l. Ut\lil the Gulr W:i!.r, til~ US. mlli
lltl:y bad never ::IIJU~ tl\a1 then: ~houkl be 
!lflY ncep\iom., Itt lhe end, lh-c EIJ./1.. do-

cidad It) gnnl waioJen; for P.B. psi!$ and br 
tbt rwrcly ~~,,ed, ::r.nd M ~~ unUcenud ...c
ciN: b<xulinum \lm>id. 

In 1994, the Senate Veterms' AIT"'ln 
Cunnttillcc c'lled thiJ a violation C>f 
Nurr:mbcq, lbe mo111.l ~,:qiJivalent o( •be 
lllltly'i WOtkl War 11-era tw&Wd·ps a;:,~,~ 
oo tmops and ils LSD upcrimcrWi i11 th~,: 

jOt and 60~. "We'd like t~:~ think thc:;c 
kinds cr 9-bu~e:s: IUC H thin~ of the pi!St, but 
~he legil.~,:y C!Jnl.inu=r~,- &aid tho:: commii.I(:C 
cl\airm11n wl lhe time, S~;J~..t.ar ltockd'o::D~r. 
"Durint; the PcnUrn (.iu!f War, htmdreds 
of" thDUO&n!ls of ~oldien: 'Wt'rt" giYI!.ll c::>q:~~"1i· 

mcnll&l vaccines UK! drug:<~ thc~c: mmd
ical llll;~~;luct~ ~.:ould be causinG many of 
the m:r.rterioll.'l flln~c~ those w:tGran~ ilrr: 
now expctlem:ing." JW!:!relii:llcr could hU'C· 
~y r.cmt~in him~c1f: b11te O.O.D.'s failurt 
to provide mc::dical tteatmr:Dl or infOTml· 
tion 1.0 soldier~ Wll.l unjustiliabk, Ulltthi· 
CD.!, Klmctim.ec illepl, Hfld caUstll unnte
~ RUiferins.'"' 

tfc wa:~ rcf~:nil-11 l('t the exp«imCI'lt.i.l P.B, 
pill.1 a111:! boluli~-.m-t1m:lid yiU;:I)il\e. ~
ll!llcr ~oo his ~talf I"RIIdl: 00 mention or un-
11pproved anlhru wcciiie, Pt*Cf. Dadgcr: 
or tile l'ef'!lian Gulf "ManhaUan Pto_ie.;t." 

Occla!silied d«::.llltc1tl~ diO'If !hill. Dr. 
W!llicr Brandt. who helped organize the: 1~
temet report mac:kinJI; ~"- thcoril::l, ~ 
one or the o~l nlembc:n or Projea Bad
zer. Dr. M"ioha.elloy, lhr: rh~ciaa who di
agm7.icd Coloru:l Srnilb's illnw liS ps)CI•{)!t()
'natic, abo 'HOI"Iaed with m.emben of tbc 
11:oam in <::arly 1991· the MITM c!OdOI'I \1/bo 
planned 1he ~Ma!Wtllllll Pmjlct." The f'en
\11&011 ~ ibw mcs: or the .util kip in 
whlch b~Uk>&ka-J..wadr.re wo::ci.w:iom wcrc 
I'Eccrded :II'E missirJI. Wmi!y Filjr ha IOu11d 
Mrt army ll0111111iCn.t. sbowill,l thill at least 
50rm: of these records Mm otdc.ml ~~;ttl '" 
lhe Offu;e ci the !'mpon C renallL Genem! 
Ron:dd tt~anclc, who led lhc Pmjec:t BMdp 
w,.icing Gru11p <On .e~~pancled va«:ine pro
duction, is lhc: C.'\.lm!nl anny surpon acoenJ. 

S 
omc- might unlkr31.~:~nd the decillion 10 
~:~.:cek:!liiC ~inc 11rodw:i.i.on by w.ny 
rneaw PO!Isibk when F~X:cd wit.h the 

pm!.pect of biolo!:ic.o~! wufu~. liut Or. 
(I~ Dubay ))c~s he :.hould hLM: bee~\ 
told ifho= 11./U admin!Sierine. Ill\ al~d w:r
$iCn or an aistin& v9cc:ine. Nlr L'd kr.nwn 
it Willi a vac~irn:: lhat had becrl tampcn::!l 
with· if it IOI!U lll.mpered wil.h:_l woulol 

Production of anthrax vaccine in unlicensed facilities WI not end with the GuH War. 

'"" H.JV OIQ n:r . nllfYl 

N!ve t1eclllltd the urt~er !0 tivc iL," ht 
.<liY'· "You do n.nt ubey sn u~lawful 
ul'der_ If I krl~w it was dune clandc1· 
Li1~ly. ~m.l hd ~olKI ~...,idence, I would 
have di~nbo.l"d the 1•rdct. tbc tir!<l. 
o:"llit or every pt1ySician ~ tu du nn 
ll<trll\. I don't know 1ny physician 
WhCI wt~Uid p!tr[)Mdy du MllllCtbing 
that is 1n1fy h:~rmful, 1.mle$ you'tc a 
Mengcle ur ~Ml~lh\ni." 

A "l'~mllll lbr llioi'ort ~)IS 

pllr1> nr l'rojlll-1 lbdger rcmNin da.ni
ft«<. fltllt:if<l,•n nfficill.la ckuy U!iilll( 11. 

~QUiilau: ~!ljLI'Illnl in any Ciulf w .. r 
Yl-ICd.tl~ <~Jill bcilk <t\ ll.~a·s llk!:lld-ion 
that 1-0n1e undi~ttll~!cl. Gull" W::.r iU
flt!~e:s arc l1UIC)immunc tli~e~;. Q,n 
11 ~~~<~nc.! 1h~t indun:s autoinmnwc:
dit.=;'-'C iJI ~ I"U\ <II' II fl1'1ll~ ht <h\fJ¥~f'
Olll kJ ~ lmm:u1 hcin&' foOnncr M•u·ine 
CUf1)S umk C(1mm11ndcr .k.'i\" Kaw~ 
lliL'l ~ JOhuion li,.. the P:tr'l'}'\ll"ll. R~wh 
i5 :I J l·yllllr-!lltl awr Wl\1 'w(.~r.:ln w!w 
oow IM.-x with hi~ pmnL, Ln urtMI.tl 
~ Y.1r1t He ~~~ .:~~perit[l(;etl ~n: 
'<brink~ 1)1" part •If his bntin >Uld Cllll 
houcly W\lll. At •·3, lw i~ a~ml.lll\ vll" 
ihc ~t:a\c lOr :111liluodlcs {!.! oqlnlle.nt. 
"I~J'l~ tl-.c;m ....;1h Lhe ~~:u"" I !tin~ and 
~cc wh:tl h;t(1f1~11!,~ Rawl~ ~•I)'' 111 a 
~lurl"CI.! .tmllmllint; vuil•~- .. Ntl 1111~ m 
thdr rtsht n.iml wonlll Y1lllonh:•·r l(>r 
1tnn,.:lhill].!.li~t~: th;tl.'' 11 

,. Al I ? ' ' 

·ltl HI.~ 
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Thank you for contacting me with your concerns over the anthrax vaccine. I appreciate 
your taking the time to reach me, and I enjoy hearing your views. 

I can certainly understand your position on this issue, and I think you make some good 
points. You are naturally concerned for the health and safety of military personnel, and want to 
prot~ct our service members from serving as guinea pigs. On your behalf, I have shared your 
concerns with the Secretary of Defense, so that he can have the benefit of your views on this 
matter. I will be sure to share his response with you. 

I have also sent the information you mailed me on this issue to Representative 
Christopher Shays, the chainnan ofthe House Conunittee on Government Refonn's National 
Security, Veterans Affairs, and International Relations Subcommittee, so that he will have the 
benefit of your i~put. Representative Shays has held a nwnber of oversight hearings on both 
Persian Gulf War illness and the Department ofDefense's Anthrax Vaccine Program; your 
information could be of great benefit to him as he further investigates this matter. 

Again, thank you for contacting me. Please continue to keep in touch. I look forward to 
hearing from you again. 

Sincerely, 

EB:als 
Ed Bryant, M.C. 



SECRETARY OF DEFENSE ROUTING SLIP 

1 

DEFENSE 

OF 

SPECIAL ASSISTANT 

SECRETAIW 

SEC FOR ACQUISlTION ll TECHNOLOGY 

Director. Defense Reaearcl1 & 

UNDER 

ASO 

ASD 

POLICY 

Affairs! 

& Threat Reduction I 

and Evaluation 

SEC FOR Pt:RSONNEL &. READINESS 

I I 

GENERAL 

TEST&. EVALUATION 

& MANAGEMENT 

PREPARE REPLY FOR SEC OF DEF SIGNATURE 

X 

TYPt: OF 

1 PREPARE REPLY FOR DEP SEC OF Qt;;F SIGNATURE 

1 j REPLY DIRECT /f«wnnupyt~lf111Yit1CC/Uiflllm3A9481 

. 
ACTION DUE DATE trrMMOOJ 

990802 

X 

X 

X 

CMAT Control # 

1999201-G000046 

DEFENSE ADVANCED RESEARCH PROJECTS AGENCY 

DEFENSE. 

DEFENSE CONTRACT AUDIT AGENCY 

DEFENSE FINANCE & ACCOUNTING 

DEFENSE INFORMATION SYSTEMS 

DEFENSE INTELUGENCE AGENCY 

LEGAL 

DEFENSE LOGISTICS AGENCY 

DEFENSE SECURITY COOPERATION AGENCY 

DEFENSE SECURITY SERVICE 

DEFENSE THREAT REDUCTION AGENCY 

NAliOMU IMAGERY AND MAPPING 

NSA/CENTRAL SECURITY SERVICE 

COMMENTS AND/OR RECOMMENDATIONS 

INFORMATION AND RETENTION 

X COORDINATE REPLY WITH 

INFO 
COPY 

X 

X 



07116199 14 : 21 

JOtiN ELIAS 8ALD.ACCI 
Sleoooo 0ofT'IOII:I'. MJwoo< 

(ii!002 

~omcn

,,O. IOocea 

C01.4looltT'TII ON AOIIIC.ULT\JIIf 
COMMmEt ON'TMHPOIITATION 

loHD INFAASTIIUCNR! ~ongrrss of tbr llntteb ~tatt5 
202 Kul1 0001 STaal T 
....._, MEOMOZ 
CJII71MM .. 

1140~1u .. ,"'4 
W_c,ooo, lit .JOS" 

IWI~ 

120112~'1011 

--~-.-....d:NC> 
llt!UOOi4Pfii.Gl.he~~ 

The Honorable W"tlliam Collen 
Secmary 
U.S. DcpartJ:Dent ofDefcnse 
The Pentagon, Room 3£880 
Wuhinpn, DC 20301-1000 

Dear Mr. Sectetary: 

JUL 2 0 1999 
July 16, 1'999 

SODMMioa~ 

w.o.--Ml DU'5I 
QGJl'na .. \10 

...,....,....,~ I am writing on behalf of Mr. and Mrs. Robert Iolmso _,_(b-=):-( 6_) ---.-:-:---=-:! 

..-..""-"-_, regarding tbeiT son Zachary Johnson who i, currently pending court martial for refusing 
to submit to the anthrax vaccine. Zachary is currently on board the USS JOHN F. KENNEDY. 

Enclosed is a copy of an e-mail I have received ftoJJl Mr. and Mrs. Jolmson, alq with 
newspaper articles, expressing specific concerus after havini completed research on tbe subject. 
It is my unde:rst.mding that a pre-trial hearing is seheduled for August 9. Mr. and Mrs. Johnson 
are especially concerned that their son's attmney be allowed to present 1 defense on his behalf: .I 
would appteciatc your reviewina this matter and providing me with information in order that I 
might respond directly to the thei't' concerns in a timely manner. 

1lwlk you for your attention to this matter. 

Enclosure 
Please Reply to: 
Congressman John E. Baldacci 
P. O. Box858 
Bangor, Maine 04402-0858 

Ull544 /99 
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t.ast ,.cdC. we contactt.d )'Out office lD ask ror some help with nnrd to o~ SOI'I ~~ penclift& c:ourt mnhll !or reMaJ 
Q) submit to the •n~ ~~~ whileJCMD& in the U.S. N~. ""• weft bold dult Za.cbry btmself~ld have 1D CODtaot 
yo~Ar otfice. Since 1M i5 Gllm:Ddy on bOIId die U.S. John F.~~)'. his cud.y mc:us of c:ommunlcaDon 11 lflrouP Oi'WJ. 
ad we lJl\dcrstar.d tblt 11t e-mafitd you Jut WCIIc to Ulc t'w YCIIU'llclp. 

We bve raul the miliUJYs "posi11ccft papm· n:prdblc tlis ia~ 111clulc that you he~ ,. tQ any way lhat )Oil can, wlda 
tile follcWtln& in ·1\iru!: 

1. lt ~~the "'CCiM till is CW'I1atly bq :t~ 1D 1Jrilil:ary ~~ is NOT 1he .-e \'lecme 1:blt Wll appi'OYCd 
b)' die rDA ift 1 !)10. We arc ccncemc41h11 Zachuy is bdaa ubi lO nbmlx to • vaccl11• that is no& appo owed for \110 by h 
pa.r.J p1.11»Uc. · 

l. WhlJe dtem.i'if111Y d@iu .It, tbae Jlc~-dill t¥C ~ &o Gnc! ~ ar •leat aJarmiiJ-~ th.- il a 
~ betw~ tt.d.SC of c:.et'tlizl t1J1eS of the~ m4 iuto-fm!IIUP il,_,.. . 
3. The sole matutw:t.w'cr of1he vacciM il11!m tD 10 ~pt a:M. has bccc c:lbtd for numttalll satbty and product q~aaltty 
viAJidona, · 

Zachary b15 S&r'ted 1hn:e yccs m lhe Navy. I('J. is fou.tld pil~ of "fail11n to obey alWtt'lll order" , be tac:es up to six 
mvnlhs !rnpri~Qf1tncouncla bacJ cooduct d~VJI from lhi'N&V)'. 

We wou.Jd .._.,u:iallt, ar he wou14. boariftl hrn )'011 about tbls ~· a Je:;Jriai.J\9rirl lw ben schedvlad fot Aupll t . . 
Ria AtlamCY ls C.. TCOMMA'NDI!ll Todd Wyncaop, tldepi!Oftc ....,. ......... ,_ ____ _, 

We can buached 'by c-man • by tcleph ~(b-')..,( 6.) _ __. 

1\ank)IW. 

711"" 1:4$ PM 
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CONGRESSMAN JOHN BALDACCI 
Bangor District Offk~o 'P.O. BDS 858 Bangor, Maine 044G2...08S8 

FROM: , 
)( JaDet DeJuW 
_ LCDaic Mullen 
_Doug Du..bar 
_ .JohD Ripley 
_Solly Polyot 

Otller 

TO; 

COPY: 

NOTES: 

DATE: ? -/L "!7 I ' 
't-.J 

Number of pages (including this c:over page): _...,7<----

Please respond to this offic:e via: 

FAX: 207-942-5907 or VOICE: 207-942-6935 

Thank you! 



SUSAN M. COLLINS 
WA!Nt! 

17lRUS IUU. St:NATf 0 f-f0Cf OUILIXNG 
\VAStN"iGrON, OC ZCS lO 

t lC'21 214- 2513 
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Mr. Bernard Rostker 

-------- ··-··· --

tinttro tStatts ~rnatr 
WASHINGTON, DC 20510-1904 

CMAT Control II 

1989201-0000048 

11 Lisbon Street 
Lewiston, Maine 04240 
(207) 784-6969 
July 13, 1999 

Special Assistant for Gulf War Illnesses 
1000 Defense Pentagon 
Washington, DC 20301-1000 

Dear Mr. Rostker: 

GOVERNMt:NfAl Aff AJA$ 

H( ... l TH. Eooc ... -ooN. U.80R. 
A ... Of"'f~~NS 

SPECIAL CONMIT!U 
ON AGING 

OSA~ 

JUL 2 0 1999 

received a letter from your office approximately two years ago, indicating that 
'-----::--:'! 

there is a possibility that he may have been exposed to the nerve agents sarin and cyclosarin. To 
date, he has not ex erienced any symptoms which he believes are a result of such an exposure. 
However has had difficulty obtaining infonnation relevant to his situation and would 
like to know how to receive updated infonnation on this subject. Specifically, he would like to 
know what symptoms, if any, are being experienced by his fellow Gulf War veterans as a result 
of exposure to these nerve agents. Also, is there any evidence indicating the possibility of long
term effects from this exposure? 

Enclosed please fmd copies of the letter sent to Senator Collins requesting her 
assistance and his privacy form. Thank you for your considercition and the Senator' s office looks . 
forward to your reply. 

With best wishes, I am 

Sincerely, 

~~ 
K.araMarcoux 
Staff Assistant to 
Susan M. Collins 
United States Senator 

0 Pf\INTED ON Af.CVClEO PAPER 



Senator Susan Collins 
1 City Center 
PonlaDd, Maine, 041 0 1 

Dear Senator, 
I am writing this lcuer as a conccmcd Gulf War veteran. I am a recipient of a leuer dltcd 27 July 1997 

lnd sipd by a Bernard R.oSlker atlhe Office ofthe Sec:recary of Defense. The letter i.ndlcms thll my unit 
nuy have been exposed to low ~vets of sarin and eye losariD nerve agents. This is disnubing but not as 
disturbing as tbe re«ption I get when tryina to oblain more infonnllion. Wbeo calling 1be numbers listed 
on the letter, to the OoO Comprehensive Cliniw Evaluation Proaram and the Department of Veterans 
At&.in Persian Gulf Registry, I un routinely asked about my sympcoms. When l explain that I cannot 
accilrately answer that question due to lack of information I uu put into hold/transfer limbo. 

I am simply seeking infonnation. The iDtemet is so rife with "conspiracy theory" websites on this issue 
that I cannot det.ennine if any of the information is auunte or not! My concern is simply what are other 
Gulf War vets experiencing? What ARE the symptonu so far exhibited by vets? And what about lhe 
.Pyridosti&mine Bromide (PB) tablets and the anthrax vaccine I was compelled to take? How do I ensure 
that I will ,-,c:civc information u it ~o;?mes t!'!tilable? 

Let me make clear that I do not believe dw I am sutrerin& from any Illness f have contracted during tho 
Gulf War. However I am concerned about what sort ofkmg tenn etfectsl may experience. And what about 
children.? I do not have any yet, but I aced to know wblt may oe~r because oftbe possible exposure to 
agents and the druas and vaccines I toot. I rea1.i2z there may be no conclusive aoswen yet. How do I get in 
the loop so that infonnalion gets to me? I have already DOled my experience with lhe Registry. 

I know you are a busy penon. You are probably not reading this younelf and dw is fane. Arty 
infonnatioa, « JOUTCeS where l can obtain information. mar your office can provide would be &JUdy 
~imd. 

My thanks to you. (b)(6) 

( 
( 

0 2 JUL 1999 
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tlnittd ~tatts ~matt 
WASHINGTON, DCD1D-1904 

To Whom It May Concern: 

' ' 

In ~·-:ordancc with_ th~ 11':9't.i.r~'l'ler-~ nftb.~ I'riv~~y Ac:t of l9?4, ~.'!'\!,..~. 
" • • • • • • • • 0-

protects my records fr«?m unauthorized release, I am taking this opportunity to 

give U.S. Senator Susan M. Collins and her staff permission to receive 

information in my confidential records relative to her inquiry on my behalf. 

(b)(6) 

..acw.C~M~~~Wn~~ 

011.-...a 



·---- -----· ··-- ·- ----------------

Checklist and Guidance 
on Sending "Plume" and "Non-Plume" Letters 

'·/ eteran s ~.;M 11as on tl'le ong1na1 plume hSt. Veteran wa.s prev1ously sent a ·'plume letter." 
Act1on ~rov•de an_other copy of the ·'plume letter" tf requested. · 

2 0 Veteran s unit was on the ong1na1 plume list Veteran wasn't sent a ·plume lette(' tor some 
reason. 
Action: Prov1de a copy of the "plume letter" 1f requested. 

3. 0 Veteran documents his/her status as assigned/attached to a unit on the original plume list 
ActJon· Provrde a copy of the "plume letter" 1f requested. 

4. 0 Veteran·s unit was on the original plume list. but his unit~as been identified by the S31G3 
Conferences as being outside of the plume. 
Action: This situation may arise if someone wrrtes in requesting a copy of their plume 
letter- coordinate carefully with CMAT and the PM on the course of action. A possible 
response may be to send a copy of original plume letter. but explain that attendees at the 
S3/G3 Conferences are analyzing unit locations and his/her status is subject to change -
finatngs will be released when the analysis is complete. 

S. 0 Veteran's unit wasn't on the original plume list, but his unit has been identified by the 
S31G3 Conferences as betng under the plume. 
Action. Explatn only that attendees at the S3/G.3 Conferences are analyzing untt locations 
F1ndings will be released when the analysis is complete. 

6 CJ Veteran·s untt wasn·t on the original plume list. Veteran was previously sent the ·non
plume" letter because his unit was inside the 50-kilometer radius. 
Action Prov•de another copy of the ··non-plume· letter if requested 

7. 0 Veterans unit wasn't on the original plume list. the veteran wasn't ever sent a letter about 
the plume. the veteran was outside the 50-kilometer radius. but the veteran asks for 
1nformation about the plume. 

8 0 

ActiOn· Explain that if he/she was with the unit at the time, the plume didn't affect him/her. 
Don t send a ··non-plume" letter. · 

Veteran's unit wasn't on the original plume list. the veteran wasn't ever sent a letter about 
the plume. the veteran was outside the 50··~ilometer radius. and the veteran hasn't asked 
'or tnformation about the plume. 
Actron: Address tne veteran's issues and concerns. Don't send a ·non plume· letter. 

9. 0 Special circumstances explained in memorandum. 

(b)(6) 
Comments: 
1. Fill oul this sheet and attach it to an correspondence pertaining to Gulf War veterans. 
2. Unrt location data (e.g .. map plots) may be released upon request. 

EliOOSure Letter 'JVonos,eel 
.$. );;. ; 3 
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OFFICE OF THE SECRETARY OF DEFENSE 
1000 DEFENSE PENTAGON 

WASHINGTON, DC 2030t -1000 

Honorable Susan M. Collins 
United States Senate 
Washington, D.C. 20510-1904 

Dear Senator Collins: 

AUG 13 1999 

· This is in reply to your recent inquiry on behalf of your constituent, (b)(6) As 
the Special Assistant to the Deputy Secretary of Defense appointed to oversee the Department of 
Defense (DoD) investigation ofGulfWar illnesses, 1 assure you that we are fully committed to 
investigating the events of the Gulf War to understand why many of our Gulf veterans are ill . 

........,........, __ ,jj'rimary stated concern is a need for information. We have two excellent 
sources: the GulfLlNK web site ( http://www.guJjlinlc.osdmil ) and GuljNEWS, our free, bi
monthly newsletter. To ensure our findings are readily avai.lable to the public, we publish aU of 
our reports and other documents on GulfLINK. The site contains aU of the public information 
we have collected related to Gulf War illnesses. We also offer e-mail communications on the 
site ( brostker@gwtllness.osdmil ). Through this s~rt we are able to quickly respond to 
inquiries from veterans and the public_ I hope (b)(6) iWill be able to use these resources to 
monitor our progres.s and resolve his questions. 

'---:-~-:'asked for a list of symptoms related to nerve agent exposure. There is no set of 
symptoms identified for potential )ow-level exposures to chemical warfare agents. Current 
medical evidence indicates that long-tenn health problems are unlikely. There are several 
studies studying the issue funded by the Departments of Defense and Veterans Affairs. The most 
common symptoms reported by OulfWar veterans are fatigue, skin rashes, headaches, muscle 
aches, joint pains, abdominal pain, diarrhea, hair loss, memory loss, insomnia, depression, and 
mental concentration problems. These are symptoms not specifically associated with any single, 
ossible cause. I have enclosed some background information about his potential exposure for 
b 6 reference. 

(b)(6) is healthy, there is no need to for hiin to seek medical attention. However, he 
is entitled to an examination if he would like one for peace of mind. If he is still on active duty, 
active in a Reserve Component, or has retired from the military, be can contact the 
Comprehensive Clinical Evaluation Program at (800) 796-9699. lfhe bas separated from the 
military, the VA Persian GulfR.e · !!)'offers a similar examination; he may schedule by calling 
the VA at (800) 749-8387. (b)(6) spoken with both of these agencies previously, but only 
with respect to getting information ut chemical exposures which they are not set up to 
provide. Both programs offer a physical examination and laboratol)' studies, but he should know 
that 'there are no medical teslS to detect if a person was exposed to low-levels of nerve agents 
some years ago. There is no charge to the veteran for these programs. 

In his letter (b)(6) expressed concern about health problems related to reproduction. On . 
June 6, 1997, the New England JCJUrnal of Medicine provided the results of an epidemiological study 



of more than 75,000 children of Gulf War veterans and other service members on active duty during 
the Gulf War. Evaluating data on all live births at 135 military hospitals in 1991, 199~ and 1993, 
this study found no overall increase in binh defects among children of Gulf War veterans. Th.e study 
provides strong scientffic evidence that the children of Gulf WSI veterans are not more likely to 
suffer birth defects. We believe the work suggests that service in the Gulf War should not affect 
family planning or a veteran • s decision on having children. I have enclosed a copy of the study for 
yoW' information . 

...,_,'-'--''--•also expressed concern about the anthrax vaccination he received and the 
pyridostigmine bromide tablets he took. Anthrax vaccine was given to a limited number of 
service members for protection against biological warfSie agent attack. The anthrax vaccine 
was then and is still a licensed, commercially-available product with an excellent health record in 
more than 30 years of use. Approximately 150,000 OulfWar veterans received at least one dose 
of the vaccine. 

During Operation Desert Storm, the threat of nerve agent use by Iraq was very high. After 
careful deliberation by a specially constituted human-use review committee of the Food and Drug 
Administration, it was determined that pyridostigmine bromide could be instrumental in saving. the 
lives of many service members. Their approval was based on extensive scientific information that 
supported the safety and effectiveness of pyridostigm.ine bromide as a preventive treatment 

Pyridostig:mine bromide is not an exotic or experimental drug. The FDA approved it in 
1955 for use in treating myasthenia gravis, a neuromuscular disease that causes muscle weakness 
and fatigue. However, wben approved for we in the Gulf, the approval was as an investigational 
new drug- this classification signifies that it had not been formally approved for general 
commercial m.arlceting as a nerve agent antidote. Pan of our investigation of Gulf War illnesses 
aims to better understand how individuals during the wSI used the pretreatment drug. We are 
also seeking infonnation on bow it acted in th.e presence of other factors to determine if it played 
a role in the illnesses experienced by our Gulf War veterans. The Department of Defense is also 
supporting research to further evaluate the health effects of pyridostigmine bromide. A number 
of research projects are underway and a scientific review of the literature that we commissioned 
will be released soon. 

I hope this infonnation is useful t (b)(6) If he bas additional questions he can 
contact our office via e-mail at the address above, or call (800) 497-6261 and speak with a 
member of my staff. You have my assurance we are doing everything possible to investigate and 
explain Gulf War illnesses- we owe it to the brave men and women who served our countiy. 
Unless we understand what went on in the Gulf and what may be making our veterans sick, we 
will never be able to make the changes necessary to ensure our forces are protected in the future. 
People are our first concern. 

Enclosures 
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May 14, 1999 

The Honorable William S. Cohen 
Secretary 
Department of Defense 
The Pentagon 
Washington, D.C. 20301 

Dear~~ 

;.::r:r:C:'/;::;; f. ·,,1)/:. \' "· 
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OSAG~..z_..

MAY 2 4 1999 

As 1 am certain you are aware, there exists a growing concern among our armed services 
personnel as to the appropriateness of the Department ofDefense's Anthrax Vaccine Immunization 
Program (A VIP). These concerns are mirrored by many Members of Congress, of which 1 am one. 

Specifically, anxieties arise over the anthrax vaccine's long term safety as it relates to possible 
use ofyet-to~be approved adjuvant formulations, and the soundness of its manufacturing process as it 
relates to numerous unflattering Food and Drug Administration inspections of the Michigan-based 
manufacturer of the vaccine. Giving further credence to service personnel's skepticism with A VIP is 
DoD's and the FDA's reluctance to clearly answer these concerns as posed by Government Reform 
Subcommittee on National Security, Veteran1s Affairs, and International Relations Chairman 
Christopher Shays, and other subcommittee members, at several hearings on the vaccine's safety. 

(b)(6) a constituent, was among those testifying at an April 29 hearing 
before the subcommittee. My rural congressionaJ district is home to many armed service personnel who 
rely on G.I. Bills and other financial aid generated by their service, and lack the economic resources 
required to endure a dishonorable discharge or loss of benefits resulting from their noncompliance with 
AVIP. Many feel they must choose between their immediate economic livelihood and their future 
quality ofiilc, which-- as Si.ibcomjnil:tC{; '1.\'ilncsscs lliive ttstified .... could be negatively impacted by 
A VIP compliance. 

In light of the questions raised by these young service men and women, by congressional 
hearings, and by the recent General Accounting Office report wruch found possible Hnkage of veterans' 
illnesses to vaccine administration, I respectfully request your consideration of administering A VIP on a 
voluntary basis -- or perhaps halting A VIP altogether until congressional have ultimately been 
addressed. 

STATE COL' EGi 
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The Honorable William $_ Cohen 
Page 2 

We owe, at least, this modest assurance to the brave men and women who serve our nation 
everyday. Not doing so may wrongfully obligate them to accept into their bodies a health-deteriorating 
agent wlth inadequately proven safety and effectiveness. 

Thank you for your time and consideration over this matter. 1 eagerly awalt your reply 

JEP81v 
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1bis morning we begin the Subcommittee's oversight of the Department of Defense 
(DoD) force-wide Anthrax Vaccine Immunization Program (A VIP). 

We begin with questions: Why now? Why this vaccine? Why a mandatory program? 
And why would active duty, Reserve and National Guard personnel jeopardize their military 
careers, and even their liberty, rather than take the vaccine? 

After what has been described as a multi-year and deliberative, but for the most part 
dosed process, DoD launched the A VIP in 1997. But anthrax was a kno~n threat in the 1991 
Gulf War. Vaccine development and acquisition against biological threats have been an explicit 
element of U.S. force protection policy since 1993. 

Yet only now has anthrax been deemed the preeminent threat requiring this additional 
medical force protection measure unique to that single organism. If, as has been argued. it would 
be irr~_s_poJ!~ble. even immoral, not to use the available vaccine, what took so long? 

To meet tomorrow's very real threat of biological weapons cocktails and genetically 
altered anthrax strain.&. DoD selected the vaccine approved by the Food and Drug Administration 
(FDA) almost 30 years ago. It has been described as crude and dated medical technology. The 
sole production plant is under renovation to address serious failures to follow good 
manufacturing practices which in turn can effect vaccine purity. potency and safety. Is that 'the 

best we can do? 

® 
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The missing element of the mandatory anthrax vaccine program is trust. Radiation 
testing, ~~e~t. Or~~· the reckless use of experimental drugs and mysterious Gulf War illnes~ 
MVe made military men and women understandably distrUStfUl of the Pentagon on medical 
matters. Although DoD appears to acknowledge the problem, AVIP brochures and web sites still 
seem heavy·handed and one·sided, glossing over legitimate concerns about the safety and 
efficacy of the vaccine, minimizing adverse reaction reports and blaming the Internet for fanning 
dissent. 

But it's what they don:.! find on the Internet that gives many pause. There are no long 
term studies of the anthrax vaccine. Limited use by veterinarians and researchers since 1970 
does not provide the statistical weight to project the vaccine's effects in 2.4 miUion young men 
and women. After vaccinating 150,000 Gulf War troops, DoD had a unique pool of subjects to 
srudy. but due to poor record keeping no large scale research has been conducted. 

So those being ordered to take the vaccine face a profoundly personal choice, whether or 
not to put something in their bodies they fear may do more harm than good. After military 
service, the uniform comes off, but the anthrax vaccine stays with )'OU for life. lt' s just not lhe 
commitment many dedicated men and women made to their country when they volunteered for 
military service. 

We arrive at this inquiry after traveling a road that began for many veterans in the toxic 
battlefields of the Gulf War. where they were exposed to multiple vaccines, experimental-anti· 
nerve agent pills and botulism toxoid vaccine, depleted uranium, low levels of chemical warfare 
agents. pesticides, oil fire smoke and more. We will follow it until we are sure medical force 
protection means assuring the long term health of U.S. forces not just short-tenn mission 
capability. 

Thanks to all our witnesses for being here today. We look forward to your testimony. 
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I am writing with regard to the health and safety of our men and women in the 
military. Specifically, I am concerned about the impact of the required inoculation of the 
anthrax vaccine u;MXt military personnel in light of disturbing reports that the Department, 
in some cases, maybe administering non-FDA approved vacc.ines to military members. 

After hearing from a number of' my consti~ J now feel that I would be failing in 
my responsibility if I did not call anention to the legitimate questions of safety that 
sun'OUnd the Department's policy of administering the anthrax vaccination. I have heard 
from too many military officers trom the state of North Carolina alone, whose :fierce 
loyalty and dedication to this country has forced them to offi:t their resignation from the 
service rather than disobey a direct order to receive a potentially unsafe immunization. 

I fully recognize the imperative to provide our men and women in uniform protection 
against unconventional thRats such as biological weapons. However, I am concerned 
that the Department may be moving ahead with implementation of an anthrax vaccine 
progiliiD prior 10 conducting the fUll range of scientific and mediall tests uecessary to 
appropriately reduce the risks of unintended health c:onsequc:occs for those required to 
receive the inocul.t.i.on. 

In this regard. I believe the Department must proceed with maximum cautkm in light 
of its inadequa1e response to veterans who~ contracted serious and debilitating 
illnesses as a result of their servioeto the nation daring the Gulf War. In particular, I find 
it troubling thut the Department of Defense continues to deny a correlation between 
military personnel receiving inoculations administered by tbc Department during the 
1990-1991 period and such illnesses irmlpective of a recently released General 
Accounting Office (GAO) I<pOrt that lw confinned the presence of the squalene 
antibodies in sick veterans. These antibodies have been found in the blood of uniformed 
penonne1 who served ovc:rseas as well as of those who remained within 'the eontinental 
United Statea throughout the cootlict. 

U07010 /99 
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Mr. Secretary, I am certain you share my conviction that we. in both the Congress and 
Executive Branch, cannot falter in our responsibilities to ensure the health, safety, and 
welfare of those who serve their country in uniform. The GAO report recommended to 
Congrc!:IS that the Department of Defense immediately begin srudying the discovery of 
antibodies in the blood ofmilituy pcnoonel exhibiting characteristics of so-called Gulf 
War Dlness for the presence of squalene anitbodies. 1 believe the recommeodation of the 
GAO is sotmd and I request the Department expeditiously move forward on such 
analysis. Additionally, I urge you to impose a mnratorium on involuntary anthrax 
vaccinations until A more thorough examination of the connection between previous 
vaccinations and adverse health affects has been oompleted. 

I appreciate ~ur attention tG this critical issue. I look forward to your action and 
reply. 

~-
Walt«B.Jones ~ 
Member of Congress 
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262 I'm a tennis fan. I think we'll start with you, Dr . 

263 Winkenwerder. 

264 STATEMENTS OF WILLIAM WINKBNWERDER, JR., M.D., M.B.A., 

16 

265 ASSISTANT SECRETARY OF DEFENSE FOR HEALTH AFFAIRS, DEPARTMENT 

266 OF DEFENSE, ACCOMPANIED BY MICHAEL E. KILPATRICK, DEPUTY 

267 DIRECTOR FOR THE DEPLOYMENT HEALTH SUPPORT DIRECTORATE, 

268 DEPARTMENT OF DEFENSE; ROBERT H. ROSWELL, M.D., UNDER 

269 SECRETARY FOR HEALTH, DEPARTMENT OF VETERANS AFFAIRS, 

270 ACCOMPANIED BY K. CRAIG HYAMS, CHIEF CONSUlTANT, OCCUPATIONAL 

271 AND ENVIRONMENTAL, HEALTH, DEPARTMENT OF VETERANS AFFAIRS 

272 STATEMENT OF WILLIAM WINKENWERDER, JR . 

273 Dr. WINKENWERDER. Thank you, Mr. Chairman •.. Mr. 

274 Chairman, members of the subeomrnittee, thank you for the 

275 opportunity to appear here today. With your permission, I 

276 will summarize my written statement. And also with me today 

277 to answer questions, if that is acceptable to you--. 

278 Mr. SHAYS. That is fine. 

279 Dr. WINKENWERDBR. --is Dr. Michael Kilpatrick, whom 

280 you've already introduced. 

2Bl I want to begin-· . 
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2821 Mr. SHAYS. Let me just ask, can you all hear in the back 

283; of the room? No. I need you to speak up a little louder. 

284 Thank you very much. It is the silver mike that projects 

285 your voice. 

286 Dr. WINKENWERDER. All right. Thank you. 

287 I want to begin by adding my condolences to those of 

288 President Bush and the Secretary of Defense for the families' 

289 of the United States casualties since operations began last 

290 week. Each of you is in our prayers. Our country's ultimate 

291 weapon against any enemy is the valor of the men and women in 

292 our armed services who serve the cause of freedom. They 

293 comprise the most powerful force on Earth, and, in this 

294 particular case today, a force for peace and liberation of 

295 the Iraqi people . 

296 On behalf o£ all the men and women in medical service to 

297 our Armed Forces, I want to recognize the cause for which 

298 many have now given their lives and the efforts to ensure th~ 

299 safety of everyone engaged in this conflict. The courage, 

300 skill and discipline of our military medical personnel is 

301 matched only by the high-quality, swift and effective medical 

302 care that they provide. 

303 You have already seen reports by embedded media of heroic 

304 acts by U.S. Armed Forces medics to eave lives; for example, 

305 the MediVac crews and surgical teams that have gone into very 

306 dangerous situations. We can be assured that today such acts 
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307 will continue, and they will continue until our final mission 

308 is accomplished. In Operation Iraqi Freedom we have more 

309 than sufficient capability to move casualties from their 

310 point of wound to any level of care their injuries might 

311 require. We have more than sufficient medical supplies, 
,.,.._. 

3~2 including blood supplies, for all of our troops operatingAthe 

313 field, and all of this is regulated by an integrated 

314 logistics system in the theatre. 

315 our medical and soldiers--our medical medics and soldiers 

316 are trained, equipped and prepared to operate in the 

317 contaminated environment, if necessary, with equipment 

318 decontamination and antidotes. We are prepared for what 

319 Saddam Hussein might attempt to deliver to United States 

320 forces . 

321 As the Assistant Secretary of Defense for Health Affairs, 

322 safeguarding the health and safety of our military members is 

323 my highest priority. Our force health pr~tec~ion erogram has 
·····-' 

324 made great strides based on the lessons learned from the Gulf 

325 War and subsequent deployments. I believe our efforts are in 

326 line with your own objectives, as these have been expressed 

327 in public law. 

328 The Department is committed to providing an ongoing 

329 continuum of medical service to service members from entrance 

330 into the military through their separation and as many 

331 transition to the Department of Veterans Affairs after their 
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332 service . 

333 The vigorous requirements of entrants' physical exams, 

334 periodic physical examinations, periodic HIV screening, 

335 annual dental examinations, routine physical training and 

336 periodic testing and then regular medical record reviews are 

337 all part of this continuum. 

338 We've established a comprehensive program to sustain and 

339 document our service members' health and fitness for duty. 

340 All deploying personnel are required to complete individual 

341 predeployment health assessments. These health assessments 

342 are coupled with a review of medical and immunization 

343 records. We look at whether there is a DNA sample on record, 

344 and if a blood serum sample has been drawn within the prior 

345 12 months. This information is considered, along with the 

346 availability of personal protective and medical equipment. 

347 Predeployment briefings on deployment-specific health threats 

348 and countermeasur~~ are also provided. All personnel 

349 complete postdeployment health assessments when they return. 

350 Any indication of health concerns results in an 

351 individual health review and, if appropriate, referral for 

352 further medical evaluation or testing. These health 

353 assessments are to be maintained in the individual's medical 

354 records and centrally in electronic format in the defense 

355 medical surveillance system. 

356 Additionally, all immunizations are tracked by 
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357 service-specific systems, and the data are fed into a central 

358 database. We're currently transitioning from paper-based 

359 medical records to automated medical records for paeient 

360 encounters and reporting of nonbattle and disease events. 

361 Health care focused on poatdeployment health concerns is 

362 available through both military and VA providers who are 

363 using jointly the postdeployment health clinical practice 

364 guidelines. These guidelines were designed to ensure that 

365 the medical providers render effective and appropriate 

366 

367 

368 

36S 

370 

37~ 

3?2 

3?3 

374 

375 

3?6 

3?? 

3ft 

responses to the medical concerns of our deployed service 

members and their families upon return. 

We've established three deployment health centers. One 

focuses on deployment-related health care, one on related 

health surveillance, and the third on health research. All 

are working towards prevention, treatment and understanding 

of deployment-related health issues. 

Desert Shield, Desert Storm taught us knowledge of the 

environment is vital if we're to protect the health of our 

service members. Today the Army's Center for Health 

Promotion and Preventive Medicine conducts environmental 

health assessments that enable intelligence preparation of 

the battlefield before and during deployments. This unit 

379 employs equipment to monitor the combat environment, and it 

380 samples soil, air and water. They also perform extensive 

381 environmental assessments of staging areas and base sites . 
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382 This information is used to make determinations of where we 

393 can safely put our military people. We also archive that 

384 information so that we can go back amend, look at it later to 
i 

385 evaluate for correlation between an area of known or 

386 suspected exposure and illness that may appear in the future. 

387 In the past few months, we've been working to develop and 

388 have implemented a joint medical workstation. This is an 

389 important development. We're using a Web-based force health 

390 protection portal to our classified system, and DOD now has 

391 the electronic capability to capture and disseminate 

392 real-time and near real-time information to commanders about 

393 in-theatre medical data, patient status, environmental 

394 hazards, detected exposures and critical logistics 

395 information like blood, beds and equipment availability . 

396 The transition from paper-based processes to automated 

397 systems offers us a much greater opportunity for collecting 

398 and analyzing medical information that is useful in real 

399
1 

time. We proceed with that work with an awareness of 

400 operational security and personal security for our service 

401 members who expect their medical records to remain 

402 confidential. 

403 When we deploy, we bring a formidable rnedical capability. 

404 This includes far-forward surgical care, and we've seen this 

405 on the battlefield jus~ in the past few days; medical 

406 evacuation assets, with the ability to provide intensive 
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407 care, ICU care, inside an airplane; and ship-based medical 

408 capabilities. 

409 In the event of a biological or chemical attack, we also 

410 maintain significant decontamination equipment and the 

411 ability to treat both chemical and biological casualties. 

412 All services have made training improvements, and they've 

4l3 been significant to do that, to assure that their medical 

414 personnel can work successfully in a contaminated environment 

415 and decontaminate and rapidly evacuate their patients to 

4~6 safer environments. 

417 Much has been accomplished in the past decade. Our level 

418 of effort and our capability to protect our forces is 

419 unprecedented in military history. However, today we face 

new and deadly threats and the possibility that a brutal 

regime would use chemical or biological weapons. 

420 

421 

422 

423 

424 

425 

426 

427 

As military professionals and as health professionals, 

we're well aware that war, and particularly this war, 

involves real risks, but our message to you, to our service 

members, to their families, to the American people is that 

we're. preparedr and we have extraordinary capability to 

protect and care for our people. 

428 Mr. Chairman, I thank you again for inviting me here 

429 today. I'm pleased to answer your questions, and I know 

430 there will be many. Thank you. 

431 Mr. SHAYS. I thank you . 
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566 I'm pretty clear, when we voted on this law, what that 

567 meant to me. I'm just curious to know why we're not seeing 

56B it implemented. And, Dr. Winkenwerder, would you kind of 

569 tell me why not? 

570 Dr. WINKENWERDER. We believe that we are following the 

571 law, and that we're doing it in a way that makes sense. As 

572 you read--and I think it is very helpful to read the actual 

573 language of the law here--you note the fact that we're 

574 required to develop a system to assess the medical condition. 

575 

576 

577 

578 

579 

580 

581 

582 

583 

584 

585 

586 

587 

588 

589 

590 

I think that's the operative point. It is to understand 

what is the baseline health, and when one is looking at a 

young generally healthy population, the most useful 

information to ask--or to determine the health of the--the 

health status of that individual ie a set of questions. I 

think, from my experience as a physician, that history-taking 

is really the most useful information to get a picture of the 

health status of the individual, not so much a hands-on

physical examination. Usually those types of examinations 

are of very limited value. 

We do perform periodic full physical examinations, along 

with the drawing of blood, but it is our view that we are 

meeting the letter and the spirit of the law--. 

Mr. SHAYS. ~et me just tell you, from my standpoint, 

yo~'re not meeting the letter of the law clearly, and 1 don't 

even think you're meeting the spirit of the law. 
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591 So I'd like to know where it says that this examination 

592 should be a self-assessment. Where in the law do you read 

593 self-assessment? 

594 Dr. WINKENWERDER. Well, it is not only a 

595 self-assessment. There is a review by a medical provider 

596 with questioning by the medical provider that gets at the 

597 history of the individual, the medical history of that 

598 individual. 

599 

600 

601 

602 

603 

604 

605 

606 

607 

608 

609 

610 

Mr. SHAYS. The challenge that I have is that we've had 

countless numbers of hearings since Gulf War, because our 

folks came home sick; 125,000 thousand are registered with 

the VA out of 700,000. And it started out when we had our 

hearings that the government officials would respond and say, 

no one came home sick, and our second panel were people who 

were sick, and you knew they were sick just looking at them. 

And then when you heard their history--so we then reversed 

it. So we h~d them go first and then had the VA and DOD pome 
·~v 

second and be the second panel. 

What I'm struggling with right now is we didn•t accept 

self-assessment when our VA folks--when our military folks 

611 came back. We gave them a physical. And we didn't ask them 

612 to fill out a questionnaire. With we gave them a physical. 

613 I can understand you'd have them fill out a questionnaire, 

614 but doesn't the law say that there's supposed to be a medical 

615 examination? 
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616 Dr. WINKENWERDER. Well, again, medical examination and 

617 physical examination are not synonymo~s. some may have read 

618 that to be the same, but as a physician, I would say that 

619 they're not the same. 

620 Mr. SHAYS. You know--. 

621 Dr. WINKENWERDER. What we're attempting to do ""'t-8-

622 really--to answer your question, which I think is a very fair 

623 question, is to ensure that we have a good baseline of 

624 information for every individual that gives us what we need 

625 to know about the health statue of that individual. 

626 Now, I will--I'll stop at that. I was going to go into 

627 i the issue of the postdeployment. 

628 Mr. SHAYS. Well, I'm sure you'll have an opportunity. 

629 Let me just say before I recognize Mr. Kucinich that one 

630 of the challenges with the concept of medical examination 

631 versus physical examination is that it reminds me of what was 

632 alluded to by Mr. Kucinich when we went to DOD and questioned 

633 whether our troops had been exposed to chemical weapons, and 

634 we found them using the word, they weren't exposed to 

635 offensive use of chemicals. 

636 And then we had a hearing in which we had a video of the 

637 blowing up of Khamisiyah, and DOD has a press conference on 

638 Friday at 4 o'clock before our Tuesday hearing to disclose 

639 that o~r troops were exposed to defensive chemical exposure. 

640 And I just hope we're not getting a play on words here . 
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So at any rate, Mr. Kucinich, you have the floor. 641 

642 Mr. KUCINICH. Thank you very much, Mr. Chairman. Again, 

643 I want to thank you for demonstrating your concern for the 

644 men and women who serve by calling this hearing. 

645 Dr. Winkenwerder, I would like to ask you about the press 

646 release that you issued in January. In it you made a broad 

647 statement. You said the u.s. military is pr-epared to protect 

648 its personnel against the use of biological weapons. That's 

649 a direct quote. You etated that, quote, America's troops are 

650 well trained and protected with a robust multilayered set of 

651 defenses against bioweapons, unquote. 

652 Now, you say the troops are prepared. Does your-

653 definition of prepared include training in a realistic 

654 environment? 

655 Dr. WINKENWERDER. Yes. 

656 Mr. KUCINICH. But, Dr. Winkenwerder, the GAO testified 

657 before this subcommittee last. fall, quote 1 no realistic field 

658 exercises for medical personnel of chemical and biological 

659 defense have been conducted .. None. How can you say that 

660 you're prepared with no chem-bio field exercises for your 

661 medical personnel? 

662 Dr. WINKENWERDER. That study, if it is the same one that 

663 I believe you're referring to, was in 2001. That is the time 

664 when ·that information was collected was approximately 2 years 

665 ago. And I can just tell you that since that time there has 
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666 been an intensive effort to train a large number of people, 

667 both nonmedical and medical. 

668 When I took my position about l8 months ago and then was 

669 before this committee about 14 months ago or 13 months ago, I 

67C think, now, I committed to you that this matter of training 

67l people would be one of my highest priorities. 

672 Mr. KUCINICH. Thank you. 

673 Dr. WINKENWERDER. And let me just say, we issued--. 

674 Mr. KUCINICH. Doctor, I've got a question here that is a 

675 follow-up, and I appreciate you taking this time to answer 

676 the question, but I have another question. 

677 Dr. WINKENWERDER. Okay. 

678 Mr. KUCINICH. And that is that are you familiar with the 

679 war game called Millennium Challenge 2002? 

680 Dr. WINKENWERDER. Generally. So yes, I--. 

681 Mr. KUCINICH. You say we're talking about 2001. Now 

682 let's go to 2002. That was the largest war game in American 

683 history, and it was also the most expensive at $250 million. 

684 It involved over 13,000 soldiers, sailors, airmen. But when 

685 the commander claimed the enemy wanted to simulate the use of 

686 chemical weapons, he was told to disclose his troop locations 

687 and be destroyed. He told the Army Times that instead of 

688 testing against the most urgent threats, the game was rigged. 

689 Now, how can you say, 2002, that you're prepared, when from 

690 this report realistic field testing had not been done? 
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691 Dr. WINKENWERDER. I'm not going to try to speak for our 

692 commanders in the field, Army officers that planried and 

693 conducted those exercises. 

694 Mr. KUCINICH. But how do you answer the question, 

695 though? Do you have an answer to that question? 

696 Dr. WINKENWERDER. Well, I can't answer your question, 

697 because I'm not in a position--. 

698 

699 

700 

701 

702 

703 

704 

705 

706 

707 

708 

709 

710 

711 

Mr. KUCINICH. Let me move on to the next question if you 

can't give me an answer. 

Mr. WINKENWERDER. Well, let me just stay this. I stand 

by what I've said in terms of the preparation of our medical 

personnel to operate in those environments, the preparation 

and training to care for people, whether there's been 

exercises--. 

Mr. KUCINICH. Doctor, Doctor, with all due respect, you 

said you stand by what you said, but I gave you an example 

that contradicted what you said, but you still ~cood by what 

you said. Now, I just want that on the record. 

Does your definition of 11preparedn include providing 

troops with the minimum level of necessary chem-bio equipment 

as said by you and the Defense Department? 

7U Dr. WINKENWERDER. The minimum level of equipment to 

713 protect people would be part of being prepared, absolutely. 

714 Mr. KUCINICH. And in light of all the equipment 

715 shortages identified by the GAO, the critical deficiencies 



• 

• 

• 

HGOOB4.060 PAGE 36 

716 identified by the Army audit agency and the false inventories 

717 identified by the inspect general, tell me, Doctor, how can 

718 you assert that you're prepared? 

719 Dr. WINKENWERDER. The first thing I would say to you is 

720 you're bringing up issues that are not directly within my 

721 area of responsibility, but I will tell you, based on my 

722 conversations with other people in the Department of Defense 

723 who do have some responsibility in that area, that the 

724 concerns about suits and equipment have been addressed, and 

725 that there is confidence, a high level of confidence, that 

726 the issues that you refer to have been addressed and that 

727 people believe that we are prepared. 

728 Mr. KUCINICH. Mr. Chairman, thank you. I just want to 

729 conclude with this. Now, the doctor has said that the 

730 problem has been fixed, and we were told this as well, and 

731 that's why Congresswoman Schakowsky, who was part of our last 

732 committee, wrote to Secretary Rumsfeld and asked him tc 

733 certify to Congress that these minimum required levels of 

734 chem-bio equipment have been met. She got her answer 3 weeks 

735 before the war, and her answer was no. 

736 Dr. WINKENWERDER. I'm not eure--I might respond, because 

737 I think this is an important issue. 

738 Mr. SHAYS. Sure. I do want you to respond. And I would 

739 like the gentleman to put on the record the letter. ! think 

740 the letter didn't say no. I think it said they had two 
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741 JSLIST suits, which then you could interpret as not meeting 

742 the minimum requirement. The JSLIST suits have 30 days each 

743 to them. 

744 Dr. WINKBNWERDER. Right. 

745 ·Mr. KUCINICH. Mr. Chairman, here is the letter. 

746 Mr. SHAYS. We'll put that in the record. 

747 [The information follows:] 

74B ******** COMMITTEE INSERT ******** 
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749 Mr. KUCINICH. Here's the letter, here's the response, 

750 and it's very clear the answer was no. 

751 Mr. SHAYS. For the record, since this is so technical, 

752 find the--where the no is on that letter. 

753 Mr. KUCINICH. The text of this does not answer the 

754 question as far as certification. 

755 Mr. SHAYS. Okay. 

756 Mr. KUCINICH. She asked fer certification. If the 

757 Secretary of Defense will not certify that these suits are 

758 okay, the American people have a right to know that. The 

759 answer was no. 

760 Mr. SHAYS. I got the same letter, and my interpretation 

761 of iL was that he was certifying that they would have--well, 

762 1 first have to make sure I have the same letter. I'll look 

763 at it and then--. 

764 Dr. WINKENWERDER. I want to attempt to answer your 

765 question, even though I want to be clear that the is~ues 

766 you're talking about are not within my area of 

767 responsibility, but I don't want to avoid trying to answer 

768 the issue that is in front of us. 

769 Mr. SHAYS. I realize we have a 5-minute rule, but I will 

770 extend a little more time if a Member, you know, is nervous 

771 that the answer is a little long. But l don't want to have 

772 the answer not be thorough enough to respond. 

773 Dr. WINKENWERDER. The issue with respect to chemical 
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774 protective suits, I believe you're referring to, is the 

775 number of them, and each s~rvice member has been issued at 

776 least two, and I'm told--the information I have is that each 

777 will have three within a matter of less than a week. 

778 Now, obviously that's to reach ~00 percent. So they've 

779 been moving towards that target obviously for the last 

780 several weeks. So the--and then I think there was another 

781 issue with some defective suits, and, again, I'm going to 

782 relate to you my best understanding of that, but my 

783 understanding is that those have been removed from the 

784 inventory, and there was a very deliberate, scrupulous effort 

785 to remove all of those suits, and they are not being used in 

786 

787 

788 

this situation today. 

Mr. SHAYS. Well, we'll be here for a bit, so we can nail 

this one down. 

789 Mr. Turner. 

790 Mr. TURNER. Dr. Winkenwerder, I just recently met with 

791 representatives from the Ohio National Guard, and they were 

792 talking to me about the issue of National Guard reservists 

793 that do not have a continuous health care coverage. They 

794 have indicated numbers between 20 and 40 percent of the 

795 reservists do not have continuous health care coverage for 

796 insurance. 

797 To what extent do you have a concern that that might have 

798 an impact on the medical condition of those deployed? 
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7991 Dr. WINKENWERDER . If I might just ask you, the 20 to 40 

800 percent, is this without health insurance coverage, and 

801 they're sort of private--. 

802 Mr. TURNER. Correct. Correct. 

803 Dr. WINKENWBRDER • My hope is that it would not impact 

804 upon their health status. We do have a check on that, 

805 however, and that is that we require a certain level of 

806 medical readiness before people come on to Active Duty, and 

807 so we would hope to screen for and identify individuals who 

808 are not medically ready to serve. 

809 Obviously the issue of health insurance or the lack 

810 thereof among certain members of the population is an ongoing 

811 problem . 

812 I will say that with respect to caring for National Guard 

813 and reservists and their families, when they come on Active 

814 Duty, they are eligible for the military health system 

815 benefit program, TRICARE. We've made--in a change that we 

816 had just 2 weeks ago, made it easier for them to gain 

817 coverage for their families. There had been a glitch in the 

818 system where if a person was living, for example, in one part 

819 of the country and got deployed from another, that because 

820! they weren't residing with their family--or their family 
j 

82li wasn't residing with them, they would not be eligible. We 
' 

822: changed that. They• re now eligible right then and there. 

' 8231 There was also a hurdle that one had to be activated for 180 
I 
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824 days. We changed that and said they only need to be active 

825 for 30 days. So all those benefits are commensurate between 

826 reservists and Guard and our ongoing Active Duty. 

827 And we gladly did that. Our reservists and Guard are 

828 playing a very important role in this conflict, and 

829 particularly so in the medical area. So it 1 s important that 

830 we take care of them. 

831 Mr. TURNER. Thank you. 

832 Mr. SHAYS. Thank you. I think we will go to Mrs. 

833 Maloney. 

834 Mrs. MALONEY. A few, Mr. Chairman, and I want to be 

835 associated with your comments and those of the panel in 

836 appreciation of our men and women who are serving in the 

837 armed services. 

838 I would like to ask some questions that were raised in 

839 this book, Saddam's Bomb Maker. It was written by Khidir 

840 Hamza, who says that he was in c~arg~ of S~d~am's efforts to 

841 secure materials from foreign governments to build nuclear 

842 bombs, and he also talks about their chemical and biological 

843 weapon program. And I would like permission to place in the 

844 record page 244 and page 263. 

845 [The information follows:] 

846 ******** COMMITTEE INSERT ******** 
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847 Mrs. MALONEY. And he raises really an alarming 

848 statement, and I would like to just quote from his statement 

849 here. He says 1 the Gulf War syndrome was well known to 

850 everyone in Iraq, but Saddam remained silent. In this he had 

85~ a secret ally, the U.S. Pentagon, which continued to deny 

852 that there was proof of a war-based disaster--war-based 

853 disease despite growing evidence to the contrary. But 

854 evidence soon leaked of allied forces blowing up chemical 

855 dumps during the war and of the u.s. Government efforts to 

856 suppress repeated efforts of reports of the contamination of 

857 our troops. 

858 He also on page 244 talks about Saddam'e effort to put 

859 biological--or that he did put, according to him, biological 

860 and chemical weapons into missiles that he was going to fire 

861 on the U.S. military if they went into Baghdad, but that he 

862 had a more sinister plan in that he buried chemical and 

863 biological weapons in southern Iraq, knowing that th~ tactics 

864 of the U.S. military would be to blow up the bunkers; 

865 therefore, they would release the contaminated material, they 

866 would not even know that they were affected, and that they 

867 would then be laden with chemical and biological disease from 

868. these terrible weapons. 

869 I'd like ta ask you if you, number one, have read the 

870 book; number two, your comments on what Saddam's bomb maker, 

871 Mr. Hamza, who is now a--has defected to the West and I 
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872 understand is working with our military and has been very 

673 outspoken against Saddam in hearings and publicly and so 

874 forth. 

43 

875 Dr. WINKENWERDER. I have not read the book, Congressman. 

876 I have heard of the book. And by all accounts, it is 

877 a--from what I understand, is a reliable piece of 

878 information. 

879 

880 

88~ 

882 

883 

884 

885 

886 

887 

888 

889 

Mrs. MALONEY. Are you aware that our troops were exposed 

to these biological weapons? The allegation that he makes 

that out Pentagon knows, that Saddam knows, that people in 

Iraq know that our troops were exposed to these terrible 

chemicals in the Gulf War? 

Mr. WINKENWERDER. Well, from all the information that 

I've been presented during my tenure, no one has ever 

indicated to me that there is any knowledge of an acute 

exposure or the exhibiting of symptoms that would suggest an 

acute exposure to chemical or nerve agents during that 

conflict. 

890 Mr. SHAYS. Would the gentlelady yield? I'll make sure 

891 she gets additional time. 

892 Mrs. MALONEY. Sure. 

893 Dr. WINKENWERDER. That is a separate question, an acute 

894 exposure, someone who is acutely ill, than the issue of 

895 whether there were low levels of exposure--. 

896 Mrs. MALONEY. Were there low levels of exposure? 
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897 Mr. WINKENWERDER. Well, that is what the whole 

898 Khamisiyah incident is about. 

899 Mr. SHAYS. This is very important, and I don 1 t 

900 want--since this is testimony under oath, I do want to make 

901 sure. There a~e really two issues, but one issue is sites. 

902 The only one that the Department of Defense has acknowledged 

903 is Khamisiyah. So I would love it if you would ask the 

904 question of whether there were other sites, and then get into 

905 this other shoe. But I want to make--. 

906 Mrs. MALONEY. Were there other sites besides Khamisiyah 

907 where they were exposed to chemical weapons? 

908 Dr. WINKENWERDER. Not to my knowledge. 

909 Dr. Kilpatrick. 

910 Dr. K:::::LPATRICK. I can answer that. In looking at--. 

911 Mr. SHAYS. A little closer to the mike, Doctor. 

9>2 Dr. KILPATRICK. In looking at the air war campaign, it's 

913 very clear that his storage sites at Al Muthanna and 

914 Mahamadia, that there were releases of chemical agents. In 

915 one location we have no indication there were American troops 

916 in the area where that plume would have gone, and the other 

917 area there were possibly up to 70 Special Forces people in 

918 that a~ea, but there were no coalition forces or American 

919 forces in that area. 

920 Then Khamisiyah is the third area, and that's been widely 

S21 publicized and put out, and certainly we've identified the 
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922 10l,OOO American forces who were in that hazard area that was 

923 determined. 

924 Mrs. MALONEY. Well, Mr. Hamza alleges that Iraqis were 

925 likewise exposed, and women gave birth to deformed children. 

926 People died of cancer early. People had Parkinson's-like 

927 neurological problems. And he blamed it all on malnutrition, 

928 according to this professor, and he likewise said that the 

929 same symptoms--or he alleges are now in the troops who 

930 regrettably were exposed to these terrible chemicals in the 

war. 931 

932 

933 

934 

935 

936 

937 

938 

939 

940 

941 

942 

94.3 

944 

945 

946 

If you have any other information, if you could get back 

to the chairman on it, on how many troops we think were 

exposed, where they were exposed and what chemicals--what 

chemicals do we think they were exposed to? Do you have an 

idea of what the chemicals were or biological weapon they 

were exposed to? Do you have an idea what it was? 

Dr. WINKENWERDER. Yes. 

And Dr. Kilpatrick. 

Dr. KILPATRICK. In all three areas, it was 

sarin--cyclosarin were the agents that we were concerned 

about. As far as biological agents, we don't have any 

indication that American troops were exposed to biological 

agents. We do know that bombs and rockets filled with 

biological agents were found by the United Nations Special 

Commission, but we have no indication that they were ever 
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947; launched against Americans . 

948 Mrs. MALONEY. Excuse me. Go ahead, Mr. Chairman. My 

949 time is up. I'd like to continue with this questioning. 

950 Mr. SHAYS. Why don't you ask the next ~~estion, and then 

951 we'll--. 

Mrs. MALONEY. If you have another question. 952 

953 Mr. SHAYS. I just want to say to you that it's a little 

954 unsettling to me, because we've had so many instances--DOD 

955 has insisted that the only place that our troops were exposed 

956 was at Khamisiyah, and now we're hearing that we had other 

957 troops that were nearby. So I'm not sure whether I should 

958 consider this new information or old information, but it is a 

959 little unsettling to me, because either way it's new co me. 

960 And so I want to be clear that you have said that--~here were 

961 two other sites. l want you to say what those sites were, 

962 and I want you to be very c:ear as to what level of the 

963 amount of chemicals we think were on site and compare them to 

964 Khamisiyah. 

965 Dr. KILPATRICK. Those reports we released in the last 2 

966 years, and I can get you specific details. Al Muthanna is 

967 one site, and Mahamadia ~s the other site. These were large 

968 production storage sites in Iraq near Baghdad, and they were 

969 damaged during the air war. We don't know exactly which day, 

970 because the bombing ones in each of those sites were somewhat 

971 over 17 days. We don't know whether the release was at one 
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972 time or over multiple periods of time. The determination of 

973 the hazard area assumed a release of all agent at one time 1 

974 and the amount of agent is information that we receive from 

975 CIA, and they have recently released a report to give that 

976 amount. We can provide that to you. 

977 Mr. SHAYS. Well, I understand we have the GAO looking a·t 

978 this, but--the plume modeling--but one thing I want to ask 

979 you would be then how many American troops do you 

980 think--first off, it's unsettling no matter what humanity was 

981 there, but how many Americans do you think were at--. 

982 Dr. KILPATRICK. At Al Muthanna, we don't believe there 

983 were any Americans in the area. At Mahamadia, we believe 

984 that there were up to 70 Special Forces, and we have 

985 identified them and notified them . 

986 Mr. SHAYS. And have you notified the VA? 

987 Dr. KILPATRICK. And that's been done also, yes. 

988 Mr. SHAYS. Okay. I thank the gentlelady for asking 

989 those questions. 

990 Mrs. MALONEY. Mr. Chairman, could I follow up with other 

991 sites that--. 

992 Mr. SHAYS. Yeah. Why don't we do that real quick. 

993 Mre. MALONEY. They mentioned that they had it really as 

994 a war strategy, burying these chemicals knowing we might bomb 

995 them. The symptoms would not arise until weeks~ months 

996 later. They would not know where it came from . 
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997 RPTS JURA 

99 8 DCMN MAYER • 
999 [1:59 p.m.] 

1000 Mrs. MALONEY. But they mention that--he mentions that 

1001 they were buried, thousands of chemical weapons in southern 

1002 Iraq at Basra, Nasiriyah, Simawa, Diwaniyah, and Hilla, the 

1003 likely routes of the allied invasion. And he says that 

1004 that's what they did, and that we walked into that trap. 

1005 Dr. WINKENWERDER. I think you can conclude that this 

' 1006 i provides a good window into the twisted mind of Saddam 
i 

1007! Hussein. 

1008 Mr. SHAYS. But is that an answer that is a yes? 

1009 Dr. WINKENWERDER. We will take that information for the 

• 101_0 

1011 

record, and certainly--. 

Dr. KILPATRICK. And I have no information at this time 

1012' to be able to comment positively or negatively. I have no 

10~3 knowledge that that in fact is true. 

1014 Mrs. MALONEY. Just very briefly, for years, literally, 

1015 the Pentagon denied that they were exposed to chemical 

1016 weapons, and he says that in the book. Why did we do that 

1017 when we knew that they were exposed? And when did we 

1018 acknowledge in the time frame that they were exposed to 

1019 chemical weapons? 

1020 Dr. WINKENWERDER. Let me just say this. I cannot speak 

1021 for those who had my responsibility or were associated with 

• 
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1022 

1023 

those responSibilities 5, 6, 7 years ago, at the time the 
.,\< I~)..+" 

information began to come7 
1024 Mrs. MALONEY. But can you get us that information? 

1025 Dr. WINKENWERDER. Well, what I can tell you is that I am 

1026 committed to getting that kind of information out and making 

1027 it available, and that we know what happened. I think it is 

1028 in everyone's interest, our service members, their families. 

1029 Mrs. MALONEY. And you will get that information to the 

1030 chairman, so we can--. 

1031 Dr. WINKENWERDER. We will take your request. But I just 

1032 want you to know that I am committed to making that kind of 

1033 information--and we have sought to establish a track record 

1034 with this for the release of the information regarding the 

1035 SHAD. 

1036 Mr. SHAYS. Let me just say. You·are not just taking the 

1037 request. You are going to get us the information, correct? 

1038 Dr. WINKENWERDBR. We will. 

1039 Mr. SHAYS. Thank you. 

1040 (The information follows:] 

1041 ******** COMMITTEE INSERT ******** 
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10421 Mr. SHAYS. Mr. Murphy, thank you for being so patient . 

1043: Mr. MURPHY. Thank you, Mr. Chairman. Are there 

1044 differences between British troops and American troops in the 

1045 Gulf War syndrome incidents? 

1046 Dr. WINKENWERDER. ram going to turn to Dr. Kilpatrick 

1047 for that. 

1048 Dr. KILPATRICK. I think the research that has been done 

1049 to date shows that there is tremendous similarity, not really 

1050 difference. As far as numbers of British troops, the nutr~ers 

1051 of course are smaller. They had deployed some 50,000 and 

1052 they've had some 3,000 people go through their health 

1053 

1054 

lOSs; 

1056 

1057 

1058 

1059 

1060 

1061 

1062 

1063 

1064 

1065 

1066 

assessment program, which is very similar to our 

clinical--comprehensive clinical evaluation program, the vA~s 

Persian Gulf registry program. 

Mr. MURPHY. Is anybody still pursuing the line--r found 

the article from Pain and Central Nervous System Week from a 

year ago, a year ago last week, saying that research teams 

identified clusters of postcombat syndrome, some debilitating 

syndrome from the Boer War and the First World War, somatic 

disorder focused on the heart from the First and Second World 

Wars, and neuropsychiatric syndromes, in essence saying that 

every war seems to have those. 

Are people still following that or has that been seen as 

not scientifically valid to say that perhaps Gulf War 

syndrome is similar to what is seen after every war? 
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~067 Dr. WINKENWERDER. My answer to that is that even though 

1068 different kinds of issues and maybe even some similar kinds 

1069 of issues do occur in all wars, we saw something and later 

1070 better understood something coming out of the Gulf War that 

1071 was a constQllation of symptoms and complaints that were 

1072 quite real, that were occurring in higher proportion among 

1073 those people who were deployed than among those who didn't 

1074 deploy. 

1075 So I would distinguish what we saw there from what maybe 

1076 had occurred in other, prior wars. 

1077 Mr. MURPHY. I have also read some studies that have 

1078 looked at animal studies of some chemicals used for example 

1079 for insect control and other things, particularly DEET, 

~080 

1081 

1082 

permethrin, and an antinerve gas agent, pyridostigmine 

bromide--! hope I am pronouncing that right---PB, which was 

administered to both U.S. and British troops; and have found 

1083 a number of problems--cell degeneration 1 cell death, animal 

1084 behavior differences--and have found that those things were 

~085 exacerbated more when the animals were under stress, et 

1086 cetera. 

1087 Given that these were--there also seems to be an additive 

1088 effect, a multiplier effect, that any individual chemical, 

~089 when used alone, doesn't have that, even when the dosage of 

1090 those chemicals is low. But when you add them together, you 

1091 end up with some pretty severe outcomes . 
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10921 

1093. 

With those, that kind of data, have there been changes in 

how the military is using such things as immunizations, 

1094 insect control agents, and other things in dealing with the 

1095 Gulf War now? 

1096 Dr. WINKENWERDER. First of all, let me just say that the 

1097 area that you are talking about is an area of research that 

1098 we continue to support and believe is very important to 

1099 better understand whether a variety of simultaneous or 

1100 near-simultaneous insults from low-level agents produces 

1101 these effects. And that is very important work. It is 

1102 ongoing. We are supporting that. 

:.103 ! would distinguish that from immunizations. From my 

1104 perspective, particularly with respect to the use of the 

1105 anthrax vaccine, we have had millions of doses given. We 

1106 have followed all of that very closely for the last several 

1107 years, and from my perspective, don't believe that there is 

1108 any--and I think others would corroborate this, experts, 

1109 outside experts, Institute of Medicine--that there is any 

1110 association between the use of that vaccine and any of the 

llll symptoms that we saw. 

1112 Mr. MURPHY. Not even an interactive effect with these 

llt3 agents? 

1114 Dr. WINKENWERDBR. Not with respect to the vaccine. 

1115 But I think your other point is very well taken in terms 

1116 of low-level chemical exposure, nerve agents and pesticides . 
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1:1.17 

H1B 

H19 

H20 

H21 

The way they work in the body is similar, and so you could 

hypothesize or theorize that there might be this additive 

effect. And I think that is important work that is ongoing, 

and we are supporting that. 

Mr. MURPHY. Is that changing, though, how--a lot of what 

1122 is being done that we are talking about here is the 

1123 epidemiology of exploring pre- and post-data. But I am just 

1124 wondering if there has been a difference in handling things 

1125 like insecticides and knowing that there may be nerve agent 

1126 exposure. 

1127 Dr. WINKENWERDER. -There have been some changes in the 

1128 use of pesticides and pesticide management policy, and I 

1129 think the long and short of that is that they are used more 

1:1.30 sparingly and more carefully1 and with a lot better 

ll31 documentation and control. So that is something that we had 

1132 

1133 

H34 

1135 

1136 

1137 

113.8 

1139 

1140 

1141 

already begup to respond to and change practice. 

Mr. MURPHY. One other factor I want to ask, perhaps 

because of my background as a psychologist. But what I see 

frequently in these studies is the impact or the interactive 

effect of stress upon any of these. 

Can you comment on how that works? 

And it also relates to some of the comments--you talked 

about soldiers who are in the actual theater of war and those 

who remain home. 

Dr. WINKENWERDER. I think it is certainly plausible that 
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1142 stress could add to any sort of physiologic--yeah, and as Dr . 

1143 Roswell was saying. But I would distinguish that from saying 

1144 that stress alone is responsible for the symptoms; I don't 

1145 happen to believe that. 

l:i..46 Mr. MURPHY. I understand. I just think as we discuss 

:147 these things, as one is looking at pre- and poet-histories, 

11-48 that getting some understandings of the mental health, which 

1149 is oftentimes extremely difficult to get from just a 

1150 self-disclosing questior.naire, is very important. 

1151 That is not to say that these folks have mental illness, 

1152 that is not--although some may have post-traumatic stress 

1153 syndrome. It is important to understand that stress has an 

1154, impact on many diseases, cancer being one on which there has 
i 

1155 been extensive amounts of research. And one that you can't 

1156 build a cure to protec: you from that, but it is one that we 

1157 need to be aware of, how we help soldiers with that. 

1158 Dr. WINKENWERDER. We agree w~th you. 

1159 Mr. MURPHY. Thank you, Mr. Chairman. 

1160 Mr. SHAYS. Thank you, Mr. Bell, your patience. And you 

1161 have the floor. 

l:62 Mr. BELL. Thank you very much, Mr. Chairman. 

1163 I want to follow up on some li:J.es of questioning that 

1164 were begun Dy my colleagues, congressworr.an Maloney and 

1165 Co~gressman Kucinich. I want to begin with this letter that 

1166 Congressman Kucinich referred to, since we didn't really--I 
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1167 know it's been offered for the recbrd, Mr. Chairman, but we 

~168 didn't really get to delve into the text. 

1169 And I would disagree with my colleague that it was a noi 

1~70 actually, it was a little more disturbing than that in that 

1171 it was a non-answer completely. And Representative Shakowsky 

1~72 had asked a very direct question in her letter to the 

1173 Department, requesting information on the suits and would 

1174 they provide protection for our trocps. And I am not going 

1175 to read the entire letter since it has been entered in the 

1176 

1177 

1178 

1179 

1180 

118~ 

1182 

1183 

•1184 

~~as 

~~86 

record, but where you come to the paragraph where he could 

easily answered the question yes or no~ he says, instead: 

nsince Operation Desert Storm, the Department of Defense 

has fielded a new and improved CD. defense detection 

equipment and individual protective equipment. Every service 

member 1 to support near-term operations in Southwest Asia, 

will carry at least two of the newer, joint service 

lightweight integrated suit technology JS list suits and will 

have an additional two suits in contingency stocks. The 

contingency suits will be the battle dress overgarments, 

BOOs, until replaced by JS list suits." . 

So we know what they will have in terms of supplies, but 

we have no idea whatsoever whether they are safe because 

nowhere in the letter of response does it say that they are 

1190 safe. And I think the frustration felt by me and some of my 

1191 colleagues in recent weeks is that it is hard to get a direct 

1187 

1188 

1189 
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l192 answer . 

1193 And the purpose of this hearing is to focus on lessons 

1194 learned from the Persian Gulf. Persian Gulf War syndrome was 

1195 not something that was immediately announced after the 

1196 Persian Gulf War, if I recall correctly. I was 

1197 not--obviously not serving as a Member of Congress at the 

1198 time, b~~ if memory serves, it took months, perhaps years in 

1199 some cases, for all the information regarding that syndrome 

1200 to filter out regarding what people had been exposed to. 

1201! And we are high!y critical of our enemies in this 

1202 conflict as to their propaganda machine. And I am not saying 

1203 that our information system compares to that in any way, 

1204 shape, or form, but it does seem that we do engage in 

1205 misinformation sometimes. And I would like for your comments 

1206i on that and whether you think that we could learn a lesson 

1207 from the Persian Gulf War and perhaps do a better job of 

1208 educating both Members of Congress and the American people as 

1209 to the risk we face. Because I don't think any 

1210 right-thinking individual in this country believes that we 

1211 don't face very serious risk by going forward with this 

1212 conflict. 

1213 Dr. WINKENWERDER. Congressman, I can just assure you 

121~: tr.ere is no thought of misinformation or trying to misinform 

:215 either our service members or the public. That does not 

1216 serve any of us in the shor~ run or the long run . 
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1n? 

1218 

1219 

1220 

1221 

1222 

1223 

1224 

1225 

1226 

1227 

1228 

1229 

1230 

1231 

1232 

1233 

1234 

U35 

1236 

1237 

1238 

1239 

1240 

1241 

I think that, from my review of what transpired in the 

past, it did take months and years to find out more about 

what happened. I do believe that that has informed a lot of 

action and activity on the part of the Congress, as well as 

DOD and VA, to put into place better recordkeeping, better 

tracking, better equipment, better monitoring detection 

across the whole board. 

And my conclusion is that we are prepared. However, we 

face an enemy that is prepared to use some of the most lethal 

and awful weapons we have ever known, and that is a daunting 

situation. So I don't think there is any effort to tread 

lightly over this issue or to not acknowledge the seriousness 

of the risks that are out there. These are very serious 

risks that we face. 

Mr. BELL. And I think that is a very important 

statement, because by putting a statement on the record that 

we are prepared, basically you put yourself in a position 

that, if we come up against something that we really didn't 

know we were going to come up against during the course of 

this conflict, then you are in a box if we come back and face 

something and you have to say, well, we weren't prepared 

completely for that. 

But aren't we in a situation, Doctor, where it is almost 

impossible--based on your statement about what he is prepared 

to do, almost impossible to completely prepare for what we 
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• 1242 might face? 

1243 Dr. WINKEZ..'WERDER. That's a judgment. I think we have 

1244 very good information about what the threats are. We have 

1245 good information about the detection capabilities. We have 

1246 good information abo'-lt the protective capabilities of the 

1247 equipment and suits. We have good information about the 

1248 protective capability of medical countermeasures. So I think 

1249 that we are prepared. 
I 

1250! There are certair. situat~ons, there are circumstances 

1251 i that one can envision where an enemy can create harm and 

1252 damage, and we have already seen that in the war thus far. 

1253 so being prepared does not mean being able to completely 

1254 prevent any adverse outcome in every single service member 

• 1255 serving . 

1256 Mr. BELL. Can I ask one more question? 

1257 Mr. SHAYS. Sure. 

1258 Mr. BELL. As far as the lessons-learned category, are we 

1259 prepared, after we face whatever we are going to face in this 

1260 conf:ict, to come back and say, this is what we are looking 

1261 at, this is what we are testing our troops for? 

1262 Dr. WINKENWERDER. Yes, 

:..263 Mr. BE~L. And to treat tha~ instead of trying to pretend 

1264 that we didn't face ar.y of those things? 

1265 Dr. WINKENWERDER. Absolutely. We will be looking at 

1266 peop~e very carefully after deployment. And we have a 

• 
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~267 process in place. We are looking at and currently evaluating 

1268 that system to ensure that it will collect all the 

1269 information in a timely way that we want and think that we 

1270 might need. 

1271 Mr. BELL. Thank you very much, Doctor. 

1272 Thank you, Mr. Chairman. 

1273 Mr. SHAYS. Thank you. 

~274 Just for the record, my counsel, our counsel, the 

1275 committee's counsel reminds me tbat all three sites had been 

1276 discussed. The only thing that we think is a bit new is that 

maybe we had Special Forces near one of those sites, but that 1277 

1278 

1279 

1280 

1281 

1282 

1283 

1284 

1285 

the committee is trying to determine where those plumes went. 

So I just want the record to state that. 

Also say--Dr. Winkenwerder, you are getting all the 

questions right now. 

Dr. Roswell, you are going to get some. 

But you have--you have, for the record, turned over some 

stones and have been very cooperative and very helpful with 

this committee. So these are big issues. But I do want the 

1286 record to note that you are been pushing DOD to be more 

1287 candid, to be more open, and to treat these very serious 

~2S8 questions that you are being asked with a lot more attention 

1289 than has been done in the past. I do want the record to note 

12901 

1291 
I 

that at well. 

Dr. WINKENWERDER. Thank you. 
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Mr. SHAYS. Mr. Janklow . 12921 

12931 Mr. JANKLOW. Thank you very much, Mr. Chairman. 

60 

1294 You ~~ow, let me, if I can, ask questions kind of like we 

1295 used to take our English lessons--what, where, when, how, 

1296 why, and to what extent-·if I can. 

1297 Let's talk about the current war that we are in. In 

1298 order to try and make sure that we don't have some of the 

1299 problems that--and nobody wants to repeat the problems of 

1300 Desert Storm. One, is it--will it be difficult at all--and 

1301 you used the phrase before, production areas, storage areas. 

1302 Would it be difficult now 1 if we come across any production 

1303 areas in the couctry, to document, using GPS, GIS, whatever, 

1304 exactly where these locations are; 

1305 Two, exactly what storage facilities we come across 

1306 within the country; 

1307 Three, exactly where utilization of chemical, biological 

1308 types of weapons are used--three; and 

1309 Four, to the beat extent possible, identifying, if not 

1310 the individuale, at least the units that are in the area so 

1311 that all of these kinds of problems that we have wrestled 

1312 with from Desert Storm don't have to be revisited? 

1313 

13041 
I 

13151 I 

Is there a plan in place to deal with it that way? 

Dr. WINKENWERDER. I will try to give you the best answer 

can . But I will note that, again, you are asking very good 
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1316 questions. They are out of my-- . 

1317 Mr. JANKLOW. Are they out of your bailiwick? 

1318 Dr. WINKENWERDER. They are really, truly are out of my 

1319 area of responsibility. 

1320 Mr. JANKLOW. Okay. If they are, then could you find 

1321 somebody that could--could you at least take the message 

1322 back? 

1323 And I've got to believe they're doing this. It isn't 

1324 that they operate in a vacuum over there. They are the best 

1325 there are. 

1326 

1327 

Dr. WINKBNWERDER. Absolutely. 

Mr. JANKLOW. This is a way to try and obviate some of 

1328 these kinds of problems . 

1329 

1330 

1331 

1332 

1333 

1334 

1335 

1336 

1337 

1338 

1339 

1340 

Dr. WINKENWERDER. I can just tell you from my exposure 

to those types of discussions, there is an exquisite level of 

sensitivity to the issue of how to deal with the issues that 

you brought up and to avoid any inadvertent or any kind of 

contamination. 

Mr. JANKLOW. Doctor, based on your position, your 

experience, your background, are you satisfied that we have a 

good baseline on the troops that are currently in the field 

or will be going to the field over in Iraq? 

Dr. WINKENWERDER. I am. 

Mr. JANKLOW. In terms of a medical baseline for them? 

Dr. WINKENWERDER. Yes, sir, I am. 
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1341 Mr. JANKLOW. And Mr. Roswell, are you satisfied that 

1342 within the President's budget, the existing budget or the 

1343, supplemental request, there are sufficient funds to take care 

1344/ of the medical liens, medical needs that are reasonably 

' 1345 foreseer.--and I realize we could argue about terms--but the 

1346 medical needs that are reasonably foreseen, that may be 

1347 necessary for these soldiers, sailors, airmen, Marines when 

1348 they come home? Or, obviously, in the field, but when they 

1349 come home? 

1350 

1351 

1352 

1353 

1354 

1355 

1356 

1357 

Dr. ROSWELL. Certainly, based on the current 

availability of resources we have concerns. But given their 

high priority, 1 have no reservation about our ability to--. 

Mr. JANKLOW. When you say chat, is there any 

anticipation at all that you will be bumping other people 

that are currently eligible out of the system or aside to 

take care of these folks when they come home? 

Dr. ROSWELL. That is a contingency that the Secretary of 

1358 Veterans Affairs, in exercising his statutory authority as 

1359 mandated by this Congress, would have to consider. So it is 

1360 possible that if there was an unpredicted demand for care 

1361 from the Department of Veterans Affairs, by law, Secretary 

1362) Princip~ would have to consider other lower priorities of 

1363! veterans and their ability t:o continue to enro:l in and 

13641 receive a full health care benefit. 

13651 Mr. JA~KLOW. Mr. Chairman, can I see that letter for a 
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1366 second? I guess I have it here, the one that was mailed to 

1367 you. I am unfamiliar with these letters, until today, that 

1368 have b€en talked about. But one of the letters I saw is a 

1369 letter from Mr. Eldridge--or an E.C. Eldridge, Jr., I am 

1370 sorry, I assume that is a Mr. Eldridge--to Representative 

1371 Shays; and in it--I am sorry; one signed by Mr. Eldridge on 

1372 February 27th of 2003. 

1373 And in that one, Mr. Eldridge says to--excuse me--Ms. 

1374 Schakowsky that every member of Desert Storm will carry at 

1375 least two--excuse me--every member support near-term 

13?6 operations in Southwest Asia will carry at least two of the 

1377 new joint service lightweight ·integratedr the J list suits, 

1378 and will have an additional two suits in contingency stocks • 

1379 Is that the case for the people currently operating in 

1380 Iraq? 

1381 Dr. WINKENWERDER. That is my understanding. Yes. 

1382 Mr. JANKLOW. Okay. 

1383 Thank you, Mr. Chairman. I have no more questions right 

1384 now. 

1385 Mr. SHAYS. Thank you very much. We are going to put 

1386 both letters in the record. But the bottom line is, that was 

1387 the response to my request and also Ms. Schakowsky's. 

1388 [The information follows:] 

1389 ******** COMMITTEE INSERT ******** 
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1390 Mr. SHAYS. Mr. Tierney, you have the floor for a 

1391 generous 5 minutes. 

1392 Mr. TIERNEY. Thank you, Mr. Chairman. 

1393 Mr. Chairman, thank you for the long series of these 

1394 hearings that you've had over the years. I think they have 

1395 served to benefit the men and women that are there now. I 

1396 

13971 

1398i 

1399 

1400 

don't think that without having had the hearing on the 

condition of our suits and things of those materials, that 

they would have the two new suits; and so I appreciate that, 

and I am sure their families do. 

Mr. SHAYS. It has been a team effort on both sides of 

1401 the aisle. 

1402 Mr. TIERNEY. Doctor, let me--Or. Winkenwerder, let me 

1403 ask you for a second: 

1404 One ot the concerns that we had in doing the homeland 

1405 security measures and overseeing those was that if there was 

1406 a contaminatior., the people responding to that, from medical 

14071 personnel who oftentimes found themselves unprepared, 

I 
1408! sometimes exacerbated the situation and completely knocked 

1409 out an entire medical unit because they hadn't prepared to 

1410 separate out the contaminated folks, out from the others. 

1411 My understanding is that, in the Gulf, most of the 

1412 medical people, the docto~s and nurses sent over there, are 

1413! Reservists, which would raise the specter that their training 

1414! is 1 weekend a month or 2 weekends a month and 2 weeks in the 
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1415 

1416 

1417 

1418 

1419 

1420 

1421 

1422 

1423 

summer; and I would guess that that would probably be barely 

enough to keep up on their training for medical treatment in 

the field. 

Can you give us some assurance that those Reservists 

have, in fact 1 been properly trained to meet what might 

happen in terms of a chemical or biological attack? 

Dr. WINKENWERDER. 

equally to the Active 

We expect every service to be trained 

Duty~~take care of those situations. 
~ 

Mr. TIERNEY. How is that happening if they are getting 1 

1424 weekend a month and 2 weeks in the summer, and in that period 

1425 of time have to keep up with their own medical treatment? 

1426 How are they getting this additional training? Where are 

1427 they getting that in a fashion that would give us the comfort 

~428 that they are really prepared and ready? 

1429 Dr. WINKENWRRDER. Well, there are a variety of training 

1430 courses that we offer. And it is part of this overall 

1431 requirement that I set into place last year that for every 

~432 medical person in the military health system, professional, 

~433 that _depending upon his or her level, there should be 

1434 training to deal with chemical and biological events. 

1435 And so we expect that. That is a responsibility of each 

1436 of the services, to provide that training and to ensure that 

1437 we meet the standards. 

1438 

1439 

Mr. TIERNEY. Have you be monitoring that? 

Dr. WINKENWERDER. Yes, we have been. 
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1440 Mr. TIERNEY. And how much additional training other than 

1441 that 1 weekend a month and 2 weeks of summer are these 

1442 personnel getting? 

1443 Dr. WINKENWERDER. Wel:, I had some figures that we 

1444 recently generated from the three services, and I want to be 

1445 careful with this, to describe it as accurately as my 

1446 recollection will allow. But the percentages are in the high 

1447 double digits now as opposed to the low single digits, what 

1448 they were a couple of years ago. 

1449 So there has been--. 

1450 Mr. TIERNEY. Double digits? Single digits? What? 

1451 Dr. WINKENWERDER. That means like somewhere between 60 

1452 and so-something percent. And again, there has been an 

1453 effort to make sure that those that are deploying are the 

1454 ones that get the training. So when I describe those 

1455 statistics, thac is across the whole system. 

1456 Obviously, not everybody is going, so the training has 

1457 been targeted more towards people that are serving. But I 

1458 wi::--I understand the gist of your question and we will try 

1459! to get back with that information. 

1460 Mr. T:ERNEY. Would you get that information? 

1461 Dr. WINKENWERDER. Yes, sir. We would be glad to. 

1462 [The i~formation follows:] 

1463 ******** COMMITTEE INSERT ******** 
i 
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1464 

1465 

1466 

1467 

1468 

1469 

1470 

1471 

1472 

1473 

Mr. TIERNEY. Thank you. 

And just, again, because I continue to have concerns 

about those suits, and even though you've now told me how 

many suits they have, in my reading anyway, it indicates that 

that may well not be enough depending on how long this 

conflict goes. 

But you put out the impression at least, that Mr. 

Kucinich mentioned earlier, about the people being ready; and 

I am wondering, can you give us the assurance .that Secretary 

Rumsfeld, through Under Secretary Aldridge, was not able to 

1474 give us? Can you give us the assurance here today that the 

1475 troops have sufficient·equipment to protect them against 

1476 chemical and biological attacks in quantities sufficient to 

1477 meet the minimum required levels previously established by 

1478 the Department of Defense? 

1479 Dr. WINKENWERDER. Certainly~ from a medical standpointi 

1480 and by that I mean the medical countermeasures, the 

1481 antibiotics, the vaccinations and all of that; those are the 

1482 issues that come directly under my area of responsibility. 

1483 The others, my understanding from recent conversations 

1484 with--Dr. Anna Johnson Winega~. who is the chief responsible 

1485 person within the Office of the Secretary of Defense for 

1486 those matters and has testified before this committee and 

1487 others, has indicated that she believes that we are well 

1488 prepared on the issues that you have just raised • 
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1489 

1490 

1491 

1492: 

1493 

1494 

Mr. TIERNEY. Well, your impression at least was not 

contained just to the medical end; it also involved the suits 

or whatever. Or did it not? 

Dr. WINKENWERDER. That is not--and I know from your 

perspective, as well it should be, you should be concerned 

about everything, and so I don't want to be bureaucratic 

1495 here. But--. 

1496 

1497 

1498 

1499 

1500 

1501 

1502 

1503 

1504 

1505 

1506 

1507 

1508 

1509 

1510 

1511 

1512 

1513 

Mr. TIERNEY. I appreciate that. 

Dr. WINKENWERDER. It is not directly within my area of 

responsibil~ty. It is a~other area that does work under Mr. 

Aldridge. We work~ closely, very closely with those 

people. ~he responsibility for executing those policies 

resides within each of those services. 

Mr. TIERNEY. Thank you. 

A.~d just to finish up my generous 5 minutes, the reason I 

raised the initial question was that we had an exchange here 

in committee with Dr. Kingsbury, Nancy Kingsbury, at some 

point in time; and her answer indicated, to me at least, that 

in instances a= mass casualties she did not believe that the 

exercises that have been done so far indicated that we could 

deal with those appropriately. 

So whatever assurances you could give the committee in 

--returning to that in terms of medical personnel being ready 

would be greatly appreciated. 

D~. WINKENWERDER. We will do that . 
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1516 Mr. TIERNEY. Thank you. 

1517 Mr. SHAYS. Thank the gentleman. 

1518 We are going to do a second round here, and I just want 

1Sl9 to ask--so we ca~ close up the issue of the questionnaire, I 

1520 want to know why our men and women arer.•: given physicals 

1521 when they go into battle, so that we know. What is the logic 

1522 of that? 

1523 Mr. JANKLOW. Aren't given what, sir? 

1524 Mr. SHAYS. Aren't given physicals. They are given 

1525 questionnaires, but they aren't given physical examinations. 

1526 Dr. WINKENWERDER. I think, Mr. Chairman, that the logic 

1527 is that a hands-on physical examination yields not a great 

1528 deal of information in terms of the baseline health status of 

1529 young, healthy individ~als. And far more important and 

1530 relevant is a series of questions that are asked that can go 

:531 into greater detail if a flag goes up that indicates that 

1532 there is some prob:em with that perso~'s health. 

1533 Mr. SHAYS. I could hear ~he--first off, I am not going 

1534 to concede that we didn't intend that they weren't going to 

1535 have physicals. So ~ understand your doing the 

153E questionnaires, and I understand when we talk about a medical 

1537; examination versus a physical examination, you have decided 

15381 that you have some f:exibility there. 

1539] But what about the Reservists and the National Guard 

15401 folks who simply, you kr.ow, might be eating a little 
' 
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1541 differently, might·-you get my gist. Why wouldn't they have 

1542 physicals? They might be older. They might not have been 

1543 active for a while. Why treat them all the same? 

1544 Dr. WINKENWERDER. Why treat them all the same? 

1545 Mr. SHAYS. Why treat them all the same? Why not have a 

1546 little bit more of an interest in giving a physical to 

1547 someone who may not have been in the Active Service? 

1548 Dr. WINKENWERDER. You raise a good point. I think it is 

1549 something we could certainly take a look at. 

1550 Dr. Kilpatrick. 

1551 Dr. KILPATRICK. If I could, for the Reservists that are 

1552 called to Active Duty, there is a more stringent process put 

1553 in place to look at them, having physical examinations, their 

1554 periodic physical examinations. 

1555 For Reservists under 40, they need to have one every 5 

1556 yearsi over 40, every 2 years. I think there is a recent GAO 

1557 report that showed that people were not meeting the mark--I 

1558 mean, the numbers were terrible--on doing that. So when 

1559 people are called to Active Duty at that mobilization center, 

1560 if they have not had a physical within the last 5 years for 

1561 under 40 or the last two years over 40,, they have to have a 

1562 physical before they go, so they are caught up. 

1563 Mr. SHAYS. Why not at least draw blood and why not do 

1564 that? 

1565 Dr. KILPATRICK. And I think the drawing of blood is--we 
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1566 do make sure that everyone has an HIV screening sample done 

1567 within the previous 12 months prior to deployment. That 

1568
1 

serum sample is banked in a serum bank. It is kept 

1569' permanently. There is no sort of portfolio of tests to do on 

1570 a serum sample, but that is kept in the eventuality there is 

1571 an exposure, either recognized or unrecognized, and then a 

1572 determination of a set of tests that could be done. So the 

1573 serum sample is saved, but there is no testing done, prior to 

1574 leaving, for levels of any agents. 

1575 Mr. SHAYS. Dr. Roswe~l, how much involved were you 

1576 on--how are you involved in the predeployment questionnaire? 

1577 How much involvement did you have in this questionnaire? 

1578 Dr. ROSWELL. Relatively little, Mr. Chairma4. 

1579 Mr. SHAYS. Does relatively little mean, really, I didn't 

1580 have much involvement at all? 

1581 Dr. ROSWELL. The survey was shared with us. We have 

1582 effective communication through the Health Executive Council 

1583 that Dr. Winkenwerder and I cochair. So there is an active 

1584 sharing of information. 

1585 Mr. SHAYS. But this was basically designed by DOD, Dr. 

1586 Winkenwerder? 

1567 Dr. KILPATRICK. Yes. 

1588 Dr. WINKE~~ERDER. Designed i~ :997. 

1589 Mr. SHAYS. 1997. Okay. We have a letter that 

1590 Principi--Principi; I'm sorry, I went to a college called 
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1591 Principia, so I have a bit of a problem with that name- -where 

1592 the Secretary had written. And he said--and this is a letter 

1593 he drafted to Mr. Rumsfeld on--Secretary Rumsfeld on February 

1594 14th of this year; and the second page says, urn the event of 

1595 hostilities, VA further requests more extensive postconflict 

1596 health data. Within the first month after hostilities cease, 

1597 VA recommends administration of a deta-iled ·postwar health 

1598 questionnaire to accurately document the health status and 

1599 health risk factors and health in Gulf War troops immediately 

1600 after the conflict.n . 

1601 Can you explain that a little to me? 

1602 And 1 Dr. Winkenwerder, can you respond? 

1603 Dr. ROSWELL. I think what Secretary Principi was asking 

1604 for was to get--to get risk assessment and self-reporting--. 

1605 Mr. SHAYS. Excuse me. Let me just say for the record, 

1606 with just three members, r am going to roll to a 10-minute 

1607 question. So you'll have 10, and we'll go from there. 

1608 

1609 

Thank you. Go ahead. 

Dr. ROSWELL. Our concern is that particularly with 

1610 Reservists and National Guard, when they are demobilized, the 

1611 immediate concern--and it's true of Active Duty as well--is 

1612 to get home to family and loved ones. But unlike the Active 

1613 component, when the Reservists are demobilized, they may be 

1614 lost to follow-up, and it may be difficult to get 

1615 information . 
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16161 
16171 

i 

We learned, painfully so, in the Gulf War that when we 

surveyed service members who had separated from military 

74 

1618 service months or years after their service in the Gulf War, 

:619 that there was a high level of what we would call >~recall 

1620 bias." they don't really remember the specifics, it is hard 

1621 to recall a specific date. A service member might not 

1622 remember an actua~ grid coordinate or an actual physical 

1623 location. 

1624, So I think what Secretary Principi was asking Secretary 

1625 Rumsfeld was that, i~ ~he event of possible exposures, we get 

1626 as much information as possible at the time military members 

1627 are demobilized and separated from service. That would help 

1626 us evaluate possible symptomatic exposures and health 

1629 consequences that might have--. 

1630 Mr. SHAYS. So there's logic to doing this. 

1631 Let me just ask, Dr. Winkenwerder, do you--we had in 

1632 1997, you have this--developed this questionnaire we are 

1633 using today. 

l634 Do you have a postsurvey questionnaire that was done in 

1635 1997, or is that still a work in progress? 

1636 Dr. WINKENWERDER. That was developed in the same time 

1637 frame. 

1638 Mr. SHAYS. We are asking that that questionnaire be 

1639 updated and improved. 

1640 Dr. Roswell? 
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1641 Dr. ROSWELL. The postdeployment survey that Dr . 

1642 Winkenwerder speaks of would certainly be helpful. 

1643 Obviously, we'd seek more complete information if there was a 

1644 documented or suspected exposure. 

1645 Mr. SHAYS. It's just a two-page document? 

1646 Dr. ROSWELL. Correct. 

1647 Mr. SHAYS. It doesn't even look as extensive. I guess 

1648 it's the same as--both are two page. 

1649 I would hope, Dr. Winkenwerder, that you will give 

1650 tremendous consideration to Principi•s letter and request, 

1651 and absolutely determine that our troops, ehortly after--not 

1652 after they are sent back home, but you know, a month or two 

1653 after the conflict ends, that they are going to have this 

l654 

1655 

kind of questionnaire . 

And I am going to--! am seeing the nodding of heads. 

~656 would love to know if you could put something in that we 

1657 could transcribe here. 

I 

1658 Dr. W!NKENWERDER. Yes. Well, I share the objective of 

1659 getting accurate information in a timely way. 

1660 Mr. SHAYS. And do you believe that maybe a more than 

1661 just two-page questionnaire would be helpful? 

1662 Dr. WINKENWERDER. I have already initiated an ~ffort to 

1663 reassess this survey tool to see if it collects all the 

1664 information that we think it ought to collect. 

1665 Mr. SHAYS. Do you give some weight to the Secretary of 
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• 16661 

16671 

1668 

Ve~erans Affairs, who ultimately has to deal with this, 

that--. 

Dr. WINKENWERDER. Oh, absolutely. 

1669 Mr. SHAYS. Okay. 

1670 Dr. WINKENWERDER. Yeah, absolutely. So I've, number 

1671 one, done that. 

1672 And secondly, ideally, if we could collect that 

1673 information even before people come back to the United 

1674. States, it would be great. Logistically, we are still 

1675' looking at that. Obviously, we have to have a lot of 

1676 cooperation and assistance from many, many people to--. 

1677 Mr. SHAYS. And you may have to do some physicals. You 

1678 may have to add more than physicals to the questionnaire, and 

• 1679 you may have tc have more of these folks actually take a 

1680 physical when they leave. 

1681 Dr. WINKENWERDER. Well, I would expect, with a good 

1682 detailed questionnaire that whenever people gave any reason 

1683 for concern, they would then be very carefully evaluated. 

1684 Mr. SHAYS. Okay. 

:;..685 Mrs. Maloney. 

1686 Mrs. l't.ALONEY. Thank you, ~r. Chairman. I would like 

1687 permission to place in the record an article written by 

1688 Judith Coburn entitled Suited for War, and it is very thought 

1689 provoking. In it, she alleges--. 

1690 Mr. SHAYS. Without objection, that wil: be put in. 

• 
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Mrs. MALONEY. Thank you. In it, she alleges that it 1691 

1692 took a four-year struggle of Gulf War veterans from Georgia 

~693 before they got the Pentagon to declassify documents which 

~694 revealed that Iraq's stocks of sarin gas stored in Khamisiyah 

1695 had been blown up, and that roughly 140,000 American troops 

1696 were exposed. 

1697 I realize, Dr. Winkenwerder, this did not happen on your 

1699 watch, but I fail to understand the mentality or the mind 

frame of a department that would withhold valuable 

information on the exposure to chemicals that could hurt 

people. 

1699 

1700 

~701 

1702 

1703 

1704 

1705 

1706 

1707 

1708 

1709 

1710 

And I understand this was not on your watch, but if you 

can find any documentation on what they were thinking about 

or what, in their minds, they thought they couldn't reveal to 

our men and women, that they may have been exposed, I would 

love to get that back in writing. 

But my question--and Ms. Coburn further goes on. 

Mr. SHAYS. Let me be clear. What do you want back in 

writing? 

Mrs. MALONEY. Why the Pentagon fought the release of 

1711 information on men and women being exposed to sarin gas when 

1712 they knew they were exposed in that particular area. 

1713 Mr. SHAYS. The record will note that they acknowledged 

1714 that our troops were exposed, before our hearing, at a press 

1715 conference. Then there was a question as to how many troops 



• 

• 

• 

HG0084.060 PAGE 78 

1716 were ultimately exposed, and the numbers kept going up . 

1717 And so what would be helpful is if, in fact, additional 

1718 information was held and for how long and why. And that will 

1719 

1720 

1721 

1722 

1723 

1724 

1725 

be--it is just not a wish, it is a request that--Dr. 

Kilpatrick, you are nodding your head--you will get back to 

us on. 

Dr. KILPATRICK. Yes. There is a great deal of 

information. We will pull out all together and provide it. 

lThe information follows:] 

***~~*** COMMITTEE INSERT ******** 
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1726 

1727 

1728 

1729 

1730 

1731 

1732 

1733 

Mrs • MALONEY. She further states that 148 Americans 

died in the war, but that roughly 160,000 have fallen ill; 

and that 11,000 have died since the Gulf War--much higher 

than ether men and women in the military--and that they have 

collected a series of 57 symptoms for which there is no known 

cause, which is the Gulf War Syndrome. 

I would want to ask what we are doing to protect the 

health of the men and women that were exposed and the 

1734 possibility, God forbid, that they may be exposed yet again~ 

1735 And I am the cochair of the Parkinson's Disease Task Force, 

1736 along with Fred Upton; it is a bipartisan effort. And my 

1737 father suffered from Parkinson's. 

1738 But it has been reported that some of the Gulf war 

1739 veterans have suffered symptoms similar to Parkinson's. And 

1740 each year we have been working with the Defense Department, 

2741 and we have received funding for Parkinson's research on 

1742 neurotoxin exposure, seeing if that is a reason for the brain 

1743 damage that causes Parkinson's. But I would argue that, 

1744 likewise~ it may be a study for what we can do to help the 

1745 men and women that may have been expos'ed to chemicals. 

1746 So my question right now is more of a proactive one of, 

1747 what are we doing in research? 

1748 As I understand it, we have no cure for Gulf War 

1749 syndrome. And what are we doing to find--are we spending 

1750 some of our research dollars in trying to find a cure for 
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1751 neurotoxin disease that may be caused by the sarin gas or • 1752 other things? What are we doing? I am very thankful to the 

1753 Department of Defense for funding the Parkinson's research. 

1754 My question is, is this likewise connected to the Gulf 

1755, War Syndrome? 

1756 Dr. WINKENWERDER. To your general ~~estion of what are 

1757 we doing? We are continuing to fund with millions of dollars 

1758 ongoing research into many of these questions that you have 

1759 raised. As I alluded to earlier, it's difficult to determine 

176G with the levels of certainty that one would like in this 

1761 case, if one is talking about evaluating these individuals 

1762 that served, when the baseline of information and what was 

1763 collected and what people may or may not have been exposed to 

• 1764 is not good. 

1765: The information is not good, so--by definition, to do 

1766 1 good research, you need good information. That shouldn't 

1767 prevent us from funding additional research, as we have done, 

1768 to look at some of these questions of what would low levels 

1769 of exposures do to labora~ory animals. Certainly we would 

1770 never do this to any individual on an experimental basis. 

1771 But studying what happens with animals and looking at some of 

1772 these things is very important. 

1773 Mrs. MALONEY. Specifically, is the Parkinson's research 

:774 that you are funding- -and I thank you for that research. Is 

1775 that connected to the Gclf War Syndrome? 

• 
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1776 

1777 

1778 

1779 

1780 

1781 

1782 

1783 

1784 

1785 

1786 

1787 

1788 

Dr. WINKENWERDER. I am going to turn to Dr. Kilpatrick. 

Dr. KILPATRICK. Let me just address it. It is being 

pursued ~n two directions. 

One is a clinical basis, looking at people; and t.hen that 

is very tightly tied to a program looking at chemical nerve 

agents in particular and the effects that they have on brain 

function. And there are projects funded at $5 million a year 

over the next 3 years; 1.5 million is looking at repeated 

low-level exposures of animals to sarin nerve agent, to look 

at long-term health consequences. That is very applicable to 

what Gulf War veterans' concerns are. 

The other part of the money each year is spent toward 

what we call the high end of low-level exposure 1 below 

1789 symptomatic response to nerve agents, one exposure, and then 

1790 seeing what are the physiological responses. 

1791 

1792 

1793 

1794 

1795 

1796 

1797 

1798 

1799 

1800 

And those data from those research sets are really very 

closely shared with people looking at Parkinson's disease, 

because they are really looking at the same pathway 

potentially as far as disease cause. 

Dr. ROSWELL. !f I may respond to that from a combined 

perspective. 

Since the Gulf W~r, over $200 million in federally funded 

research has been focused on possible causes for Gulf War 

Syndrome. I would like to set the record straight. 

One of those studies has looked at death rates in 
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1801 veterans in the Gulf War, and in fact, the overall death rate 

1802 for veterans who served in the Gulf War is not increased 

1803 compared to their military counterparts who were deployed 

18041 outside the theater of operations. If you look at 

1805 specific-cause mortality in veterans who served in the Gulf 

1806 War, there is a very slight increase in death due to trauma, 

1807 such as automobile accidents. But other than that, the 

1808 mortality rate is not increased in any subcategory, and the 

1809 overall morta~ity is not increased. 

1810 And I certainly wo~ldn't want to create a fear for the 

181l; rr.en and women currently serving in Iraq. 

18121 

18131 
Let me point out that Parkinson 1 s disease is one of 

several neurodegenerative diseases that DOD and VA are 

1814 cu~rently studying. VA recently funded the creation of a 

1815 neuroimaging Center of Excellence for neurodegenerative 

1816 diseases to look not only at Parkinson's but also other 

1817 diseases, even when unpublished data suggested that there 

1818 might be an increase in a degenerative disease known as 

1819 a~yotrophic lateral sclerosis, or Lou Gehrig's disease. 

1820 Secretary Principi moved quickly to presumptively 

1821 service-connect vete~ans who suffered from that illness and 

1822 served in the Gulf War, so that they received disability 

1623 compensation. 

1824 I would a:so point o".J.t that 160,00C veterans of the Gulf 

1825 War have received approved disability claims. But most of 
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~826 those claims are for diseases that we would expect to see in 

1827 a military age population, and it is a relatively small 

1828 number for undiagnosed illnesses or the Gulf War Syndrome you 

1829 spoke of. 

1830 ·Mrs. MALONEY. When you mentioned the clinical trials, 

1831 are you doing them on our veterans? Are we tracking our 

1832 veterans and seeing if--particularly those that we know were 

1833 exposed to sarin gas? That would be helpful to see, because 

1834 some of them apparently--! am talking to doctors that treat 

1835 Parkinson's. They have told me that they are developing 

1836 

1837 

1838 

1839 

1840 

1841 

1842 

1843 

1844 

1845 

1846 

1847 

1848 

1849 

1850 

Parkinson's-like symptoms. 

Dr. ROSWELL. We have extensively reviewed literature for 

symptomatic exposures to the organophosphate, which is the 

class of compounds that sarin nerve gas falls into. The 

study suggests that there is cognitive impairment in people 

who suffer symptomatic exposures, but I am not aware of 

evidence that conclusively links any kind of organophosphate 

or nerve agent exposure to Parkinson's disease specifically. 

Some investigators have reported a possible 

neurodegenerative disorder that involves part of the 

vasoganglia, which are structures that are affected in 

Parkinson's, but in a way different than in Parkinson's 

disease, which is why we've funded the neuroimaging center. 

Mrs. MALONEY. Where is the neuroimaging center? 

Dr. ROSWELL. Actually, there are several within the VA . 
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18511 There is one in San Francisco; there is--a final selection 

1852 for the designated center has not yet been made, however. 

1853 Mrs. MALONEY. Well, thank you for investing in research 

1854 for coming up with some cures. &~d thank you for your 

1855 testimony. My time is up. 

1856' Mr. SHAYS. We have just two more members who will ask 

1857 some questions, and then we are going to get to the next 

1858 panel. 

1859 Mr. Janklow. 

1860 Mr. JANKLOW. Thank you very much, Mr. Chairman. 

1861 Help me, ~f you could. With the testimony--the hearing 

1862 is about lessons learned from the Gulf. My question is, both 

1863 of you in your capacities, you, Dr. Roswell, and you, Dr. 

1864· Winkenwerder, have you looked into the history of why was 

1865 this so secret so long? With everybody clamoring for 

18661 

18671 

1868 

1869 

information, why did it take so long to get the information 

out? Why did it have to be dragged out of people? What was 

the reason for the mystery? 

I guess--have you ever been able to find out, or have you 

1870 ever looked as to the reason for the mystery? It couldn't 

1871 have been na~ional defense secrets. 

1872, Dr. WINKENdERDER. I can't give you a good answer. 1 

1873 will give you the best answer I know, and that is that in 

1874 many cases it took mon~hs and even years for symptoms to 

1875 develop wi~h people. And that, combined with the poor record 
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1876 base, made it very difficult to do research or to even 

1877 develop good, plausible mechanisms, causal-related 

1878 

1879 

1880 

1881 

1882 

1883 

mechanisms. 

Mr. JANKLOW. Have those problems been solved? 

Dr. WINKENWERDER. In my judgment~ we have a far superior 

baseline of information. We have a far improved 

recordkeeping system. We have a far improved ability to 

surveil and actually keep records in the theater. We have 

1884 these pre- and postdeployment assessments. so our 

l885 information base, by all accounts, should be far, far better 

1886 in our current situation. 

1887 

1888 

1889 

1890 

1891 

1892 

1893 

1894 

1895 

1896 

1897 

1898 

1899 

1900 

Mr. JANKLOW. Doctor, I believe you said you have been in 

your position about ~B months. 

Dr. WINKENWERDER. Yes, sir . 

Mr. JANKLCW. And for you, is there anything, at least at 

this point in time in your tenure in this position, where we 

have got a lesson we haven't learned? 

Dr. WINKENWERDER. Well, I hope we don't have one that I 

am not attending to. 

Mr. JANKLOW. Are there any--do you know of any that 

concern you or that we ought to be concerned about? 

Or you Dr. Roswell? 

Either one of you, are there any lessons we haven't 

learned? 

Dr. ROSWELL. If I could, I think the Gulf War ~as an 
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• 1901 unprecedented conflict. The breadth and nature of military 

1902 occupational exposures had never been experienced by our men 

1903 and women >n any prior conflict. So part of the delay, if 

1904 you wilL th€ confusion--! think, in retrospect, it is fair 

l9C5 to say there was some co~fusion about exposures and possible 

1906 health consequences--was because we didn't recognize that a 

1907: vast nuwber of unprecedented exposures could be factors: the 

' 190B! 

19091 

anthrax vaccine, the pyridostigmine bromide that was used, 

the dense oil fire smoke, the fine particulate sand in the 
' 

1910
1 desert, the use of petroleum products to cut down on the 

l9ll blowing sand, the use of permethrin and DEBT to protect 

191.2 people from insects~-there were so many exposures-~the use of 

' 19131 depleted uranium as both an armour-piercing munition and a 

' • 1914 i 
' 

1915
1 

firearm p:ate, even chemical agent~resisLant coating paint, 

which was applied to vehic:es to make them resistant to 

1916 chemical agents~-were just some of the possible exposures 

1917 that were investigated methodically, consistently ov~r time 

:.918 to try to ferret out possible causes for the illnesses we saw 

1919 in G'..llf War veterans. 

1920 And : think that, to me, if there is a lesson learned, it 

1921 is ~hat we have learned that all of these exposures, singly 

1922 or in combination, as has been pointed out in this hearing, 

1923 could be factors ~n the development of illness. Certainly, 

1924 every major conflic~ that C.S. Men and women have served in 

1925 has yielded u~explained illnesses . 

• 
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1926 

1927 

1928 

1929 

1930 

1931 

1932 

1933 

1934 

1935 

1936 

1937 

1938 

But that doesn 1 t obviate our need to methodically and 

thoroughly investigate each and every exposure. And that is 

why we are committed to do that, and I think that is the 

partnership that VA and DOD, through the Deployment Health 

Working Group, are vested in right now. 

Mr. JANKLOW. Dr. Kilpatrick, are there any unlearned 

lessons that you know of lingering from the Gulf War? 

Or. KILPATRICK. I think one of the hardest ones is 

communication. It doesn't matter how good a job you do, you 

can always do it better. 

And I think one of the issues that we are working at very 

hard now is to make sure that leaders in the field are 

communicating to their troops that they are concerned about 

1939 these various exposures, their health. They are concerned 

1940 about documenting where they are. They are concerned about 

1941 making sure they have that access to health care when they 

1942 come home--r think DOD and VA share the same concern for 

1943 those who are getting off Active Duty; they will be looking 

1944 perhaps to the VA for health care--that they understand that 1 

1945 in fact, there is the ability for them to have 2 years of 

1~46 health care coming out of a combat zone now. That was not 

194.7 present after the Gulf War in 1991. And I think that that 

1948 is--getting that communicated to people, so they know they 

1949 have that access to health care, is so important. 

1950 So I think that that is one of the areas where, as good a 



• 

• 

• 

HG0084.060 PAGE 88 

1951 job as I think we are doing, we always need to look to say, 

1952 how can we do it be~ter. And I think doing that, through 

1953 even this hearing, is very helpful to those men and women who 

1954 are serving today. 

1955 Dr. WINKENWERDER. And if I might add to that to say, you 

1956 know, you never know when you haven't learned a lesson 

1957 until--there are many times you don't until you've learned 

1958 it, which to me speaks to the need culturally to have an open 

1959 mind, be open to learning things that you didn't know before. 

1960 ~~d so if there is one thing that I would continue to 

1961 hope to convey to our people it is a continued vigilance 

1962 

19631 
19641 

1965 

about different sources and causes of illnees and ways tc 

improv€;. I~ is sort of a culture of learning and getting 

better . 

Mr. JANKLOW. Assuming we have the baseline data that we 

1966 need for the current war that we are ~r., recognizing that our 

1967 troops cou:d be exposed to biological or chemical warfare, do 

1968 we have the systems in place? 

1969 I mean, that is the key thing. Do we have the systems in 

1970 place to be able to get the information about the individuals 

1971 and about the chemical or the agents or the toxins that are 

1972 being--that they have been exposed to, so that we will have 

1973 the database of informa~ion to address it without all the 

1974 types of--new types of frustration that we will have to go 

1975 through in order to find out whethe~ or not there are or 
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1976 aren't legitimate reasons for illnesses or problems that 

1977 people have after the war? 

1978 Am I making sense to you? 

1979 Dr. WINKENWERDER. Yes. 

1980 Mr. JANKLOW. Do we have a system in place, is what it 

1981 comes down to. I realize we had no history before the Gulf 

1982 War. We now have a history. 

1983 Dr. WINKENWERDBR. I believe we do have the system in 

1984 place. 

1985 Mr. JANKLOW. Is there anything we can do to make it 

1986 better? 

1987 Dr. WINXENWERDER. Yes. 

1988 Mr. JANKLOW. What? 

1989 Dr. WINKENWERDER. One of the things that we can do to 

1990 make it better is to ensure that there is 100 percent 

1991 compliance with all the policies and all the procedures, the 

1992 training we have talked about. 

1993 Mr. JANKLOW. Have those orders gone out to the military? 

1994 Dr. WINKENWERDER. Absolutely. 

1995 Mr. JANKLOW. Is there any reason that the military would 

199G have for not following orders from above that are 2awful? 

Dr. WINKENWBRDER. No. I have no reason to believe that 

1998 people have not taken this issue extremely seriously. 

~999 Mr. JANKLOW. Do they understand that if they violate 

2000 direct, lawful orders from a superior, that it sometimes is 
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• 2001 

2002 

far more serious in the military than it is in civilian life? 

Dr. WINKENWERDER. Yes. I think there is a good 

2003 understanding of thac. 

2004 M~. JANKLOW. Those are all the questions I have, sir. 

2005 Mr. SHAYS. Thank you. 

2006 M~. Tierney. 

2007 Mr. TIERNEY. Thank you. I have only a follow-up 

2008 question. 

2009 We know that this 2004 VA budget, Dr. Roswell, has 

2010 several provisions that are going to restrict the ability of 

2011 certain classifications of veterans 1 Priority 7 and Priority 

2012 8, ~o get treated and to get the cost of care covered--! 

2013 can't get ~his thing to stop moving up and down . 

• 2014 Isn't that one of the lessons we•ve learned, though? If 

2015 we have incidents that are not really showing signs of 

2016 symptoms or illnesses for several years after people get out 

2017 of the service, being covered for the first 2 years may not 

2018 be sufficient. And haven't we learned through some of the 

2019 Gulf War Syndrome incidents that it can be any number of 

2020 years before people start coming down with these symptoms? 

2021 So having learned that lessot, we put out a budget that 

2022 still doesn't seem to address these people's concerns. 

20231 
2024 

What are your concerns about that, and what can we do 

about the fact that some of these people may net exhibit 

2025 symptoms in the first couple of years? And how is the VA 

• 
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2026 

2021 

2028 

2029 

2030 

2031 

2032 

going to deal with those people without excluding them from 

coverage? 

Dr. ROSWELL. Well, certainly one way to do that .is to 

authorize special access for care for people who have. 

illnesses that occur following a conflict. 

We actually had that authority that just expired in 2002 

for veterans of the Gulf War. It would be obviously, 

2033 depending upon the outcome of the current conflict, 

2034 appropriate for this Congress to consider special 

2035 authorization for priority care for veterans who have served 

2036 in this conflict. 

2037 The 2 years is a minimum. It would certainly continue 

2038 beyond that if an identified need were discovered during that 

2039 period or if an illness, injury, or disability associated 

2040 with military service were identified that led to a service 

2041 connection. 

2042 Mr. TIERNEY. I think your first recomme:f~dation is 

2043 probably one that we ought to look into, and that is making 

2044 sure that we provide some sort of flexibility or ability to 

2045 cover those for people that may be coming out of this 

2046 conflict, and I appreciate that. 

2047 Mr. Chairman, I have no other questions at this time. I 

2048 want to thank our witnesses for their thoughtful answers and 

2049 for their assistance here today. Thank you. 

2050 Mr. SHAYS. Thank the gentleman. Let me just do a few 
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2051 little m:nor points for the record . 

2052 Dr. Rcswell, we are looking at VA data and reports on 

2053 mortality in the Gulf War. And its recent reports, based on 

2054 VA data, have been late. There was one report that showed 

2055 kind of a real spike in deaths, and it was called back and we 

2056 are curious about that. 

2057 So we are going to invite the VA back to have a dialogue 

2058 about this, but I just kind of feel your comment about not 

2059 showing much difference is something that this committee has 

2060 a big question with. 

2061 And I would also just say, Dr. Winkenwerder, that r have 

2062 some specific questions about the status of the Armed Forces 

2063 Radiobiology Research Insti~ute and their work on a drug to 

2064 counteract the effects of radiation exposure . 

' 



• 

• 

• 

HG0084.060 

2065 RPTS BULKLEY 

2066 DCMN BURRELL 

PAGE 93 

2067 Mr. SHAYS. And we're going to second these questions in 

2068 writing to your office and ask that you respond. I don't 

2069 think we need to take time to do that now, we think. 

2070 Dr. WINKENWERDER. We•a be glad to do that. 

2071 [The information follows:] 

2072 ******** COMMITTEE INSERT ******** 
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2073 Mr. SHAYS. And also say, Dr. Hyams, you have the biggest 

2074 ~hallenge here, and I have a theory and it never fails me 

2075 that the person who says the least has the greatest 

2076 

2077 

2078 

2079 

2080 

2081 

2082 

2083 

2084 

2085 

contribution at the end to make. So I'm going to just 

ask--no, I'm not going to do it quite that way. But I'm 

going to say to you that I would like you to put on the 

record anything that you thi~k needs to be put on the record 

or any observation that you would like to put on the record, 

and then we'll get to the last panel. 

And Dr. Hyams, I wou:d also invite you as well. I'm not. 

being facetious. I know all four of you have expertise here, 

and we didn't ask Dr. Roswell as many questions so you didn't 

need to jump in, but I'm happy to have all four of you make 

2086 any final comment . I'll start with you, Dr. Kilpatrick. 

2087 Dr. KILPATRICK. Well, I think that the Departmen~ of 

2088 Defense is very foc..1sed from the lessons learned in the Gulf 

2089 (.lll how do we better take care of oar men and women in harm• s 

2090 way today. I think the Force Health Protection Program is 

2091 that cascade effect of programs that will protect health. It 

2092 does depend on good leadership and cohesive units. We 

2093 believe we have that that we see that in action today, and it 

2094 is our duty to make sure from a medical standpoint that those 

2095 ~en and women have their hea~th concerns addressed, and our 

2096 medical department stands by waiting ~o make sure that their 

2097 health concerr.s, whether they are related to the deployment 

• 

ML 
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2098 or any other concern, get addressed with. facts about 

2099 exposures we know occurred. 

2100 

2101 

2102 

2103 

2104 

2105 

2106 

2107 

2108 

2109 

2110 

2111 

Mr. SHAYS. Thank you. 

Dr. WINKENWERDER. Mr. Chairman, I'd just say we 

appreciate the opportunity to be here today. I think this 

has been. a productive exchange of information. I hope you've 

found it that way and useful. 

My first comment is just to say that I deeply appreciate 

the sacrifice that our men and women in uniform are making, 

and I also deeply appreciate the outstanding job that our 

medical people are doing. I think we've seen from the TV 

reports and all just the incredible job theykre doing. 

They've made us all very proud. 

We are absolutely committed to trying to protect our 

2.112 people who are taking on a very challenging situation, a 

2113 brutal regime that has terrible weapons. We've done 

2114 everything that we know we can do to protect them. We will 

2115 continue throughout this conflict and after the conflict is 

2116 over to ensure that we look after people's health care needs 

2117 and that we do right by them for the good service that 

2118 they've done. So I'm committed to that. 

2119 Mr. SHAYS. Thank you. 

2120 Dr. ROSWELL. Mr. Chairman, let me begin by thanking you 

2121 for your leadership over the last decade in moving our 

2122 government closer to a more full and complete understanding 
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27891 of the day. You have the floor and you're asking great 

27901 questions. I'm done. 

279:1 Dr. MOXLEY. In our written statement, we~~. 

2792i Mr. SHAYS. Could I just thank--before--I'm interrupting. 

2793 I'm sorry. I just wanted to thank Dr. Winkenwerder for 

2794 staying here and having the courtesy of listening to their 

2795 points. I'd like to do a little connection between you and 

2796, them and also to point out Dr. Kilpatrick is here and also 
' 

27971 Dr. Hyams as well, and thank all three of them for showing 

27981 you the courtesy and also learning from what you might say. 

2799 That's very helpful of you. 

2800 Thank you. 

2801 Dr. WINKENWERDER. Thank you. We're glad to have more 

2802 interaction here. 

2804/ 

2805 

~r. SHAYS. We'll make sure that happens. Thank you. 

I'm sorry to interrupt. 

Dr. MOXLEY. we:~, I was trying to come back to some sort 

2806 of answer to your question. I was going to say in our 

2807 written statement we recapitulate our reco~~endatione. I 

2808 mean, it would be a fairly long list of inquiries, but one 

2809' could ask whoever is responsible has this been implemented. 

28l0 I don't know that golng over it I could improve upon it, and 

28ll they are ir. t~e written record. 
I 

2812 Mr. JANKLOW. Sir, after this report was submitted to the 

28l3 Defense Department, did you ever hear back anything? 

• 
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find a copy of correspondence I received 

P1ease reply, in duplioate , to my aide , RYAN WELCH. 

RCS / wrw 
Enclosure 

Sin-cerely, 

~~ 
Richard Shelby 

U20105 /02 
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Date: 111512002 8 28 AM 
Sender.wnnn~----------------------~ 
To: senator 
Priority: Normal 
~bi@!!tPiease read regardng Anthrax vacc111e 

[(bX6) I 
November S, 2002 

The Honorable Rlchard C Shelby 
Un4ted States Ser~te 
110 Hart senate Off1ce Bu~ldlng 
Wash1ngton, o.c 20510-0103 

Dear Sen. Shelby: 

r strongly and s1ncerely rec~nd that you read and act upon th1s. I 
s1ncerely request that you w1ll look lnto each m1l1tary member'S ~ecords 
and redress the wrong 1f they were harassed, courtmart1aled, or forced out 
of the1r respect4ve branch of servl.ce for "noncoroph.ance• for refus.1.ng 
th1s vaccine. 1 was J.n the Al.r Force and Reserve for 26 years ovor a 31 
year per1oCI and took countless doses of vacc1ne, sozne o£ wh1ch were .only 
sl!.ghtly tested and the m1.l:l.tary used as guJ.nea p1gs Heaven knows what 
caused the bouts of sudden depress1on I now suffer from but I'm w1ll.1.ng to 
bet that 1t lS a SJ.de effect from somet~ng I was supposed to over the 
years, whether m1l.1.tary connected or not 

Dur1ng the • 80 • s I refused an AIDS test at Bgll.n AP.B, Plor:x.da, along 
w~th an AF Offlcer, unt1.l the med~cal tecbn1c~an washed the blood of a 
prev~ous pat~ent from h1s rubber glove that he had not changed H1s 
excuse was that they dldn ' t have adequate suppl~es of gloves to change 
after each pat~ent I was ostrac1zed by my super~ors and co-hort5 for my 
adamant stand, but I "'ould have gone home Wlth a court-martJ.al before I 
would have let h~m handle me w1th a bloody glove Of course. I could not 
have taken th~s stand dur1ng a combat cond1t1on, but th1s was dur1ng a 
tra1n1ng m1ss1on or weekend dr1ll 

Thank you for your cooperat1on and cons1derat4on 1n th1s matter. 

(b)(6) .. 
- --- ----- --··-- - - --(In case the art1cle does not copy, ~t :x.s Phyll1s Schlafly's syn~cated 

art1cle dated Novembe= 5, 2002). 

Phyll1s Schlafly (arch1ve) 
(pr1nter-fr1endly verslon) 

November s, 2002 

Cll.nton scandals cont1nue to surface 

-

The General Accountlng Off1ce reported last week that 16 percent of our 
Nat1onal Guard ard reserve p1l ots and a1rcrew nave transferred out of 
the1r combat pos1t1.ons An addLtl.onal 18 percent of those surveyed have 
stated ~he~r 1ntent to transfer or leave Dld ~hey suddenly lose the~r 
zeal for flyzng? Are they fatlgued after years of servlce? Are they 
avo~d1ng poss1ble deployment for an 1nvas1on of Iraq, None of the above; 
the p~lots' departure has noth1ng to do w~tb fly1ng or w1th war 'rhe GAO 



... 

~scov&red that those p~lots departed because tha Cllnton a~n~strat~on 
o~dered them to rece~ve the anthrax vacc1ne, and 56 per~ent of those who 
d~d take the shots reported adverse s~de effects. 

Now. after scores of res1gnatlons and hundreds of careers destroyed ~ 
court-~rt~al, we d~scover L~aL our ~ave servlcemen and women were r~ght 
to res~st the anthrax orders, and the government ~s fatally and corruptly 
~rong. A lawsu~t flled bt two Connect~cut A~r Force Reserve p1lots 
asserted that the vacc1ne used o~ the m~l1tary was nevDr pro~rly tested, 
and the Food and Drug Admln1strat1on's recent response was to halt use of 
ex1st1ng stocks of the vacc1ne 

Several months earl1er, the FDk had ordered that a warn~ng be Lncluded on 
the vocc~e's package 1nsert stat1ng ~hat the vacc1ne can harm ~eople w1th 
1mmun~ty ~sorde~s. can cause a host of ser~ous long-term adverse 
react1ons, and could already be re$pOns~b1e to~ s~ deaths and a number of 
b~~th defects These warn~ngs were based on compla1nts by ~l~tary vacc1ne 
\l.Sera_sJ.nce 1998 a.nd show an..l.nJury rate that far excaeds ctls.ua.lty-re.tes
~n combat. 

The FDA warn~ng also states that adverse react1ans are expected ~n 5 
percent to 35 percent of peQ9le who get the ln]ect1on That 1s an 
absolutely shock~ng danger d1fference from the adver~1aed 0 2 percent rate 
when Cl1nton ordered everyone 1n the m1l1tary to be g1ven ~he vacc1ne 

Cl1nton saw 1n the anthrax vacc~ne a ~ay to st1ck 1t to the m1l1ta~ he 
•loathed,• lJ.terallY, wh1le hand1ng a pot of gold ~o an 1mportant 
pol1t1cal ally It was w1n-w~n for the ClLntonJ.s~as, but losQ-lose for our 
f1nest serv1cemen and women. 

The b~ggest beneflcAary ot the order to fore~ the anthrax vacc~e on the 
m1!1tary was Adm Wtll1am Crowe, the former c~1~n of the Jolnt Ch~efs 
of Staff, who had prov1ded pol1t1cal "cover• tor Cl~nton at a key moment 
dur1ng h1S b1d for the pres1dency ~n 1992 Crowe personally vouched fox 
Cl1nton aga1ns~ charges th~t he was a draft dodg~r. 

A grateful Pres1dent Cl1nton rewarded Crowe w1th the ~lurn appolntment as 
Ambassador to England But even that was not enough, Cl1nton handed 
B~oPort, a corporat1on Where Crowe was a d1reGtOr and a stockholder, an 
exclus~ve mult~lllon-dollar con~ract to supply a.4 ~ll1on servicemen 
~1th ~he anthrax vacc1ne. Crowe ~eportedly rece1ved substant~al stock 1n 

W1tbout for ~t A Pentagon aud1t 1n Aprll 
q,.Qa,t$,_ -

co~ts,• 1nclu~g 

senior man•gement. 

About a year after s~o?ort contr$Ct~lly obl~gated 1tself to sapply t~e 
anthrax for $25 7 m1ll~on, the Cl~nton ~dm1n1strat.ton nearly doubled 1ts 
prom1sed payroenta to $49 8 m~ll~on, ~ though the FDA repeatedly c~ted 
B1oPort for qual~ty def~c1enc1es and B1oPort fa~led federal 1nspect~ons 
aga1n and aga1n 81oPort was even 1ndemn1f1ed aya1nst all l1ab~l1ty f~om 
adverse react~ons to the vacc1ne, wh1ch Ar~ Secretazy Lou1s caldera 
adrn.ttted wag "unusually hazardous" for certa.Ln recl.p~ents 

An emergency med~c1ne phys1c1an at Keesler Alr Force base 1n M1SSlSSlPP1, 
Capt John Buck, chose to face a court--~rtlal rather ~han be LnJected 
w~th the vacc~ne 

•A red lump on the arm .ts not someth1r.g that scares me,• BUck sa1d. "but 
an auto1mmune dlsorder for the rest of mY l1fe 1s ~ 
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The Cllnton a<au.ol.strat:I.on cruelly court-mart~aled hundreds of ser:v1.cemen 
for decl~n1ng the unsafe, untested vacc1.ne. 

The anthrax vacc~ne, wh1.ch was ~mposed on serv1.cemen and women al1.ke, was 
never tested for harm ~o unborn ch1ldren. Cl1nton•s fem~l.st adv1.sors 
would never perm1.t treat1.ng women dl.fferently from men, even for the sake 
of avo~d1.ng b1.rth detects 

The number of deaths that the FDA now concedes could have been caused by 
the anthraX vaccJ.ne exceeds the casualt1.es fr,om the anthrax l.t&elf when 
the ma1.ls and off1ce b~ld1ngs were contam1nated last year The postal 
workers showed good common sense when 98 percent of them reJected the 
government's hard sell to be voiuntar1.ly l.nJected Wl.th the vacc1.ne 

we are wa1.t1ng ~or the Department of Defense to do the r1.gbt th1ng· 
restore the careers, Wl.th rank and pay, of the hundreds o£ serv1cemen and 
women who were pun1.shed for refus1.ng a corrupt order to be 1n)ected wtth 
the -~safe, untested and unnecessary vac::~e_ .one. 1:euon lie -el6eeed- eeorge 
W. Bush vas to reme~ a~ll Cl4nton•s m1stakes, and th.1s is a good place to 
start 

Contact Phylll.s Schlafly I :Read her 1:>1ography 

c2002 Coplay News Serv~ce 

NOTE Columns w1ll not be automat1cally attached to the ema1ls you send 
chrough th1s tool. 

--- -- -.. 
Copyr 1ght 1991-2000 

Sl.ncerely, 

(b)(6) 

Rece~ved from mallslms1 senate gov ([ 156 33 203 101) by ~maexc3 senate gov 
Wl.th 
SMTP 

(IMA Internet E"'change 3 13 > 1d 006654F9 , Tue, 5 Nov 2002 08 .. 28 54 -0500 

-·· 
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THE ASSISTANT SECRETARY OF DEFENSE 

H£ALTH .f<!'F'AtftS 

Honorable Arlen Specter 
Chairman 
Committee on Veterans' Affairs 
United States Senate 
Washington, DC 20510-6375 

Dear Mr. Chairman, 

WASHINGTON, D. C. 2030H ZOO 

2 7 APR 199B 

' 

Thank you for giving me the opportunity to respond to your letter of March 30, 1998 
requesting information to complete the hearing record of March 17, 1998. 

I believe that the attached answers to your post-hearing questions underscores our 
determination to ensure that the health of our men and women in uniform are fully protected 
against health hazards they may encounter as they deploy around the world in support of our 
national interests. 

Should your office have any further questions, please contact my Chief of Staff. COL 
Terry Rauch at (703) 697-2113. 

+:;<t.~~ 
Gary A. Christopherson 

Acting Assistant Secretary of Defense 

@ 



Department of Defense (DoD) Responses 
to Post-Hearing Questiol15 from U.S. Se1•ate Committee on 

Veterans' Affairs Hearing:- March 17,1998 

Question 1: DoD coordination with the Department of Veterans' Affairs ; 

I) What has DoD learned over the last seven years from its experience with Desert 
Storm/Desert Shield and Bosnia veterans that will change the way veterans will 
receive post-deployment health care and services? 

2) How has DoD coordinated with the Department of Veterans Affairs any strategies 
to address health probl~ms associated with exposure to BW/CW7 

3) What has DoD done to coordinate with the Department of Veterans Affairs the 
development of individual medical baselines on military personnel who are being 
sent to the Gulf and who may be sent to future military engagements? 

Answer: DoD and the Department of Veterans Affairs (VA) have worked together 
successfully on several levels to ensure that we have learned lessons from the Gulf War 
and subsequent deployment experiences and that we apply those lessons to current and 
future agency and interagency activities. The two Departments and the Department of 
Health and Human Services (DHHS) have worked together since January 1994 through 
the Persian Gulf Veterans Coordinating Board. The success of that effort has led to 
plans to establish a Military and Veterans Health Coordinating Board to continue 
interagency coordioation. Once established, the new Coordinating Board should ensure 
coordination between VA, DoD, and Dllli.S on a broad range of health care and 
research issues relating to past, present, and future military service in the U.S. Armed 
Forces. The Coordinating Board provides the forum to ensure the agencies develop and 
provide, as necessary, coordinated and timely registry and evaluation programs, clinical 
care programs, comprehensive health risk communication, and benefit and 
compensation determinations. 

Under the National Science and Technology Council (NSTC), DoD, VA. and DllliS 
were the primary participants in development of an interagency plan to address health 
preparedness for and readjustment of veterans and families after future conflicts and 
peacekeeping missions. This effort was in response to Presidential Review Directive 
(PRD)/NSTC-5, which required the participants to review policies and programs and 
develop a plan that can be implemented by the Federal government to better safeguard 
those individuals who risk their lives to defend our Nation's interests. The plan focuses 
on existing policies and lessons learned from the Gulf War and other recent 
deployments such as those in Bosnia, Haiti, and Somalia. In addition, health 
preparedness for defense against and the health consequences of deployment-related 
exposures to biological and chemical warfare agents is an essential part of the plan. 
The President's Committee of Advisors on Science and Technology is currently 
reviewing the plan. 



Under the leadership of the V NDoD Exetutive Council, the Department's are 
advancing other cooperative efforts. VA and DoD have a commitment to create a 
computer-based patient record (CPR). The CPR will capture health-related data from 
the service member's accession into the military, through training and deployments, 
and to separation or retirement from military service. The CPR and supporting systems 
will capture (and improve tracking and analysis) of(l) health events (outpatiel)t visits 
and inpatient hospitalization), (2) periodic, pre-deployment, and post-deployment 
health assessments, (3) immunizations and other preventive countermeasures, and (4) 
potential health risk factors (including deployment-related, occupational, 
environmental, and personal). Upon separation or retirement from active service, the 
CPR will be transferred to the VA for their use in providing long-term health serVices 
and benefits, and in improving our under~tanding of the health of veterans. 

Question 2: Improved medical tracking 

In your prepared statement, you mentioned the computer-based patient record (CPR), 
the Theater Medical Information Program and the Personal Information Carrier (PIC) 
as systems designed to improve medical tracking. What are the development and 
fielding schedules for these items? 

Answer: The Composite Health Care System II (CHCS ll} developmental and fielding 
schedules are attached. CHCS II is an evolutionary development program which will 
ultimately provide the CPR. CHCS II consists of incremental deliveries of increased 
functionality supporting the President's 8 November 97 memorandum and the 
Department's Force Health Protection (FHP) Program .. The Preventive Health Care 
System (PHCS) and the Personal Infonnation Carrier (PIC), both integral to improved 
medical tracking capability, are functional components ofCHCS II. PHCS and PIC in 
the near term, will be deployed as a stand-alone system in FY99, pending identification 
of funding. The long-term plan, however, is to fully integrate PHCS and PIC 
functionality into CHCS 11 Increment 3. The CitCS II Program development schedule 
and deployment plan are attached as Enclosure l. 

Question 3: Pyridostigmine bromide. 

1) The records for the documenting use ofpy"ridostigmine bromide (PB) during the 
Persian Gulf War are incomplete. For example, in June 1994, the Defense Science 
Board Task Force stated, "Although all units were given PB, the Department of 
Defense does not have records ofwhlch military people actually ingested PB, nor of 
how many tablets may have been ingested." a) What is DoD's current policy on the 
use of this drug and how its use will be monitored? 

Answer; The Department is committed to working with the Food and Drug 
Administration (FDA) in the development of a policy that will allow for the use of 
Investigational New Drugs in combat missions. The Department currently has 
established working groups to resolve issues relating to the usc ofiNDs in military 
combat or civilian terrorism emergencies. In the military combat context, the DoD is 
working to establish a protocol for use ofPB whiCh is acceptable to the FDA and which 
is executable by line commanders. DoD is pursuing the application of the Army's 



MEDPROS system to track IND products in operational settings. Additionally, future 
immunization tracking systems will include capability to record IND usage. 

Question: 
3. 2) Given DoD's new guidelines that PB will be used only if there is intelligence 

information indicating threat of the use of so man or tabun, is DoD _, 
acknowledging that there may be health risks when PB is used in association to 
an exposure to other chemical warfare agents, such as sarin? Does DoD now 
have reason to believe that PB may otherwise be harmful when used by a 
healthy population? 

Answer: The guidelines being developed for use of PB are based on well designed and 
executed research protocols and on information available from Operations Desert 
Shield and Storm. The Department believes that the pharmacological action ofPB is 
effective as a pretreatment against the use ofsoman and possibly tabun. PB is not 
effective as a pretreatment against sarin. Based on available data, the Department does 
not believe it is harmful. The FDA has noted that until there have been clinical trials 
using PB as a nerve agent pretreatment at the proposed dose and schedule, effectiveness 
in humans cannot be fully evaluated. However, it is unethical to do clinical triaJs in 
humans to prove effectiveness for this proposed use. Therefore the FDA is considering 
the use of surrogate animal data to further eva1uate the drug for approval. It should be 
noted that PB has been licensed for use as a treatment for myasthenia gravis for 5 
decades at much higher doses for long periods of treatment. The FDA has not 
questioned the use of PB at these higher doses for these patients. 

Question: 
3. 3) Given the disputes between DoD and FDA on DoD's ability to comply with 

1nvestigationa1 New Drug (IND) agreements and requirements, what is DoD's 
policy for current or future appHcation for the use oflnvestigational New Drugs 
in peacetime or combat missions? 

Answer: The Department is committed to working with the FDA in the development 
of policies and practicaJ protocols that will allow for the use of Investigational New 
Drugs (IND) in combat missions and civilian terrorist emergencies. The Department 
complies with the FDA requirements for use ofiNDs in medical treatment facilities and 
in research facilities_ However, the doctor/patient or principal investigator/patient 
relationship required for the use ofiNDs in a medical treatment facility or research 
facility is very different from what is required to use an IND in a disaster emergency or 
combat exigency situation. 

Question 4: Anthrax Vaccine Program 

l) When Secretary Cohen initially announced that DoD wou1d proceed with 
inoculation of all U.S. service memben against anthrax, he outlined four conditions 
that needed to be met: (I) safety testing; (2) a plan for tracking of vaccines; (3) 
approval of operational plans to administer the vaccines and inform troops; and (4) 
review of the program by an independent expert. The plan to vaccinate troops has 
been understandably moved up because of the presence of our troops in the Gulf. 
But, we still need to Learn from the le&lons of the Gulf in making plans for future 



deployments. Please describe DoD's <..'Urrent progress on each of the four 
conditions that Secretary Cohen initially outlined. 

Answer: 
(1} The Department requested that the vaccine manufacturer, Michigan Biological 

Products Institute (MBPI), conduct supplemental or additional testing on.,aU lots 
of anthrax vaccine in the stockpile that had been previously approved by the FDA 
for release. The supplemental testing was requested by the Department because 
the FDA, during one of its routine inspections ofMBPI, had raised questions 
about vaccine production and quality control procedures. Although none of the 
concerns dealt specifically with anthrax vaccine production, the Department felt it 
would be prudent to have the manufacturer conduct supplemental testing to assure 
the general safety, potency, sterility, and purity of the anthrax vaccine in the 
Department's stockpile. Supplemental testing began in January 1998 and is 
scheduled to be completed by November 1998. Thus far, the results of all 
supplemental testing have been satisfactory. Even though supplemental testing 
will not be completed until November 1998, only those lots of anthrax vaccine in 
the Department's stockpile_ that have successfully completed supplemental testing 
will be distributed to the field for use. 

(2) The Services have implemented short-tenn, interim tracking systems that are 
currently documenting anthrax vaccinations in Southwest Asia (SWA) .. The 
Services interim systems will transmit data to the Department's central data base.. 
the Defense Enrollment Eligibility Reporting System (DEERS). A long-term. 
immunization tracking system, Preventive Health .Care System (PHCS), will 
begin initial deployment in the fall of this year. When the total force anthrax 
vaccination program is implemented, the interim tracking systems will be used to 
document and manage the program until the long-term immunization tracking 
system is fully operational. 

(3) The Air Force operational and communication plan has been approved by the 
Chief of Staff of the Air Force. The Army and Navy plans are in the final stages 
of coordination and are expected to be signed by the senior leadership of both 
Services by the end of April 1998. 

(4) Dr. Gerard N. Burrow, Special Advisor for Health Affairs for the President of 
Yale University, agreed to conduct an independent review of the Department's 
anthrax vaccination program. Dr. Burrow, who previously chaired the Institute of 
Medicine Committee on Health Consequences of Persian GuifWar Service, 
completed his evaluation around 19 February 1998 with the following findings: 

• "Anthrax vaccine appears to be safe and otTers the best available protection 
against wild-type anthrax as a B W agent" 

• " Steps have been taken to ensure the safety and quality of the Depattment's 
vaccine stockpile" 

• "The Services are developing a comprehens~ve plan to design and track the 
immunization program" 

• The communi.:;ation program will be coordinated by individual Services" 



• Other than delaying vaccination during pregnancy and in immunodeficient 
personnel, there would not seem to be the need for special considerations 

• Nor would there seem to be the need for special follow~ up" 

Question: 
4. 2) The current anthrax vaccine program requires military service personncl-to 

receive six shots over a period of eighteen months, followed by a booster shot 
every year. It is the Committee's understanding that the Department of Defense 
is exploring the efficacy of a different shot regimen. 

(a) If there is indeed a new program being considered, what is DoD's plan for 
implementation? 

Answer: Studies evaluating reduced vaccination schedules for administering the 
anthrax vaccine are ongoing, to include clinical studies in humans. The initial goal is to 
reduce the initial part of the primary 6-shot series from three shots given at 0,2, and 4 
weeks to two shots given at 0 and 4 weeks (the current 6-shot primary series is 
administered at 0, 2, and 4 weeks and 6, 12, and 18 months). Although some 
preliminary data has been collected, these studies are scheduled for completion in 
Fiscal Year 1999. A preci:~e implementation plan has not been established because the 
clinical data and surrogate animal studies, when completed, will have to be reviewed 
and approved by the Food and Drug Administration (FDA). The FDA must approve 
any change in the licensed vaccine regimen. Therefore, as studies are completed, the 
data will be presented to the FDA. This is necessary because a change in the· 
vaccination schedule represents a change in the laPeled use of the anthrax vaccine 
which must be approved by the FDA. This abbreviated vaccination schedule will not 
be implemented as part of the current plan to vaccinate the total force. 

Question: 
4. 3) On March 6, 1998, CNN reported that 200,000 doses of anthrax vaccine had to 

be recalled because they had been frozen, and thus ruined, during shipment to 
the Middle East. This illustrates some of the significant logistical hurdles of 
vaccinating our troops. 

(a) Please describe other logistical hurdles needed to be overcome for this plan to 
work. 

Answer: Other logistical concerns that must be adequately addressed to successfully 
implement the program are: 

• Monitoring/rotating vaccine stock:s intra- and inter -Service to best ensure use of aU 
vaccine prior to the expiration of vials of vaccine. 

• Ordering and distribution of correct size syringes for administering the vaccination 
to minimize waste in administering the .5 ml shot from a 10 ml vial. 

• 



• Ordering and pre-vaccination distribution of anthrax risk communication 
information and educational materials to service members and other personnel 
designated to receive the vaccination. 

Question: 
4. 3) (b) What is the shelf life of this vaccine? ' 
Answer: The shelflife of the FDA-licensed anthrax: vaccine is one year from the date 
the product is bottled and labeled by the manufacturer. 

Question: 
4 4) Given DoD's poor performance in maintaining medical records during the Gulf 

War, what assurances can you provide that this program will be properly 
administered and documenled in the future? 

Answer~ For both the accelerated program in Southwest Asia and the total force 
program, the anthrax: vaCcination program has high-level attention and oversight v.1thin 
the Office of the Secretary of Defense, the Joint Staff, the Services, and the warfighting 
Commanders in Chief (ClNC). The Army Vice Chief of Staff is the Executive Agent 
for implementation of the anthrax vaccination program in Southwest Asia. 

The CINC has placed a high priority on successfully implementing the vaccine 
program. On February 20, 1998, CENTCOM updated their deployment policy on 
implementing comprehensive joint medical surveillance measures, as outlined in the 
August 1997 Department ofDefense Instruction 6490.3, Implementation and 
Application of Joint Medical Surveillance for Deployments.. In addition to 
requirements for pre- and post-deployment health assessment questionnaires and daily 
and weekly disease and non-battle injury reporting, the CENTCOM policy stresses 
immunization tracking with special focus on the anthrax vaccine. CINC CENTCOM 
has directed that deploying personnel hand-carry their immunization record. Guidance 
on vaccination programs and other force medical protection measures for the theater are 
explicit regarding the requirement to document, retain, and, if appropriate, archive 
individual medical information. At the CINC's request, joint medical surveillance 
teams (JMST) have recently arrived in the CENTCOM area of responsibility to closely 
monitor and report on compliance with force medical protectionlsurveillance initiatives, 
including the anthrax vaccinations administered in theater. 

An interim immunization tracking system (ITS) is in place to meet the immunization 
tracking requirements for the anthrax vaccination program. Currently, the Services use 
use different systems to capture and retain data locally, but they also transmit a core :~et 
of information in a-standard format to DEERS. As individuals redeploy or move from 
one geographic location to another, the interim ITS will allow query of the DEERS 
database to confirm tbe vaccination status of an individual or update the individual 
service member's immunization record. 

DoD is proceeding with a single, long-term solution to immunization tracking. In 
1995, the Military Health System (MRS) began d·evelopment of the Preventive Health 
Care System (PHCS)-a component of the Composite Health Care System (CHCS) H. 



Immunization recording and tracking for military members, and all l\lfHS beneficiaries, 
are essential components ofPHCS. Requirements were approved in May 19%. 
Funding for PHCS was approved in August 1996. Prototype testing is occurring at 
MacDill Air Force Base, FL, Brooke Army Medical Center, TX, and Naval Hospital, 
Beaufort, SC. Operational testing is planned for FY 1998 with worldwide deployment 
anticipated in FY 1999. PHCS is programmed in the FY 99-2003 POM as a PJlft of the 
Defense Health Program: CHCS Il Deployment Surveillance Program. For active, 
Reserve, and National Guard activities that may lack a ready electronic link to CHCS 
II, a stand-alone PHCS product is being developed. 

Question: 
4. 5) Reuters News Service reported on March 7, 1998 that several research articles 

published within the last three months demonstrate that anthrax can be 
genetically altered and there is some evidence that forms of resistant vaccines 
already exist. A March 26, 1998 New York Times article also reported that 
Russian researchers may have produced strains of anthrax that may defeat the 
American vaccine. Does DoD have any evidence that anthrax can or has been 
genetically engineered to defeat the current American vaccine? 

Answer: Russian scientists have reported the creation of an antibiotic resistant strain 
of anthrax--a relatively simple technical manipulation. They also described, in a 1997 
publication, a study to improve their own anthrax vaccine. As part of that study, they 
genetically engineered a strain of anthrax to contain two foreign genes. That strain was 
resistant to the Russian anthrax vaccine unless the vaccine was mod.ified to contain the 
same genes. This genetically engineered strain likely causes disease by a different 
mechanism than that used by naturally occurring anthrax strains. Such an organism 
would essentially be a new organism and not anthrax, as we know it. 

Scientists from Los Alamos National Laboratory have described identification, using 
gene probes, of multiple strains of anthrax in tissue specimens obtained from victims of 
the 1979 Svcrdlovsk anthrax incident. The laboratory press release implied that 
mixtures of anthrax strains might overcome the protection afforded by anthrax vaccine. 
However, this assertion was purely speculative and is not supported by any data.. 

The current U.S.-Iicensed anthrax vaccine is considered to be highly effective against 
naturally occurring strains of anthrax., including antibiotic resistant strains. The 
development of genetica11y engineered new organisms using anthrax or any other 
biological warfare agent is a potential threat that must be evaluated carefully. We are 
not aware, however, of any information to suggest that these modified strains have been 
used in any context other than the research laboratory. Creation of a new vaccine 
would require initiating a substantial research effort. Even a "new" strain hopefully 
would be susceptible to an antibiotic, and thus treatable. While vaccines offer the best 
means of protection and are an important component of our over aU passive defense 
posture, physical protection in the form of the mask remains a critical element in our 
defense against biological weapons. 



Que.!ltiou: 
4. 6) DoD has decided to invest $130 million, over a six year period, in vaccinating 

the entire force of about 2.4 million personnel. Were other alternatives 
considered, for example, vaccinating only those personnel in relative high-risk 
areas and investing the remaining funds in developing a better biological agent 
detector? 

Answer: The decision to vaccinate aJl service members against anthrax was made after 
a thorough two-year review effort and based on the recommendations of the Chairman 
and Joint Chiefs of Staff During this review, all available alternatives were 
considered. Development of vaccines and other medical countermeasures against 
known biological warfare threats are vitally important because they increase our ability 
to provide full spectrum protection against these threats. Protective clothing and gas 
masks provide excellent front-line defense against biological warfare agent threats, but 
require detection of the agent to be effective. While research is ongoing to improve the 
threshold of point and stand-off biological warfare agent detectors, variables !ike 
weather, wind, and other external factors affect their ability to detect BW agents, 
particularly at low levels. Vaccines against biological warfare agents are given 
prophylactically, or before exposure, and provide individual protection when detection 
is absent or delayed and forces are exposed. 

Question: 
4 7) In its May 1997 report, the General Accounting Office {GAO) recognized some 

progress since the Gulf War in DoD's medical surveillance procedures. 
However, it also identified some weaknesses during the Bosnia deployment in 
maintaining accurate deployment information, the timeliness of postw 
deployment medical assessments, and medical record-keeping. Given the 
relative small number of personnel involved in Bosnia compared to the pool of 
2.4 million personnel DoD now plans to vaccinate, how can DoD ensure that the 
anthrax vaccination program will not be subject to these same, serious 
shortfalls? 

Answer: The response to Question 4, sub-question 1, documents the requirements in 
place and the future plans to minimize problems with the anthrax vaccination program. 
It is important to note that the GAO report focused on the administration oftickborne 
encephalitis (TBE) vaccine to some service members in Bosnia. TBE vaccine was used 
as an investigational new drug (IND); anthrax vaccine is a licensed vaccine. While it is 
important to accurately document all vaccines, IND vaccines have more extensive 
documentation requirements imposed by the Food and Drug Administration in their 
regulatory oversight ofiND products. 

Question: 
4. 8) Currently, DoD only requires medical exams every five years for most active 

and reserve personneL How will DoD ensure that personnel are notified that 
they are to receive their annual booster shot and receive that inoculation? 

Answer: The immunization tracking systems that wili document the anthrax 
vaccinations will also be used as a management tool to inform commanders about the 



status of individual and unit immunizations and to provide reminders when shots are 
required. 

Question: 
4 9) 

(a) 

fn November 1993, DoD established the policy, responsibility, and procedures 
for stockpiling biological agent vaccines and determined which persofUlel 
should be immunized and when the vaccines should be administered. 

Why did it take until now to approve this policy for anthrax? 

Answer: The department took a very methodical approach in developing this policy 
which translated into a slower than usual process. It was the first policy involving total 
force immunization against a biological agent so an extraordinary amount of analysis 
and coordination were deemed prudent. Additionally. tracking systems were not fully 
operational which was a requirement prior to implementation. 

Question: 
4. 9) (b) What were DoD's concerns about this policy and how were they resolved? 

Answer: DoD had no major concerns relative to the efficacy or requirement for this 
policy. 

Question: 
4. 9) (c) Are there any other vaccine programs in DoD that have a similar dosage 

requirement {six shots followed by annual boosters}? Please describe how those 
vaccines are administered and documented. 

Answer: No, there are no other vaccines in current use that have similar dosage 
requirements {six shots over 18 month time interval with annual boosters). 

Question: 
4. I 0) A number of issues regarding potential problems with implementation of the 

new anthrax vaccination program with active military personnel have already 
been raised. Please describe DoD's plan to implement and monitor this 
program for Reserve and National Guard personnel who are supposed to be 
prepared for activation and possible deployment to problem areas such as the 
Persian Gulf and Korea where these threats exist. 

Answer: The Service total force anthrax vaccination program implementation plans, 
which have either been signed or are in the process of being signed by their respectively 
Service Secretaries, address how each Service will implement and monitor the program 
with respect to Reserve Component (RC) personnel (i.e., Reserve and National Guard). 
In general, anthrax vaccinations for the total force will be administered to RC personnel 
by health care providers at the following locations: Department of Defense medical 
facilities; Coast-Guard medical facilities; Veterans Affairs (VA) or Public Health 
Service rnedicat facilities; Federal Occupational Health (FOH) Service medical 
facilities; Indian Health Service medical facilitieS; and where necessary, by civilian 
contract teams or facilities. 



Phase I of implementation for total force anthrax vaccinations will vaccinate all forces. 
Active Component (AC} and RC, forward·deployed or assigned to high threat areas of 
South West Asia (SWA} and Korea. Those RC rotating back to CONUS after 
deployment will continue the vaccination schedule to complete the six shot series. 

Phase II will vaccinate AC and RC early deploying forces (C to C+35} suppotjing 
SW A and Korea. The remainder of the total force, accessions, and sustainment 
(including the remainder of Reserve Component}. 

Question 5: Why only AnthraJ.? 

Anthrax is not the only biological weapon that U.S. military personnel may be exposed 
to in future conflicts. During the Gulf War &, 000 doses of botulinum toxoid vaccine 
were administered to U.S. troops to protect against a weaponized version of that agent. 
Why only protect our troops against anthrax when exposure to botulinum toxoid is also 
a possibility? 

Answer: Although botulinum toxin is a biological weapon threat. we do not have a 
licensed (FDA-approved) vaccine to use as a countermeasure. Given the technical and 
logistical considerations associated with a vaccination policy that provides total force 
protection, the Department currently plans to use only licensed vaccines with the total: 
force. In a military combat emergency, when the best medical defense against chemical 
and biological warfare agents requires the emergency use of drugs and vaccines not 
approved by the FDA for general commercial use as a chemical or biological .warfare 
agent treatment/antidote, the Department may require the use of products classified by 
the FDA as INDs. The use of botulinum toxoid vaccine is in this category. 

Question 6: Health Preparedness. 

Health preparedness includes ensuring that troops are sufficiently healthy to deploy to a 
conflict. Reservists who lack health insurance through their regular, non·military 
employment may lack access to medical care. Since Reservists are only required to 
have a DoD physical every five years, health problems may go undetected. How can 
you ensure the health preparedness ofReservists and National Guard personnel? 

Answer: In accordance with Section 10206 (a}(2}, Title 10, USC, each Reserve 
Component (Reserve and Guard) member is required to execute and submit annually to 
the respective Service Secretary a certificate of physical condition. This certificate is 
completed by the member, and subsequently reviewed by a military medical authority. 
If a medical condition is identified, the member is informed of the condition, and they 
are advised to seek medical follow-up (treatment) for corrective action, and 
continuation in an active Reserve status. Failure to comply may mean separation from 
Reserve status. 
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Mr. Gruy Christopherson 
Acting Assistant Secretary 
of Defense, Health Affairs 

Department of Defense 
The Pentagon 
Washington, D.C. 20301 

Dear Mr. Christopb..:rwn; 

'tinitcd ~rates ~matt 
COMMITTEE ON VETERANS' AFFAIRS 

WASHINGTON. OC 20510-637& 

March 30, 1998 

Thank you for testifying before the Committee on March 17. 1998 about the 
shortcomings that the Department of Defense has identified in chemical and biological 
preparedness and medical readiness during the GulfWar,lessons learned from the experience 
and strategies for future deployments. Unfortunately, time constraints hindered Committee. 
members from asking a number of questions that would have completed the hearing record. 
We would appreciate your response for the record to the enclosed set of questions by April6, 
1998. 

Please forward your responses to: 

Senate Committee on Veterans • Affairs 
412 Russell Senate Office Building 
Washington D.C. 20510-6375 
Attention: Mr. Dat Tran 

Should you have any questions, please contact Terence Lynch (202-224-4305) of the 
Committee staff. Thank you for your prompt attention to this matter. 

Sincerely, 

~ 
Arlen Specte 



Secretary Christopherson: 

DoD coordination with the Department of Veterans~ Affairs 
1) What has DOD learned over the last seven years from its experience with Desert Storm/Desert 
Shield and Bosnia veterans that will change the way veterans will receive post-depl~mcnt 
health care and services? 

2) How has DOD coordinated with the Department of Veterans Affairs any strategies to address 
health problems associated with exposure to BW/CW? 

3) What has DOD done to coordinate with the Department of Veterans Affairs the development 
of individual medical baselines on military personnel who an: being sent to the Gulf and who 
may be sent to futw·e military engagements? 

Improved medical tracking 
4) [n your prepared statement, you mentioned the computer-based patient record (CPR). the 
Theater Medical Information Program and the Personal Information Carrier (PIC) as systems 
designed to improve medical tracking. 'What are the development and fielding schedules for these 
items? 

Pyridostigmine bromide 
5) The records for the documenting use of pyridostigmine bromide (PB) during the Persian Gulf 
War are incomplete. For example, in June 1994, the Defense.Science Board Task Force stated, 
"Although all units were given PB, the Department of Defense does not have records of which 
military personnel actuaLly ingested PB, nor of how many tablets may have been ingested." 

a) What is DOD's current policy on the use of this drug and how its use will be monitored? 

Anthrax Vaccine Program 
6) 'When Secretary Cohen initially announced that DoD would proceed with inoculation of all 
U.S. seryice members against anthrax, he outlined four conditions that needed to be met: 
(1) safety testing; (2) a plan for tracking of vaccines; (3) approval of operational plans to 
administer the vaccines and inform troops; and (4) review of the program by an independent 
expert, The plan to vaccinate troops has been wtderstandably moved up because of the presence 
of our troops in the Gulf. But, we still need to learn from the lessons of the Gulf in making plans 
for future deployments. Please describe DoD's current progress on~ of the four conditions 
that Secretary Cohen initially outlined. 

7) The current anthrax vaccine program requires military service personnel to receive six shots 
over a period of eighteen months, followed by a booster shot every year. It is the Committee's 
Wlderstanding that the Department of Defense is exploring the efficacy of a different shot 
regimen. 

a) If there is indeed a new program being considered, what is DoD's plan for implementation? 8) 



On March 6, 1998, CNN reported that 200,000 doses of anthrax vaccine had to be recalled 
because they had been frozen, and thus ruined, during shipment to the Middle East. 1bis 
illustrates some of the significant logistical hurdles of vaccinating our troops. 

a) Please describe other logistical hurdles needed to be overcome for this plan to work. 

b) What is the shelf life of this vaccine? 

9) Given DOD's poor perfonnance in maintaining medical records during the Gulf War, what 
assurances can you provide that this program will be properly administered and documented in 
the future? 

1 0) Reuters News Service reported on March 7, 1998 that several research articles published 
within the last three months deruonstratMhat anthrax can be genetically altered, and there is 
some evidence that fonns of resistant vaccines already exist. A March 26, 1998 New York 
Times article also reported that Russian researchers may have produced strains of anthrax that 
may defeat the American vaccine. Does DoD have any evidence that anthrax can or has been 
genetically engineered to defeat the current American vaccine? 

II) DOD has decided to invest $130 million, over a six year period, in vaccinating the entire 
force of about 2.4 million personnel. Were other alternatives considered, for example, 
vaccinating only those personnel in relative high~ risk areas and investing the remaining funds in 
developing a better biological agent detector? 

12) In its May 1997 report, the General Accounting Office (GAO) recognized some progress 
since the Gulf War in DOD's medical surveillance procedures. However, it also identified some 
weaknesses during the Bosnia deployment in maintaining accurate deployment information, the 
timeliness of post~ deployment medical assessments, and medical record-keeping. Given the 
relative small number of personnel involved in Bosnia compared to the pool of 2.4 million 
personnel DOD now plans to vaccinate, how can DOD ensure that the anthrax vaccination 
program will not be subject to these same, serious shortfalls? 

13) Currently, DoD onJy requires medical exruns every five years for most active and reserve 
personnel. How will DOD ensure that persmmel are notified that they are to receive their annual 
booster shot and receive that innoculation? 

14) In November 1993, DOD established the policy, responsibilities, and procedures for 
stockpiling bio]ogical agent vaccines and detennined which personnel should be immunized and 
when the vaccines should be administered. 

a) Why did it take until now to approve this policy for anthrax? 

b) What were DOD's concerns about this policy and how were they resolved? 

15) Are there any other vaccine programs in DOD that have a similar dosage requirement (six 



shots followed by annual boosters)? Please describe how those vaccines are administered and 
documented. 

Why only Anthrax? 
16) Anthrax is not the only biological weapon that U.S. military personnel may be exposed to in 
future conflicts. During the Gulf War 8,000 doses ofborulinum toxoid vaccine wenf 
administered to U.S. troops to protect against a weaponized version of that agent. Why only 
protect our troops against Anthrax when exposure to botuiinum toxoid is also a possibility? 



Posthearing Questions 
Concerning March 17,1998 Hearing 

For The Honorable Gary Christopherson 
Acting Assistant Secretary of Defense, Health Affairs 

Department of Defense 

Pyridostigmine Bromide 

From Senator John D. RockefeUer IV 
Ranking Minority Member 

Senate Committee on Veterans' Affairs 

1) Given DoD's new guidelines rhat PB will be used only if there is intelligen<:e information 
indicating threat of the use of soman or tabun, is DoD acknowledging that there may be 
health risks when PB is used in association to an exposure to other chemical warfare agents. 
such as sarin? Does DoD now have reason to believe that PB may otherwise harmful when 
used by a healthy population? 

2) Given the disputes between DoD and FDA on Don•s ability to comply with Investigational 
New Drug (IND) agreements and requirements. what is DoD• s policy for current or future 
applications for the usc of Investigational New Drugs in peacetime or combat missions? 

Anthrax Vaccine Program 
3) A number of the issues regarding potential problems with implementation of the new 

anthrax vaccination program with active military personnel have already been raised. Please 
describe DoD's plan to implement and monitor this program for Reserve and National 
Guard persormel who are supposed to be prepared for activation and possible deployment to 
problem areas such as the Persian Gulf and Korea where these threats exist. 

Heqlth Preparedness 
4) Health preparedness includes ensuring that troops are sufficiently healthy to deploy to a 

confli¢. Reservists who lack health insurance through their regular, non-military 
employment may lack access to medical care. Since Reservists are only required to have a 
DoD physical every five years, health problems may go undetected. How can you ensure 
the health preparedness of Reservists and National Guard personnel? 
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The Honorable Donald H. ltumsfeld 
Secretary of Defense 
I 000 Defense Pc:atagon 
Washington, DC 20301-1000 

Dear Secetary lblmsfeld: 

l '-~ . ,.. • . . •. 
.. - : ·~,·..:.'·. • . •. ·=' ::= 

~(;! ~ tt .. • • ' t_ .. • •• •• -
- li!001/ 0U 

I 
Tune 24,2002 

I have noted recent developments in the Department of Defense's anthrax vaccine policy. 
Reports suggest that you have signed off on a plan to set aside your predecessor's policy to 
vaccinate the entire force in favor of a plan that will only vaccinate those who are at risk for 
exposure. As you finalize dtt.ails of the new plan, I ask you. to review eaRfully the~ that 
the old progJ1IlU had on the unifonned militlscy who refused tc submit to the shot series and left 
the mjli tary. 

In October 2001 . my staff and I were inconvenienced for over three montlts by 
COIIfaDlination l't&llltin& from the famed "Daschl~ letter," which contained a highly virile strain 
of anthrax. We all gained new~ about the sffec::tive:ness of anthrax vaccines as well 
as tbc smt d~ of variance in ~ility of individuals to 11ltlnx spores. We also came 
to the realization that what we k:ntw previously about antbrax was limited and that supposed 
protections against exposure may not have had any effect in this instance. 

More xecaltly, I read a book by Lieutenant Colonel Thomas S. Heeas.ctra, entitled 
bthrar, a Deadly Sltot ill file~ which was &iven to me by LUL.Il.I.L'----,....,.,..1..!!-- ..... 
constituent who refused to take the shots and was llllbsequ.e:o.tly discharged from the u..u..IU4Jt.-... 

W....u..¥.~----'· LCOL Heemstra 'Writes eloqumtly .. lllrplight of those who believed that 
the anthrax vaccine was not effective and was not safe, and perhaps moze so, felt that the 
govcmnent they served was not dealing honestly with them. [recommend it to you. 

The old policy was promoted as a lawN! order and used the Uniform Code of Military 
Justice to briDg members inm compliance, but neither the poJjcy or the UCMl were implc:mallcd 
UDifcmnly across or within the services. For example, in the Indiana Air Na!i.onal Guard. 16 
pilots (nearly half the squadron) were dismissed or mi~ ~a single squad:o» and no 
longer serve. ICOtHcemsn notes the glaring disparity between those actions and the lengthy 
informed consent procedures used when po.stal workers and Saw~ staff were offered tbc 581t)c 
vaccine laJt year. 

AS you review the actions of the pastAdministration and the institutional militazy that 
cmicd out the orders involving the ~ vaccine, and as you lay out the toad ahead seeking 
best protections of our troops against this 4tadly substance, 1 urge you to carefuD.y consider the 
mdivich1als who were victims of a policy that at can easily )'e called flawed,l)articulady 6 

U10648 ., 02 
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....... ~.____.and the other pilots of the And, I 
hope you will fmd it appropriate to extend to them invitations to return to military service. 

'l1wlk you for your 11tention to these issues. 

~'~ 
united States Scaa\C~r 
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ACTION MEMO 
July 9, 2002, 4:30PM 

FOR ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ellen P. Embrey, DASD, Force Health Protection and Readiness 

SUBJECT: Response to Anthrax Vaccine Policy letter from Senator Lugar 

• Tab A is proposed response to a letter from Senator Richard Lugar requesting 
Secretary Rumsfeld review the judicial punishments associated with the Anthrax 
Vaccine Immunization Program. He also suggests that Secretary Rumsfeld consider 
issuing invitations to return to the military service to any service member discharged 
for refusal to comply with the A VIP. 

RECOMMENDATION: USD (P&R) sign proposed response at Tab A. 

COORDINATION: Tab B. 

Prepared By: COL Denise Baken, OASD (HA)JFHP&R j(b)(6) 
PCDOC: 38321 Rf 38543 ~....-___ ____. 
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FOR: UNDER SECRETARY OF DEFENSE (PERSO:t\TNEL AND READINESS) 

FROM: Assistant Secretary of Defense (Health Affairs) 

SUBJECT: Response to Anthrax Vaccine Policy Letter from Senator Lugar 

• Tab A is the proposed response to a letter from Senator Richard Lugar 
requesting Secretary Rumsfe)d review the judicial punishments associated with 
the Anthrax Vaccine Immunization Program. He also suggests that Secretary 
Rumsfeld consider issuing invitations to any service members who were 
discharged for refusal to comply with the A VIP to return to military service. 

• Tab B is the incoming letter from Senator Lugar to Secretary Rumsfeld. 

RECOMMENDATION: USD (P&R) sign proposed response at Tab A. 

COORDINATION: Tab C. 

Attachments: 
As stated 

Prepared By: COL Denise Baken, OASD (HA)IFHP&R ~(b)(6) 
PCDOCS # 38543,38321 L.,;,.,;,..;.....;..,_ __ ...,~ 
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Tbe Honorable Richard G. Lugar 
United States Senate 
Washington, DC 205 10 

Dear Senator Lugar: 

,...,....,,....,.....,.,~I.lljha<UnUI.k you for your letter to Secreta1y Rumsfeld on behalf of your constituent (b)( 6) 
l(b)(6) I I appreciate your concern for our military members. 

In your letter, you cite Lieutenant Colonel Thomas Heemstra' s book, and his reference to 
the recent use of the anthrax vaccine for postal workers and Congressional staff personnel as a 
reason for military members to view the Anthrax Vaccine Immunization Program as unfair. I 
would like to clarify the difference between the Centers for Disease Control (CDC) use of the 
anthrax vaccine and that of the Department of Defense. The CDC offered anthrax vaccine to 
U.S. Postal Service workers and Congressional staff as a post·exposure treatment, a use for 
which the anthrax vaccine is not Food and Drug Administration (FDA) licensed. The CDC had 
to, therefore, adhere to FDA accepted procedures of administering the vaccine under an 
"investigational new drug" protocol with informed consent. The Department of Defense, on the 
other hand, uses the anthrax vaccine as a pre-exposure prevention, the use that is consistent with 
its FDA license. 

You also raise the issue of members discharged after refusing a lawful order. A member 
is discharged for refusing to obey a direct order only after a commander's assessment has 
determined the unique factors of the case warrant it. While there are standards to guide the 
commander in the range of disciplinary actions that can be taken for a refusal, each is unique .. 
The options available to a commander to resolve disciplinary problems range from taking no 
action, imposing administrative action, imposing or nonjudicial punishment, with Article 15, 
Unifonn Code of MiJitary Justice or referring the charges to a court-martial_ 

[t is the policy of the military justice system to use the lowest level of disposition that 
will further the interests of justice and discipline. The disposition should be warranted, 
appropriate and fair. No superior officer may attempt to improperly influence the commander in 
the exercise of his or her independent discretion when ·disposing of an offense. More 
importantly, the Manual for Courts-Martial, the Uniform Code of Military Justice, and Service 
regulations provide a host of due process rights that are guaranteed to every solider, sailor, 
ainnan or marine who refuses an order to receive the anthrax vaccination. Among those rights 
are the right to consult with a miJitary attorney at no cost, legal representation by an attorney in 
any special or general courts-martial, the right to notification of adverse administrative 
proceedings and an opportunity to present matters at those same proceedings, the right to appeal 
adve.rse decisions to superior commanders, and the right to request discharge upgrades from 
service review boards. We believe, therefore, that disciplinary issues associated with the 
Anthrax Vaccine Immunization Program have been concluded in the most appropriate manner 
available. 



In view of the recent biotcrrorism event.,, the validated threat associated with anthrax, 
and the defined parameters of our present policy, we do not anticipate that service members will 
refuse immunization. Further, any concerns that are raised by service members during this 
process will he directly addres~ed by medical personnel who are knowledgeable on the safety 
and efficacy of thq: vaccine. Again, thank you for your letter and the opportunity to discuss the 
program. 

Sincerely, 

David S. C. Chu 



' The Honorable Richard G. Lugar 
United States Senate 
Washington, DC 205 10 

Dear Senator Lugar: 

Thank you for your letter to Secretary Rumsfeld on behalf of (!>)(6) I share 
your concern for the health and we11-being of all of our dedicated men and women serving or 
who have served in our Armed Forces. 

I want to emphasize that the anthrax vaccine has continually proven to be safe and 
effective. Numerous human studies, some dating back almost 50 years, support this fact. There 
are no known long-term side effects to anthrax vaccine. At Fort Detrick, more than .I ,500 
laboratory workers have been followed for 20 or more years after receiving anthrax vaccine. 
Most of these workers received 150 to 200 vaccinations and skin tests; some received more than 
300 injections during their tenure at Fort Detrick. 

More recently, the National Academies of Sciences, Institute of Medicine, was asked by 
the Department of Defense lo review data on the safety and efficacy of the anthrax vaccine based 
on concerns expressed by some military members and members of Congress. This report, 
released in early 2002 after a comprehensive 15-month review, fow1d that the anthraJt vaccine is 
safe and effective in protecting against anthrax infection, including inhalation anthrax. The 
study concluded that anthrax vaccine side effects are common but tend to be local reactions 
commonly seen in all vaccines. There is no evidence to suggest that long-term health effects 
were associated with receipt of anthrax vaccine. 

Thank you for highlighting Lieutenant Colonel Heemstra's book, "Anthrax; a Deadly 
Shot in the Night." I appreciate that it provides a perspective that is not unlike the various 
theories promulgated as causes of unexplained illnesses associated with the Gulf War. We 
continue to allocate significant resources towards this issue in a deliberate effort to prevent or 
mitigate similar events in future contingencies. 

While Lieutenant Colonel Heemstra exercjses his first amendment rights in writing his 
book, his views are not consistent with those of the expert panels advising the Department of 
Defense on this vaccine. Views expressing concerns about short- and long-term vaccine 
consequences in the United Kingdom where childhood vaccination is voluntary have led to 
lowered uptake of vaccine and increased morbidity and mortality in children from common 
childhood illnesses like measles, mumps, rubella, etc. 

The Department of Defense has consistently used the anthrax vaccine as a pre-exposure 
protection against anthrax, a purpose for which the vaccine is fully licensed by the Food and 



Drug Administration. The infonnation provided to servicemembers prior to the vaccination 
focuses on the threat, safety and efficacy of the vaccine. After U.S. Postal Service workers and 
Congressional staff were exposed to anthrax spores in letters, the anthrax vaccine was offered 
under an investigational new drug protocol because it is not FDA licensed tOr u.<>e after exposure. 
The use of an investigational new drug requires extensive infOrmation to the individual, is 
voluntary, and reqUires a written infonncd consent. These two situations are extremely different. 

The DoD's anthrax vaccination program remains mandatory for those determined to be at 
risk. If individuals refuse after being counseled and ordered to take the vaccination, t.hey are 
subjecl to the UnifOrm Code of Military Justice (UCMJ) for disobeying a direct order. Under the 
UCMJ, individuals arc fully informed of their rights and options. 'W'hile there are standard 
policies to guide the commander in the range of disciplinary actions, it is the policy of the 
military justice system to use the lowest level of disposition that will further the interests of 
justice, discipline, and good order. The National Guard Bureau's record-. show a total of 13 
mted officers (pilots) voluntarily separated as a result of the anthrax vaccine. Additionally, six 
enlisted guard members voluntarily separated for this same issue. 

Under separations that are voluntary in nature, a 10nner Guard member can apply for re~ 
instatement. Hypothetically, if separations were involuntary with adverse information in his or 
her record, the serviccmcmbcr could appeal to the board of military records and, if favorably 
adjudicated, apply for reinstatement to the Air National Guard. 

I thank you for your letter and the <lpportunity to discuss our anthrax vaccination 
program. 

Sincerely, 

David S. C. Chu 
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FROM: BJ_91 P • DASD, Force Health Protection and Readiness .JUL 1 6 ID02 

SUBJECT: esponse to Anthrax Vaccine Policy letter from Senatod.ugar 

• Tab A is proposed response to a letter from Senator Richard Lugar requesting 
Secretary Rmnsfeld review the judicial punishments associated with the Anthrax 
Vaccine Immunization Program. Sbe also suggests that Secretary Rwnsfeld consider 
issuing invitations to return to the military service to any service member discharged 
for refusal to comply with theA VIP. 

RECOMMENDATION: USD (P&R) sign proposed response at Tab A. 

COORDlNA TlON: Tab B. 

Prepared By: COL Denise Baken, OASD (HA)IFHP&R (b)(6) 
PCDOC: 38321 Rl 38543 ....._.....;.. _ __, 



JUL-17-2002 14:34 HA ADMIN .. . . . .. 

Personnel and .ReadinesS 
, ' . . I 

Internal Tracking ·sheet 

. JUL 17 200Z 

>oc: COL Baleen HA 681-l111 
)riginator: Dr. Winkenwerder 
rrack:i.ng # o 1 o 123 7 
~CD# Ul0648-02. 
:ubject: Response to Anthrax Vaccine 

P®.cv Letter from Uss Lu~ar - ACTION 
MEMORANDUM 

Action Taken 

Date: ------
Signed: _________ _ 

Sent to:--~=----------
turned for Edits: ______ _ 

703 614 3537 P.03 

' NOTES 

TOTAL P.03 



TEL:703 58: 6F 

• 0(1../l•~l<, 

r"'*~>IU II. *IIJI, IOntJUlU_ ~&!ll<410 

~tt~ .~~~~~.'t;,;~~ 
;~~~~:;:;y~~=~ .. 
~~:( ttUii" ..... ~\<''1'0~~ 
.:O.IFF :ni.l-.>~l. ,.,:ara
,>.M~ "'D"""· -AAG•t 

~.,i>. ~oll!t ot ll.tprtJ'•ntaJ:ib•lt 
~"""~~· oii.O'I~QN.~~~>wo.,. 
J· .. GJIIO,.,!, '<fl.'44,o. 
.. l<ul.~ ''"11"'"- •••..c 
I.CIIto'C~ W!ll.l"'-1S""'i• 
OCI ~, .. ,.~-.~. (O""U"'.;Wf 
.... uo Qlf:...C'""'I. Jlt•·;~ 
~'""" ( -· 1•. ~I>TIIC~'I:I.IIII. "" ...... ,~ '"""-•JW. 
'""" .oo~"''"' ...., .. ,...,.1 

""'~k ,_ """"f'l 
Gr:"·~~"'" -~~ ••~•J ~~~~~ 

Ms. Ellen Embey 
Se::re~y ofDefen.se 

COMMITTEE ON VET!!\A{IIS' AfF"'-IRS 

ON£ I<UNOR!i:O SIVe'loi'!K eON~~I$5 

ll5 <:ANio~ll t!Cil~d O~l·~ ii.I[~O'fol~ 

iN•IWHt;,~J>. QC; l!'IU!o 

k~:!MII/IIU. ,g,U,Q<lo" 

February ? , 2002 

Deputy A"i$tant Secretary of Defense for 
Force Health Protet:tion and R.eadin~u 
Department of Defense 
The Pentagon. Washington, DC 20301 

Dear Ms. Emory: 
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In reference to our Subcommittee oversight hearing of January 24, '2002, 
pl:"'e answer the enclosed questions by lhe close of business february ~2. 2002 

Please provide your answers consecutively on legal size paper1 sin.gle•sp.aced 
and restate the question in its entitety bofor. the onswer. 

Enclosure 

JM:lchc 

Sincerely. 

dew1 Y¥1~ 
JEAAYMORAN 
Chairman 
Subcommittee on f!ealth 



Question; for Denartment of Defense 

s) 

I appreciate both views of Oo'D and VA in respect to ~ctions now being 
taken to protect troop health, and !0 ensure transitions of records and 
information from DoD 10 VA. Can you help us by forecasting how your 
improved systems will deal with veterans coming home from this new 
war? 

Ms. Embrey, Senator Riegle asserted char thousands of cholllicrJ alums 
were sounded during Desert Storm, but the Defense Department 
maintained that every one was a false alarm-that our troops in fact were 
not exposed to dangerous chemical substances in Kuwait or Iraq. Many 
efforts to review the Gulf War referred b•cktolhos .. lilmlS and the 
Department's posture that chemicals were not involved, Is that the 
Department's current position in light of the health status of Gulf War 
veterans? 

Whst actions have you taken to upgrade chemical alarms and develop 
biological alarms? Do !he uoops in Afghanistan now have access ro 
better chemical alanns? 

General Blanck's written statement reviews the issue of missing or non
existent records having hindered the Army's work in crying to discover 
the underlying causes for problems Gulf War troops were experiencing. 
Give l!ll> a bit of insight into what kinds of records DoD and VA would 
have needed to be able to capture information sufficient to address a 
cause and effet!. rn other words, whnt kinds ofrocords were missing or 
non·ex.iat~nt'J 

Ms. Embrey, your statement placed a separation between what DoD is 
attempting to do for the active duty members and your references to 
veterans, whom you say would be, and I quote, "best served" by 
scientific research to address their health concerns. Atl of your acti.vt 
duty cembers eventually become veterans, because veterans are ··:made'' 
by mi1iwy servic-e, not uborn" as veterans. Does the Department mtend 
~o continue to make such a distinction with respect to the current . . . 
depioyment in Central Asia, or do you acknowledge some rospcns1billty 
within PoD for the health satus of all veu:rans0 
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Ms. Embrey, you indicate the Department of Defense is, and l quote, 
"assessing and monitoring current deployments" for health care needs. 
What kinds of mechanisms is the Department using to carry out such 
assessJtent and monitoring? 

Ms. Embrey, you testified about the Institute of Medicine's three-yea: 
study that made a seties of recommendations to the Department on 
protecting the health of deployed U.S. forces. Can you tell us among the 
recommendations made, how many ht!.vt'! been implemented and explain 
those that haven't been accepted and why? 

I am especially concerned abottt reserv.., and their status. As I •aid in 
my opening statement, I recently witnessed the de:plcyxr.ent of a reserve 
unit in Kansas. These arc civilians who arc called up, coming from all 
walks of life. In terms af prepa:aticn, da members of activated reserves 
get the full platter of preventive training, health baseline examination, 
equipment and ot:l-.er facets of DoD 1 s policies? In other word!::) is there 
one standard applied to borh the '"professional" soldier and the activated 
resarve? How do you monitor the reserves co ensure this is so? 

Law-level environmental hazards are generally difticult to detect. Is the 
Department developing technologies with chemical and biological 
sensors capable of detecting sub-lethal doses of chemical or biological 
agents? What is the state of development of such devices? 

1 ,;) Can you confirm for the Committee that 'DoD has developed better 
operational tracking systems for personnel and units so that the costly 
offon of trying to leom where people were located after we discover a 
problem -- such as an exposure to chemical weapons - can be reduced 
and we can bcncr identify who may be at risk? Would you call this a 
lesson leamod frcm the Gulf War? 

I ~J 

What other lessons did we learn from the Gulf War that we are now 
putting to use in Operation Enduring Freedom? Can you give me 
specific examples of something identified then as an error or commission 
r.ha.t is now implemented and is specifically adciressed. in the current 
deployment? 

Will we be able 10 know where every uniformed DOD member nns 
served on the ground during Enduring Freedom? In other words, should 
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we identify a disease or illness after the fact associated with particulnr 
a.reas. in Kandahar or Tora Bora for example, will we be able to overlay 
troop movements to determine the individuals who may have been 
exposed7Wh.at is the mechanism DoD is. using to do such tracking, and 
will you be able to ttans!e< this data to VA !or VA's use in providing 
health care, conducting biomedical research and for benefits purposes? 

The Committee understands that the Office of the Special. Assistant far 
Gulf Wax liJ:nesses has spent in excess of $130 million over rhe past five 
years on publishing "case narratives" and "literature reviews?" Are these 
activities subjected IO scientific pee-r review? 

How much funding has DoD expended for Gulf-related medical research 
over the past five years? Can you point to anything you learned from 
either rhe case nan-ati"Vesl reviews or research char has been put to use for 
the troops in the field today, particularly for those in Afgh.anistan? 

The Senate Committee on Veterans' Affairs made a significant 
investigation in researching rhc possible causes of Gulf War veterans' 
health problems. That effort was thoroughly docwnented in a 199 8 
report. Among its findings were failures on the part of the Department of 
Defense to protect troops we sent to the Gulf. Specifically cited were 
failures in issuing proper equipment, training, vaccinations, 
documentation and record keeping. The report included 29 important 
recommendetions in all, mo>r directed at DoD and VA. How many ot 
these recommendations hsvc been implemented, and do You believe these 
recommendations helped Doh and VA learn some of the lessons of !he 
Gulf War'? How so? 

As you are probably aware, patient advocates are often included as: voting 
members on peer-review panels within NIH-funQ<<i program.•. Given that 
fact, why are veteran advocates excluded from representation on the 
Research Working Oro up, the body responsible for deciding which Gulf 
WtJI illness smdics will or will not be funded? What is yout justification 
for excluding advocates from this body? 

Recent media reports indicate that a new, as-yet unpublished &tu4y 
concerning the anthrax vaccine shows, for women, an association 
be:wee:n anthrax inoculation and an increase in risk for binh defects. Are 
you aware of thie study a;:1d w~~~{ is the lflioa:rtmcnt pla..."lning to do with 
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respect to women active duty members and the anthrax vaccine? Are you 
coordinating your work with VA, and how so? 

Section 765 of the 1998 National Defense Authorization Act (PL 105-85) 
requires the Defense D•panment to conduct pre-and post-deployment 
hea!L't examinations including menu! health screenings and blood sample 
to record the baseline health of each active duty memoer before 
deployment and any changes in health during the course of deployment. 
Axe they being done and can you provide the Subcommittee evidence to 
canfmn this is rhe policy? 

What role has VA played in helping Do:::l d~vcl<>p apj>ropri_ate pre- lll1tf 
post-deployment health survey instruments and testin!.x procedures to be 
used by DaD? I 

Ms. Embrey, despite the difficulties with tho vaccination program in the 
Persiiiil GulfWar.the Department's vaccination protocol is of interest to 
the Committee. Please provide a copy of this proroc~l; the 7urrent 
official protocol for vaccinations applicable to the fo~ces bemg deployed 
in Central Asia; and, the vaecinations protocol for tro;.'ops now deployed 
in the Philippines operation. 

Ms. Embry, you stated DoD has implemented 12 pa]Jcy changes. based 
on lessons learned following the Gulf War, to impro~e the delivery of 
health care to our active duty Personnel. Wllat are those policies and how 
has their implementation changed the pre and post-deployment health 
assessment protocol'> Is DoD better informed to quic)cly identify health 
hazards and te forwa:rd that information to the Depar!jment ofVeter:ane 
Affairs? Please provide the Committee each of :he lf directives or other 
doownentation establishing these new post-Peman Gulf War !ore< 
protection policies. 

P. OG& 



Question 1: 
T appreciate both views of DoD and VA in respect to actions now being taken to protect troop 
health, and to ensure transitions of records and information from DoD and Y A. Can you help us 
by forecasting how your improved systems will deal with veterans coming home [rom this new 

v.m-? 
Answer: 
Both the DoD and VA healthcare systems will respond to veterans of the new war by 

addressing their health concems as individuals. The key to recognizing there may be a 
problem is the usc of the Post Deployment Clinical Practice Guideline by all DoD and 
VA hcalthcare providers when evaluating health concerns of these veterans and their 
families. The DoD and VA systems will be actively monitoring both our active duty members 
and our veterans for health issues. We are training our health care providers to specifically ask 
returning troops if they believe or are concerned that a medical problem may be related to a 
deployment. If there appears to be an increase in various symptoms or recognized illnesses 
researchers will have access to baseline medical information on individuals before and after their 
deployments and to environmental surveillance data from the t~caters. 



Question 2: 
Ms . .Embrey, Senator Reigle asserted that thousands of chemical alanns were sounded during 
Desert Stann, but the Defense Department maintained that every one was a false alarm-that our 
troops in fact were not {;Xposed to dangerous chemical substances in Kuwait or Iraq. Many 
efi-Orts to review the Gulf War referred back to those alarms and the Depanment's posture that 
chemicals were not involved. Is that the Department's current position in light of the health 
status of Gulf War veterans? 
Answer: 
After reviewing the relevant evidence, the Department of Defense has concluded that chemical 
alanns that alerted during Desert Shield/Desert Stann wr.,-rc likely to have been false alarms. The 
evidence can be summarized as follows. The M8Al chemical alarms are capable of detecting 
only nerve agents and not blister agents. The M8Al alarms begin to signal a warning at a 
concentration of nerve agent which can cause noticeable physical effects in people exposed to 
that concentration. That is why such alanns are positioned upwind of troops so that troops can 
don protective equipment before the nerve agent vapors reach them. There were no confirmed 
instances of nerve agent poisoning in any troops who were in the vicinity of chemical alanns that 
alerted. There were no defmitive reports of confinnation of chemical nerve agent presence with 
more sensitive equipment. MBAl alarms will sound in the presence of other, common, non
toxic substances and when their batteries need replacement. The Central Intelligence Agency 
assessed that Iraq did not use its chemical warfare agents against Coalition forces. The United 
Nations Special Commission on Iraq testified to the Presidential Advisory Committee that they 
found no evidence that Iraq moved chemical warfare agent munitions or bulk agents any farther 
south than Khamisiyah, Iraq, and our investigations support this conclusion. The Department of 
Defense does recognize that small numbers of special forces operating in Iraq may have possibly 
been exposed to chemical nerve agents during the allied bombings of a chemical warfare storage 
facility at Muhammadiyat during the Air C.-ampaign. Over 100,000 US forces were possibly 
exposed to low levels of chemical nerve agent when US troops unknowingly destroyed rockets 
filled with sarin and cyclosarin at Khamisiyah, Iraq, in March 1991. There were no confmned 
instances of nerve agent poisoning in any troops who were in the vicinity of Khamisiyah. In 
summary, there is no evidence that MSAl chemical alarms were exposed to chemical agents in 
concentrations capable of setting them off. Given that premise, the explanation for the alarms 
sounding is that they were false alarms. 



Question 3: 
What actions have you taken to upgrade chemical alarms and develop biological alam1S? 
Do the troops in Afghanista.n now have access to better chemical alarms? 
Answer: 
Since the Gulf War, we have developed and fielded more sensitive chemical agent detectors 
which det~t blister agent in addition to nerve agents. The policy remains to evaluate any 
chemical alann with a more sensitive chemical detector to confirm if a chemical agent caused the 
initial alarm. These detectors arc also less prone to the false alert problems that we experienced 
in the Gulf. We have also developed and fielded a biological detection and identification 
capability. In addition, doctrine and training has addressed and is still addressing the 
technological advances being made in detection to ensure commanders have the tools to 
accruately assess their current situation. Our forces in Afghanistan have access to the best 
equipment we have fielded consistent with the expected threat. 



Question 4: 
General Blanck's written statement reviews the issue of missing or non-existent records having 
hindered the Army's work in trying to discover the underlying causes for problems Gulf War 
troops were experiencing. Give me a bit of insight into what kinds of records DoD and VA 
would have needed to be able to capture information sufficient to address a cause and effect. In 
other words, what kinds of records were missing or non-existent? 
Answer: 
The Institute of Medicine, in its literature review of various substances to which Gulf War 
veterans were exposed, has stated that to determine cause and effect or even association, it is 
necessary to know the concentrations of airborne substances, duration of exposure and the 
amoLUlt inhaled. For things like drugs taken or vaccines received, it is necessary to know who, 
how often., how much and for how long. Examples of Gulf War records that do not exist include 
those described below. There were no centralized records kept of troops vaccinated with the 
anthrax vaccine or the botulinrnn toxoid vaccine. From the amount of vaccine taken to the 
theater, it is estimated about 150,000 US personnel received at least one anthrax vaccination and 
8,000 US troops received the botulinum toxoid vaccine. ln some instances, these vaccines were 
recorded on the yellow World Health Organization (WHO) irrununization record carried by the 
individuaL In some cases, recipients' names were recorded in log books indicating the vaccines 
they received. There was no plan in place to consolidate the contents of these log books after the 
war. There are no records of troops who took pyridostigmine bromide tablets as a pre-treatment 
for exposure to the nerve agent soman, nor are there rocords of the duration the drug was taken, 
From the amount of drug taken to the theater, it is estimated about 250,000 US fOrces took 
pyridostigmine bromide. Paper health care records for individuals were kept by the medical units 
responsible for their care I lowever, if treatment was received at another unit, the individual 
health record was not available. Standard Forms 600 (Chronological Record of Care) 
docwnenting health care were often kept in a box at treatment facilities, but there was no plan tOr 
uniting them with the individual health record. Even if paper records of medications, vaccines, 
and health care were complete and were all placed in individual health records, such paper 
records are kept in hundreds (if not thousands) of clinics, units, and archives. This distributed 
storage of paper health records is an insunnountahle obstacle to developing a consolidated record 
of persons with wmmon chamcteristics, such as receipt of a particular vaccine, in order to study 
potential health effects. Overcoming this obstacle is one of the principal benefits anticipated 
from the fielding of automated medical records keeping systems with a central data repository. 



Question 5: 
Ms. Embrey, your statement placed a separation between what DoD is attempting to do for the 
active duty members and your references to veterans, whom you say would be, and I quote ''best 
served" by scientific research to address their health concerns. All of your active duty members 
eventually become veterans, because veterans are ''made" by military service, not "born" as 
veterans. Does the Department intend to continue to make such a distinction with respect to the 
current deployment in Central Asia, or do you acknowledge some responsibility within DoD for 
the health status of all veterans? 
Answer: 
rn addition to providing active duty servicemembers care for illness and injury, DoD has direct 
responsibility for protecting their health. That responsibility for protection underlies the 
Department's long-standing commitment to safety, occupational health, health promotion, 
preventive medicine, and what is called fOrce health protection. Each of these is aimed at 
minimizing the occurrence of preventable illness and injury. Such preventive efforts are crucial 
for the Department's goal of fielding a fit and healthy force in support of its mission to defend 
the country. One result is a veteran population whose health status has been affected as little as 
possible by their military service. This outcome is crucial, for the extent to which DoD protects 
the health of the men and women who volunteer for military service can affet.1 the confidence of 
the American people in its military. DoD eftbrts must be guided by knowledge about the impact 
of military service on both active duty personnel and veterans. The latter group is best assessed 
through coordilllltion with the VA on questions or concerns about service-CO!mcctcd health 
problems that occur in veterans after they leave active military service. There are many examples 
or DoD and VA cooperating on issues that are health related for those who are currently serving 
and for those who have pre~·iously served. The DoD- VA Millennium Cohort study will fOllow 
140,000 servkcmembers and chronicle their health status for 21 years to detennine possible 
effects from military service in general and from deployments in particular. The VA centers to 
study war related illnesses and DoD's Deployment Health Centers share a common goal of better 
underst.anding health effects from military service. The DoD -VA Post Deployment Clinical 
Practice Guideline, which has DoD and VA hcalthcare providers asking patients if health 
concerns arc believed to be related to a deployment, is an example of a unique concern about 
veterans' health that DoD and VA share. 



Question 6: 
Ms Embrey, you indicate the Department of Defense is, and I quote, ''assessing and monitoring 
current deployments" for health care need.<;. What kinds of mechanisms is the Department using 
to carry out such assessment and monitoring? 
Answer: 
The implementation of Force Health Protection policies is done at the individual Service le'-'el. 
In the pre-deployment process, baselines for each individual's health are established by their 
periodic medical examination and validated prior to deployment with the pre-deployment 
medical assessment. Data are also generated on reasons personnel are found not to be qualified 
for deployment. During deployments, data from outpatient hcalthcare visits and inpatient 
hospitalizations are monitored for the possible need for preventive measures. Post deployment 
medical assessments document individual's health status when they return home. After that, the 
Post Deployment Clinical Practice Guideline being implemented by DoD and VA healthcare 
pro'-'iders will monitor for trends of health issues for which vetemns arc seeking care. 



Question 7: 
Ms. Embrey, you testified about the Institute of Medicine's three-year study that made a series of 
recommendations to the Department on protecting the health of deployed C".S. forces. Can you 
tell us among the recommendations made, how many have been implemented and explain those 
that haven't been accepted and why? 
Answer: 
The TOM study contained six major strategies with 32 recommendations to protect the health of 
deployed forces. The Department of Defense concur.> with these strategies and has created the 
position of Deputy Assistant Sei.-Tet.a:I)' of Defense for Force Health Protections and Readiness in 
the Oillcc of the Assistant Secretary of Defense for Health Affairs. The Department has made 
significant progress with 20 recommendations to date and we continue to work to implement the 
remaining 12 where possible. Some recommendations, such a.'i using Global Positioning System 
for unit and individual locations, will require considerable deliberation and analysis before a 
workable solution can be achieved. Several recommendations for a closer working relationship 
between the military intelligence communities and the declassified medical commtmity will also 
require some effort for a solution. Recommendations to integrate risk communication into the 
medical and operational communities will first require a recognition of risk communication in all 
phases of training, probably to include training prior to entry into the military. An admirable 
recommendation of obtaining medical information from ci"vilian healthcare providers caring for 
Reserve Component personnel will require major change~ in the medical ethics and privacy 
regulations. 



Question 8: 
l am especially concerned about reserves and their stam<>. As I said in my opening statement, I 
recently witnessed the deployment of a reserve unit in Kansas. These are civilians who are 
called up, coming from all walks of life. In terms of preparation, do members of activated 
reserves get the full platter of preventive training, health baseline examination, equipment and 
other facets of DoD policies? In other words, is there one standard applied to both the 
"professional" soldier and the activated reserve? How do you monitor the reserves to ensure this 
is so? 
Answer: 
Across the Depanment of Defense, there is a single standard of medical readiness that applies to 
the reserve component and active component alike. Preparation for mobilization is a constant in 
all unit and individual training. DoD re.:ognizes that for some units, especially in the reserves, 
there may not be adequate pcrs01mel or training for medical and dental assessments, or 
preventive medicine and environmental surveillance. The FedsHeal program was instituted by 
DoD to utilize VA capacities to provide the medical and dental evaluations for reserve 
component personnel being activated. Active component activities such as the Army's Center 
for Health Promotion and Preventive Medicine work to provide support and training in 
preventive medicine and environmental surveillance whenever necessary . .For deployments, 
reserve units are expected to receive the same prcMdeployment disease threat and prevention 
training as active units. Topics would include individual hygiene and sanitation, vector control, 
unit sanitation, and food and water sanitation. Additional material would cover unique 
environmental threats and hazards associated with the area of operations. Monitoring of the 
reserve component medical readiness is done by unit commanders, by Reserve Ai1airs, and by 
Force llealth Protet.'tion and Readiness in Health Affairs. 



Question 9: 
Low-level environmental haLards arc generally difficult to detect. Is the Department developing 
technologies with chemical and biological sensors capable of detecting sub-lethal doses of 
chemical or biological agents? What is the state of development of such devices? 
Answer: 
The Department has had detectors capable of detecting sub-lethal doses of chemical warfare 
agent>; for over thirty years. We are currently developing detectors with greater sensitivities in 
the event on-going research reveals that even lower doses have a negative long term health 
effect. 
Unlike detecting sub-lethal levels of chemical poisons, detection of biological agents means that 
an exposure to a disca~c-causing organism has occurred. Whether that exposure actually results 
in disease depend~ on a number of factors: virulence, availability of vaccines, etc. Some are 
more virulent than others. We can detect and identifY most of the biological agents we feel 
constitute the threat We do not have preventive measures, such as vaccines, for all biological 
agents that could potentially be used as weapons or an unintended exposure 



Question l 0: 
Can you confirm for the Committee that DoD has developed better operational tracking systems 
for personnel and Wlits so that the costly effOrt of trying to learn where people were located after 
we discover a problem - such a.<: an exposure to chemical weapons- can be reduced and we 
can better identify who may be at risk? Would you call this a lesson learned from the Gulf War? 
Answer: 
The need to improve tracking and archiving of individual assignment and unit location data was 
a key lesson of the Gulf War. To track individuals and units on the fluid battlefield remains a 
challengefor the Department. Generally, one must associate individuals with Wlits {a persmmel 
function) and units with locations (an operations function). Since !he Gulf War, the Department 
has enhanced the ease and accuracy of both types of tracking. The Services and joint commands 
regularly forward individual assignment and unit location data to the Defense Manpower Data 
Center (DMDC) in Monterey, CA, where it is archived indefinitely. We continue to take action 
to insure programs like Personnel Tempo (Pers-Tempo), Joint Personnel Asset Visibility 
(JPAV), and Defense Integrated Military Human Resources System (DTMHRS) will further 
refine the space and time resolution, accuracy, and accessibility of personnel and unit tracking 
information. Tracking systems tOr personnel and units is a lesson from the Gulf War which DoD 
is working hard to make a "lesson learned_" Unit locations are an operational database and data 
are maintained at the company level, a significant improvement since the Gulf War. DoD is 
working to integrate the operational database for unit locations with the personnel database tOr 
individual assignments and the hcalthcarc database to create a system that can be shared with the 
VA for care of veterans years after their deployments. 



Question 11: 
What other lessons did we learn from the Gulf War that we are now putting to use in Operation 
Endwing Freedom? Can you give me specific examples of something identified then as an error 
or commission that is now implemented and is specifically addressed in the current deployment? 
Answer: 
A very important lesson was that we need to listen to the veterans. TI1is has led to the 
cooperative DoD -VA development of the Post Deployment Clinical Practice Guideline. DoD 
and VA healthcare providers will be asking veterans and their families seeking care if they 
believe their health concerns may be related to a deployment. We also have information for 
veterans and their families on DoD Websites such as GuJILIKK, DepJoymentLlNK, and the 
Anthrax Vaccine Immunization Program, as well as an 800 hot- line for people to call with 
concerns or problems. The creation of the U.S. Anny Center for llealth Promotion and 
Preventive Medicine provides environmental surveillance data to identify hazardous sites in the 
theater. All personnel receive awareness training on depleted uranium and training on chemical 
warfare agent detectors, which includes their limitalions and the importance of informing troops 
about alarms thai arc not confirmed with more sensitive testing. I-Iealthcare systems in the 
theater are reporting weekly on rates of diseases and injuries and the Defense Medical 
Survei!Iance System serves as the repository and does analysis for trends. 



Question 12: 
Will we able to know where every uniformed DOD member has served on the ground during 
Enduring Freedom? In other words, should we identify a disease or illness after the fact 
associated v.ith particular areas, in Kandahar or Tara Bora for example, will we be able to 
overlay troop movements to determine the individuals who may have been exposed? What is the 
mechanism DoD is u.<;ing to do such tracking, and will you be able to transfer this data to VA for 
VA's usc in providing health care, conducting biomedical research and for benefits purposes? 
Answer: 
It is impossible to track every servicemember's exact location during a deployoment due to the 
nature of the operation. For example, Special Forces Units work in small, highly mobile units 
with classified locations. Using technologies such as Global Positioning Systems (GPS) is not 
an option because of the risk of mission compromise. Unit locations are an operational database 
and data are maintainedat the company level, a significant improvement since the Gulf War. 
DoD is working to integrate the operaLional database for unit locations with the personnel 
database for individual assignments and the healthcare database to create a system that can be 
shared with the VA for care ofvctcmns years after their deployments. 



Question 13: 
The Committee understands that the Office of the Special Assistant for Gulf War Illnesses has 
spent in excess of $130 million over the past five years on publishing ''case narratives" and 
"literature reviews?" Are these activities subjected to scientific peer review? 
Answer: 
Much of the information for The Oftlce of the Special Assistant for Gulf War Illnesses case 
narratives, environmental reports and infonnation papers came from interviews with Gulf War 
veterans who provided their first~hand accounts of what they encountered during the war. 
Through the usc of an 800 hot-tine call center, over 21,500 veterans have contributed their first
hand accounts of service in the Gulf. Using public fOrums - "tmvn hall meetings" - outreaches 
were conducted in 13 major metropolitan areas so that we could obtain veteran feedback In 
order to ensure that the active duty, National Guard, Reserves, military health care providers and 
t8mi\y members received infommtion on Gulf War issues and provided their experiences, total 
force outreach programs were conducted at 96 military installations and their surrounding 
communities, worldwide. Additionally, briefing teams provided exhibits at 81 conferences 
hosted by veterans, service organizations, military support offices, and health organization 
associations. Since outreach began in 1997, these progr.:1.ms provided the Office of Special 
Assistant for Gulf War Illnesses the opportunity to reach out to more than 70 thousand active 
duty military personnel, reserve component members, veterans, family members, military health 
care providers, and the general public. The 800 bot-line number remains available for 
servicemembers and their families to call and get instant teedback to their frrst-hand reports, 
questions and concerns. 
From November 1996 to October 2001, DoD has obligated $148 million through the Office of 
the Special Assistant for Gulf War Illnesses. The purpose of that oftice was to listen to the 
concerns of Gulf War veterans about why some believed they were ill, toensure those with health 
problems had the access to healthcare they deserved, and to investigate what Gulf War veterans 
were reporting as susp<:ctcd chemical or biological events during the Gulf War. 
Some $35 million was spent going across the country and listening to Gulf War veterans, 
interviewing Gulf War vetenms and telling Gulf War veterans what was being done to iind 
answers as to why some were ill. 
Some $500K was spent coordinating with coalition countries' military and civilian medical 
personnel to evaluate if their Gulf War veterans were experiencing health 
problems similar to those of our veterans. 
Some $15 million was spent identifying and declassifying medically relevant documents from 
the Gulf War to fully explain incidents that veterans believed may have been biological or 
chemical exposures. 
Some S64 million was spent on the investigation of these incidents and on the analysis of the 
data to produce the interim case narratives, environmental exposure reports and information 
papers. The peer review of these products was done by the Gulf War veterans, both those 
involved with the incidents and others who were in the theater. TI1eir comments, questions, 
concerns and additional infonnation were used to create the final reports. These interim and 
final reports are present on our Website GuULINK, which continues to get over 200,000 hits per 
week. 
Some $4 million was spent on the mcdieallitcraturc reviews done by the RAND Corporation. 
The 11 subjects that were addressed reflected the concerns of Gulf War veterans about various 
exposures they believed could possibly be related to subsequent symptoms. These literature 



reviews are a RAND product and were peer reviewed through the usual RAND process. The 
Office of the Special Assistant did review these RAND product:; !Or factual accuracy of events 
that occurred in the Gulf War. 
Some $3.5 million was spent in response to questions and concerns raised by organizations 
responsible for oversight of the work of the Office of the Special Assistant. These included the 
Presidential Advisory Committee, the Presidential Special Oversight Board, the GAO, the Senate 
Investigative Unit, the House Veterans Affairs Committee, and the SemueVeterans Affairs 
Committee. 
Finally, some $26 million was spent on office space and administrative support. 



Question 14: 
How much funding has DoD expended for Gulf-related medical research over the past five 
years? Can you point to anything you learned ffom either the case narratives, reviews or 
research that has been put to use for the troops in the field today, particularly fOr those in 
Afghanistan? 
Answer: 
DoD has been a partner with VA and MS on Gulf War-related medical research since The DoD 
commitment of over $120 million has resulted in evaluations of two major treatment programs, 
which have documented the increased rate of medically undiagnosed symptoms in Gulf War 
veterans, determined that birth defect rates are not higher in Gulf War veterans' children, and led 
to better health monitoring for current deployments and a Post Deployment Clinical Practice 
Guideline for DoD and VA healthcare providers. The DoD-VA Millennium Cohort study is 
evaluating 140,000 active duty personnel, some Ceployed today, for the next 21 years to monitor 
their health. The DoD Birth Defects Registry is actively monitoring all births to military 
personnel. Appropriate training on the health risks of depleted uraniwn is being given to all 
servicemembers, and tech1cians for chemical warfare agent detectors are better trained in the 
limitations of their equipment and the importance of notifying troops of the results of test 
confirmation with more sensitive equipment whenever there is an alann. 



Question 15: 
The Senate Committee on Veterans' Affairs made a significant investigation in researching the 
possible causes of Gulf War veterans' health problems. That effort was thoroughly documented 
in a 1998 report. Among its finding were failures on the part of the Department of Defense to 
protect troops we sent to the Gulf. Specifically cited were failures in issuing proper equipment, 
training, vaccinations, documentation and record keeping. The report included 29 important 
recommendations in all, most directed at DoD and VA. How many of these recommendations 
have been implemented, and do you believe these recommendations helped DoD and VA learn 
some of the lessons of the Gulf War? How so? {Is this part of the answer?)Answer: 
The Senate Committee on Veterans' Affairs report wa..<; a comprehensive review and affirmation 
of issues which surfaced from many sources. This helpful compendium had 29 
recommendations, with II applying to DoD, 6 applying to DoD and VA, 11 applying to VA and 
1 applying to Congress. Six of the recommendations to DoD have been implemented, two deal 
with the military intelligence community and there is some progress( can this be said better?), 
two deal with HHS developing technology or infonnation that is not yet ready for military 
mission use, and one deals with a tracking system that has not been approved. All six of the 
DoDJV A recommendations have been implemented. The VA-managed depleted uranium 
medical follow-up program at the Baltimore VA has been expanded to over 60 individuals 
involved with friendly fire. Crine testing is available to any veteran with a concern about 
possible depleted uranium exposure. t'\o adverse depleted uranium health effects have been 
identified in any veteran to date. In general, the recommendations helped to focus DoD effons 
on what were agreed to be the more significant issLJes from the Gulf War. 
How have these recommendation helped? 



Question 16: 
As you are probably aware, patient advocates are often included as voting members on peer
review panels within ;.JUT-funded programs. Given that fact, why are veteran advocates 
excluded from representation on the Research Working Group, the body responsible for deciding 
which Gulf War illnesses studies will or will not be funded? What is your justification for 
excludi11g advocates from this body? 
Answer: 
The Federal Advisory Committee Act allows government deparlmcnts to create civilian advisory 
panels to provide input from advocates on specific issues or broad topics. The secretary of 
Vetenms Affairs has created such an advisory panel to provide input on research on medical 
research on the symptoms and illnesses seen in Gulf War veterans. This advisory panel under 
the sponsorship of the VA is charged to review and comment on the recommendations of the 
Research Working Group, which is staffed by members of three governmental departments; 
Defense, Veterans Affairs, and Health and Human Services. This oversight is similar to the 
review process in place at the National Institute of I lealth in regard to medical research. 
However, cum..'llt Federal law reserves the authority of the Research Working Group to obligate 
funds for research to be solely by government representatives. 



Question 17: 
Recent media reports indicate that a new, as-yet unpublished study concerning the anthrax 
vaccine shows, tOr women, an association between anthrax inoculation and an increase in risk for 
birth defects. Are you aware of this study and what is the Department planning to do with 
respect to women active duty members and the anthrax vaccines? Are you coordinating your 
work with VA, and how so? 
Answer: DoD is aware of this work, done by researchers from the Naval Health Research 
Center. The work is preliminary. Review of these preliminary data indicated important 
limitations in computerized medical records that w1derlay the data analyzed in this study. 
im'estigators are conducting a systematic evaluation of original medical records, including 
vaccination and infilnt health records. This evaluation will require several months. Jn the 
interim, the DoD has reinfOrced its existing policy to avoid immuni7.ation of pregnant women. 
The VA is already aware of this infOrmation and action. 

The outcome of the above review is not relevant to the process of seeking waivers from the FDA 
for investigational new drugs (lND). The anthrax vaccine is not an investigational product. 
The process by which DoD might seck waivers from the FDA for military usc of IND is well 
spelled out in law (Section I I 07 of title 10, United States Code), presidential executive order 
13139, and Department of Defense Diret.-tive 6200.2. Both DoD and the FDA would consider 
the available evidence about safety and efficacy of any IKD product for which it would consider 
requesting a waiver. 



Question 18: 
Section 765 of the 1998 National Defense Authorization Act (PL 105~85) requires the Defense 
Department to conduct pre-and po&t-dcployment health examinations including mental health 
screenings and blood sample to record the baseline health of each active duty member before 
deployment and any changes in health during the course of deployment. Aic they being done 
and can you provide the Subcommittee evidence to confirm this is the pol icy? 
Answer: The Assistant Secretary of Defense for Hcallh Affairs Policy of October 6, 1998, 
established the requirement for pre- and post-deployment health assessments and blood samples. 
The value of these assessments is not to record the medical condition of members but, rather, lo 
ensure that their medical condition is checked before they deploy and as they return. If there is 
an indication of a medical problem, then the full and accurate documentation of that medical 
problem and its management employs the usual systems of inpatient and outpatient treatment 
records. The forms which document the performance of the pre- and post-deployment 
assessments arc sent to the Defense Medical Surveillance System at the l:.S. Army Center for 
Health Promotion and Preventive Medicine. These assessnu:nts complement the rigorous 
physical examination required for entry into the military, the periodic physical examinations, the 
annual dental screenings, and the annual medical record check for updating routine vaccinations 
for all military personnel. Coupled with the immediate access to military healthcare providers 
for all military personnel, these routine evaluations as:mrc that those serving in today's militacy 
are fit and healthy. While this office believes that the percentage of servicemembers completing 
pre-deployment health assessments is significantly higher than for the early days of the Bosnia 
deployment, actual figures arc not yet available for a more precise answer. The paper fonru; 
have not yet been incorpora1ed into a computer database. 



Question 19: 
What role has VA played in helping DoD develop appropriate pm-and post-deployment health 
survey instnunents and testing procedures to be used by DoD? 
Answer: 
The VA partnered with DoD in the development of the Post Deployment Clinical Practice 
Guideline tOr use by DoD and VA healtheare providers when evaluating health concerns of 
service membe~. veterans, and their families. 
DoD formulatedthc pre- and post-deployment health assessments through several versions. 
These questionnaires are designed to identify outstanding health problems just before and after 
deployment. This type of screening is essential to ensure that troops are healthy before being 
sent on deployment and to identify troops who should receive health care immediately on their 
return. 
The Clinical Practice Guidelines establish standard criteria to be used by both departments when 
conducting physical evaluations of veterdns for illnesses and injuries attributed to active service. 



Question 20: 
Ms. Embrey, despite the difficulties with the vaccination program in the Persian Gulf War, the 
Department's vaccination protocol is of interest to the Committee. Please provide a copy of this 
protocol; the current official protocol for vaccinations applicable to the forces being deployed in 
Central Asia; and, the vaccinations protocol for troops now deployed in the Philippines 
operation. 
Answer: 
DoD's basic policy for vaccinations is in the DoD I 6205.2- lmmuni ... .ations Requirements, which 
was signed in 1986. Updates to this instruction have been for specific vaccines like hepatitis A 
and B, anthrax and influenza. A recent Chairman of the Joint Chiefs of Staff' Memorandwn 
MCM-0006-02, effective March l, 2002, provides standardized procedures for a">sessing health 
readiness and conducting health surveillance in support of all military deployments. This 
instruction requires the combatant command to detennine the need for deployment-specific 
medical countenncasurcs, including immunizations, chemoprophylactic medications and other 
individual personal protective measures. Attached are the CENTCOM and PACOM 
instructions for immunizations for travel to its area of operations. 



Question 21 : 
Ms. Embrey, you stated DoD has implemented 12 policy changes, based on lessons learned 
follov.-ing the Gulf War, to improve the delivery of health care to our active duty personnel. 
What are those policies and how has their implementation changed the pre and post-deployment 
health assessment protocol? Ts DoD better informed to quickly identified health hazards and to 
forward that infonnation to the Department of Veterans Affairs? Please provide the Committee 
each of the 12 directives or other documentation establishing these new post-Persian Gulf War 
force protection polices. 
Answer: 
A list of the tweh·e policies and directives is attached. Copies of the documents are also 
enclosed, A thirteenth, a recent update of the Joint Staff Memonmdum <m Deployment Health 
Surveillance and Readiness, is also enclosed. 
DoDD 6490.2, DoD I 6490.3, the Joint Staff Memoranda on Deployment Health Surveillance and 
Readiness, and the ASD Health Affairs Policy for Pre- and Post-Deployment Health Assessment 
and Blood Samples all describe the pre- and post-deployment procedure and fonns to be used. 
The implementation of these assessments gives all deploying servicemembers an opportunity to 
declare their health concerns or problems that require attention. The objectives are to verify 
deployability of individuals, provide prompt health interventions they may require, and track 
changes in their health status possibly due to exposures and experiences during deployment. 
DoDD 6490.2, DoDf 6490.3, and the Joint Staff Memoranda on Deployment Health Surveillance 
and Readiness spell out the steps (called environmental surveillance) in identifying and 
documenting the occurrence of possible health hazards in the envirorunent where troop£' are 
deployed. 'When significant exposures arc identified and documented in troops health records, 
that information will be provided to the VA in the scrvicemembers' health records when they 
leave military service. 



Maior DoD FHP Policies 
I Policy NamCtNumber 
!DoD Directive 6490.2 

' 

-------=-- ·---
1Title __ _ Date 
Joint Medical Survcillanc-e---------j";3;'0--"A'-.u-g--9;c7c;-1 

DoD Tnstru(:tion 6490.3 Implementation and Application ~;{}pint Medical 7 Aug-97 
Smveillance for Deplovmcnts 

Joint Staff Memorandum Rep_loy}llent Health Surveillance and Rcadif!:<!_SS 4-Dec-98 
MCM-25198 

fc-c- -~-----,--+-,-~~~~-c:-c--~~~ --+~~,--! 
Joint Staff Memorandum Updated Procedures for Dcphr..-rp_cnt_ Health ! 1 -Fcb-02 
MCM-0006-02 .Surveillnncc and Readiness 

/, A>::s5iDDiHI.e;<aliiith:il;A;;-ffff;;:al;;rss, PP:Ooiil ic~yY"_rPQolliic~·yi]roiir:'Pr~e::--j;an!id;J]P~o!istk:-D!)£cp~J!iio~ymiii£cnntUiHi<eaiiliiith;--~,6-0ct -98-
Assessment and Blood Samples 

~=--:---o=--c--- ' DoDDirecttve4715.l Environmental Security 

1DoD Directive 6490.5 
! 
I 
IDoD Directive 6205.3 

Combat Stress Control Programs 
-----=-~=---" 23-Feb-99 

DoD Immunization Program for Biological 
Warfare Defense 

26-Nov-93 

·~~~~~~~~~~~~~~=--b~~ 'DoD Instruction 6055.1 ·DoD Satbty and Occupational_l-Ieal!h_Pro_grarn 19-Aug-98 

-·--:c----b-c--~c~- ccc--=-----,~c-c-~-c-bcc-=-l 
1ASD Health Affairs Policy Policy for National Surveillance for Birth Pefects 17-Nov-98 
I Among Department of Defense Health Care 

~~~-cc-~~~~--~B~e~ne~f~ic~·i£al~i~esc_~~~c-c-~--~-c-------i 
ASD Health Affairs Policy Establishment of DoD Centers for Deployment 30-SeP::W 

DoD Directive 6200.2 

ASD Health Affairs Policy 

Health 

Use of Tnvestit;ational New Dmgs for Force 
Health Protection 

Implementation of Post-Deployment Health 
!Clinical Practice Guideline [t.!"RL unavailable] 

l-Aug-00 



House Committee on Veterdl1s Affairs 
IIealth Subcommittee 
Questions to the VA 
(POA: Craig Hyams) 

Question 1: 
The Senate Committee on Veterans' Affairs made a significant investigation in researching the 
possible causes of Gulf War veterans' health problems. That effort wa<; thoroughly documented 
in a 1998 report. Among its finding~ were failures on the part of the Department of Defense to 
protect troops we sent to the Gulf: Spcci11cally cited were failures in issuing proper equipment, 
training, vaccinations, documentation and records keeping. The repon included 29 important 
recommendations in alL most directed at DoD and Va. How many of these recommendations 
have been implemented, and do you believe these recommendations helped VA learn some of 
the lessons of the Gulf War? Please enumerate the lessons. 
Answer: 
The Senate Committee on Veterans' Affairs report had 29 recommendations, with 11 applying to 
DoD, 6 applying to DoD and VA, 11 applying to VA and I applying to Congress. Six of the 
recommendations to DoD have been implemented, two deal with the military intelligence 
community and there is some progress along those recommended lines, two deal with HHS 
developing tedmology or information that is not yet ready for military mission use, and one 
deals with a tracking system that has not been approved. All six of the DoDIV A 
recommendations have been implemented. The VA-managed depleted uranium medical follow
up program at the Baltimore VA has been expanded to over 60 individuals involved with 
friendly tire. Urine testing is available to any veteran with a concern about possible depleted 
uranium exposure. No adverse depleted uranium health effects have been identified in any 
vetemn to date. 



Question 2: 
At this point, do you expect DoD to provide VA any health-related data 
concerning troops now serving in Afghanistan? \Vhat kind of data arc expected, if any? Is VA 
aware of the mechanism(s) DoD may be using to track troop health, and will you be able to 
employ any such data for VA use in providing health care, conducting resean;h or in making 
benefits decisions? Please expand on your answers. 

Answer: 
The Department routinely cooperates with the VA to provide data on servicemembcrs necessary 
to meet the VA's needs. 
DoD will provide to the VA any and all relevant information from its records to aid in the VA's 
delivery of health care and in making benefits decisions for troops exiting the military after 
scn·icc in Afghanistan. Expected data include service health records. Possible data include the 
fmdings from environmental surveillance, document exposure to substances with possible health 
effects. Although some data might prove useful in generating research hypotheses, the ptupascs 
of wllecting health data during a deployment do not include research. 



Question 3: 
What role has VA played in helping DoD developed appropriate pre· and post·deployrnent 
health survey instruments and testing procedures to be used by DoD? Will the results obtained 
through these instruments be made available to VA? 

Answer: 
VA has been involved in the formulation of the pre- and post-deployment health survey 
instruments. These questionnaires are designed to identify outstanding health problems just 
before and after a hazardous deplo:yment. This type of screening is essential to ensure that troops 
are healthy before being sent on a dangerous deployment and to identify troops who should 
receive health care immediately on their return. These screening questionnaires arc not designed 
to collect comprehensive health data. VA assumes it will have access to this data when needed 
for patient care and disability determination. 



C*O*N*G*R*E*S*S*I*O*N* A*' CMAT control# 
. 2001277-0000086 

CHIEF OF LEGISLATIVE LIAISON 
CONGRESSIONAL INQUIRY DMSION 

ROOM2C600 
1600 ARMY PENTAGON 

WASHINGTON, D.C. 20310-1600 

October 1, 2001 

OFC OF THE SP C ASS'T FOR GULF WAR ILLNESSES 
5113 LEESBURG PIKE, SUITE 901 
FALLS CHURC VA 22041 

Control ID: 11000072 ask Officerj ,_(b_)(6_> __________ f 
.. 

Tasked Agency: GULF ction: Direct Reply 

Suspense Date: OS-OC 
... 

Constituent: (b)(6) 

Member of Congress: S nator Rick Santorum 

Remarks: 

Keyword: ;;;..;;ANT;;;,..,;,.,;;;;=.;;;~__;,V...;;,;A=C....;;;;C-=IN...:.;;,A..;;;.;;T;;,.;;;.IO,;;;;..;N~P..;;;.;;R;,.;;;,.O-=G,;;;;,.;;RAM~ 
... ... ~ · 

~=-~ ... ,• 
.•... " . 
\ ..... ... . 

~.-~! 

:::;,.::·.. · .... 
. '· ·~ :: .. ' \-:1 

24-hour FAX Service: 

.. ·i·: ·~; : .. ·1fih :.:~:·is' a'problem with this FAX, please call .,...(b_><_,6> __ _.. 

*DSN: (b)(6) 
~~~---~~~~~~------~ 

E-Mail Address: @hqda.army.mil \~ 
REMIND R: Direct replies require a courtesy copy be provided to OCLL 

••• ·I 



09/26/01 ~~w 1&:07 _._, .. 
RICK SANT'ORUM" • 

PENNS"rt.V.vl!A .,.. ' -ftiPI.tiiUCAN eowr!R!Met -MMI!DsaM.aiS ' 
.._,_.,.,.~ ....... -. ...... . ........ 

BAN:<IrfG! 

DATE 

FROM: 

'llinittd .Statts ~att 
WASH!NGTON, DC 20Ei1Qoo3804 

202-22 ...... 

FACSIMILE COVER SHEET 

bl NUMBER OF PAGES, INCLUDmGTBIS 
PBILADE~OFFICE --

x 215-86+6910 PHONE 215-864-6900 

_Sean Reilly, St te Director Randy Urquhart ,CommUIIity Affairs 
_Michelle , Director of Constituent Services 
_Jaime Howard, Director of Economic Development 
_Michele Raj sic, pecial Assistant, Schednler 
Mary A. Fanstin , Special Assistant 
X Janet Perez, S ecial AssistUt 

Carolyn Stii d, Special Assistant 
Intern---+-------

MESSAGE: 

........ --I!~!"A1I!IIDII 

l814t~m? 

•' 



,.. . . 

From: 
Date: 
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View e:\emaRobj\200109\924125643.txt 

To: wcbaulil@!$8Dl~m-iq.senare.gov 

Subject: www_email 
·- =====--- ., 
Seuator Santmum: 

Page 1oft 

I am 'W7itiDj to yoa for info ·on on how I may be able to receive in Ant1nx vaccination. I am 8'WUt that the VICCiDc 
is availabfe to mili~ perso el, and am hoping to receive a vaccination at a nearby milim,ry faciliW. h li!!ht of recent 
national events, it is IIJP.arcDE t the miJi.1uY is not the only P.Ul> that could beu.e& from the vaccine, anal hope that 
yw will give some considera on to dle weD:Jre ofPennsylvama's civi1m population. The first step II this process is 
a.J.Iowing civilians to i)bllbl v cinations on an "J\s ~Urei:l" basis. I live in the bouro~ ofLabsdowne, and work for 
the federal government in Phi adelphia. Please provide me with information on how J can b~gin the process of 
vaccination at a ~ milirary ase. J am hoping that J will receive a ~onse from your office as soon as possible 
since this i1au issue ltl'edins c ~ and well-being of your Pennsylvania oo.ost:ilueats. 11laDk you for you:r help. 

~Original Formatted M sage Starts Hert?""'" 

<AP <P ....... .,~ ... 

<lAPP> 

.• ./view_ webmail.asp?obj _ id-=-eo/o3A %5Ccmailobj%SC2001 09%5C924l2S643%2Etxt&retum91261~l 
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The Honorable Jane E. Henney, M.D. 
Commissioner 
Food and Dru Administration 
14-7 1 Parlda Building 
5600 Fishers 
Rockville, 

Dear Dr. Henn y: 

November 3, 1999 

We are writing to express our serious concerns regarding the pending license supplement 
application of ioPort to produce the anthrax vaccine. We strongly urge that each of the items 
contained in th letter be fully addressed and a response provided to us prior to the approval of 
BioPon's lice e supplement application. 

As yo are aware, in 1997 the Department of Defense mandated the implementation of a 
force~wide Ant Vaccine Immunization Program (A VIP). Since the announcement of this 
plan to inocula all 2.4 million members of our Anned Services, FDA documented deficiencies 
in the manufac · ng process have caused widespread and persistent concerns regarding the 
safety of the v cdne. 

Of part' cular concern is that despite the licensure of the anthrax vaccine in 1970, 23 years 
passed before ur agency physically inspected the anthrax-specifi~ portion of the manufacturing 
facility. In testi ony before the House Government Reform Committee, Dr. Zoon. the Director 
of FDA's Cent r for Biologics Evaluation and Research, indicated that two inspections of the 
production fad! ties in 1997 and 1998 revealed significant deviations from the Federal Food, 
Drug. and Cos etic Act, FDA's regulations, and the standards in the Michigan Biological 
Product Institu e (MBPI) license. Inspection reports of the production facilities following its 
purchase by Bi Port revealed some progress but many remaining deviations. In large part, the 
significant on ng deviations prompted the company to close the facility for remodeling rather 
than face the li elihood of FDA revoking their license. 

Given e documented deviations from approved practices in the manufacturing process. 
it is imperative that the FDA follow it's own prescribed regimen of thorough testing for purity, 
potency, identi , and sterility. As a prerequisite for approval of the license supplement, the 
testing must re eallot-to-lot consistency for the vaccine. Included within the testing 
requirements, FDA must ensure lot-to-lot consistency for the antigen level. FDA mandated 
lot-to-lot consi tency wiU ensure we can accurately measure the efficacy of the vaccine. The 
lack of clinical ata detailing the relationship between antigen levels and the amount of 
protection prov ded argues strongly for greater vaccine consistency data so correlates of 
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immunity can be studied. In that regard, please provide information on the status of FDA's 
request ofBioP rt to characterize the vaccine. Any failure to characterize the vaccine must 
preclude the app oval of the license supplement application. 

e that the FDA place the anthrax vaccine back under Investigational New 
Drug (IND) stat s. As Dr. Zoon testified before the Government Reform Committee, the MBPI 
vaccine was Ii ed for use by a limited population of individuals at risk for coetaneous 
exposure to an through infecred animals or animal products. The December 13, 1985 
Federal Register d the IDA approved package inserts indicate: «Since the risk of exposure to 
anthrax infection in the g:t:nerai population is siight, routine immunization is not recornrnerxied." 
However, the D partment of Defense, in its implementation of the A VIP, is performing a large· 
scale inoculation for protection against inhalation anthrax. The scope of the vaccination program 
and the form of xposure anticipated by DoD were not addressed in the initial license. A March 
13, 1997, letter m Dr. Michael Friedman, FDA Lead Deputy Commissioner, to Stephen 
Joseph, then A stant Secretary of Defense for Health Affairs, acknowledged the "paucity of 
data regarding effectiveness of the anthrax vaccine for prevention of inhalation anthrax." 
This lack of sign ficant data strongly suggests the need for further study under IND status. 

Additio ly, the data submitted fur licensure of initial vaccine did not include 
scientifically vali support for the current dosing structure. GAO stated that no studies have been 
conducted to de rmine the optimum nwnber of doses of the anthrax vaccine. Although annual 
boosters are r ended, the need for a six..shot regimen and annual booster shots has not been 
evaluated. There is also no clinical data to accurately conclude that the prescribed regimen 
provides a consi nt level of protective antigen to be efficacious against inhalation anthrax. A 
September 29, 1 99 letter from Dr. Zoon to Dr. Sue Bailey, the Assistant Secretary of Defense 
for Health Affui indicated that there is lack of data on the impact of deviations from the 
approved vaccine regimen. Prior to the approval of the license supplement application., the FDA 
must scientifical y verify the clinical data supporting the six-dose regimen. We would like to be 
apprised of FDA s plans to accomplish this goal and be provided the clinical data supporting the 
correlation betw n the dosage and anti-body levels. 

We are a so requesting the status of FDA's proposed rule regarding the use of animal 
data to support c aims of human efficacy. Human efficacy infonnation for the current license 
and the license s pplement application is based overwhelmingly upon the application of data 
from animal ant rax. vaccinations and exposure. However, there have been great discrepancies 
between various imal models regarding the efficacy of the anthrax vaccine. We acknowledge 
and support the ora1 argument against human testing to determine the efficacy of the vaccine. 
At the same tim , we must ensure there is a scientifically verifiable extrapolation from animal 
data that can be pplied to humans. It is our understanding the proposed rule would attempt to 
establish protoco to provide that information. If that rule has not been approved, we would like 
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have any questions regarding thls Jetter, please do not hesitate to contact us or 
any member staffs. Please provide this infonnation by November 18. Thank you for your 
consideration "''I""''" serious matters. We look forward to your prompt reply. 

Sincerely, 

of Congress 

Dan Burton 
Member of Congress 

Christopher hays 
Member of Congress 
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SUMMARY OF 

PRELIMINARY STAFF FINDINGS 

"Is Military Research Hazardous to Veterans' Health?: 
Lessons from the Persian Gulf' 

When th Department of Defense (DoD) began preparations for Desert Shield and 
Desert Storm in 1990, officials were extremely concerned about the need to protect U.S. 
troops against cr femical and biological weapons that were believed to have been developed by 
Iraq. Under c~rfnt law, aU vaccines and medical products must be proven safe and effective 
by FDA in orde to be sold and distributed in the United States. However, DoD officials 
wanted to use a otulinum toxoid -~ a vaccine to prevent botulism -- that was not approved by 
FDA. They alS( wanted to use pyridostigmine bromide, a medication, to protect U.S. troops 
against certain c emical weapons, such as soman. Although approved by the FDA for 
treating patients f.vith a neurological disorder, pyridostigmine is not proven safe or effective 
for repeated use ~y healthy persons under any circumstances. 

DoD told FDA that these investigational products had well-established uses and were 
safe. However, ~ese claims are not supported by the research that DoD has provided to 
FDA. 

Pvridostivmine IRromide 

Pyridosti mine bromide is a chemical which is believed to enhance the effectiveness of 
established drug for the treatment of nerve agent poisoning. Pyridostigmine is also a nerve 
agent itself. 

The Pen gon believes that all 695,000 U.S. troops in the Persian Gulf War were 
issued pyridostil:Fnine bromide, and officials estimate that approximately two-thirds took the 
drug for varying periods of time, sometimes exceeding several weeks. 
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Efficacv. I research studies, animals given pyridostigmine. followed by two antidotes 
(atropine and 2-PA ), were more likely to survive exposure to a nerve agent called soman. 
However, pyridosti mine pretreatment may make individuals more vulnerable to other nerve 
agents, such as s · . The DoD scientists concluded that pyridostigmine should only be 
used when the eh mical warfare threat is soman. Iraq was believed to have both soman 
and sarin, and the nly verified report of chemical weapons in the Gulf War concluded that 
sarin was present. 

In addition, DoD documents indicate that the treatment regimen for U.S. troops 
during the Persia Gulf War may have included an inadequate dose of atropine. 
Therefore, even if Persian Gulf soldiers had been exposed to soman, it is questionable if 
the pyridostigmin pretreatment would have provided any protection, sim:e the dose of 
atropine was app rently inadequate. 

Safetv. C mminee staff reviewed the studies that DoD officials claim prove that the 
drug is safe for he !thy individuals. Most of the studies included less than 35 people; several 
studies included as few as two or four individuals. All the studies apparently excluded 
women. 

Ben use of the DoD researchers' concerns about serious adverse reactions, 
virtually all of th studies screened the male subjects to determine whether they were 
hypersensitive to yridostigmine before allowing them to participate in the experiment. 
In addition, indivi Is with many medical conditions, those on medications, and those who 
smoked, were ex:.cl ed from the studies. Study participants were told not to drink any 
alcoholic beverage . 

Despite th e precautions, serious adverse reactions were reported for several of 
the studies, includ ng respiratory arrest, abnormal liver tests, unusual electrocardiograms, 
gastrointestinal dis bances, memory loss, and anemia. 

In a study oD conducted just before Desert Storm, they excluded men with 
bronchial asthm peptic ulcer, liver, kidney, heart diseas~ or hypersensitivity to 
pyridostigmine o related drugs. They warned the men that possible adverse side effects 
included nausea, v miting, slow heart rate, sweating, diarrhea, abdominal cramps, increased 
.salivation, increase bronchial secretions, pupil constriction, weakness, muscle cramps, and 
muscle twitches. 11 subjects were admitted to a hospital so that they could be observed at 
night. 

L k of Sa e uards Re ardi P rid in the Persi Gulf. In contrast to 
these extensive p autions taken before giving pyridostigmine every 8 houn for 3 days 
to four voluntee , a few montbs later the same dosage of the drug was given for longer 
periods of time t approximately 400,000 U.S. soldiers, none of whom had been screened 
for any of the dis ases mentioned in the informed consent form given to the four men. 
None of tbe Persi Gulf War troops were adequately warned about the risks associated with 
the drug, and few f any were given a choice of whether or not to take it. 

~~ ~-----~~·-·----------
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Recent Hle<(parch on Pvridostiumine. Last year, Dr. James Moss. a scientist at the 
U.S. Departmen of Agriculture, conducted research on cockroaches that could have important 
implications for Persian Gulf War veterans. He found that when used in combination with 
pyridostigmine. common pesticide called DEET became 10 times as toxic as when used 
alone. DEET a d many other pesticides were widely used in the Gulf War. If individuals 
who took pyrid stigmine pills became more vulnerable to pesticides (or vice versa), this could 
explain the seri us neurological symptoms expcriem::ed by so many Gulf War veterans. 

Botulinum Tox 1jd 

Botulinu jn toxoid is an unapproved vaccine that is used to protect laboratory workers 
and others who /!re likely to be exposed to botuHsm. The recommended schedule for 
inununization w th the vaccine includes three injections at 0, 2, and 12 weeks, followed by a 
booster shot 12 fnonths after the first injection. 

Efficacv. According to DoD, the botulism vaccine was given too late to be of any 
use had the Ira is actually used biological warfare during Desert Storm. DoD officials 
informed SVAC staff that botulism vaccine was not administered to most military personnel 
in the Persian G if until January 23, 1991, which was 7 days after the onset of the air war. 
Approximately ,000 individuals received the vaccine, but most received only one or two 
inoculations. F (rthermore. there is research evidence that the vaccine would not be effective 
against all botur sm toxins. 

In sumn ary, 99% of the U.S. troops received no protection from botulism due to 
the shortage of toxoid, and the remaining 1 ~o were probably not protected because the 
vaccine distrib tion started too late. 

Safetv. I~ 1974, the Centers for Disease Control considered terminating the 
distribution of tl e vaccine because of hypersensitivity and adverse reactions. 

Anthrax Vacci e 

Anthrax accine is an FDA-approved vaccine that is recommended for individuals who 
may come in co tact with products such as hides, hair, or bones of animals likely to have 
been exposed to anthrax. 

The anth a.x vaccine was given to approximately 150,000 individuals in the Persian 
Gulf. Anthrax accine is believed to be effective in preventing anthrax contracted through 
skin exposure to the bacteria. However, when used as biological warfare, anthrax is 
aerosolized. At~~ time of the Gulf War, it was unknown whether the vaccine would protect 
against aerosoli d anthrax, which would be inhaled. 

l_ _______ _l_ ~- ~~ --



• • • 

4 

ents to Waive Informed Consent for lnvesti 

In August 1 90, DoD contacted FDA to review FDA • s plans to use pyridostigmine 
and botulism vacci e for U.S. troops in the Persian Gulf. DoD did not want to abide by 
informed consent r gulations, while FDA officials pointed out that pyridostigmine and 
botulism vaccine re investigational and that there are Jaws regulating how they can be used. 

After sever months of debate, an agreement was reached on December 31, 1990. 
DoD officials agre that information about the investigational products would be provided 
orally to ail soldier and when possible, in writing. DoD's Central Command subsequently 
decided that the va cine would be administered on a voluntary basis. 

DoD descri ed several other safeguards that would be in place regarding the 
distribution of the accine. DoD officials promised that the soldiers would be observed for 30 
minutes after recei ing the vaccine, and if possible, they would also be checked again 48 
hours later. In ad ition. DoD claimed that they would provide all three vaccine injections. 
since all three wer necessary to provide protection. 

Despite the agreements between FDA and DoD, and DoD's subsequent decision to 
administer the vacc ne voluntarily. many PGW veterans claim that they were not told what 
vaccine they were eing given, or what the risks were, either orally or in writing. Many 
repon that they we e told not to tell medical personnel that they had received a vaccination, 
even if the vaccina ion caused pain or swelling. No record of the vaccine was available in 
medical records; as a result, physicians who were concerned about any local or systemic 
reactions often had no information about the possible causes of those symptoms. Veterans 
who claim they we e harmed by the vaccines or pyridostigmine frequently have no proof that 
they were vaccina or took the pills, or that they had an adverse reaction. Moreover, 
virtually none of soldiers received more than two of the botulism vaccinations. even 
though DoD had in onned FDA that three shots were necessary for protection against 
botulism. 
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The Honorable David 
Commiesioner 

COMMmEE ON VETERANS' AFfAIRS 
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October 2, 1996 

CMA T Control # 

2001159-QOOOO@ 

Foo<i and !!.1 rug ~~dmdnlttrati<>n 
5600 Fishers Lane 
Rockville, Maryland ?rl• '17 

D~.! Dr. Kessler: 

! am deeply 
y! _.sonnel for potential 

information about 
and !he public 

by today' s announcement that; anthrax vaccine will be given to our military 
to inhaled anthrax Given the multitude of questions surrounding the 

pyridostigmine bromi~e u: 697,000 troops in the Persian Gulf, detailed 
side effects, and recvn:lk<eping should be provided to the troops, the Congress, 

ordered to take ano~her vaccine. 

As Ranking Mem~er of the CoiDmittee en Veterans' Affairs, I request that you provide, immediately, 
the following: 

• Anyandall 
anthrax 
and 

which in any way relates to the testing, safety, efficacy, and review of 
protection against inhaled anthrax, including all scientific studies and reviews, 

NDA, IND, and waiv.,; requests relating to the use of anthrax by the militarJ; 

This information rFq1oest includes O:t writted and electronic infonnation in your possession or control, 
whether in draft or final was created by, and/or for, the United Statp..s 
Government. 

Due to the ti~~:;::: nB;ture of tr.is mfcrmation, please provide all of the requested documents no 
later than the ciose on WP~.nP.Stiay, Vctober, 9, I 996. 

Thank you for attention to this n"..qu~s~~ 

Sincerely, 

\\~~l ... J'L D. Rockefeller 
Ranking Minority Member 

• 
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<Congress of tbe Wniteb ~tates' 
1i!lu!Jinatcn. 'IIIC 20510 

The Honorable Don d Rumsfeld 
Secretary of Defense 
The Pentagon 
Washington, DC 203 HOOO 

Dear Secretary Rum eld: 

June 21,2001 

As you continue yo strategic review of the Defense Department's strategy and policies, we 
write to express our i erest in and concern about reports regarding the Pentagon's continued use 
of an anthrax vaccin on our military personnel. We recognize that your review is addressing a 
myriad of issues wi large implications for our national security. However, we think you will 
agree with us that no issue you are currently considering is more important than how to best 
ensure the health and well being of our military personnel while they serve their country. 

As a result, we are ubled by several reports and actions that raise questions about whether 
continuing to er the current anthrax vaccine is in the best interests of our personnel. 
First, we have been e aware of the fact that a number of military and civilian personnel have 
come to believe that vaccination given to our military personnel is neither safe nor effective 
for its intended use. you know, the Food and Drug Administration's underlying prerequisite 
for the approval of y vaccine or drug is that it be proved safe and effective for its intended use. 
A growing number o people believe that the use of the anthrax vaccine as currently formulated 
to protect humans ag · nst inhalation of anthrax spores fails to meet this test. 

Second, earlier this onth, the Defense Department announced that it will further slow the 
administration of the anthrax vaccine. The current slowdown, the third in less than one year. was 
brQught about by the continuing inability of the vaccine manufacturer to obtain FDA approval of 
its production facili . Under the revised policy, the scope of the vaccination program will be 
limited to special mi sion units, manufacturing and research personnel, and congressionally 
mandated research. light of the questions sUITOWlding the safety and etrectiveness of the 
vaccine and the inab' lity of the vaccine manufacturer to obtain FDA approval, many have asked 
why the Pentagon not halted the vaccination program for all military personnel until these 
outstanding question are satisfactorily addressed. 

Third, the Defense epartment has already taken disciplinary action against a number of people 
who have refused to e or administer the anthrax vaccination and has stated its intention to 
pursue legal action a · t others who act similarly in the future. Although a number of 
questions about the s fety and effectiveness of the anthrax vaccination would appear to remain 
unanswered, the Pen agon has made it clear that it does not intend to revisit either the 
punishments already meted out or its decision to discipline those who act similarly in the future. 

Ull302 /01 
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t the threat posed by biological weapons, including anthrax, is a real one 
and the Congress have a responsibility to address. Ignoring such threats 

is not an option. Ho ever, we also have an obligation to our military personnel to ensure that we 
do nothing to increas the risks they already face for their decision to serve their country. We 
would welcome yo response to the issues raised here. In addition to your written response, our 
staff is prepared to d' scuss this matter with appropriate Defense Department officials. 

Sincerely, 
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THE HOUSE OF REPRESENTATIVES 

STATEMENT OF 

Private First Oass Stephen M. Lundbom 

CMAT Contrt)l # 

199908~000011 

Before the Subcommittee on National Security, 

Veterans Affairs, and International Relations 

of the Committee on Government Reform 

of the House of Representatives 

March 24, 1999 

afternoon, my name is Stephen Michael Lundbom and I am 

from Live ore, California. I am currently serving as a Private rlfSt Class 

States Marine Corps, at 29 Palms, California. 

I am ere to tell you of my own personal experiences after I decided 

that I waul not accept the mandatory anthrax vaccine. I believe that other 

Marine ref ers have also shared some or all of my experiences. The views 

that I expre s here are my own and are not meant to reflect those of the U.S. 

this is the first time I've visited Washington. my dad and I spent 

Sunday moon touring some of the historic sites, such as the Lincoln 

e Washington monument, and the Vietnam Veterans War 

Memorial. At each, I saw the words ·~ustice". "democracy.·· "liberty" and 



"independe ce." These are concepts that this great capitol represents to me. 

They arc th things America is based on and they are the things our military 

is sworn to rotect and uphold. 

I en!" sted in the Marine Corps in June 1997 because I believed in its 

stated valu of pride, honor, and dedication. However, when I and other 

Marines be an to ask our commanders questions about the safety and 

effectivene s of the anthrax vaccine, they responded in ways that, in my 

opinion, I ked respect for our fundamental legal and democratic rights as 

citizen·so1 iers. 

Like many Americans of my generation, when I felt I needed to learn 

more about the vaccine, I went first to the internet. Here, I quickly learned 

that there ere a number of unanswered questions about this vaccine, 

particular! as it was being used to protect us from inhaled anthrax spores. I 

was especi ly concerned that there was much debate about whether the 

vaccine wo ld keep us safe ifbio-weapons were to be used on the 

battlefield. e fact that there had been no research into whether the vaccine 

could caus sterility, birth defects, or cancer also worried me . 

. . ~:'\;'.~ . ., Whe we were called to take the shot for the first time on Okinawa, 
~ """;;t--~ ~ .. 
~; ·~ twenty-sev n of us announced that we would refuse the shot. After much 

'~ 
&d ~j.~" pressure an many threats, all but five of the initial resisters gave in and "' """' ., . - ' 
,J -:'1 -1\1"""~\r 
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accepted v ination. Like the other four, I was given Non Judicial 

Punishment Article 15). My sentence was: 30 days restriction, 30 days 

extra duty, d the forfeiture of $539.00 pay (one-half months pay for one 

month). So e of the other refusers were forced to walk approximately 

sixteen mile each day during the weekend and holidays, and many miles 

other days, s nee the battalion office was a half-mile from the barracks and 

the we had t sign the duty book at that location almost every hour from 7 

When two weeks of the punishment period had passed, another 

anthrax vac · ation was scheduled and, once again, I was called in and 

ordered to e the shot. I was again charged and put up for another Non 

Judicial Pun shment. During this Article 15 proceeding Lt. Colonel Stuart 

Navarre, my battalion commander, ordered me to provide him with the 

phone num r of my mother's employer, a doctor in general practice back in 

California. is frightened me because I didn't want my refusal to affect my 

mother's jo as a nurse. Despite my fear, I told Colonel Navarre that I didn't 

believe I ha to answer questions like that. He then punished me a second 

time. This ti e I received 45 more days restriction, 45 more days of extra 

duty (includ ng signing the log book every hour) another half months pay 

3 



loss for eac of two months and a reduction in rank from Lance Corporal to 

Private Firs Class. 

To b honest, this constant harassment and punishment wore heavy on 

my spirit d morale. Ye~ I was able to stick to my resolve not be 

cause of the strong support J received from my wife (who is 

e) and my family. My four fellow refusers were a source of 

support als . 

Finis ed with our six month deployment to Okinawa, my unit 

returned to wenty Nine Palms, California where I naively perhaps hoped 

that my sit ation might change for the better. 

One I had completed all the punishment from both Non Judicial 

Punishmen s I submitted a request for leave. I was not even allowed to fill 

out a leave uest. My command made it clear that any leave requests 

would be d nied. I was told that I could not leave the base because I had 

refused the anthrax shot and therefore did not deserve to go on leave. 

At · s point, my family and I agreed that I needed outside legal help 

with the unending harassment. My brother had attended an 

anthrax to n meeting which had been sponsored by the GI rights group 

Citizen Sol ier of New York. The event was held in San Diego. My father 

• 



contacted the director, Tod Ensign. and he put me in touch with Louis Font, 

a Boston law er who specializes in military defense work. 

I learn that on AprillO, 1998 the deputy Assistant Judge Advocate 

General had ent an internal memorandum to all Navy and Marine Corps 

Judge Advoc tes. This memo concludes that after punishment for a first 

refusal: 

efusal to obey additional orders to be vaccinated 
or anthrax cannot form the besis for additional 

nvictions at NJP [Non Judicial Punishment] or 
ourts-martiaL 

The Marines ad violated this attorney's memorandum in my case. I had 

been doubly unished, and faced a special court. 

I belie e it is immoral, unethical, illegal and wrong that I have been 

punished twi at NJP and now face a court-martial, when Marine Corps 

lawyers have before them the internal memo that states this is unlawful. 

My fat er called my bettalion commander, Lt. CoL Navarre, and he 

said that his ands were tied and that be was only following the Marine 

Commandan 's policy. He said the policy is an NJP for the first refusal, 

another NJP or the second refusal, and a special court-martial for the third. 

After y attorney explained to me the legal issues, I gladly signed a 

Petition for xtraordinary Writ which we filed on Monday, March 22, 1999, 

before theN vy/Marine Corps Court of Criminal Appeals at the Washington 



------· ·-

Navy Yard. tasks that the second NJP be set aside and that no court

martial be a! owed for this refusal. 

I ask at Congress investigate whether the Commandant of the 

Marine Corp has an illegal policy and whether subordinate commanders, 

such as my ttalion commander, are subjecting enlisted men, such as 

myself, to m ltiple punishment as a result of this policy. It seems to me that 

the reason £ the policy and the reason the Marine are disregarding their 

own legal m morandum is to keep the number of refusers so low that 

Congress wi I be misled into thinking that compliance is virtua!Jy total. 

I had ever before disobeyed an order and my unblemished record 

reflects my esire to be a dedicated Marine. I love the Marine Corps and 

everything it stands for. But when it carne time for me to accept this vaccine 

I felt in my eart, mind, body and soul that I was doing the right thing by 

refusing it. 

I app ciated hearing the testimony of the highest-ranking military 

health autho 'ties who have testified today and it made me respect even 

more this C mmittee's willingness and desire to hear the point of view of an 

enlisted pers n at the lowest echelons. 

Th you very much for having me testify today. I welcome any 

questions yo may have. 

6 



ARED STATEMENT OF MARKS. ZAID, ESQ.' 
EXE¥;UTIVE DIRECTOR, THE JAMES MADISON PROJECT 

CMAT Control # 
1999085-0000012 

BEF RETHESUBCOMMITIEEONNATIONALSECURITY, 
VE S AFFAIRS AND INTERNATIONAL RELATIONS 

COMMITTEE ON GOVERNMENT REFORM 
U.S. HOUSE OF REPRESENTATIVES 

WEDNESDAY,MARCH24,1999 

'ORMANCE OF111E ANTHRAX INOCULATION PROGRAM» 

Mr. Chai distinguished members of the Subcommittee, thank you for the 

opponunity to a before you and offer my comments on the growing concern over 

inoculations of our servicemen with the anthrax vaccine. I have 

this issue since April 1998, wben the first shots were administered to 

Naval personnel rving in the Gulf region, and I was requested to provide legal counsel 

refusing the inoculations aboard the US.S. Independence. 

'tion as Genaral Counsel fur the non-profit organization Veterans for 

Integrity in ent (VIG), I litigated a Freedom oflnformation Act case against the 

government whi resulted in 1he release of thousands of pages of previously unseen 

documents pertai · to the anthnox vaccine and the Pentagon's vaccination program. 

Most recenlly, ugh The James Madison Project.! served as the lead civilian defense 

'The James nProject (JMP), 1501 M Street, N.W., Suite 1175, Washington, D.C. 
20005. Tel. No. ( 02) 785-3801; Fax No. (202) 223-4826; E-Mail: JaMadPro@aol.com. 
JMP is a Was · n, D.C.-based non-profit organi7Jition with the primary purpose of 
educating the p lie on issues relating to intelligence gathering and operations, secrecy 
policies, national security and government wrongdoing. JMP also handles litigation under 
the Freedom of ormation and Privacy Acts, including representation of news 
organizations.jo ists. authors. intelligence officers, whistleblowers or others who 
allege harm at hand of a government. foreign or domestic. in matters involving 
intelligence, nati nal security and government accountability issues. The views expressed 
by Mr. Zaid are · s own and do not necessarily reflect the views of any organization or 
entity with whlc he is or has been affiliated. A biographical sketch is attached at Exhibit 
~'I". 
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counsel for Ai Jeffrey Bettendorf, who WliS the first serviceman to faoe court-martial 

the vaccine Wider orders of a superior commissioned officer. 

The Pentag n has embarked upon a massive unprecedented public relations' 

campaign to min ize any potential objections to the vaccination program. Despite these 

efforts. a tide of · ssention is rising among many servicemen and their families. Indeed. it 

bas been far mor widespread then the Defense Department bas publicly acknowledged. 

Secior Pentagon fficials have publicly alleged that those refusing the vaccine have been 

victims of a panmoid Internet community, or the prey of small groups 

ese allegation are false. The individuals with whom I have been in 

thoroughly researched the issue and have based their decision on a 

personal, well ned and deep-seated desire for preservation of themselves and their 

most certain that in all of the cases a sense of fear contributes to the 

decision tore the vaccine. Regardless of whether the fear is justified, the Pentagon's 

actions and lack of credibility have led its personnel to make such that choioe. 

ng have primarily buen eciisted personnel under the age of25. The 

from more senior rank simply reflects the greater risks and 

by career personnel who oppose official poliey. Besed on my 

with military personnel, it appears that fear and dissention bas spread 

ices. While it might not always lead to a refusal, it has negatively 

possibly recruitment as well. 

today will primarily focus on two specific mas: (I) the legal issues that 

;versy and the options and repercussions involved when a member of 

s the vaccine; and (2) the fundamental problems with the Anthrax 

unization Program (A VIP) as evideeoed by documentation ohtsined 

from the ll"'"""/rnent thmugh litigation. 

Vaccination 

2 
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IMPLEMENTATION OF THE AVJP 

On Decem r 15, 1997, Secretary of Defense WilliamS. Cohen announced the 

implementation fa military-wide anthrax immunization plan that had been under review 

for two years.2 owever, prior to the actual implementation of the program, four 

(1) pplernental testing, consistent with Food and Drug 
dministration (FDA) standards, to assure sterility, potency 
d purity of the vaccine; 

(2) plernentation of a system to fully tiack personnel who 
eceive the anthrax vaccine; 

(3) pproval of appropriate operational plans to administer the 
mmnnizations and communications plans tn inform military 

noel of the overall program; and 
(4) ·ew of health and medical issues of the program by an 

ependent expert3 

"News Release, Office of Assismnt Secretary of Defense (Public Affairs). December 15, 
1997, "Defense partment tn Slllrt Immunizing Troops Against Anthrax, available at 
http1/www.defi link.mil 

3The Joint Office for Biological Defense contmcted with Mitretek Systems, Inc. 
to fulfill the condition and perform independent evaluation of supplemental testing. 
The process be in January 1998, and was scheduled to have been completed in 
November 199 . ~ Memorandwn fur Secretary of Defense from Assistant Secretary of 
Defense (Heal Affairs), May I, 1998 (copy on file with the Subcommittee and the 
author). Alth the memorandum indicates that the initial lots passed supplemental 
testing, none o the test results have been publicly released. Conditions two and three 
were sufficienti completed by mid-Spring 1998. The independent review referenced in 
condition four conducted by Dr. Gerard N. Burrow, Speeial Advisor for Health 
Affilir.; for the esidentofYale University, and completed on February 19, 1998. His 
findings appesr to merely reflect a review and regurgitation of the literature provided by 
the Pentagon d telephone iDquiries and consultations, no details of which are provided 
~ Exlnbit "I ". No evidence suggests Dr. Burrow was aware of the multinale of 
problems assoc with the manumcturing process, the unusually high rate of systemic 
reactions or possibility that the Department ofDefense may have modified the 
existing vacc · . This Subcommittee may wish to consider contacting Dr. Burrows to 
further explore e extent of his aetna! knowledge of the A VIP and how that might have 
effected his 

3 
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These condi ·ons were deemed to have all been met by May !998. As a result those 

troops in high- areas were ordered to take the vaccine. On May 18, 1998, Secretary 

Ce>hen approved implementation of the program for tbe total force:~ 

on first began to administer the vaccine in the Gulf region and 

s reached the media, I undertook sincere efforts to quietly quash the 

ling a meeting with the appropriate officials of the Department of 

sed a series of questions regarding the anthrax vaccine. 5 No response 

was received. N" e days later, as the tension continued to mouot on the US.S. 

Independence, I r "terated my request for a meeting and submitted additional questions6 

ision to inoculate U.S. military peiSonnel withthe antluax vaccine 

t will only continue to ascalate into public controversy unless full 

disclosure is fo coming from the Department of Defense. Fear, whether founded or not, 

I tl!roughout the military system aod future refusals of the vaccine are 

to be cxpected."7 Nearly one year later it appears my predictions were unfortunately true. 

Finelly, nearly month after I submitted my first letter, on May 8, 1998, I received a 

written response o my questions from Gary A. Christophell!On, Acting Assistant 

4Mernorandum 
Vaccination Pro 
Subcommittee 
Defense (Public 
May 22, 1998, a 

The Secretary ofDefense, "Implementation of the Aothcix 
for the Total Force," May !8, 1998 (copy on file with the 

the anthor); see also News Release, Office of Assistant Secretary of 
· s), "Tntal Force Anthrax Vaccination Decision Annonnced," 

"!able at http:ilwww.defenselink.mil. 

5Letter dated Ap "113, !998, from MarkS. Zaid, Esq. to Honorable WilliamS. Cohen, 
attached at Exhi it "2". 

6Letrer dated ·1 22, 1998, from Mark S. Zaid, Esq. to Honorable William S. Cohen, 
attached at Ex:hi ·t ''3". 

71<1. at 2. 
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Secretary of ense. 8 The meeting that I requested never occurred. As a result, some 

explored the option of a class action lawsuit in order to halt the entire 

. The strategy was to challenge the safety, effeetiveness aed 

necessity of the vaccine. Legal research, however, soon revealed that the likelihood of 

success in fi I court was virtua1ly non-existent at best 

A. The Nu emherg Principles On Informed Consent Collapse 

end of World War Two, the United States took the lead in ensuring 

that accountabi ity was attained for the unconscionable and inhuman acts committed by 

the Nazis. Not nly did the United States actively participate in the Imernational Military 

Tnbunal at N mherg, but it continued the work on i1s own for !jlree yeaiS through 

prosecutions of both Gelman and Japanese officials for various war crimes. From the 

ashes ofN erg and the dramatic revelations of the horrific experiments conducted 

by the Nazis a code concerning voluntary consent that bas been recngeized 

The oluntary consent of the human subject is aheolutely essential. 
This means that the person involved should have the legal capacity 
to gi e consent; should he so situated as to he able to exercise free 
pow of choice, whhout the intervention of any element of force, 

deceit, duress, overreaching, or other ulterior fonn of 
~rn·lll or coercion; and should have sufficient knowledge and 

com ension of the elements of the subject matter involved as to 
ena le him to make an understanding and enlightened decision. 

· latter element requires that before the acceptance of an 
ative decision by the experimental subject there should be 
known to him the nature, duration, and purpose of the 

e · ment; the method and means by which it is to be conducted~ 
all · conveniences and ba=ds reasonably to be expected; and the 

8Letter dated y 8, 1998, from Gary A. Christopherson to Mark S. Zaid, Esq., attached 
at Exhibit "4". 
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upon his health or person which may possible come from 
·cipation in the experiment.9 

fNuremberg. varies laws were enacted to ensure that the notion of 

informed co twas upheld. Federal funding cannot be used by the Department of 

ch involving a human being unless ''the informed consent of the 

in advance."10 Safeguards were established to ensure that both 

civilian officials are made aware of any testing of a chemical or 

g code, in fact, was meant to be absolute. 12 Jn fact, "[t]here is no 

exception for so diers or for wartime, and until Desert Shield, the U.S. military had never 

should be such an exception." 13 Following the August 1990, invasion of 

e Department ofDefense "argued that informed consent lli!der combat 

ot feasible' beceuse some troops might refuse to consent, and the 

tolenote such refbasls beceuse of 'military combat exigencies."' 14 As a 

ued a new general regulation, rule 23 (d), that waived the need for the 

9nJE NAZI TORS AND TilE NUREMBERG CODE, HUMAN RIGHTS IN 
HUMANEXIPF)RlM!lNTATION 2 (GenrgeJ. Annas&Micbael A. Grodin,eds., 1992). 

(1998); seealso32 C.F.R Part219 (199l)(DefenseDepartment 
research involving human subjects). 

usou.s.c. § 1 20(1998). 

12& 494 U.S. 210 (1990Xholding that forcible injection of 
medication into a nonconsenting person's body represents a substantial interference with 
that person's h erty). 

J., Changing the Consent Rules for Desert Storm, 326 The New 
of Medicine 770, 770 (1992). 

itted). 
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Defense Depa to obtain infonned consent 15 Some believe the FDA was strong 

banned into 'ding such an extreme waiver.16 Not surprisingly, litigation soon 

ensued. 

B. Prior al Challenge To The Military's Vaccination Program 

ben; of the American public seem to be genuinely surprised to learn that 

.S. militaiy comes with a harsh price. Not only is your life placed in 

y of the nonnal constitutional protections afforded to American 

citizens, and ev n aliens, disappear. I? 

15zl C.F.R. § 5 .23 (d)(l997). ThewaivertenninatedonMarch 15,1991. For additional 
h&:kill!lllrucol Rohyn Pforr Ryan, Should Combat Troops Be Given The Option Of 
RefUsing !101est 'gat ion Drug Treatment? 52 Food & Drug L.J. 377 (1997); Claire Alida 
Milner, GulfW. Guinea Pigs: Is lliformed Consent Optional During War? 13 J. 
Contemp. Heal L. & Pol'y 199 (1996); Elliott Schuchard~ Distinguishing Between 
Research And edical Practice During Operation Desert Storm 49 Food & Drug L.J. 
271 (1994). 

16In filet, at I t circurnstantial evidance of this premise exists. Internal Defense 
Department umentation that discussed the military's efforts to use certain 
vaccinations d · Operations Desert Shield and Storm noted that "[t)he FDA's position 
on licensing pr ucts prodnced elsewhere is that they will not commit themselves 
without seeing e data. Leverage may be needed in the future if this becomes a problem. 
"Memonmdum for Record, "Third Tri-Service Task Force (Project Badger) Meeting. 
October 18, 1 , at 2-3 (copy on file with the Subcemmittee and the author)(emphasis 
added). "Proj Badger" was apparently a Desert Shield endaavor to ensure that certain 
experimental incs, including those that became the subject ofDoe y Sullivan. were 
accelerated thr ugh production and implementation in time for Desert Storm. The 

· of the Task Force meetings were obtained through VIG's FOIA 

17Interestingly, in planning a change to the current anthrax vaccination program. 
BG Walter L. usbee, Joint Program Mansger for Biological Defense. informed those in 
attendance at a meeting that "the DoD position is •soldiers are citizens first;~ and 
whatever studi s are fonnulated, the have to he done with this concept in mind. &Jidiers 
have the same onstitutionai rights as other citizens." Memorandum for See 
Distribution, " ·nutes of the Meeting on Changing the Food and Drug Administration 
License for the Michigan Department ofPuhlic Health (MDPH) Anthrax Vaceine to 
Meet Military quirernents," November 13. 1995, at 3 (emphasis added) 
("November 1 , 1995 Meeting"X copy on file with the Subcemmittee and the author). 

7 



During the ulfWar a serviceman and his wife sought an injunction to prevent the 

fense "from using unapproved drugs on troops taking part in Operation 

out first obtaining informed consent from the individual military 

personnel. .,18 

UDapprnved 

Upon a 

court refused to intervene particularly because the "DoD's decision to 

gs is precisely the type of military decision that court's have 

to second-guess."19 Even though the Defense Department was also 

y information while utilizing the experimental drugs under a 

ormed consent, the plaintiffs' arguments that unlawful 

heing conducted was rejected "The primary purpose of 

drugs is military, not scientific. The fact that the DoD will collect 

e efficacy dees not transform the strategic decision to use the 

in combat into research. .. 20 

, although the court acknowledged that "deference is owed to the 

political branche in military matters", it did not agree that "judicial review of the matter 

here at issue is o of order. "21 Nevertheless, after further review the Court of Appeals 

deferred to the j ent of the FDA and still dismissed the case. 22 

2"Dceetal., 756F.Supp. at 15-16. 

22M at 1383. 

8 



~---~___c--f---------" 

' ' 

C. VIC's F eedom of Information Act Lawsuit 

Given the c sappointing results of our legal researc:h, the focus turned to obtaining 

infonnation co · g the anthrax vaccine and the inoculation program. It was now our 

hope that a con< jm.d effort could he made to convince both the Congress and the 

American publi , threugh use of the media, of the problems with the Pentagon's 

vaccination pro am" In June 1998, I filed a Freedom oflnfunnation Act (FOIA) lawsuit 

against the Dep ~ents of Army, Navy and Air Force and the Food & Drug 

Administration jased on requests filed by Patrick G. Eddington, VIG's Executive 

Director and a£ nner CIA Wltistleblower on Gulf War Syndrome.23 

This compr hensive lawsuit sought the disclosure of all records pertaining to: 

(I) the ant1moc vaccine; 
(2) any studies regarding the anthrax vaccine; 
(3) the composition of the ant1moc vaccine as administered to 

u.s. militaiy personnel; 
( 4) policies governing the discipline ofU.R militaiy personnel 

who refuse to take the anthrax vaccine; 
(5) the Michigan Biologic Products Institute. 24 

The lawsui which hes essemially concluded, brought about the release of thousands 

of pages of doc lments relating to the ant1moc vaccine, the majority of which bad never 

been reviewed c ~ide of government channels. Most revealing, however, was what was 

not disclosed: n evidence that the government has ever attemp!Od to stedy whether the 

vaccine is safe lver the long.-tenn. 

231~~~~~!WY-iD' ~~~~' v~)OilJid:Ddl.!'>f.I!'''IU.cn;~'"l>l''~ •I Civil Action 
No. 98-1649(DjD.C. June 29, 1998)(RWR). 

24The FDA was specifically 1aSked for more detailed infonnation concerning, but not 
limited to, licensing data, lot production, labeling, any memorande's of 
understanding the FDA and Defeme Department, proposed rnies governing 
informed conse t and biological warfare vaccine prodoction. 

9 



tation we obtained reveals some very troubling aspects of the 

Pentagon's A policy and refutes many of the broad conclusozy statements that it 

offers to justify ts actions. ! will address specific aspects of concern in more detail later 

in my testimony 

ificatioos Of Refusing The ARthru Va«ine 

military policy exists governing how anthrax refusen will be dealt with, 

nt that they should be handled through the appropriate and available 

judicial framework governing military discipline in general. In the 

refusals aboard the U.S.S. Independence, the need to emphasize 

counseling and ucation before puniabment was highlighted. 

ever military members are directed to take the initia1 shot 
oice any misgivings, they should be referred to our medical 
nnel to answer their concerns. If there is still some 

uncef!atin" ly, commanden and first sergeanJs should get involved in 
pting ro allay the individual's mistrust Finally, we should 
sure a defense counsel is readily available to llllSwer any 

addi ·ona1 concerns the individoal may have. Only a1ler all 
avail le education and counseling type efforts have been 
exll3jlstted should UCMJ [Uniform COOe of Military Justice] action 
be · tiated 25 

Alarmingly many servicemen have been and continue to be threatened with foretble 

inoculation. i.e., they would be tied down. if they did not submit voluntarily, despite 

Departmeotal !icy that "force should never be used to administer the vaccinations. "26 

25Memorandurn for all ACC S1aff Judge Adv~ BG William A_ Moorman, USAF, 
S1aff Judge Adv e, dated May 6, 1998 (copy on tile with the Subcommittee and the 
author). The ument also note. that tbe military "must be highly sensitive to tbe 
concerns of the . itary member, particularly a1ler the DESERT SlllELD/STORM 
controversy o immunimtion." .Ill. 

26Mernornndom from Deputy Assisumt Judge Advocate General (Criminal Law) ro All 
Navy and Marin Corps Judge Advocates, Apri!IO, 1998, at 3 ("JAG Memo"XCopy on 
file with the Su ittee and the author). There seems to be a great deal of confusion 
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Indeed. the thr t of force convinced many would-be refusers to accept the vaccination. 27 

"[a] member refusing vaccination should be issued an order to submit to 

the va.ccinatio by a superior commissioned officer."28 If a servicemember refuses the 

>jmnartdel bas a "full range of options, from taking no action at all to 

1ive action (letteTs of counseling, letters of reprimand, refenal 

OPRIEPR,etc. to taking punitive action under the Uniform Cede of Military Justice 

(UCMJ)."29 Pr secution under the UCMJ will probably take one of two forms. lfthe 

order was give by the member's commanding officeT, than a charge under UCMJ 

throughout the ches over >Wether force should be threatened or utilized, at least at 
the Command eve! on the ground While it is the military's position that ''Commander's 
have authority order involuntaiy medical treatment of soldiers in cases where such 
treatment is med militarily necessary," .s= Unclassified Memorandum, "Refusal of 
Soldiers to be accinated Against Anthrax," July 17, 1998, attached at Exhibit "6', 
various branc s, such as the Navy, have explicitly declated that, as a matter of policy, 
force will not used. l!1 Indeed, the decision to avoid the use of force appeaiS to be 
departmental !icy. ~A VIP, Pmgram Review for the Deputy Seeretary of Defense, 
August 1998 (' orce Should Never Be Used To Administer The Vaceinations"), at1acbed 
at Exhibit "T'. evertheless. reports of threats~ most likely for intimidation purposes
still continue t be received ~Sean D. Naylor, Fighling the anthrax vaccine: AWOL 
soldier faces d charge overthe shots, ArmyTimes, Aug. 17, 1998. 

27over the last year I have been contacted by many servicemernbers throughout the 
different branc of service >Wo informed me of initial wide-spread refusals. Follow-up 

revealed, however, that many servicemen reluctantly consented to the 
g threats of severe ponishment or even forcible inoculations. Tbe · 

gnificantly down played the actual nmnber of initial refusals by only 
who were actually disciplined. 

28JAG Memo, a note 26, at 3; ~Order to Take Anthrax Vaccination, 
September 30, 1998, attached at Exhibit "8". 

roach to Anthrax Immunizations," tmdated, at 3 ("Air Force 
y on file with the Subcommittee and the author). 
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Article 90(2) wi !likely be pmerred. 30 If someone other than a superior commissioned 

officer gives the order (i.e .• the member's first sergeant or a NCO medical practitioner). 

action under U MJ Article 92(2) is more appropriate.31 

l the commander can either impose UCMJ Article 15 nonjudicial 

) or prefer cllarges to a general or special oourt-martia132 Article 15 

eant to address "minot offenses". and punishments indude admonition 

striction, arrest in quarters, correctional custody, confinement on bread 

and water or · · bed rations, extra duties, reduotion in grade and forfeiture ofpay33 

During the ast year the different branches of the military have been fairly consistent 

have imposed upon .those who refuse the ~ination. The typical 

course of events following a refusal has been a NJP with the imJX.lsed sentence including 

30 Article 90(2) 
willfully disobe 
punished. ... " 

31Article 92(2) 
having know! 
which it is his 

e, a forfeiture of pay, restriction to ship or base and assignment of extra 

y the service member would be administratively discharged from the 

tes in relevant part that "[a]ny person subject to this chapter who ... 
a lawful oommand of his supetior oommissioned officer ... shall be 

in relevant part that "[a]ny person subject to this chapter who ... 
e of any other lawful order issned by a manther of the armed forces, 

to obey, fails to obey the order ... shall be punished. ... " 

3lJt_ is important to note that this applies only to active--duty personnel and not reservists 
of national guanjslrnen. Members of these organizations can simply quit prior to 
punishment be· imposed. The true test of the military's ability to withstand the 
growing dissent · the anthrax vaccine will depend on the actions taken by the 
reserve and units. Already several units have almost become non-deployable, 
particularly use of pilots refusing the vaccine. See. Eddingron. Patrick G., 
Contamination :r drive reservists who refuse vaccine, Army Times, Jan. 18~ 1999, at 
!0, attacbed at 'bit "9" ("Eddingron''). 

s-Martial, Part V, paragraph S(cXI}{8X1998 ed.). 

Is for a series of six shots, three ofwltich are to be adntiuistered within 
od, servicemen have faced the prospect of disobeying repeated orders to 
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miliwy. 35 If t e individual had a clean disciplinary history the likelihood was that he 

would receive, as the vast majority did, a General Discharge under Honorable 

who refused that had only a few months left in their tour of duty '"""' 

permitted to q 'etly leave without suffering significant administnnive punishment. 

Indeed, even · dividuals who went AWOL based solely on their concerns about the 

such a discharge.36 

As the ination program spread throughout the world and more individuals in 

each branch of the service began to refuse, it was only a matter of time before someone 

would proceed to a court-martial. Airman Jeffiey Bettendorf, who was stationed at Travis 

Air Force Base in california, became that unfortunate first person. 

On ber 1, 1998, Airman Bettendorf refused the vaccine. He was offered an 

failure to snbmit to the anthrax vaccine on December II, 1998. As the 

mony others preceded him, be was found guilty and received similar non-judicial 

punishments; grade reduction and 45 extra days of duty. Prior to this time AIC 

Bettendorf had a completely clean disciplinary record Furthermore, AIC Bettendorf was 

take the vacc · . Many servicemen have been punished more than once for refusing 
essemially the e order, apparently in contradiction to establishad policy. "Refusal to 
obey additio orders to be vaccinated for anthrax cannot form the basis for additional 
conVlcllons at JP or courts-martial." JAG Memo, supra note 26, at 3, citing U.S. v. 
Greene, 8 M.J. 796 (NCMR 1980). See also Manual for Courts-Martial, Part V, 
paragraph !(f) I )-(3Xl998 edXprobibiting double, increased and multiple punishments). 
Documentatio obtained by VIG through its FO!A lawsuit reveal that a disparity of 
policy among branches. ~ USCENTCOM Anthrax Update, July 31,1998 
(commenting differences between Air Force and Navy X copy on file with the 
Subcommittee d the Author). 

e can be characterized as honorable, geneml or under other than 
honorable con ·tions, depending upon the circumstances surrounding the member's 
service." Air F ce Approach, supra note 29, at 4. 

36rbis is on information received from individual servicemembers whom I have 
represented or aintained communications. 
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religi n, or personal philosophy cannot justifY or excuse the 
disob~ence of an otherwise lawful order. 38 

The test for determining the !awfUlness of an order was set forth in u.s. v, Fl~9• 

where the court i>etd that "[t]he order must be: (I) reasonably in furtherance of or 

connected to mi italy needs; (2) specific as to time and place and definite and certain in 

describing the tl!ing or act to be done or omitted; and (3) not otherwise contmy to 

es1ablished law r regulation. •-4° 

The biggest hurdle facing anthrax refusets is that the vaccine allegedly being 

administered is to A-approved. Under those circumstances the likelihood, abaent 

extraordinary ci jcumstances and the flexibility to conduct discovery, in securing an 

acquittal of a se lviceman facing an Article 90(2) cberge is slim. Orders are presumed to 

be lawful on the r face.41 

However, a the beginning of the A VlP information bed begun to circulate that the 

anthrax vaccine 1>s administered hy the Pentagon was, in fact, not the same 

FDA-approved f:cine. It bed allegedly been modified in some manoer in nrder to 

s!rengthen its ef ect.42 Therefore, our primary defense in AlC Bettendorfs case, and one 

that should be u "lized alongside any other available defenses in every anthrax refusal 

courHnartial ca e is that the order is not lawful because it is "contrary to established law 

or regulation," i.~., the vaccine may not be the same one approved by the FDA. 

38Part!V, pal1l~h 14(c)(2)(a)(iii)(1998 ed.). 

39:J4 M.J. 1183 AFCMR 1992). 

40Jd, at !188 . 

4\n . 7" 27 M.J. 349 (C.M.A. 1989). 

420ne theory tit emerged was that the vaccine had been spiked with squalene as an 
adjuvant to OnJu ce the immune response. Report of the Special Investigation Unit on 
Gulf War nines~. Senate Committee on Veterans' Affain 123 (1998). 
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Therefore, the accine converts to experimental and as a matter of law and requires the 

co=nt of the · f.dividual.lt was also our defense position that we had every right to 

present eviden addressing whether the vaccine was safe, effect or even necessary to 

accomplisb an ·litary mission. 43 Ample precedent exists to permit :ruoh a defense. 

In r r ~ v ~ -' 44, two Marines were triad and convicted by a spacial 

court-martial w fder Articles 90 aod 92 for having "willfuuly discheyad a lawful order of 

their superior o ~cer to submit to certain medical treatment, to wit immunization against 

smallpox, typh id, paratyphoid and influenza ... "'5 The Court recognized that "[t]here is 

no doubt that tl ~ legality of an order may he questioned and the courts are required to 

determine such issue when raised. Individual rights that are protected by the Constitution 

and slatute are ot subject to railitary orders which are arbitrary and unreasonab!e."'6 

Chadwell reite! ~ed a conclusion now liUlie than fo~ year5 old held by a prior military 

court that: 

Pe!l P,. in the military service are neither poppets nor robots. They 
are ot subject to the willynilly pnsb or pull of a capricious 
sup< ror, at least as far as trial and punishment by court-martial is 
con emed. In that area they are human heings endowed with legal 
and rights which are not subject to military order. 

43We also that AIC Bettendorf had the right to present evidence concerning his 
views of the · • s safety, effectiveness and necessity in any sentencing phrase in 
order to mitig&1 any punishment The Government coneeded that AIC Bettendorf had 
the right to mal e a sworn or unsworn statement regarding how his state of mind had been 
effected by inli lnnation he bed compiled about the vaccine, but opposed the introduction 
of any evident< subsequently obtained 

4436 C.M.R 741 (1965). 

45IQ.. at 742. 

461d, at 749. 

16 



------'----+----- ... ······-----·-
' . 

Con ~ess left no room for doubt about that. It did not say that the 
viol ftion of any order was punishable by court-martial, but only 
that ~e violation of a lawful order was.47 

Although he Chadwell court did hold that the vaccination order in that case was 

legal, particulaJ y because the accused did not eootest the fact on appeal48, most 

importmtly it' las noted that the trial court "permitted medical testimony offered by the 

defense that tru shots were unnecessary .. ,, •>49 Thus clear precedent exists granting 

anthrax refuse< the ability to challenge the underlying policy of the Pentagon to 

implement the VIP. 

Therefore, in furtherance of AIC Bettendo<fs defense we requested as part of the 

discovery pro~s samples of the vaccine so that independent testing could be undertaken 

in oroer to ine whether or not the Defense Department bad modified or altered 1he 

vaccine in any f'ay. 50 This request was, of course. refused but before the issue was 

litigated the Ai: Force agreed to accept Airman Bettendorf's Chapter 4 request for a 

discharge and t was pronessed out of1he Air Force under Other Than Honorable 

conditions. s 1 

47rrs v ""' 8 USCMA 635 (!958Xci1ation omitted). 

481d. at748. 

·~.at750. 

50 According to ~e manufacturer, the final product should contain no more than 2.4 mg 
aluminum hydr xide (equivalent to 0.83 mg aluminum), 0.02% of fonnaldehyde and 
0.0025% ofbei ethomium chloride, per 0.5 ml dose.IND at002. 

51~ Steven L e Myers, Airman Discharged for Refusal to Take Anthrax Vaccine as 
Rebel/ian Gr0>< , New York Times, Mar. II, 1999. AIC Bettendo<fs final discharge 
disposition was therefore, more harsh than many of the refusers who preceded him. 
However, facin a possible penalty of six months in jail, he bad earlier filed for such a 
discharge in o" er to avoid the court-martial. Nevertheless, AlC Bettendorfs cases raises 
valid concerns or the consistency in 1he treatment of refusers. In 1995, when the Defense 
Department im lemented its DNA-ideraification program, several UCMJ cases arose 
after serviceme lnbers refused to submit to blood and tissue sampling. An Air Force 

17 

'---------'---------------·--·---



THE PROBLEMS WITH THE PENTAGONS' AVIP 

Much of e blame for the growing hysteria arising from the A VIP must fall on the 

Pemagon i!self. The Defense Depamnent has continually relied on conchlSory statements 

of fact that ha: little or no basis, set forth misleading information concerning the 

vaccine. unfai ridiculed those who have sought to bring to light inconsistencies and 

e A VIP program and, whether fair or not in these particular 

ers from a significant lack of credibility. 

. ry Of The A VIP 

The A VIP ·,being implemented under the authority of the Secretary of Defense in 

accordance wi DoD Directive, 6205.3, "DoD Immunization Program for Biological 

Wari'are Def< "(November 26, 1993), which established the policy, responsibilities 

and procedores for stot:kpiling biological agent vaccines. It also determined which 

personnel sho d be immunized and when the vsccines should be administered. The 

Army serves as the Exe<:utive Agency of the A VIP. 

A VIP calls for a series of six shots over an 18 month period 

intervals of 0, 2 and 4 weeks for the fJtst three shots, and then bocsters at 

tbs. The original immunization schedule for humans was three doses at 

o. 2 and 4 wee "'based on a regimen developed for animals."s2 The genesis for the six 

shot series aros from three immunized workers falling sick in the 1950s which led "an 

investigator to mmend arbjtrarijy three more immunizations ( 6, 12, and 1 S months) 

as boosters. .. 53 

t who refused was found guilty at a special court-msrtial of an Article 
92 violation sentenced to grade reduction and 14 days hard labor. However, he 
submitted a req est for voluntary discharse, which was aceepted, and he received an 
honorable disc ge. &Air Force Approach, supra note 29, at 3. 

52November 1 , 1995 Meeting, supra note 17, at2. 

S3Jd 
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Criticism o the program was inevitable given the Pentagon's history. Questions 

pigs'" were 

CQI!sent, particularly after the horrendous lack of appropriate medical 

perienced dwing Desert Shield/Desert Stonn, and cries of .. guinea 

ted from the outset 54 All the more reason why it is shameful that the 

ntroversy was not resolved much earlier by the Pentagon. 

Of Medical Mistreatment And Experimentation Has Fueled Fear 

This topic uires very little in the way of introduction. The historical record is not 

only quite clear, t is despioahle. "Examples of use of physicians for governmental 

purposes include the U.S. military and cold war radiation experiments and the use of 

investigational on U.S. soldiers in the Gulf War without consent. both done in 

direct violation the Nuremherg Code.•SS Another military low point includes the use 

of Agent Orange 56 

and the Presidemial Advisory Committee on Gulf War illnesses 

gon for its past history of using experimental drugs and vaocines 

during the Gulf ar and exercises in Bosnia. The FDA criticized the Pentagon for 

"failing to doc ent immunizations in soldiers' pennanent medical records and for 

touting the vacc · in handouts given to troops as •very safe and extremely effective' 

54 Anthrax Vacoi e License Amendment Project Plan, "Information Briefing for Joint 
Program Manag , DoD Biological Defense, SAIC, October 20, 1995, at 18 (copy on file 
with the Subeo ittee and the author). 

55Editorial, Le& ies of Nuremberg: Medical Ethics and Human Rights, 216 JAMA 
1682, 1683 (Nov 27, 1996Xcitations omitted). See also Final Report. Advisory 
Committee on H Rediation Experiments (1995Xconducted extensive inquiry into 
the history of go ernment-sponsored human radiation experiments that occurred between 
1944 and 1974); mas, Gurdon, JOURNEY INTO MADNESS (Bantam Books: 
1989XCIA mind control and medical abuse). 

56&c. Fatal Fl s: How the military misled Vietnam veterans and their families about 
the health risks Agent Orange, San Diego Union Tnbune, Nov. I, 1998. 
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when !he FDA r authorized such glowing language. "57 The President's Committee 

went eveo furth rand declared that !he Pentagon "currently is incapable" of handling 

unapproved . ss Nor have the concerns regarding the government's predilection to 

drugs on both military and civilian populations abated. 59 

accines, including antbm<, have been raised as potential coottibuting 

·ous illness known as Gulf War Syndrome.60 Again, tbe issue is not 

as much whe any specific historical incident is factually accurate or not, but the 

re precisely lack thereof, of the Pentagon to implement new medical 

programs. Cooct!1m is heightened when !he prngram itself is fraught with controversy, as 

Pentagon Can 'I Be Trusted With Experimental Drugs, Navy Times, 
exton"). 

581<1. With r to !he AVIP, because of past deficiencies, Senator John D. Rockefeller 
IV stated that"[ ]bile this may he the only reasonable choice at this point, I am doubtful 
about DoD's abi i1)1 to do it properly." Deborah Funic, Vaccinations: Senate Warns DoD 
To Get It Right, avy Times, Mllr. 30, 1998. 

59oeborab Funk Military Propos& Use Of Experimental Dru!}S At Home, Navy Times, 
Oct. 27, 1997. eluded within the Defense Department's proposal was an antbm< 
vaccine post-ex sure treatment 1<1. See a]so Pexton, supra note 57 (FDA "pointed out 
an underlying in ility for the Defense Department to cany out its obligations" for 
handling · tal substances). 

~ Declan r~Admission oo Gulf War vaccines spurs debate on medical records, 
390 Nature 3 (N . 6, !997)(British confumed that pertussis vaccine combined with 
antbm< vaccine The Presidential Advisory Committee on Gu!fWar Veterans' Dlnesses 
concluded, hn er. that "it is unlikely that health effects reported by Gulf War veterans 
today are the res t of exposures to the BT or anthrax. vaccines, used alone or in 
combination." F I Report, The Presidential Advisory Comminee on Gulf War 
Veterans' Illnes es 114 (1996). Despite this fmding, even the Pentagon would likely 
admit doubts suspicions remain prevalent 
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C. NoLo g Term Studies Ou The Effeet Of The Vaccine Have Ever Been 
Condo ed And Most Available Studies Are limited In Scope 

It has wide! been reported that the anthrax vaccine is safe primarily because of the 

length of time in which it has been available for use. Repeatedly the Defense Departtnent 

the vaccine has been FDA-approved since 1970, and in use since the 

1950.. Moreov it has been asserted that the vaccine has received wide-spread use 

throughout the v terinary and livestock communities. This is, however, not entirely 

accurate. In W:t, the vaccine has apparently only been used by approximately 

20,000.30,000 ople over the last 30-50 years. 61 Outside of the military, relatively few 

people receive shot each year.62 

individuals, 

fense Departtnent's inoculation of 150,000 servicemen dwingthe 

anthrax vaccine, knowledge of which was withheld from most 

the first major use of the vaccine in any significant qnantity. In one 

the nwnber of people were inoculated by the Pentagon than had 

0 years combined Despite lacking sufficient tests surrounding the 

vaccine, partie ly regarding its long-term effects, the current A VIP represents a 

history of the 

ded inoculation program which has never been seen before in the 

ax vaccine -literally one hundred times more people, each of whom 

·ng subjected to the vaccine63 

61James W. Cra ey,MilitarySeeks To Ease Fear Of Anthrax Vaccine, San Diego 
Union-Tribune, eb. 9, 1999 ("Crawley"). 

62or. Bradford S "th, a veterinazy professor at UC-Davis, was interviewed by 
CNBC-TV, the ·ng of which occurred March 22, 1999, and stated he knew of few 
veterinarians were taking the vaccine. Contruy to the Pentagon's repeated 
assertions, he e ressly denied that it was used by the veterinarian community on a 
routine basis. 

63!nterestingly, pite likely having the second largest force in the Gulf region, the 
British govemm 's anthrax vaccination program is entirely voluntary. S« Warren 
Richey, A vacc· ian war erupts in military, The Christian Science Monitor, Jan. 28, 
1999 (noting tha 70 pereent of British military personnel have declined the vaccine). 
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Repeate<ll , my colleagues and myselfhave submitted requests for supporting 

documentation f the Pentagon's assertions that the vaccine is widely used and lacking 

any long-term · I effects. Invariably a deliberate non-responsive answer is provided with a 

mere standard itation to the long history of the vaccine with no known reported serious 

Another favorite line is that it would be unethical to conduct such tests 

h a response misses the point entirely. 

of the vaccine has caused serious adverse reactions immediately 

following or rtly after the aetual inoculation is a separately valid issue. And one that 

should be pro rly explored. But no one is calling for the initiation of aetual hUIIUID tests 

to be conduct to determine long-term effect. It has been the Penl;lgnn's position thet 

the IDA-appro ed vaccine has been widely used for nearly three decsdes among 

veterinarians d live--stock WQikers. A fonn of the anthrax vaccine has, in fact, existed 

r nearly half-a-century. How difficult would it he then to locate several 

and individuals who once took the vaccine and, after taking into account 

all appropriate "ables, examine their health? Do any now suffer from cancer, or 

leukemia, or imer or any significant medical malady? When 2.4 million lives are at 

rth the effort to tty? Indeed, is it not the lawfW or moral responsibility 

to undertake such an effort? Yet the Defense Department has not, nor has 

it shovm any · lingness to do so. Instead, it offers excuses as it cannot answer the 

question. 

64These asserti tiS were espoused as recently as March 22, 1999, by Lt. General Kevin 
Kiley, Assistan Surgeon General, USAF, when he appeared on a nationally-television 
program on C. 
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The most ealing aspect of the VIG FOIA lawsuit was what was not disclosed: no 

studies regard· g the long-term safety of the anthrax vaccine have haen condncted. 65 

This fact alone UlleqUivocally destroys the Pentagnn's assertions that the vaccine has no 

known long- haalth affects. What is amazing is that the Pentagon has seen fit It> 

VIP based on very limited information. Its own documents repestudiy 

refer not It> s ies that support its assertions that the vaccine is safe and effective, bnt 

therwise. 66 That is a dangerons way to operate, particularly when 

millions ofliv are at stake. Indeed the manufactnrer's label itself reveals that 

"[s]tudies hav not been petfonned to ascertain whether Anthrax Vaccine Adsorbed has 

6SThe only d ent releasnd that discusses long-term safety was a two page 
Information P dated November 23, 1994 that merely glosses over the potential future 
risks posed by e vaccine. It summarily concludes "[t}here is no scientific data to 
indicate a long term safety·risk associated with the use of the Anthrax vaccine." &c. 
Exhibit "9A". f course, this conclusion is to be expected given that no such data has 
ever been col! . One would think the Pentagon would be responsible enough to 
concern itself ·111 the collention of such data given the breadth to which it is 
implementing A VIP over vocal objections. Nor have any relevant studies concerning 
the anthrax ine presumably been withheld due to classification concerns. VIG was 
notified that only studies withheld on grounds of national seeurity dealt with vaceine 
production an technological issues. Should other classified documents exist, they were 
illegelly withh ld 

66 Aside from e potential long~ term effects, another concern that has arisen is the effect 
of the anthrax accine when combined in close proximity with other vaccines. Concerns 
over "vaccine up" have been of particular interest to those researching potential causes 
of Gulf War S drome. A limited study conducted at Fort Bragg and Fort Detrick 
revealed that e combination of the anthrax and botulinum vaceines did produce "mild 
and moderate r · ons", as well as a "few serious side effects ... Memorandum for Dr. 
Edward · Principal Deputy It> the Assistant Secretazy of Defense (Health Affairs) 
from BG Russ autchuk, U.S. Army Medical Research and Materiel Command, July 19, 
1995, at 2 ( on file with the Subcommittee and the author). But once again the Army 
was more wil · g to rely on the fact that computer databases searches and telephone 

ed that ••no studies have reported on interactions between anthrax vaccine 
aceuticals" rather than actually perfotm such studies. ld. at l. 
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carcinogenic ac ·on, or any effect on fertility.'-67 Nor is even the FDA aware of any 

clinical studies n the long term health effects of the vaccine.68 

Document ~on obtained from the Anny through the VIG lawsuit highlights the 

significant proh ems facing any real study of the vaccine. In furtherance of the Anny' s 

desire to chang the dose 3lld usage of the vaccine to protect against inhalation. it was 

noted that: 

• It is tuestionable whether anthrax occurs with sufficient regularity 
in humans anywhere in the world to allow for meaningful studies 
to be practically undertaken 69 

• Pres ntly there are no precise serological or other imnnmological 
corre ates of protection to enable conclusions to be drawn from 
inuru(mi'zati'•on studies in man. 70 

• The lemonstration in some animal models that protection with the 
~ t vaccine varies across challenge strains further complicates 
studi ~.and limits the breadth of efficacy claims that can be 
mad .71 

• The >Otency test required for the present vaccine has not been well 
corre ated to efficacy in humans and it is doubtful that it can be. 72 

67"Anthrax Va<> ine Adsorbed", F-483 lOOM 10190 (rev. 10/87), attached at Exhibit "10" 
("Manufacturer' Label"). 

68~ Letter dat ~ Apri128, 1998, to Patrick G. Eddington, Executive Director, Veterans 
for Integrity in ( lovemment, from Katlnyn C. Zoon, Ph.D., Director, Center for Biologics 
Evaluation and esean:h, FDA, at 2, attached at Exlubit "II" ("Zoon Letter"). 

•"undated briefi g page, U.S. Anny (copy on file with the Sohoommittee and the 
author). 
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e no dispute that there is a dearth of studies examining any potential 

of the anthrax vaccine. The important question is why the Pentagon will 

ng IND Application To Modify The Number Of Shots And Intended 
f Tbe VacciDe Calls Into Question The Necessity OfTbe A VIP 

m the public's knowledge until VIG's FOIA lawsuit and, for the most 

earing today, the Pentagon has ascertained that the current A VIP 

requiring a seri of six shots is outdated, unnecessary and perhaps not as effective as a 

on antluax plan that has been known for yeall!. 

bet 20, 1996, Michigan Biologic Products ln$titute ("MBPI"), the 

tbe vaccine, submitted, with the support and encouragement oftbe 

e Army, an initial Investigational New Drug ("IND")74 application for 

Antluax Vacc" e Adsorbed. 75 "The ultimate purpose of this lND is to obtain a specific 

ation antluax and a reduoed vaccinetion schedule. The new schedule 

73Jn addition t the concerns regarding potentiallong-tenn ill-effects, this Subcommittee 
should explore the prublems associatad with contamination at the manuftcturing 
processing pi . Evidence beyond the scope of my statement snggests that coutamillllled 
vaccine lots w e re-dated and shipped to various militaty writs. Eddington, supra note 
32. 

74An IND is "r uired for the clinical evaluation of an unlicensed product or for an 
unapproved of a licensed product, such as a new indication. dose~ or route of 
administration.' Anthony, Bascom F. and Sutton, Ann, The Role of the Food and Drug 
Administralion in Vaccine Testing and Licensure, NEW GENERATION VACCINES 
1188 (2d ed l 7). 

75 According Dr. Walter Brandt, Science Applications International Corporation 
(SA! C), amen · g the license is the responsibility ofMDPH [MBPJ] since it currectly 
holds the lice and intemcts with IDA A!thongb the Defense Department may actuslly 
develop the sci tific daiS to suppott the amendment, "MDPH must agree with and 
present tlte pi to tlte IDA for their concurrence ... the DoD must fully support the 
MDPH in this !fort throngb a formal agreement." November 13, 1995 Meeting, supra 
note 17,at3. 
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may be two initi~ doses with am1ual booster doses, as compared to the licensed six-dose 

series over 18 m nths. "76 Despite ample proof from its own studies that the six series 

shot was essenti ly redundant 71, the Pentagon nevertheless initiated the current A VfP in 

an attempt to in lcu!ate all personnel, even those who realistically will never be at risk, 

and knowing ful well that not enough vaccination lots piesently exist to accomplish the 

purpose of then ission. Obviously, of course, by not waiting for the FDA's approval of 

the IND, the Per f'gon's current program has cost taxpayers at least an additional $32 

million dollars. 

76Jnvestigadona New Drug Application, "Anthrax Vaccine Adsorbed (AVA)", submitted 
by Michigan Bi logic Prndocts Institute, September 20, 1996, at 00 I, attached at Exlnbit 
"12" ("IND App ·cation")( complete copy on file with the Subcommittee and the author). 
Additionally, th interval between immunization may be changed as well from two weeks 
to four weeks~; ~y the Anny waited until 1996 to bave MBPI pursue FDA approval fur 
a reduced series is unknown. The Pentagon bas stated that it was experimenting 
with a second g !neration anthrax vaccine of this nature prior to 1990. lkl: "Department 
ofDefense Res1 nses to Questions From Mr. Mark S. Zaid, Attorney At Law" at 3-4, 
attached at Exhi it "4" ("DoD Responses"). 

77Nearly four_y_ F.> ago, Colonel Arthur Friedlander, Chief, Bacteriology Division, U.S. 
Anny Medical' esearch Institute fur Infectious Diseases (USAMRllD), e<>mmented at a 
meeting to disc• j.s the planned vaccination dose schedule change that "there is M 
evidence to indi late that six does are neoessary to protect humans against anthrax 
infection." Nov Imber 13, 1995, Meeting, supra note !7, at 2 (emphasis added). 

78Jn April 1998, the cost of a single dose of the vaccine was $4.44. Memonandum from 
General Willian W. Crouch, U.S. Anny, Vice Chief of Staff; dated April28, 1998 with 
QuestioDS and rs Appeedix at E-26 ("Crouch Memo")( eopy on file with the 
Suboommittee a!>;! the author). lf implemented the IND would appear to require only 
three shots withi an 18 month period. The $32 million dollar figure is derived from the 
cost per single slot (3x) multiplied by the 2.4 million servicemen. Of comse, this figure 
dO<S not take int aee<>unt that additional traDsportation, storage and administration costs 
would also he" ed. 
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the Pentagon or FDA have taken on this IND is unknown. 79 No other 

st-dating the IND was obtained through the VIG FOIA litigation. The 

te that its "Compamtive Study To Determine the Best Two-dose 

Schedule and ute of Administration ofHuman .An1brax. Vaccine" was to have begun in 

completed in Winter 19988 0 

· s Subcommiuee should require the FDA and the Army to provide 

information coming the status of the IND and any relevant studies undertaken in 

a 1990, article entitled "Military ImmuniZations: Past, Pre$ent, and 

Future l'rosp s", which was co-written bY Drs. Ernest T. Takafuji and Philip K. 

Russell, both £ er Commanders of the U.S. Army Medical Research and Development 

CommandatF 

7!Jrnternai Ann documentation obtained through the VIG FOIA lawsuit intimates that 
the FDA will e 5-6 years to make a final decision on modifYing the vaccine. 
November 13, 995, Meeting, supra note 17, at4 (statement of COL Hurst, Office of the 
Deputy Assis t to the Secretary of Defense- Chemical/Biological Matters). Given the 
alleged serious ess, according to the Pentagon, of the impending threat posed bY 
potential use o an anthrax weapon, one must question why perhaps a waiver was not 
sought as d · the GulfWar as well as wbY the approval process would take so long 
under the eire ces. More importantly. the extreme length of time apparently 
necessary to m rely change the vaecination sehedule and projected use - nothing that 
effects the composition or production of the vaccine itself- raises serious 
questions con · ng whether the original vaccine would be approved were it submitted 
today. In fact, 1 nsure of the vaccine was approved bY the FDA in 1970, based merely 
on one clinical ffieaey trial published in 1962. ~Zoon Letter, supra note 68, at I. 
Unfortunately, "dence of efficacy was not required for licensure ofbiologics until after 
1972. S... Amh ny, Bascom F. and Sutton, Ann, The Role of the Food and Drug 
Administration ·n Vaccine Testing and Licensure. NEW GENERATION VACCINES 
1186 (2d ed. I 

8"IND Appli "on, supra note 12, at 021. The study, which was to have heen undertaken 
in Ward 200, edical Division, U.S. Anny Medical Research lnstinne of Infectious 
Diseases, Fort "ck, Frederick, Maryland, was to involve at least two hundred military 
and/or civilian olunteers. IlL at 030A-032. 
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Umit use vaccines and products are defined as those unlicensed 
~,.·mental vaccines~ toxoids, and immunoglobulins that have 
been eloped against specific military threats associated with 
high orbidity. These products would be used in specific 

ency situations. Some of the limited use vaccines could be 
ed to be experimental deployment vaccines since they are 
against serious region-specific endemic diseases. Limited 
ines include ... anthrax.81 

This cwactl:ri. zation of anthrax as "unlicensed'' and "experimental., is, of course, in 

contradiction to e current litetature aed present posture of the Pentagon aed FDA In 

st for elaboration as to what this article was referring to, the 

Defense D'eoannlent stated: 

Acco ding to COL Takafuji, a co-author of the referenced article 
aed a evious Commander at the U.S. Anny Medical Research 
and evelopment Command, the anthrax vaccine referred to in the 
artie! is not the FDA-liceused anthrax vaccine, but an 
ex mental second generation anthrax vaccine under 
devol pment at USAMRIID. The esperimental anthrax vaccine is 
being developed utilizing emerging technologies that should 
rcq · fewer doses and be more cost-effective to produce and 
admirfi. 'ster82 

Tbe Det1 Depsrtment's response would seem to indicate that the anthrax vaccine 

referenced in the article refers to the second generation vaccine proposed in the IND. but 

the stringent FDA-requirements now required to obtain a vaccine 

affect a change to an existing license, one must question what is truly 

afoot bere. Tbe t1wpos.:ofthe IND is not to cbange the compositinn of the vaocine. It is 

not an attempt to make the vaccine itself stronger. Appsrently studies bave demonstrated 

that the six dose giment now in place is unnecessarily excessive. Therefore, a niere 

modification of dose schedule will apparently ensble an iodividual to develop greater 

814 · !56 (1990Xemphasis added). 

82~DoD Res nses, supra note 4, at 4. 
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immune protecti n to the anthrax spores. Was the dose modification truly what was 

being referenced in the article that led two distinguished military medical commanders to 

term the anthrax accine as "unlicensed" and "experimental"? Or has the composition of 

the vaccine now n use been modified in some way? 

The Su1beonjmittee should require the Army to provide a more detailed explanation. 

Side Effects Have Been Significantly Higher Than Reported 

the Manufacturer's Label: 

· d local reactions occur in approximately thirty percent of 
recipi and consist of a small ring of etytherna, 1 ~2 em in 
diam ter, plus slight local tenderness(!). This reaction usually 

within 24 hours and begins to subside by 48 hours .... 
ra1e local reactions which occur in 4 per cent of 
of a second iztiection are defined by an inflammatory 

greater than 5 em diameter .... 
re severe local reactions are less frequent and consists of 
·ve edema of the forearm in addition to the local 

anpnatoory reaction .... 
S temic Reactions: Systemic reactions which occur in fewer 

than .2 per cent of recipients have been characterized by malaise 
and I 'tude. Chills and fever hsve been reported in only a few 
cases. In such instances, immunization should be discontinued 83 

The truth, h wever, has been that systemic reactions have been two to nearly seven 

reported by the manufacturer. Although the evidence for these 

directly from the Pentagon's own studies, it appears not to have 

f concern one would normally expect. Indeed, it has been completely 

ignored and/or i entionally downplayed by tm1itary officials. Consider the<e figures 

83Manufaeturer? 
and their tiunili 
inoculation with 
the vaccinations 

nt data obtained through the VIG FOIA lawsuit: 

Label, supra note 67, at 2-3. I have received reports from servicemen 
of experiences involving adverse effects, such as fever, following 

vaccine, but that military medical personnel refused to discontinue 
r even report the incident. 
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First Shot ( .33%) 
First Shot ( .9%) 
Second Sho (0.6%) 
Second Slu: (0.4%) 
Third Shot 0.2%) 
Boosts (0.5 o) 
MDPHVacpne(0.?-1.3%) 

Sowce oflnfoanation 
USAMRIID, Fall1990-Spring 1991 84 

USAMRIID, 1977-199485 

USAMRIID, Fall1990-Spring !99186 
USAMRIID, !977-199487 
USAMRIID, !977-199488 

USAMRIID, 1977-199489 
USAMRIID, !99890 

Despite am ~e evidence that the systemic reaction rate far exceeds the 

manufacturer's ~limit, the Pentagon nevertheless maintains that only one possible 

case of a severe ystemic reaction has occurred thus far. 91 This is obviously 

demonstrably fa se. Indeed, reports of systemic reactions, such as fever and prolonged 

muscular weaknpss, have been occurring since the A VIP began. However, military 

medical officers have been reluc1ant or have even refused to file adverse reaction reports. 

In fact, they hav attempted to conviru:e servicemen that the effects they were 

encountering ha linle or nothing to do with the anthrax vaccine. 92 

84 Anthrax Vacc fe Reaction Rates, USAMRIID, Fall 1990-Spring 1991, attached at 
Exhibit "13" ("tfnthraxRares r'). 

85Anthrax Vaccf-tion Raactions, Primary Series, Special Immunizations Clinic, 
USAMRIID, Ft petnck, MD, 1977-94, June 1994 (Unpublished Data), attached at 
Exhibit "14" (" Rates II"). 

86 Anthrax Rates I, supra note 84. 

• 7 Anthrax Rates II, supra note 85. 

88ra, 

89jg, 

90oSAMRIID Bpefing Slide, 1998, attached at Exhibit "IS". 

91Executive S dated 11 JIDlO 1998, "PoSSible Anthrax Vaccine Related 
Reaction", attac ed at Exhibit "16". 

92These are all ports I have received from servicemembers and their families. 
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It is vitally · portant to undetstand the significance of the systemic reaction zates. 

These reactions e potentially extremely bannfu1 and possibly fatal. While a percentage 

rate of 0.7% to 1 33% may not seem high, when applied to the fact that 2.4 million 

servicemen will receiving the vaccine under the A VIP, this means that from 16,800 to 

31 ,920 servi may suffer serious or fatal reactions to the vaccine; a far cry from the 

4,800 individua who might suffer according to the manufacturer's label. Yet the 

PentagOn has o no comments about this alarming and significant discrepency. 

The ent ofDefense in its effort to downplay the significance of the number 

of systemic react ons experienced during their studies simply geared up their public 

affairs machine. uddenly, systemic reactions of 0.2% or more were oow labeled as "very 

rare" and fever chills became re-oategorized as a "severe local reaction". 93 As I do 

93In its brochure Wbst Every Soldier, Sailor, Allman and Marine Should Know About 
The Aothrax V ina", attached as Exhibit "17" ("Aothrax Infurmational Brochure'), 
which is made a ailable to servicemen in each btanch, the Defense Department attempts 
to minimize the ncerns of the anthrax vaccine by comparing adverse reaction..- with 
the typhoid and · uenza vaccines. The document notes that less than I% of those who 
receive the vaccine should experience fever. Thus it would clearly appear fever is 
to be considered systemic reaction. Indeed. in an apparently unpublished report, 
obtained through VIG's FOIA lawsuit, in which Dr. Phillip R. Pittman, Chief, Special 
Immunizations ch, USAMRl!D, served as the Principal Investigator, even /ow-grade 
fever was c as a"[ m]odetate systemic reaction". "Aothrax and Botulinum 
Vaccines: Anti Prevalence and Immune Response to Boost(s) in Military Personnel 
Initially Vaccine During Operations Desert Shield/Desert Storm", March 21, 1995, at 
9 (copy on file th the Subcommittee and the author). Furthermore, in response to 
concerns nsised the Vice Chairman, Joint Chiefs of Staff, ovor the safety of the 
anthrax vaccine, e Assistant Seeretazy ofDefense (Health Affairs), Dr. Stephen C. 
Joseph, submit! a mernozandurn dated July 25, 1995, thet described systemic reactions 
as being "c rized by chills, fever, and general malaise." Memozandum for Vice 
Chairman, Joint hiefs of Staff, "Aothrax Vaccine", July 25, 1995, at I, attached at 
Exhibit "18". p· ly, in a Progzam Review prepared for the Deputy Seeretazy of Defense 
in Angust 1998, · was noted that four systemic reactions to the vaccine bad occurred, 
and that systenti was defined to encompass malaise, chills and fever and anaphylaxis. 
S= A VIP, Pro Review for the Deputy Secretary of Defense, Angnst 1998, attached 
at Exhibit "19". 
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not possess suffic ent medical expertise on whether fever or chills are more properly 

local reaction'" or "systemic'\ 1 can not provide further comment on 

this aspect. How er, it is quite obvious that the manufacturer of the vaccine considers 

these types of r tions as systemic and this calls into question the actions and 

motivations of Defense Department to assett otherwise.94 

rks OfPerrtagon Offieialli Have Fueled The Debate 

The fault for the growing hysteria that is spreading throughout tha military branches 

several Defense Department and military officials whose public 

only been inaccunrte or insensitive, but also raise additional 

"'~side percentage is something like .00002 percent, which makes it many 
le. than the diphtheria shots we giVe 0111' children." Rear Allmi!Bl 

edical readiness director on the Joint Staff.9S 

"No third has emerged." Secretary of Defense William S. Cohen 96 

s that led to FDA approval of the antluax vaccine, "four cases resulred 
reacnpns, defined as chills and fever (2 cases), fever only (one case), and 

a<:bing for 24 hours (I case)." Memorandum for Deputy Secretary of 
hen C. Josepb, MD., M.P.H., Assislant Secretary of Defense (Health 
at 8 (copy on file with the Subcommittee and the auth<lr). In light of 
that fever col!Stitutes a systemic reaction, the obvious effort by the 

ICJlllrlnlent to convince its personnel and the public otherwise is deplorable. 

9SGulfNEWS, N vember 1998, at 3 (copy on file with the Subcommittee and the author). 
Perhaps the diph eria vaccine is not an appropriate model for the Pentagon to rely upon. 
Since 1989, $83 million de liars has been pa1d out to 1100 diphtheria claims under a 
special n<>-flwlt r. era1 vaccine court Washington Post Magazine, Aug. 30, 1998, at 14. 

96Wasbington P Oct. 30, 1998. 
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"'People are petrified that their penis is going to fall off, yet it is the safest vaccine 
ever given to Am rrican citizens. The polio vaccine was far more dangerous, yet the 
public lined up fi it." General Charles Krulak., MC. 9? 

.. It just incre ses your sex drive. •• Unidentified roilitazy doctor to reserve officer. 98 

"It's safe an reliable ... lt works- and has no side effects." Pentagon Spokesman Ken 
Bacon.99 

Despite rear~ng at the outset the many problems and criticisms that would arise 

from a total force inoculation program, the Pentagon nevertheless still has a great deal of 

work to do and lefsons to learn. 

G. Implem""tatlon OfThe A VIP Raise Significant Policy Qaestlons 

The decisio to openly publicize the total force inoculation of American troops with 

the anthrax vaeei 1- should mise questions in many people's minds. What exactly does 

this program SCIV to accomplish? Certainly one can genuinely argue that the pnlicy may 

serve to ensure t1: ~our troops are not impeded by any nation or force that chooses to 

utilize the <lange< us anthrax spnres, although the Pentagon admits that no nation has 

ever used antl=j as a weapon. 

Then again, poe can 8lglle that the public revelation of our force's protection merely 

serves to encouralle the production of a different stntin of anthrax that would not be 

thwarted by our ~cine, or the use of an entirely different biological or chemical weapon 

( ocrtainly enougl choices exist) for which no adequate vaccine is availuble. Or, psthaps 

the Pentagon's d1 ~ision is intended to merely deflect the weakness of our detection 

capability and · lack of ~h snd development in that area 

97San Diego Uni n Tnbune, date unknown. On what basis General Krulak asserts the 
anthrax vaccine i the safest vaccine ever is unknown. The VIG FOIA lawsuit certainly 
failed to reveal w y such supporting documentation. 

98This quote was conveyed to me by a fanner reserve officer who refused the anthlax 
vaccine. 

99pentagon Press Conference, date unknoML 
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Asa lalYJl<~n to military affairs, but one who does routinely become emerged in 

issues of nation security as a result of my law ptl~Ctice, I am particularly perplexed by 

the absence of a existing explanation justifying wby it was so vital during Desert 

StonniDesert Sllield to maintain an extremely high-level of secrecy surrounding the 

inoculation of o \tr troops with certain vaccines. Indeed; the program was so secret that 

many service still do not know what they were injected with, particularly due to 

poor record kee ing 100 But yet, now, the Pentagon believes it appropriate to establish an 

entire public rei tions protocol to ensure the world knows our troops have been 

vaccinated agailjst arrtlmlx. 

The as I onderstand it to have been, of the secrecy during the Gulf War 

regarding certai experimental inoculations- several of which were pexmitted only 

through the acq 'sition of a highly questionable FDA woiver -was to provide our forces a 

tactical advant~~ ~ should Iraq cbeese to utilize a particular biological weapon. In faot, 

one could rea""'!.b'le presume that if!Iaq were to have used any of its known biologioal 

weapons, the Il< fense Department was hoping it would be one of those for which troop 

vaccinations ha been given, rather than one that was not. Following this r.!lincale to its 

logical conclusi f. have we not set ourselves up for potential defeat before even entering 

battle? 

100 According tc recently declassified documents obtctined through VIG FO!A lawsuit, the 
Defense ent believed in !99!, that the release of any information under FO!A 
concerning the ~ of vaccine for botulinum on servicemembers stationed in the Persian 
Gulf during De ,brt Shield and Desert Storm ''would be very valuable to present and 
potential ·es. The disclosure of detailed information such as the number of 
individuals vao inated, quantities of vaccine produ~ etc .• would interfere with our 
ability to respo ~ rapidly in the future to the now identified chronic shortages in the 
industrial base. &!:,Joint Staff Action Processing Form, Freedom of Information 
Request #3106 9!-FOI-1267), AUgust l, !991, at 2 (copy on file with the Subcommittee 
and the author). The document concluded that "[ d]isclosure of the information requested, 
in the detail reql~"'"" would not be in the DOD's best interest and could be expected to 
cause serious d lznage in the future." Ji!. 
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In respon · g to the objections and questions that have been raised by 

servicemembers, their families and concerned Americans regarding the anthrax vaccine, 

the Pentagon attempted to label sueb individuals as psrt of a "pamnoid Internet 

=".This un£ unded categorization by Defense Depsrtment officials to deflect thair 

aspect of this 

nt lack of adequate response has resulted in the one humorous 

issue. While the Pentagon derides those who received their so-termed 

about the vaccine from the Internet, at the same time it directs those 

nsible researchers to examine the real truth which. of course, is 

ense Department's Internet site. 101 

· s Internet site one will find an elaborate effort to. provide answers to the 

· ons raised concerning the safety and effectiveness of the anthras 

vaccine. One 'on in particular deserves mention -Fact vs. Myth. This section 

reseateh, ho 

some productio 
approved every 
according to 
officials."102 

fense Depsrtment's attempt to dissuade potential tefusers. Based on my 

, I have developed my own Fact vs Myth section on tha vacQne, one 

will not find its way to the Pentagon's website. 

the manufacturer, Michigan Biologic Pmducts Institute, has had 
problems, mostly due to an aging facility, the FDA has lnspeeted and 

of anthras vaccine produced there since it was licensed in 1970, 
uty Secretary ofDefense John J. Hamre and military medical 

FACT: The FD does not routinely physically inspect samples. !Ol 

be viewed at http://www.defenselink.millspecialsl Anthras. 

102AirForce Po · Letter, Anthrax Update, August 1998 Edition at I, attached at Exhibit 
.. 21". 

I 03Eddington, 

35 



MYTH: "A safe and effective vaccine is available that will protect our forces. "104 

FACT: News shave already been developed that will not he effected by the present 
vaccine. 1 os 

MYTH: "There :ve been no long term side effects from this vaccine."106 
FACT: Totally pportable conclusion. The Defense Department has never attempted 
to research whet r or not use of the vaccine has led to long-tenn side effects or other 
health consequen . In fact, no studies appear to exist, even from the private sector, that 
examine the po · long~tenn consequences of the vaccine. 

MYTH: "This cine has been routinely used in the US since 1970, when it was 
licensed by the F od and Drug Administration."l07 

FACT: Witb the ception of the military, no industry routinely uses the vaccine. Some 
use can be found ong veterinarians or livestock WOik:ers. but no evidence exists 
demonstrating wi spread usage. Only about 30,000 individuals have Ieeeived the 
vaccine since 19 0, oompated with the Pentagon's plan to inoculate aver 2.4 million 
servicernemhers. 08 In fact, documentation obtained frmn the Anny through the VIG 

104News Release Office of Assistant Seeretaty ofDefense (Public Affairs), December 
15, 1997, "Defe Department to Start Immunizing Troops Against Anthrax. at 3, 
available at http: www.defenselink.mil. 

lOSDeb Riec Russian Version Of.Anthrax Can Thwart U.S. Vaccine!Un.bJOwn If 
Iraq Has Deadly ain, Navy Times, Mar. 2, 1998; Bradley Graham, Dose of 
Explanation co with Anthrax Shots, Washington Post, Oct. 30, 1998. Additionally, 
militaJy experim nts upon guinea pigs demonstrated that the present anthrax vaccine 
provided little or o protection against certain strains of anthrax. & MDPH-PA Vaccine 
Efficacy Data AMRDD, 1992 (copy on file with the Subcommittee and the author). 

106Cronch Mern , supra note 78, at E-24. Documents distributed throughout the services 
also assert that " o long tenn consequences have been demonstrated. Anthrax 
Informatioual Br hure, supra note 93, at 2. While accurate on its face, the statement is 
misleading. Not study has been conducted to determine the long-term effects of the 
anthrax vaccine. 

1071<1. at Llll:!t4i!! News Release, Office of Assistant SecretaJy of Defense (Public 
Afl'ain), Decem 15, 1997, ''Defense Department to Start Immunizing Troops Against 
Anthrax, at 2, a "!able at httpJ/www.defenselink.mil ("It has been widely nsed in the 
United States si the early 1970s .... "). 

toserawley, s 
is rare in the Uni 
Requirements 
Develop. Activi 

note 61. This low number is likely due to the fact that "human anthrax s-·· with only four cases between 1979 to 1988." Operational 
ument for 1m proved Anthrax Vaccine, U.S. Anny Med. Materiel 

, Mar. 1995, at 1 (copy on file with the Subcommittee and the author). 
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FOIA litigation eals that "private sector use of the vaccine is between 400..500 doses 
per year."109 Giv that the approved FDA dosage schedule is 6 shots, this amounts to 
less thao 100 leper year using the vaccine; a far cry from the pereeption 
intentionally crea by the Defense Department. 

MYI'B: The ax vaccine is effective against inhalation anthrax.. 
FACT: The Defe Department bases its assertion purely on limited and predominantly 
unpublished and on-peer reviewed studies. The anthrax vaccine presently being 
produced was ne er specifically designed to protect against inhalation anthnlx, although 
that is not to ssy i is ineffeotive110 The still-pending IND which was suhmittod in !996 
seeks to change e label of the vacci~ to include inhalation protection as an intended 
use. Obviously it ould be unethical to conduct experiments on humans in order to 
demonstrate effi ·veness of the vaccine. However, one would hope the militaiy would at 
the very least see independent and more detailed reviews of its experiments on 
non-human · , or other appropriate animals, before relying on such a conclusory 
assertion. 

One thing is lear. Sometimes the lines between myth and filet are blurred. 

withstand FDA 

tion regarding the anthrax vaccine represents just such aline. 

CONCLUSION 

it is a sad filet that we regulate industries, such as machinery and 

than we do those indostries that affect what may be plaoed within 

anthrax vaccine currently in use for the military probably would not 

'ny were it submitted for approval today. Yet no one seems 

'ous unknowns exist that go to the heart of whether this vaccine is 

uct over the long term. And no one seems alarmed that the adverse 

reeotion rates far xcoed the figures supplied by the vaccine manufilcturer itself, or that 

100Crouch Mem , stq»'a note 78, at E-23. 

II "Nevertheless, rding to a staff report prepared for the Senate Committee on 
Veterans' Affairs the "vaccine should ... he considered investigational when used as 
protection again biologica1 warfare." Is Military Research Hazardous To Veterans' 
Health? Lessons panning Half A Century, Staff Report, Committee on Veterans' 
Affilirs, U.S. Se te, 103d Con~. 2d Sess. 15 (1994). 
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ent bas sought to masquerade these ill ef!Octs through questionable 

To be sure tb:rax is an intensely dangerous biological weapon. It is impenuive that 

we seek out ways to arlequately detect the spores before contact and protect ourselves 

Department's antb:rax program represents nothing more than an 

easy out from the hard task of devoting time and money to develop adequate detection 

equipment and, i possible, efficient vaccines that are truly safe and effective. 

The Defense Department bas koowingly misled the American people concerning this 

vaccine. Whether twenty years from now advaneed medical technology will demonstrate 

that the antb:rax v cine was. in fact, dangerous or perhaps safe is anyone's guess. But 

until we know th full fscts surrounding the safety, effectiveness and necessity of the 

antb:rax vaccine, .4 million people are potentially being placed in harm's way for 

possibly no legi · te reason. Uotil then the United States should follow the lead of 1he 

our brave and h rahle servicemembers and implement the vaccination program as 

volunlaly. 

hocked and unchallenged, the Defense Department's antions to 

involuntarily vac*'ate its total force may serve as a prelude to forced civilian 

stripping of many of our protected civil liberties. This specific 

debate is best left to another day and another hearing, but the potential repercussions of 

what is now trans iring merits om immediate attention. 

Thank you 6 the opponunity to present my views on this matter. 
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Mr Chairman. I · rely thank the committee for inviting us to discuss the Pentagon's mandatory 
anthrax vaccine po cy. It is truly a privilege for us to participate in this maner of critical 
importance to our ational security. 

I believe this poll is harmful to our national defense capabilities. I believe that common sense 
and logic must pre · in addressing: biological warfare threats. I do not believe this policy meets 
those criteria. I ba e spent a significant amount oftime during the past year giving thought to tbe 
impacts of this poli on our hard~workins and dedicated volunteer force. The more I researclled 
the more uncomfo le I became. The objectionable issues with this policy are many, and I 
would like to simpl outline them fur the committee in the furm of preliminary findings. 

EFFECTS OF GAUGING THE BIOWARFARE THREAT 

F 
-Daniel Greenber wrote recently "While a gulhl>le press echoes its fligbteoing warnings, there 

are no independ assessments of the potential for terrorist attacks." 
~ Literature review indicate the potential for biological attack remains small and incalculable 
- DOD deocripti ofbiowarfare as ''not a matter ofi( but when", suggests I 00% probability 
~ Vaccine package ·cates routine immunization is not recommended~ low risk in population 

-Vaccine policy er 1972 Biological Weapons Convention; encourages biological arms race 
- Sends message t US expects anthrax to be used 
- Deernpbasizes ·ve retaliation response threat which worked in Desert Storm 
~Vaccine fai1ure tens unit effectiveness and survival and risks public outrage 

-Bill Patrick, prob ly the nation's foremost expert on germ warfare who directed offensive 
biological pro at Ft Detrick in the 1960s, has no conrideoc.e in vaccines U a defense 

- He says · takes only 18 months to develop a germ, but I 0 years to develop a vaccine 
~~ Smart · es choose a different germ or modify an old one to defeat the vaccine 

~ Vacdnes could ever keep up with the possible anthrax pennutations, variations of other 
biological agents, combinations of agents, stronger doses, and genetically-engineered germs. 

1 
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- Ft Derrick guinea 'g experiments in 1986 and 1998 showed dismal efficocy results. 
--In tile 199 study, the anthrax vaccine failed to provide surviwl rates of 50% (tile 

military d · ion of unit effectiveness) in 27 of33 different anthrax isolates. 
(au 82% ailure rate!) 

--Even wo , 12 of those isolates killed 75-96% oftbe vaccinated pigs. 
·-Similar m ce studies indicate a 90.100% failure rate for this vaccine. 

DDisc VIP 
.. DOD basing use o the vaccine on rhesus monkey and rabbit trials showing 90%+ survival 

- DOD s pig and mice studies are less relevant 

HEALTHANDS 

own out for a myriad of other medical assessments for similar reasons? 
·can Medical Association says data is lacking for inbalation efficacy claim 
103-07 says efficacy against inhaled aathnu: is "unknown". 

d a separate hearing is scheduled by the committee to address this area with 
medical professio I would like to relate discoveries to the level of my understanding gained 
from research and d scussions with several civilian and medical professionals fiuniliar and directly 
involved with this is e. 

~ Several analyses o swine flu vaccine shows disturbing similarities to anthrax vaccine 
- I Ft Dix · e flu death caused scare because of 1918-19 pandemic (450K died) 
- Inoculati decision made regsrdless antibiotics {also suggested for anthrax, but not 

availsble '18-'19 to fight the actual bacterial pneumonia cause of many deaths) 
-- Center fo Disease Control unable to estimate probability of epidemic occurrence 
- Severity c uld also not be predicted 
- No seriou side effects anticipated for the swine flu vaccine, even though untested 
-- 3-24-76 ing to decide program implementation cbsracterized as a "stsged event" 
-- Field trial yielded depressing efficocy results, many adverse resotions 
-- Swine flu gram vaccinated 2X as many as ever before for a single season virus 

(2.5 mml • mU~ ..... lviagaotbru. Vatcine is 17X .. many as ialhe Gulf War) 
-Military 'ons to the shot were reported at substantially and suspiciously lower rates 
- Deaths/s vere reactions halted program; 4,000 nerve damage claims over 12 years 

- Approved in 1970 based on study of only 26 textile workers in the 1950s 
- Approved 2 years efore FDA began requiring efficacy demo-wouldn't be approved today 
-FDA Warning ers sent to the manufacturer in 1995 & 1997 (threatened to revoke license) 
- Feb 20, 1998, Iring FDA report lists 53 categories of discrepancies, 31 su~egories 
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· The plant is now s down for renovation, but DOD is still using the current vaccine supply 
- Retests of all lots o y overseen by DOD contractors-manufacturer actually did the retesting 
- Iuitially, 12 of 30 ots failed rete3t; those cleared are still eausing serious readions 

- DOD figu,.......OO 2% systemic reaction (S out of l.SM service members should stop the shot} 
- Vaccine package · rt claims a .2% reaction rate (5000 out of2.SM members should stop) 
- Two Ft Detrick ies show up to a 1.3% reaction rate (32,.500 memben could be all'ected} 
- Documented cases · st of shots continuing after systemic reactions-violates insert instructions 
-Documented rea *ons to the anthru. vacciae from the FDA's Vaccine Adverse Event 
Reporting System · elude the following: Tremors - trembling or shaking; Somnolence -- state 
of being drowsy); yncope -loss of consciousness resulting from insufficient blood flow to the 
brain; Bra<lycardia slow heart rate; Dyspnea- difficult or labored breathing; Pharyngitis -
inflammation ofth throat; Rhinitis - inflammation of the mucous membrane of the nose 
(allergy-type}; Cell litis - inflammation of connective tissue; Purpura/Thrombopenia-
hemorrhage ofbl into the skin/decrease in the number of blood platelets; Stomatitis-
inflammation di of the mouth; Angioedema-- an allergic skin disease; Photophobia-
painful sensitiven to strong light; Meningitis - life threatening illness caused by bacterium 
Urticaria -hives; P esthesia -- a sensation of pricking, tingling, creeping on the skin 
associated with inj ry of a sensory nerve; Pruritis - locslired or generalized itching due to 
irritation of sensor erve endings from organic or psychogenic causes; Edema- an abnormal 
excess accumulati of serous fluids in connective tissue or in a serous (thin, watery 
constitution} cavi Vasodilation- widing of the lumen (blood vessels); Alopecia -loss of 
hair (baldness); gia- Pain in one or more joints~ Asthenia -loss or lack of strength 
Lymphadenoma - I) lymphoma (2) Hodgkin's Disease; Myalgia- pain in one or more 
muscles; Hypokin · - decreased muscular movement 

-Other reactions at don't need traoslation: Agitation, Amnesia, Diarrhea, Dizziness. GI 
Distress, Headach Insomnia, Chest pain, Sweating, Weight loss, I!Yection Site Reaction, 
nausea, rash, vomi & pain at injection site, chills. fever, mass at injection site, 
headache, cough, ergic reaction, visual field defect. abdominal pains, abnormal stool, 
previous reaction, leer in mouth. Nearly 50 di«erent tyPes of reactions have occurred. 

-French: Didn't v inate in tbe GulfWar; their military members don't beve GWS 
- British: Admit · es in Gulf, offered a voluntary vaccine; program stopped 
- Israelis: Don't ha: e a mandatory vaccine policy either; relying on ant10iotics 
- Cansdians: Had datory vaccine policy; recently stopped because of supplieo/controversy 

PROGRAM 

- U. S. TalkSpot Rs io Progrsm Survey shows 83% AGAINST this forced vaocination program 
- Army Times Publi hing Company poll showed 77% AGAINST 
- British voluntsry vaccine program- 73% DECLINED 
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REACTIONS A IMPACI'S ON THE GUARD AND RESERVE 

Baclqzround 
• Reservists coutdn• tum to military facilities, the VA or their civilian health care providers for 
accurate diagnosis or treatment of vaccine side-effects from shots administered in the Gulf War 

·Thousands ofGu War shot records were lost or did even not reflect shots were administered 
- The Reserve Offi r's Association challenged DOD on GulfWar Syndrome (GWS) in 1997 
- Their resolution urged Congress to provide appropriations to pay for GWS problems 

• Tbil vauine is c ting fresh wounds and deep resentmtnt les1 than a decade after GWS 

Medical Issues 
• Reservists perso y know penple who contracted GulfWar Syndrome 
• Even severe heal problems occurring on active duty are sometimes treated with skepticism 
- Both civilian an mllitary docton seem to lack accurate/important information, especially 
on how the vacci e might generate tbe SO different side--effects and bow to treat them. 

- Reservists are con ed about what they might pass on to nursing babies or future children 
-Reserve women ght be concerned they can't start a family during 18 month initial shot series 
- Are pregnant · sts going to he kept out of theater or deployed "exposed" without shots 

(Active duty p aant womo are not reassigned back to states - unprotected In theater?) 
- Reservists are con ed that everyone is given the vaccine regardlf4s of individual medical 
conditions (such allergies which might trigger an immune system response) or interactions 
with other medi · ons they are tsking (package insert does not address) 

-Bea b me· t 

'o 
- Strstegic Lift air especially take a myriad of shots aiready, what's next? 
-Senior aircrew inc ined to retire; loss of leadership (SOOO flying hoUIJ, instructor pilots) 
-Younger pilots less to lose with the military, a lot to lose when just signing on with airline 
-Policy is creating ·on in units 
-Increases (one unit had SOO.IG turnover in past 3 years, hadn't had in previous 10 years) 

- Oklahoms City, A anta Olympics and New York City Trade Center bombings-civilian targets 
• 5()+ anthrax threa across cowttry in last several months; Nrme against the military 

-·Who are e hoaxers? Who's behind them? 
-Administration o cia1 has said "Vaccinating tivilians is another tlaing entirely and we 
don't thiak we w nt to do that with the vaccines cumutly available." 

- All militaty wiU ab a risky product, while most of America llll!l! get better protection 
-What sense does i malc:e to allow civilians and contractors to remain "exposed" while working 

side by side with " rotected" military members 
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LIMITATION ON FREEDOM OF RELIGION 

· DOD provides are "gious reason for not taking the vaccine, implying ethical and moral issues 
- Policy requires reli ~ous objection based on recognized church doctrine against ALL vaccines 
- No religion, unless "tis a self-destructive cult, would approve injecting questionable substances 
- This limitstion is a ~ep too far in limiting freedom of religion and could evoke a public outcry 
-Doesn't allow for rivate religious beliefs; must be recognized cburcb-going individual 
- National su"ival ~ not dependent on reli£iout objedions to questionable vaccines 

FINANCIALOC ll't.~IESTS IN VACCINES WARRANT FURTHER INVESTIGATION 

- Vaccine market po entia! increased with recent tax, patent and litigation changes 
- Allegations of corr ption over the vaccine plant sale; Michigan lawmakers outrsged 
- Administrstion me;lting on vaccine stockpiling plan included thoae wbo would gain financially 

IMPLICATIONS OR THE FUTURE 

-$322M budgeted fo r new biological vaccines compared to $115M for 121 GWS Studies 
- DOD has requeste FDA waivers in handling civilian disasters; wants greater involvement 

--Plans to u 
1

_ '?me of the same experimental drugs and vaccines uaed in GulfWar 
--Seeking brpaa authority waive requirements sucb as keeping track ofwbo gets what 

drugs, pro Per labeling, monitoring side el!'ects, and informing patients of complications 
before the give consent 

CONCLUSION 

As you can see, I be: eve there are many disturbing issues here. Lawful orders must not include 
controversial policie created from waivers to medical standards established at such great cost by 
the Greatest Geneta1 on. I urge continued focus on this vaccine until a voluntary policy is 
estsblished which is espectful of the legitimate concerns of the men and women who pledge their 
lives to this nation's fTeedom. I thank the committee for this opportunity to testifY. 
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I begin this writ en testjmony by thartkiag the Committee for giving me the opportunity to 
express my con ems regarding the Anthrax Vaccination Policy. I write this statement on 
behalf of thou nds of concemed military troops and family members. 

fan Honorably discharged Navy veteran who was coerced into taking 
ions in the spring of 1998, we have serious conccms related to the safety, 

ssity of the anthrax vaccine. My son was inoculated with vaccines that 
on the FDA inspection report of2198 as being .. expired"' and only teated 
r than safety and sterility. (See attachments 1, 2) 

y son's health, I began searc;hing for infcmnation on the anthrax vaccine, 
submitting Fr om oflnfonnation Act requests to the FDA. Dept. of the: Army, and the 
Michigan produ tion facility. (Sec attachment 3) After reviewing informatiOD obtained,] 
made several p ne calls to the DOD, FDA, and MBPI regarding statements made by 
FDA inspectors in some reports, (See attaclu:nent 4) and found these conversations very 
troubling. (Sec ttachment S) 

active speaking with the media, therefore my name has become 
· "tary troops as someone to contact for factual jnfonnation regarding the 
ast year, I have responded to thousands of requests for information from 
d family members. (See att&::hment 6) 

ng men and wcmcn have been accused of gatherins false information 
ftom the lnt , when in fact, most are obtaining information [ have accumulated 
through FOE re uests. This information is forwa.rded via email upon their request. When 
this infonnation hits a military base or ship, it spreads like wildfire. 

These concerns ejustified however. these troops are being punished (in many cases 
more than once or the same offense), (See attachment 7) finaaciaJly strapped due to 
reduction in {See attachment 8) discharged under less than honorable conditions. 
harassed. and th encd_ Some have gone as far as going AWOL to avoid foreed 
inoculation. M st have impecrwable service records, and are not looking for a way out of 
the military, the are only looking out for their health. The military is losing some of 
America's finest (See attachment 9) 

Unfortunately, 1 b&vc also had several reports of soldiers who have become ill shortly 
after receiving ax inoculations. (See attachments 1 o, ll) In most cases these 
symptoms are ti hUless in chest, severe headaches. bloody dia:rhea, rashes and vomiting. 
Some more sev than others, and these symptoms reportedly worsen with each dose. In 
reviewing the accinc Adverse Event Reporting System report obtained from the FDA. I 
find these reacti ns have not been reported. (See attaehment 12) Many of these sick 
soldiers have re uested that an adverse event report be filed, only to bt= turned down by 
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the military rn~ ical facility. (See attachment 13) 1 have responded to several requests to 
mail V AER.S fl rm.s to soldiers suft"erl..oa what the.y believe to he adverse reactions to the 
vaccine. The r 'litary medical facilities are not following this Critical procedure, and most 
arc unaware th t this can be done themselves. 

Studies ahow t tat anthrax vaccine alone ia net atdlicierrt if exposure: occurs, anti~biotic 
treatment must ~cgin immediately. Is our military pr~ for a situation like this. and 
would our sold ers be able to seek medical treatment immediately if exposure occurred in 
the middle of a attlcfield? 

Many are recei 'ng 1 or 2 inoculations before the expiration oftheir active duty enlistment 
term. These s ldicrs do not have the opportunity to complete the inoculation series while 
on in-active st1 us. ts it necessary to partially inoallate these troops? And, would they 
need to begin t e series again if called bad to active duty in a wartime situation? 

Ymatly. in my~ mmunications with thousands of service members, I expeQ th~: refusal and 
resigning ~t s to continue growing. Is our military prepared for this 'kind of loss? 

Thank you ~ much for ycui time. 
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l. 'Ihe tnanu acturing prceess for Antllrax: Vac-cine .1~ not 
V'B.lic!atad. Or example. 

a. Th fcrmula~ion earik n .. not been qu.alif!•d'. for lcng 
te:m s.:.orage of forttub.ted b\Ulc Anthrax. Storage times have 
varied. from :t:~e week ~c four ~~nth~ between fonm.tlation and 
tilling. "" FAV033 w .. fo::"t'!'.ul.atac! en B/271'6. however 1< was 
not filled u. e:il l2/2J/5'. 

l>. 'rll formulation tsnl< has """ been qualified £or ~ins 
"t.i'ftle, demon ~So ra~~ng hoaogencity of """ Bl.OSpension. Mixing t.ime 
ia not apec:i ;Led :tn t.h.e baeeh recorQ prior to filling and during 
~he tilling perations. t'ha product ;i& i··· ...-·'"'·...,"./( t,~_. .. nv·~ a.nci set.tle.s 
quickly i.n ~ e 't.ill!lk. 

c. Th firm did ~ot.pa~form media fill challenges 
t.o va!ida::e ~~ptie manufac~uring •fter ~rves"t. from the holding 
t=!<. These O?era~ions inc:ude the transfer c! the subl ots from 
bu.ild:ing ~ w ., t:o building ,. -, · Eor fcrmule.tio~. 

Media. fills re perfcrme4 en fermentation aorl ~est trai:r..a. 
however not n • schaduled basis. 

d. Th re is no va.lida:ion of , ---...................__ ...... , a• a spetrieide. ir.. 
andu·ax prod c~ion and poteney t.est.ing faeilitie8. 

e. 'rt. analytical met.hcd& for determination o~ 
al>d ' --...~ ............... ~.._.~,in Ant.b:ru: Vacci.=.e are not ~li4ate4 with 
re.pect to a cu"±ac:y, ' . linea.riey, specificity and limit prec::_a::L.cr., 
0~ detection . 

f. Th re is no valida~ion of <he length of time sublota 
are !l.elc1 unt l they are used i:c a lot. Sublo"t.• have bae~ held 
lo:2ger than years prior to ~se. There ~5 no stabiliey da~a to 
support 't.hi.s held t.i.ma. 

R"''it~"·· 
C:M,L~I N.lo.MS: .&Nil TI"!"Ll {P'rrrtlar D ... "tl tllU&D SEE R.EV.EJ.SE • 
~ "$"'"1''1""'· •""'-"" OfTiilSPAC! ~-. -;;:;_J~ .I ~ .~tw"~ ~St~ 4=/ti; tDI ;).. II. IJ. .,.,;_,..::;r:·.......... Ali 
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INSPECTIONAlOBSERVAnONS 1'401! l or;J1•.t.au 

···--·· ---·--·- -------



OZI'UFi8 ... ---

Was produced and ~laced in 
build~g v. ''/IJ lfurthu" %8farred t.o as ~ in 
at 1o'hicb. time it: was uaed to produce loe :FAVOolO. 

prcduced and pla:ad in , 1/\/'-' in 
i: was uaad to produc• lot FAVDl9. 

!uhlo't AVU' wa• produc:ec! and pl.aeed: in ~ in 

!:
~£~~~~;~~~~~ at which time it was tranaported to the roorr. of building :.-v.._. with VV\1; ot.ber s\Ullot:s ::o make 

it waa Clis;ove:red 'tbat AV456 was contamina~ed wl.t:h 
wu deaeroye4. 

·ha:rve:st 
tested. 

:reference ~tar.dard uaad for po~eney e~sting is lot 
prc~uood March :s!1. 

of miercbial :ret.ent.ic~ by the ~ _,-
ha:;'vest at M::hrax vaceine was perf0%1!1ed only 

medi•, whic~ is used in teta=us prcducticn. 
not performed using Anthrax procluet: or a'ledia. 

i~ the prod~cti~n of Anthrax sVblots in 
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to 
a t:.t:.ril:ruta•. 

in. .. -~a.inl~!15 
that the WFI 

is r.c.eom?leted cleaning valida~icn of prod~ct 
~q-•il'"'•~t 

r~ wri~ten p:occd~ras, ineluding. specifications, 
~~~:n;•t:le<>, rejection, ar.d dispo8ition of sUblets of 

a. S~lots axe =ested a~ the time of produc~icn~ ~d are 
J~·~~~.~;·~'~:.d prior to fc~la~ian. Per example, stihlot AV4SO was 1: in 5/9S and ~~an used in formulation Qf lo~ 7AV039 in 

b. Q~aran~ined materials are held for extended periods. 

-- For example • .cublot AV2l6" vall placeC. in ,·.-:-~-t· on 
~.~·=~~71~~;~~13/9~ and w&s not des~~oyed, f~ lew antigen 
Content, ·sjj7. 

:-emoved. 
-- Sublet. AV222 IO'&S: placed in It"././) i::t 4./!2 and; was 

de•trcyed in 5/91 du& to ~old. 

-- SUblc~ ~V493 was manufaecured in 8/95 and ic atill 
in q-oa:·'"1·~i.ne in , //_,, 1 for lov antigen c:.ntent. 

testing of An~h:rax Vac:cine re:qW.res either tasting l 
vial, iaA aliquo~ from the fo%11\Ul.ated bulk tank. 
sa~le. Thera is no data demonstrating ~hat 

&re ~epre~enta~ive of the l~-

~
~,~~:;:;t;:~~J:e~xpiTatian dates are assigned ~•ed on the latest test. There: it: no eorrelatil'3n· bet\r/Sen ~bis dia~e 

ar.d of bulk or !:illing of the fiu:LNled. prod.uc:t. 

OF1HlS 
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' wri~tan for·radating lo~s ~f 
thAt na~ "Red~tini~ testing COhSiStS 

teet. Tl:.ere is no dDc:umer..tation af testing fo:r 
i~~e;rity o: coneainer/closure compatibility 
7 yea.ra. In addition there is no analytical 

and demonstrating ~be absence o£ degradanta. 

wri~tcn SOP for red&tir.~r·~ including when rer:lating 
P•lrloeo<m••d in order to ex~e~d t~ expi%aticn perio4. 

Lei':: FAV02l was tasted fo:r recla;;ing 2 ti~s 
I·t also failed twice on stability in 199?. 
be retested fc: redating on 4/21/,8. 

in 1997 
It i!ii 

that are ~itted for reQating a~e-released by CB~ 
.:uozjnate lgt numbers tea in'c!ica.-.a the :r:edate. However 

prcaduc~ not label~d with the alternate lot numh~r. 

Let FAVD20 (i~itial r:l&te of potency 4/13/,3) was 
:edating as FAV020-l and was labeled en 2/&/98 as 

Vacci~e lets jF~VOO! t~~augb #FAVO~&, the rirm 
vials f:cm the ea:tonG and removed the l~l~ (the 

remcve~ by eo~~.g ~n Kl~ohol) . The firm doe1 no~ 
ten procedure for perfo~~ng unpackaging of vial~ aPd 

:;:~~~:~~~; :aCels. Also~ ~he fi~ does not have documentation of 
~ recon=i~iation of t~e vials before and after tdis 

s. the firtr.' & st.a'tilhy prograJr. fer Antht'ilX~ 

f~~·a stabili~Y program did no: scart ~til 1997. 
r~(~::~;;~ eonsiste ~ly Qf p~rforming rele•···~ests at 
~ and does noc addre•• produce degTa4ation. 

justification for placing lots ~anufaetured as early 
the stability program. 

4J ou.5. u.;:.u 
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Lot FAVOlO was filled on 7/l/P.l and s~mitte4 for 
10/ll/S•, having pa$Sed all pot~ncy tes~ing. It was 

stability pros:am (zero ~ime) en 10/7/97, and 
potency. 7be •zc:o tiDe~ poteney for this lot is 

1'\U\Sa':.isfa..:t.ory". 'there is no investigation into 
nor is there any .additio~al po't.eney 't.esting. 

~~ Lot FAVCll was fi~leC on lC/l7/91 and suh~tted for 
10/ll/94., having passed. a.ll potency test.Ulg. It "ias 

stability pro;ram {aero time) on 10/27/J~ •. and 
potency. The. •zero ~ime~ pgtancy fQr t.bi11 lot is 

"No ':'est. 11 ha.,·ing not met the V\1\1 dilu~io:: criteri•. 
indicate it wa• tested for potency 21/24/97. ~her~ 

in~o this r~syl~ nor is the~e any addi't.ional 
I~ adl'\itio.."l, the tes:. result for ~ ./ .. ,-.,.- .·.·' 

dated l~/~0/57 is ll ppm. {Spe~ification 

ThLs let vas not ~~jeeted nor ~laeed in 

Let FAVOl3 Y&S :i~led on 10/25/91 ~d s~bmitted fer 
ll/22/94, hav~ng passed all potency ~eating. It was 
s~abili~y progra~ tze~o ~ime} on 11/12/57, &n~ is 

•No test•, having~ invalid test. Test re:ords 

%-ecia~i:lg 
pl.ac::ed 1.n 
rec:3rdeti 
indicate: was tested tor potency on 12/5/97. There is no 
i~;=~~~g·~~!~1n~i:nto this result nor ~• there any Bdditional 
potency 

Lot FAVCl8 was filled on 7/28/92 and sUbmitted fg% 
re~ating 6/ll/~6. having passed all poten~y testing. I~ was 
pla.c:ecl in. sr.at:>1lic"y program (;c.~ time) on 6/lD/9' 1 ~a ie 
recorded ·~nsatistaetory". Tes~ results. dated ?/7/9' indicate 
it failedlpc,<•ncy apecifica~ions. There is no inveatigatio~ ~to 

:.("'!'::! -::::. -.. 
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Lc~ FAV023 was filled on 12/13/93 and passed a 
l/29/J4. It was submit~ed f=~ reda~ing on 4/2/9? 

· ~·l~~r·~~~:r:t:h:~de stability prosram (zero ci~~ at the same 
l as fai~'ing :poteney on 4/'J/S1, and ia 

fr,,p,,r::ed •invalid tesrn on. 5/14/,7. It wa• testea 
is reported as failing potency. A fourth 

on 10/'/'~ is l~ste4 as passing by. o.c~. 
in~o th~ original result and justifying 

FAVCtO waa filled on 11/13/!1 &nd plAced in the 
~t~ility ~~t~~;~:;~tzero time) on :l/~9/,7. It is repor~Ad as 
having an'' potency :est on ~!/19/97. T~ere is no 
!nvest in~o this res~l~ no~ is there any additional 

0. firm's SOP(s} for h&ndling manufacturing 

l ::~;:~:;~:::;••~:l•!:~;~l~i:~~ Coes not address w.hen a lot &hcUlci be. stab:!.l;.ty. 

•• 

pot.ency 
pot:.ency. 
There :.e 

been no investiga:ion into nvm~gus ~invalld
resu:~s for lots. For exa~la: 

Lot FAVD21 waa tilled en ll/24/S2, hav~g a pasaing 
It was tested again on 10/~S/9' and failed 

was teated again on l/28/97 for redat~g and paas~d. 
in~o the te~t failure no~ justification 

~OO?tO!O 



01' HEAJ.TH -D fo!UMANUlllY!C:H 
Hta.I.1'N S'EAVIQ: 

0£Rtoc 

••• ,.~~· D•U4 ~IOIIITJl""'TlOW 

~ot TA~025 wae fil~ed DA 4/2~/9~. having a passing 
~~~~~;~ "et:~~''eit was t.ested. as;ain on 4./22/9? and failed potezu:y 
~ is no investigation into tbe teat failure. 

~invalid" 

this 

"invalici" 
ir\t.O "this 

Lct·TAV02& was ftlled on 6/2/tS. Ie ~a• noe cested 
~~til i/~/t6 when 1t faile4 ehe test. It was ~eseed 
/'s and p~ssed. Th&re ia no invea~igacian ~co ehe 
nor :~sti£i~acion fer "reteating the lat. 

""ll./18/9?. 
l'bere is :n.c 

It hac! an 
investigation 

LOt FAV042 -as fi~leQ on l1/~l/S7. 
~~~:~:~:~ r.est on l0/29/57. ~here ia no 
~ te.se. 

It. ha.d. &fl. 
investigation 

FAV043 ~as filled en 12/ZS/9?. It bad an 
p~:~::~:[~ ~eat en :~/lS/Ji. There is no ,·.·.bveatigation 
~ ':I!!!Qr.. 

- Lot 

en ~/?/,8. It bAd an 
There is nc inv~stigat~cn 



FAV035 had 409 
inspcc;t:ion. 

CBEiUOC 

and FAV039 bad. JJ2l, 
recpe~tively for low volu~c 

'I'he:z:• waa na i,nvaat:igat:i.on 

vial& :ejected for faulty elosure 
There: was no inve5tig•tlon 

Lot PAV03b was at room temperature for .. " hours &l:ld. 

1 ;;~;:1 :<~h;:e~0,f~~il1Td~,,~!~·~:~i~~ va2 aborted, it was placed back in the 
report «S7~A~3t). 

In the~e is no 5~abi:i=Y informatio~ +egarding produet 
exposure to room temperature. Prier to~''' the.firm Cid no~ 
mQnitor the length of time at which the produe: was exposed to 
r~o~om~-0 ~_;:~~;:~:~~:~~ Qondi:iona during the filling operation~ 

limi<:a 
are 

5E[lt£VER.5E 
Of THJSPAC£ 

for Environ~ental Mor.itoring of 
do ~ot ~~rc that additic~al eleaning 
perfo~ed vhen environmental action 

enviranm:ntal monitoring ·act~on limita 
duxing fill~ng. investiga:icna do not ODnSider 
monitoring resu~~6 Qur!ng prQductian of aub~cta. 

rc.ault:.s o£ sublets anc! S't.erili't.y t.ee.t. results of 
In aQ~itio~, whe~ a ste~il1ty retest is performe~ 
testing. ~o i~ve•tigatio~ is performed. For 

Let FAVJ2J ~s filled on 8/ll/95 aDd paseed 
On 3/23/97~ dur!ng stability testing '....V / 

------------
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dtori:os 
The 
pro due!. 

operatg:-• a 

stability 

• 

SEE REVERSE 
OFYHJSPACE 

LOc FAV032 was !illed on l0/25/,s. On 7/28/57, 
t:esting .' ·_-.. } it req-..1ired a stu'.ility retest. 

was id~t~fied as ~enisillium ~ias. ~he 
a =stett. Tha lot was formu~ated on 9/21/SS, T~ 

· ~he fo~ulatian exeeaded aeticu limits on 
F~~r CFU we:e sampled from ~~e of the 

gloves and id~ntified as Pcp1cillium species. 

Lot PAV035 Yas fille4 on 2/S/J7. On 8/ll/97, during 
.. ~..,_,.!'~ i';. reQ'lJired a sterility ret.est.. The 

wa& ied as lacil~us cereus. The product 
Tbe lot waa formul&~ed on 1/9/9~ . 

· ':.er!.ng e:cceedeCI action limits ·in the gowning 
iden~ifying the followihg: 

Micrococcus species. 1Jcil~U9 ooaqulans, 
'Pecies. :n adOition, pbotohelic gauges we~e 
this ~ime indicating i~ufficient air 

C:Z.>tlc'U a.reaa. 
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or partia~ly from those &Ublote not 
t:hi• ~i=e . ln iJanua:y anct J'~ruary 193? gf 

sublots produced, S we~• aiac&rded fDr =icrgbial 
. The others wc:ra inc:"l'U.ded. ~ let FAV03!. !r.. 
Oct:obe.:r 1.997. of \fV'1/\./"VV produced, 6 had 
and· ewe of those we~e retested and released for 
'I'he·· rema.ihi~g sublets were fczmulatad into FAV04S 

l
~~.;.x._R'i~,,~~::g a! data in building "'J' from rotmt \.1\./"\ -,.-... log 

111-v is .accomplished by viewing the results through 
and is ~ot checked fer accuracy prier to 

criginal data. 

does nCJot have a curren: SOP for enviromnen'ti!l.l 
the Anthrax prodY~tion f4eility. Tbe firm has 
previous environmental =cnltoring SOP with a 

c~~~~:i~~~.!~~~~~·~~~· t~at references area specific mcni~or~ng 
plalls. t:.he: Azl.~hrax specific plan has not been 
!:inalized. 

1~'-J'J•!' JV'"f'.r.._r,,.,, of :he. Anthrax prod.uetioD 
observeQ peeling pain~. exposed duct and pipe work, 

off the pipe•, &hd rusty steam an~ gas lines. 

l<·~~::~!!:~~,~~:ia~>~·~r us~~ to perfc:m poaitive pressure transto•s of tArn:.hrax a:o~d R.al:lie&) i• central plant air and 
is 1:1ct; The 1/.,ll.r :nicr= filters 1;sed at: the. poiDt cf 

integrity test~Cl. . 

1.'\r/\./"Vi...'V'" ... V-.A../"!"~"' are not environmentally eont~olled. 
active envi:rcnTr.ental tllor..ito:ring of aseptic ·· 



l?. 

this one 

tti.&LfM .um HWtoUIIUW'ICIS 
H:IA\. "nt IIERYIQ 

ill.nl gai.I1J .. l)lifiNIITfi&TIO" 

CJERtOC 

During the 1;9, produ~~i~ 
cu~"oto had envircnme~:a: 

exc~ions. Ther~ ~as no traeking of theae event• and 
corrective ac~ion taken until ~0/96. 

F••r1Cl''Y arra~~arnen:s exis: fo~ as~~ic processes in 
room \JV'll', in tha.': me:lia i.t ~de~ dishes washed.. 
glassware a~~ocla~ed. aa well as the produ~tian 
fermen~a~ion. iDoeulation. and harvect all oce~ in 

s:i'lm.:.lt;aneous:y. . 

;~~:~h~.~~~~~!~:~~·,~~~·;~~!!~;~~~~-~;~i:[~;~:~J[~~:~o~f both the ' ~~"•r•~ proQuction and 
po'teney 

~. keys fer all ~efrigerator/free~er~ in ~ildin' ~ 
snd building ·k were found on top. 

l !'·!'~·:i~;!~:~~:l~i~s·~~n~o~;S•OP !or cl-.ange over in Puildi:c.g .......... v CBS~) . acth inoculum. preparaticns 
occur i~ ~hese h~C.•. 

An~l-.rax 

a.nc! asep~ic: 
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fill• have no: been perfQrmed to validate tbe 
cf sUblet• ~d held times prier to filling. 

not. pas.s th:-oJ;.gh a :,vv', microll filter dlJ.ring 

~8 been no determina:1on or identification of 
organis~~ presa~t d~ring the ~ufactu~ing prooeos. 

is no valiQa~icn of the length of ti~ aublots are 
ar~ uaed ~n & formulation. Sublets b~ve ~en 

~ 14 mcntbs prior ~o use. There ia no stability 
•~:~,oro ~his ~old time. 

to ste~ilize wlassware used in the 
formulated vaec~e is supplied with 

ven-.:: filter. 

the 
and 

prepa:-aticm. 
assigned an 

of the product are 
expiration date of 
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27. 

in 
average 

che bottles used to s=ore 
t~or· »• the expiTY period. 

not pe~formed on tbe 

xaD~·~ Vaceine, lot #l5D, was tes:ed for potency ll times 
Nove.!!Wer, l995 ,2.tl6. 3.08, ~.62, 0.94 1 LOl, 

l-7<. 1-·~- 0.92, 2.52, 1.93 5.09 ra/mll- vt'v 
rJ~~r~:;--,r- .--/........_were averaged and a. poteney :result of 

~•o1es vaccine, lot #152, 
f5.09, J.l8, ~.B£:. 

!t1/tnl repcrted. 

was tes~ed for potency G times 
2.27, 1.40, 3-4' lV/ml) ~ith ~ 

., 

SE! REV!.RSZ 
OF THIS P AC:E .... 

... 
': . :: 
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..., 
kin c.. c. e... K e. 

}f) ~TS-1. 

stability teet r.5Ults !or Lot fl5l, ~tia~ad 
.=]c_=2.ll !O/ml. Tbe l2 mcn~h st~il~ty test res~lts, 

are l.i.steti as "!Il'\"&.lid><, and. r.epcrt.ad ~'2/4/J7 
~ere was no investiga:ion. 

&am;!)lea c! R.al::ies =~11 line:c were •o.nt to 1\.A... 
-.... _ ,.- _ ~-----.-.._.for evalu11tion of eheir ability 

ir. soft agar~se. There is no 4oc~ment&~icn of 
Senior Quality management of ehe reaulte 

which we.re inconc:lu.sive. '!here is no 

1
~:;~~1;:~;j;;;;:1~·~ ~he c:on~inued use of this cell li~ in are no ~~i~ten p:ocedu~~s for the notification 

management of product rejections# 
and !ailu:-es. 

)l. 
lo~ t155 

'._, -v--~-~ ·.~.--,· .. used. fer rabies m~mufactw:-ing (i.e. 
cur=ent) hava ~ot ~en qu~lifie4. 

Va~eiua, Lot ~T4l71~ 

JJ,~2:;·~,,r!:~:r~i~ no envirgn~tal monitoring Qat& fer produe~ion. 
t a~Q filling of the produe~ in l'''· 

33~3i.•bto~!~::~ .. :•~r~.e~a-~~.~o:,fini£~e4 prod~ce specificatio~5 fo~ relea•& of 
t vat:cine. 

)<. 

... -· -

~s no ~roce~ure for redating of the vaccine including 



------.-. 
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vf,.cc:ine lot. D'Nl76 il not OEL •te&hil i·'CY. 

methcda for ~i• DOe vaLidated. 

l !i£ec~~~:;::~~::•;;:::~~~~:;u;:;;~:''~::~s testing and pre8ervative have net bee.a. pe.r£c:nned on 01' vaccine. 

39 · .~':"H~ i~~~i"d~~o not represc:ot all produ~t manipulations a.fter sterile Immun@ Globulin and ~bu~D (Human) are 
s~erilt!! in. Suilding ~v~ ·and may be. atcre.d in bulk fo:r up 
~= 90 days to being moved to ~uilding ~ for filling. 
There has nc media ehallenge of rhia storage period. 

40. · rhere SOP def~ning che accioca ~o take, including when 
~he Qua~i~y ia to ~e nctif1ed, wh~ tha following ~itua~i~ns 
CCCll:- in prq<iuC10i<>O 

and 

a, the see~ile filter !ails in building ~ 

c. 

filling line is •topped anQ product mus~ be stored 
another tank in b"..:.ild:.ng tr-.:. 

the product re~~res refiltra~io~. 

~1- inves~~sation intc out of e~ecifi~aticn 
pres5',):re :re.adi:cg• in 'Bui~ding ~"'--

~ ~·· _ _......__.-, fa:r t:he time period ef '/87 tc :t./98. T".ne 
~urrent SOP *2303.300 fo= ~Chi~o:ring air p~assure differentials 
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SOP #~UJC, 
noc 

: l":_ /\ /-....... _,.........-\..._ '---~~-/----~-:------~~ 
repoi'tiiig in-c:idents that: may oceur. while 

t.anks anc:i via.ls between B_uild.ing V,l\...f',..-....-,..-... ,........-. 

is 1.:sed to m:u:titor ter.tpenture and. hu.ntidity of 
'rCOM8 ir. building t ,.1, /\..-,. \_,V._ C&l ibr.&tiOn d.ocumentat:.ion 

indicates it- can ~=t be caliPrated because i~ 
of maasure~nt. No oche: instrumenta~ioa ia uacd 

these pa~a~etera i~ these areas. 

47. The (*'108 and &107) fer rout~~e sampli~ of ~be 
WFI .lccp a point of wse {?Ot7} requ.ire. a· ....f../-' - ..-.. _..,. ~ ot 
the POU pxlic'r tO eQlleeting the sample. There is no requirement 
fo:r :!:.is prior. to production. (Building ,_, .. .-"' _ _,·J 

• ... d!.ffe:ren<;ial reading:s, are :recorded in each batch .. 
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•• 
,_ '-· --....... 

"manufact:.:.re 

1t3Dl 51' lliU CBERtOC 

of employees perfcrming visual inspece1on of 
con:aincrs does nc~ include examples of types of 

and 4iscolora~ion they arc tc log~ fo•. Finished 
not held up aiainst a black an~ whi~e background 

In addicion. th8re is no requirement ~hat 
the inspection demonstrate their ability to 

..,..,---. -· _.. . ....---. .../"-./--.. _____ ..... __ -----
uaed in the ~anufaeture of Rabies vaccine. 

used in '!:he 

used in t:be 

'· usee! ir. 

net indicate vhen a supplier will be re~alified. 

':his P>'o':eo!"cfe d.oea; not address raw mater.ial mo!)og•aphs upda:t.e9 . 
For example, duri:ng cert::ific:atic>n of the vender for ~--

SUI!EVERSE 
OfTHlSPACE 



The 

ODtcC 

!o~ 1nvest1gat1ng out-of•spec1f1catio: IOOSl 

a retest on a valid initial test reeult and 
of the original result if the retest 

not require not;fication of pro~etion of the 
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31!5 &SI• 2948 P.et 

~. C.l oEPARTmN!r of KEALTII " HuMAN sERVICES 

Food tnCI Orug ACirntnlsuatioll 
BI\Pitsdl MO 20891 

November 14. 1996 

P.obert c ~yens 
HJchigan 81clcglc P~oduct~ fnstlt~te 
3500 NoC"t~ MaC"t.ln. Luiher J:lng, Jr., Blvd 
P.O. Box 0035 
Lansing MI 48909 

Repo~t on action taken en product submitted: 

Released Extension of Dating 
Based on potency test of· 2~-SEP~96 

Anth~ax Vaeclne Adsorbed 

Lot No. (9) 
FI\Y020-1 

Notlfled by 

J 

transceiver" 
Sincerely. 

Ji~ 
K&thry" c. 
Center for 

~-lector 
Biologics Evaluation and Research 
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-. 

October 09,1998 

-ontof ... ~y 
F=dcmofW~fa'ionandl'ri»oyAot 
7191 Cissna Road 1205 
Sptbwfield., VA 2 U0-3166 

Dear llose MaDe. 

Lori Greenleaf .. * s. cae ecan 
MorTIICit, co 80485 
Fu: {JD3) 887-9822 

Homo Pl>cn (303)687....,. 
Enw.H cla~d.g~-NfOSPe.ret 

Per au:r canvmati tn I On/98~ pius~! aco=pt this lartm: a& a requ.t under the FRcdom ctfnfoJmltimt Aot for .n 
inspec:tion :q10tts ~ne by the Dept of~ A:my at ttlc Michipn BioloF PtoducCII blitu~ in tAnsina, MidJlprt 
on !be"""""""' Fe liM. 

by D<. Robort M,.... .t tho Miobipn Biolop l'zod..,. """"'"'· and by til< FDA. 1llat .U 
'o'IJCCAe h prim to 2198haw: beat &me by the Oapt. ofthe Atmy. 
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I 
I 

( 

JAN I 4 11!17 

~~=hi;~ B cloqic P~oduc~s Ina~itute 
1~:: ~. ~a -id Lu~~ar King Jr. ilvd. 
~~=z~nq, M 4!90S 

1l/li-27/90/7AKFLPK/Pa/VDT 
FCI/MIJ1l88STt&.R21 

Pogo. 1 

=~~ ~as a ccmcliance followup icspee~icn of A biologics 
m~ufa~ur r, A=cordin9 ~= & 10/ll/t6 C8EK Office cf Coapli~e 
ma~o ~d D T-~c workplans (WATS #103825). The firm is li~•a.•4 

~~~!3~~~• bloc~ ~eriva~iva prcdu~~s, iDeludiDg 
i.tlulu.a.e globulin. &a vall as t;o~ids . .,attd •aeei~. 

~~! ~~evicus ins~e~~ica, in April and May 1995 w4s classified OAI 
~~: ~= ~~ ~c =~~a: dQ!i~iancies. A~ t~ae tim• Kichi;Ap . 
3_.~:.~;ic:: i'r duc-:.s r.a.s-:i:u"ta (MJP!} was 't.ha Micb.igan Dep.&r't:.Die.a.~ ol 
Publ~c Real h, Biolo~ic Products Div~sion, lieease 'OOt9. The 
ti~ submit ~d ~ 6/9/95 vri~een response to ~h• FDA 4!l. Tbay 
~:£~ ~~:~ a mee~l:; vith e&£~ c.a. 1/15/95 tc discuss plAAAed 
r-=~·=•r.!:~ier.s to ~~e vacein~ prad.uc:t.ion bui.lcUnq 15. 

CSER issued 
s~.:ti ::ed a 
IJ£'!'-DO}. S 
fi.::n, ·-:o cl 
:ess:onsa to 

Cu=re.c:t.ly w 
rabias VOICC 

fim is ren 
clipht:heria1 
'll'ae::ine vas 
... ::.s-:::~-=~-o • 

:-:.~ :.:..~ ha 
~a~ a::. ac;:~i 

aO.ec;ua::.lii! qu 
&Ad. t:bere a. 

A .. !l !"CA. 48l 
el..l'r!..roQ.lQell't..& 
-::::-s~:..!.ng, pr 
S"'!~b!..lit:..v, f 
sa::~.e or: tbe 
::.a·:-a n:t.. bee. 
a. "'":"itt..en re 

a;a S/'31/'JS Wa.rc..inq Let1:er to 4M firlll, vhcl in tura 
!1/30/H response (vith & copy d..atad. U/U/95 se~t t..o 
se~Jeot correspoDdence cc:c~red bet~eea CIER ~ ~ 

~ity spac:ifiC' issues. The lat .. ttst. was a. S/2./9& CBEJl 
A i/24/96 M5Pl let~er. 

eovarad the &aAUfacture of ~locd 4etivatives &A4 
ne, and ccrrec~ions to previous Cetician=i••· The 
vatinq facilities for awulu1&cture an4 testing of 
t:etu.us acd pe~uas~a vaccines. %.a. &clcUt1og 1 H'il'w 
net cover~. s~nea ~t: ccaes ~•r m1iltary 

c:arr•~;t..e.4 ma.uy of t;;hei.r preV"i.."cus deficienc:ias, ud. 
a v&lidation praqraa 1u p~ace. Sove•er, they la.c:k &a 
lity aSSQraACe praqraa for overai;At of aC~ivit~es, 

still significant GMP d•~icienci••· • · 

s issued far 4etici•~=ies i~ validation, 
aoDitaring. p~aven~ive aain~enanee, va~•r systems, 

d..uc't. pro't..e~ion., racorQ review, IBJ!!Ployee pract.i~, 
cili~ies, e~paeD~. and =~her areas. ID &dditicA, 
955 Ftt.l 483 i..telll:l rezain uneorrened or c:crrec:tiou 
complet.e4. The •an•;ement promiaad corrections aad 

pons• t.o OET-00 i!U!Id eJ!ll~ 

c: -~i!l, fc: rabies va~cine was also cc¥ered. The 
:=:.~ -:..:.-: c:!: ha•;a any si.qui!ieaz:.t ecmpla.ia~s for blood 
::.~=:.·.-~~.:.t:es r c-:.he= products, Vhieh woulli ind.ic:ate a. I~&X"ility 
::= ::-:::1'!.-:.ain.er c::le:s'.lre integrit:y prcblem. 
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Dr. Sushi! Sharma 
General Acc:ounting Qtfice 
441 G Street NW oom 4T43 
Washington OC 2 548 

Oear Dr. Sharma, 

Lori Greenleaf 

4494 S. Cole Court 
Morrison, CO 80485 
F~{J03)SJ7~t822 

Homa Phon• (303} 611?..0508 

Per CH.Jr canvenoatio 1 01.5J98, I would like to brtng to your attention a paragraph In a SJJmmary of 
Findings report on FOA fnspedjon done at the Micnig:an Biologic: Products Institute In November 
1188, regarding tl'le anthrmc v&el::lne. 

This paragraptl rea s •c:urrerttly we COII&rwd the manufacture of blood derivatives and rabl85 vaccine. 
and corredions to vious deficienc:ies. Tint firm is renovating facililles for manufadure and testing of 
diphtheria, tetanus, nd pertussis vaccines. In addition, anthrax vaec:lne was not covered slnce it comes 
uooar mmtary tn ion". 

I find this statement troubling as 1 have been informed several times by the FDA anc:l the Dept, gf 
Defense that this va ne is FDA llcensea and approved slnca 11170. After reviewing this I phonect 
Joanne Bankley at t e FDA to questkln ttlls statement, and was put on a speaker phone «;envefmiion 
With Joanne. and an employee by the nama of Lori Harrison. It was 1t'ery obviol.ls to rna that these 
employees were h slloclried and concerned when I questioned tile var;;~;ine being inspeded by the 
mllltary. They bath ss.ured me that this statement was made fn error, and the FDA does in fad inspeCt 
the an11'trax vaccine I asked who would have written this document with thls statement and wes told "the 
Inspector". Lori Ha ·son .and Joanne Bankley told me they woutd like tg Mve scmeone higher up call 
me on Monday. In ver recehtecf a call frt~m anyone at the FOA. 

After speaking with he FOA, 1 called Mr. Gary Chrlstoph8fSQn at: the Dept. of Defense, Health AHalrs 
Office, and asked hi about the statement made on the Summary cf Findings. Mr. Christopharsan also 
claimed someone made a very big mistake, tl'te FDA inspects lhe anthrax vaCCine line at MBPI, not 
the mUitary. 

Monday, 0!:\ober 5, 199B, 1 ptloned Mr. Robert Myers, tne raspanSible head of Michigan Blolog!c 
Praduds lnstttute, a ed Mr. Myers abCIIJt the Inspecting being done en the anthrax vaccine, Mr. MJers 
stated "the Army d imped: the antnrax vaccine line saver&! times per year, tlowever the FOA has not 
ralinqutshecl autko 10 the DePt. of Defense". 1 questioned why In aU raport& from ii12# 1187 the 
anthrax vaecina is n mentlcnBCI, Mr. Myer.o stated absence af comment doss na1. necessarily mean it 
was not inspected, · caJJld mean that all Items inspaeted were In c.omPIIance. Or. Sharma, I nnd this a 
little hard to believe ivan tne fact that there ware 15 pag~s of cb581Vations not In compllanc:e In the 2!18 
Inspection rapon. wn cl'l was dona by the FDA, I arrt especially ccncemed that the FDA lnspact!on done 
in 2.198 was tn:e only one done by tl'le FDA per documentation n~ceived prior to tFie Inoculations 
beginning. 

Tuesday, October e. 1998, I phoned JoAnne Sankley at tl'le FDA to inform 1\er 1hatl had not racetved 11 
-. caU fmm anyone ye , she stated they have bean very bl.lsy. I Informed Ms. Bankley that Mr. Myers l'lad 

eonfirmed that the illtary does inspect ttle Qnthra:x vaccine line at M8PI, she said •he said what?~. I 

--------'---------------~----~~~~~ -~ ----~ 



went on to ask Ms. B•nkl•y if the •nthrax vaccine gtven to vatertnart&M and liVestock workers wa;s elso 
inspected by the A. 'I or the FDA, she simp('/ stated she did not tnow. I asked MI. Bankfey for ttte 
phone number of r. W!lllam Tingley the lnspedar ¥lho signect lhe report of 1, 188, sns sa:ld sfle is not a 
liberty tc give out t lephane numbers. 1 tben asllecl her to t~fer me to J*SDnn&l I wu able to obtain 
Mr. Tfngfey's tete one number. 

OGtober 8. 1918. I oned Mr. Tingle'/ and once again was Warm~ that until raatntly the \nspec:Ung af 
the al'lttlru vaccln line ..as done by the military. I began askina questions regarding the W'&cclne that 
veterlnari•ns get, e referrad me to hiS immedfate Sl.lpeNisor Mr. John Cempster. I phoned Mr. 
Oemp:ter. was to the umtt thing, The anthl'a);: vacdnaline at MBPI L~ntil very taeently was onl'l 
inspected b)' the m !itary. He stated ne do85 not know If the vact:Jne given to vatarinari:BnS isln a 
sepa111te place at BPI, or If trte military is also iMpeding this. 

As req~o~ested, J am forwerdlng alt doc:umen!Ation regarding these !nspec:tlons wwtrlch I obtained under the 
Freedom of lnfo an Act lr! a request dated Mly 19i8. You wll find an annual biologic$ inspcdlon 
done 4124--5/S/95 Gh has no mention of the atdl'un: vacelna. You will also find in the Summary of 
Findings report th there has been a sentence remawed, wrtlcl'll suspect state~! the same as the n~pod of 
1 t/96, •anthrax va ·ne was not covered, since It CDmes undet military inspection•. 

lonalinfomtallan, please do not hasitata to contact me. 

Sincerely, 

Lori Greenleaf 

cc: Mark 2ald, Att ey at law 
Patrick Edd! an 
Meryl Nass, M 
Etts Dewey 
Senator Wayn Allard, CO 
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Lori Greenleaf 

From: BOYNAZZ25@ 
To: davtd.green!eati 
Subject Re: Fw: gulf 
Dati!: Thursday, Octo 

!.com 
.net 

--·· ····--·--····-· ·-·· ---- --

Expired Anthrax vaccine used in Guff 
r 01, 19985:49 PM 

I wanted 1D write 1D you nd let you knew that I have fcund your E Mall 
ma1enals helpful and In rmative. I have a san on board the Ssen
which Is l'""""'lly in Med, and have advised him I!> refuse 1D take the 
shots and to Clntinue to refuse them ullffl the uncertainty is slraigtened out 
(rr ever). I would prefer 1D have him home, generaldisdtarge or otl1e!wise, 
rather than regret matts in yea-s to GDme. 

1 inlerd 1D !~ate a ba 
Editorial Boards of 
people,ett. 

This matter is important 
some 1houghl1o the pre 
sailor] who refuses. to 

ge of leill!f ,.;~ng. !intend 1D wr1t2 I!> the 
of the major newspapers, to our reps ln Congress, 1V 

our family and a day does not go by now wl!hout 
ures and military rea<tion 1:> a young sailor (or any 
the vaccine, 

I am an iii!!Dmey in the hica;o area and WOU!d appreciate knowing the Case 
Number of the dull SOlo filed In DC. If the pleadings a"' available. I 
would l~e to review the . Anything I can do, Iet me know. 

Agent Orange, LSD, ra ation, Gulf War syndrome and a President who discussed 
military matters on the p one with COn~essmen while the Pres.ls otherwise 
engaged in the Oval Offi 

Thanks again. 
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Lori Greenleaf 

From: 51eve An <piano@n'A'i.net> 
To daVJd.graenleaf gte.net: Boynazz25@aol.com; MeChell66@a~.com:david.cotlayo-.,.,: 
patnd<haii@Juno. , Kafie.Bettendcrt@cheertul. """; pianc@nw:.not: baets317@eol.ccm; mnass@ig~apc.crg; 
rhaf-ster@bnd : gull.wr@flash net fXllbe@medlaone.net: dda~ 
SUbject: Re: Update on anthrax refusal 
Date. Thu-y, Na< 12, 1998 2:16AM 

Dear All, 

my husband, Hunter Bliod serving aboard tho USS 
Abraham lincoln ha been retusinQ the anthrax inoculations. 1 just 
~nted to give you a an updale on what has been happening in hiS 
situation. 

For those of ycu o don't know already, Hunter and his cdlaague 
(Ge!ry) """"put on estnc:ton again faflna third lima en Na<. 1. 
They 'Mi!'G bath give anothsr 60 days rsstrid!on. redUd:!cn In pay and 
rank. and 'Mill's told ain by their CO that they would be on rastridion 
until they 1oolc the va ·ne a until their EA.OS. For their third 
Captain's Mast they re charged again under artide 90, v.tlich is 
disobeying a lawful from a superia' c:crrmissianad officer. (That 
bemg !heir XO}. As ny of yorJ may know ... the UCMJ eJPiid~y states 
under Non Judiciary nishmenl procedures that double and multiple 
punishments fer the arne offense are prohibited under arllda 15 {Vot11ch 
IS a captain1S mast ·ng) What has happened, is that thasa bw men 
ha'le been puniShed ee tine5 fer the sams atfense! 

On November Bth, I spoke at a small Tavwn Meeting/Pt"eu Conference, 
regarding my husban s situatiOn. Many of you were there. Therv have 
been some very inter ng new deve!opments since that tiiT!e. 

On the morning of 0'-J. 8th, 1 recEIIvea a phone caU from my father. 
Hunter had called hi lata1he night befcra 1o taU m,. fathvl' to tail rra 
that he and Gerry n d been taken otT of restriction! This is no sman 
matter! When I nn talked lo my husband on -day night, he loid me 
The wnore story. App ntly Hunter and Gerry 'Ml!"e sunrnoned up to the 
CDC !o speak 'llilll th r S.nior Chief. When they arrived, the senior 
C!'!ief Shocj{ their han and said ' Congr.;:IIJ!ations, yottre officially 
otr at res1ridion '. N ess to say, both men c:ama close to having: a 
heart attadC! They uldn~ believe What they 'MII'e llearing. Of course 
they aSked the Sen! Chief how this sudden change had come ab®t. He 
sa1d that. Legal on d l'lad racelved a c:aU from Legal in San Otego .. 
San Diego had receiv a call from samabod'; very high up in Washington 
D.c. 1'11\o toio them get a hold of the snip and get Hunter and Geny 
olf of raslric:ton ASA ! Both man were able to get olf of the ship In 
Paih, Australia for 1h first funEI \n 142 days. 

I realize that it Js ve simple ror Washington D.C. to gat a hold 
of tne shtp if they n to. Sut 1 OOn'l think 1 have to !all yotJ all 
that getting t!'lem to a Ually mak• that caJI is no small thingi l can 

Paga1 



tell you right naw that ~ · -e "P to the CO bath men would have been 
on restridion until tlteir OS. He apparont!y had ISleen this matlar 
very ,...onatly. I am qui a su"' lhat he is V«'f llpSSt that he had to 
raversa his pu~shmont sian. I recalvedan email from a friand <t 
Hunter's this morning. I said .,.hough! I ""utd tat you know Ill at 
Hunter .,;u mora than II bo out of t11a Navy bafcre the ship loaves 
Hobart. Tha Captain nts him and Gerry off lhe ship by than. 111 tat 
Hunter give you the ils on it, DJJt I thought I'd let you know. • I 
don't quite know what to rmke af that! The ship WH be in Hobart 
tomorrow. r am axpedi to hear from mt huSband wthin the next wuple 
of days. I Wtl bo suro to kOIIP you all pooled 

I mostly wanted to tell you all What is geing on and update you. I 
do not know ..,at"'" ha from 1\e!v, but prograss Is being mada so 
don't give up! I think tha the Tawn MeeUng in San Franosco ftllbably 
played a pan in an of lhi . In addtion. we hava a format 
mngrosslonal Inquiry fll , as ...tl as a request fer a formal court of 
lnqutry on the part of the Navy under Al1tde 135. I ""nt to thank you 
all for all of the help and upport you have showed fer my husband and 
his situation. I assuro y u tllat avena my husband is dlsdlarged..., 
..ttl not stop this bal!le he non MUST make a formal polcy on this 
issue soon I For those of cu that are 1igi'lting this first hand, do not 
give up. Wa hlNa pray tong and hera about this sttuaton. And I 
believe that God. is opant doors far us. 

I v.iU continue to keep u pos1ed. You are an m our prayers. 
Fer those of you that I in San Frardsco n was ..,ndarful meeting 
you all. M'. Coffey- lha yol.l so much fO" lunch! You shouldn't have. 

Take Care and God Bias 

Your Friend. 
Oebcrah Briad. 

F'age2 
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Lori Greenleaf 

From: JEAN SKDGLU 0 <jeanskoglund@hctmall.ccm> 
To david.graenlaal@gl .net 
Subject My cUJTant st ·s 
Date: Saturmy, March . 1999 2:34PM 

Dear Lori, 
Hi. This. is Jean Skogl d. l live in San Diego, CA. I am stationed 

at th& Naval Ar!l>hlliou Base in Coronado. My command is Anl!hlbious 
Conctrudion Batta&on ns. 1 refused the anthrax In lata January. I 
v.as conse1ec1 three ti s before 1 went to x.o. t. From there, 1 was sent 
to Captain's Mast. I wa ssntenced fc 30 days restridion, 30 days 
extra duty, and I was r from E-2 to E·1. I seNiiKf my time on the 
Navol Air Slotion, Ncrlh Island. l'lalked Ia my legalo1ll<:ar when I 
returned tc get a •h up' on my situation. I aSleed her if f ccuJd be 
punished ag;.:un ror not t kmg the anthrax and she said no. I asked her 
""at the captain's plan -..fa me. She said that the captain cld not 
plan to do anything v.rth me; that I had served my lime and that VIliS n. 
I aslced myself, 'How ca that be?• 
This >Miole Anthrax sit ation has made me very angry, 1o lhe point 

where I don't """t any! tng to do v.ith tna Navy at all' Th&y punished 
me for looking out for own health. stanclng up for what I b81ieve in. 
They hun me not only onatty, but finandelly as well. I was lass 
than a month away fr E-3. I was suppose tc lake tho SGplerriJer '99 
exam. Now 1 have to st an over. It Ml be 9 months befae I even 
make E-2 again, and E-2 to E-3 is another 9 man1tiS. Then you have 
lobe an E-3 frx S mont s befcre you're evsn elegible fcr the third 
dass exam. I want notti more than to go home. I just can't see 
myself v.or!<ing fer that I can't trust. The bei1efs thll)' have 
reguardng the anthrax so opposite ct my own. 1 don't want to be 
hero. This is a wasle of my limo. My fife hasboen natllinu but hell 
lha past few months. 1 ave been: tremendously stressed out. I haven't 
Slept one nigh! through in so long. I usuaRy- up at least 3 times 
a rught. I havaaven ""'ght. Of"'"""' ther ... always poopie who 
are cuneus about what 1 going on and !land up having to defend myself 
fime and time again t lethal. I just want tt Ia and. I'm tired of 
the stress. ! want o..n:! I have reqJJssted to have a dosed Captain's 
Mas!(!hat is wh""' I just o and talk to !ha Ga!Uin one on one. 
Anytime you go to seat e captain. good or bed, it's called a Mast). I 
should be seeing him lh boQ!nntng of noxt .... !<. P!aasa. if you !<now of 
anyone 'IM'tc can help gi\te them my phone number or even give them this 
loll"'. Thank youl 

Si~, 

Jean SKoglund 
Pag1111 
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.__ ______ ..J..._ ____________________ _ 
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Lori Greenleaf 

From: Dan Hlavac <sh etlanw@stennis.navy.mil> 
To: da'llid.greenleaf .net 
Subject: Daniel Hlav - USS John C. Stennis 
Dale: Saturday, May 1 , 1998 B:24 PM 

Dear Lori, 
here is some f the information you requested. This is information 

puled directly tram my service record. r sent this Jetter to 
Senator Rockefeller. e did not respond. However, the infonTJation 
about my nava carrer s in it. 

The following is ale to infcrrn Senator John Rockefeller of my 
current situation and see if we may assist each other in anyway. 
'rne situation / speak. o is my refusal tg receive the Anthrax 
ltlQCIJiations. I am curr ntly aboard the USS John C. Stennis deployed 
to the Arabian Gulf. 0 March 19th the first of sl~: stKlfs of the 
Anthrax vaccine was a 'nisfered. Due to the information r received 
in regarding the safety nd ellicacy of the Anlhra>. vaccne varses the 
information proVided b senior personnel aboard the USS Jotln C. 
Stennis, I made ltle · ion not to receive the shots. It is 
important for yell to w that trus decision was not an easy one. My 
name is Daniel Lee HI ac and! am from Houston, Texas. Before 
joining lhe Navy I feted one year of collego and worl<ed a variety 
of jobs around the Un' d States. IHceeded at all places of 
emplcytre!ll and de<i d 10 challenge myself further by volu!Uily 
enlisting in the United tates Navy as a Naval Intelligence 
Spedalist. I left for lhe avy on Apnl9th 1995 to fuffill my 
desire of proudly servi g my oountry as my Grandfather and Father had 
done before me. I cu ntiy have ten months left of my enlistment and 
completed a .siJ:-month eployment aboard the USS George Washing!Dn in 
1996. I say this becau l do not want you to think I am looking for 
an easy way out of tne vy, as mos1 seem to feel. 
I am concerned for my e In the Navy and the possibility of 
receiving a dishonora e discharge, I have been a member of 
Seaconron Three One 31) out of Jacksonvme, Florida since 
November 28th 1995. nthe time servinQ: ln this Command I ewned 
many awards and Co ndaticns, including receiving many privileges 
for my outstanding pe rmance. After my refusal of the Anthrax 
shots my Commanding Officer has verbaly banned me ftom al1 squadron 
WtJrk cenlers and prchi 'led me rrom associating with other squadron 
personnel. I no longer eel I wm receive fair treatment or be 
irtfonned of an of my ri ts and options cancerning my situation, I 
understand that my fi re ~ in the hands of tha Chief of N""al 
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Operations and theSE f<ota!y oftlle Navy. Your posilioll on the 
Veterans Affairs C is the reason t have written you. I am 
hoping you can shed me light on my options or shn with me your 
opinion on the Anthra> lnoc:ulations. lllave many questions and much 
more to tell of mysiW•j;on. I am sorry ~lllave asked too much or 
wasted your ime. The following I have pulled from my Milituy 
service record. ! tla\le net left out any acts of m!scondud or 
coul\sellng becillse I favE ne'"" had any. If you wish Ia E-mail me my 
address is: shoehaow ~st&nnis.navy .mil Please notify me if you receive 
this. I appretiate your~ and am looking forward to your 
respo!ISO, thank you. 

Since~y. 

Daniel Lee Hlavac 

·The following is a list of all Medals and Ribbons I have received: 
National De!ense Medal 
Armed Forces Expodlli nart Medal 
Armed Forces Service~ (~eel 
Sea Service Deptoyme t Ribbon 
Batlle 'E" Ribbon 
NATO Medal 
Navy and Marine Corp Achievement Medal 
l ha\18 also received: 
A Letter of Commende on Jrom Captaln, USN K.M. Jan 
A Let!er of Commenda on !rom Rear Adrriral, USN Henry C. G'111in,lll 
I was nominated for In l'tigenoe Specialist of the Year (1957) Navy 
wide. Tnis package w IS submitted abo\lt four months ago and nas since 
been pulled by my Co manding Offioer. 

My last Evaluation R':" jrt rated me a 4.43 wilt! the max boffig a 5.0. 
This is l1lllCh higher lhe lhe average given out in the Navy. I was 
also S&Jbmitted as an eaftY promote. This means the Command 
recommended me to be promoted ID lhe next senior rank, !!lis being 
E-5/Petly Officer 2nd Cl "s. 

Special Training l have · d: 
Sur.ival, Evasion, Resi tance and Escape !SERE) 
Cold Weather Enviro"' !ental Survil/al Training ICWEST) 
Antiterrorism Awarenes 
Aviation Physiology an Water Survival (this was tD become back seal 
quaUiec! ID fly in the S- B Vlldng Aircraft, whlclllllew in several 
times. 

Punishments for refusin the Anthrax Vaccination: 
We"""' given an Adm nis~a1ive Counoellng/Warnlng on 28 Match 1998 
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(NAVPERS 107015 3 (rev. 1D-81ll 
Tills form states: 
1. You are being retain din the naval service, however, the following 
deficiencies in your nee andlor conduct are ldenlified: 
Comman~ng 011ioer's n·judicial punlshmerrt of 24 March 1998 for 
lllola11on of lha UCMJ, 'de 90, Willful dlsobedienoe of a superior 
comrrissioned officer not receiving the anthrax vaccination. 
2. The foltowing are ndaiions for corredive action: 
Familialize and compl with existing regulations Jnd ihe UCMJ. 
Maintain a positive atti de: review directives on basic military 
requiremerrts. 
3 Assistanoe is availa e !!\rough: C!lain of Command, 
Chaplain. Command J dge Advoc:ate, CMC, CMM, CAACIDAPA 
4. Any funhe< deficie es in your performance art41or oonduel will 
terminate the reason a e period of time for rehabilitation that: this 
counsefing and wamht entry implies and may result in disc\plinary 
·action and in processin for administrative separation. A!/ 
deficiencies or miscon uct during your current enlistment, occurring 
before and- the d oflhis.ad!011 wiU he considen!d. 
Subsequent violatlon{s of the UCMJ or conduct resulting in ciVIlian 
convietion(sj could res !tin an administr..tive separation Under 
Other Titan Honorable ncftions. 
5. This counseling and arning entry is made to aft'ord you an 
opportunity to undertBi< the recommended corredivs adion. An.y 
failure fa adhere tc the uidelines cited above, whkh is reffeded 
in your future performa ce and/or conduct, will make you afigibie far 
adminis1ralivs separati n action. 
6. This counseling and arning enVy is based upon known detldendes 
or misconduct If any sconduct, unknown to the Navy, is discovered 
anarUiis counseling an warning is executed, tt!ls letter of 
counseling and wamin Is nun ana void. 

Addifona! Punishmen : 
·We were placed on R lrie!lon unll 22 A!>rii19S8, a period of 30 
days, 
·Assigned ••tra duty ti122 Aplill998, a penod at 30 days. 
~Loss of half a months for 1 morrt!l. 
·Reduction in rank from a E-4 to E-3 Navallntelligenoe Specialist 
~Loss of my securtty aru:e.l had a Top Secret I SCI clearance. 
· T ernporarily assigned worl< for the Mess Declcs(cleaning food trays, 
laking out trash and wi ng down tables) 
~Pulled my test for E·5 
-A/sa, canceled my tn 
was the only lntelfige 
was nominated ID com 

Thanks lory 

igenoe S!>e<:ia/ist of tile year package. I 
Specialist in ltle entire barile group who 

fclr this award which !s navy wide. 
lime Lori. ..... 
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Lori Greenleaf 

From; Lori Greenleaf< vid.greenleaf@gte.net> 
To: Richard Oebeauclai <Richard.Debeauctair@ha.osd.mil> 
Cc: bri <david.greenl @gle.net>; CTC1 <jonhome@swbeil.net>; teresaj@cyprsii!Ch.com 
Subject: Joseph Jones 
Date:Monday,MarchO .199910:04AM 

To: Dept. of Defense, ealth Affairs 
Attn: Richard Debeaucl r 
From: Lori Greenleaf 
Re: Joseph Jones, Ft enning, GA 

ss # 459-97-3373 
(706) 561-2232 

Dear Rick. 

As you request.Q this 
Joseph Jones who is 

ning, the following is information regarding 
e duty Army, stationed atFt Benning. GA. 

Joseph Jones, a 22 ye old male stationed at Ft Benning. GA while SONing 
in the Persian Gulf recei an anthrnx vacx:lne 3117/98. He immediately 
began suffering flu-like ymptams, headaches, bloody diarrhea, tightness in 
chest, and rash over , back, and chest He received dcse tNo on 
3/31/98 and again bega suffering the same type symptoms anty worse. 
Joseph went to the facility on base, and was given antibotics to 
take. On -4114198, J h was given dose tltree while still tai<ing 
antibiotics far symptQms related to dose number two. Once again, the same 
type symptoms occurre each time worsening. Joseph was given dose number 
four on 9/22198, and n haVing blackouts. Joseph has since sutrered 21 
blackout spel~. the we happening Thursday, 2/25198 .,hen medics were 
unable to detoct a pulse during !he biackDut. Joseph was taken by 
ambulance to the hasp! I, where he was checked then released approximately 
40 mnutos later 

Joseph has been diagn ed with a mass behind the sinus cavity, and is 
currenUy schedtied I!> h ve a liver biopsy. The medical facility is 
claiming Joseph has an ndiagnosed iUness, has stated !hat he Is c&mOUy 
10-15% disabled, andw II be medically boarded out of !he Army in the very 
near future. Joseph and his mother believe these symptoms began 
immediately after receivi anthrax lnocul..mns. Until his first 
inoculation, Joseph was a very heallhy young man. Joseph has been unable 
I!> ewn dnve since 9/98. 

Paoe1 
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The anl!lrax wccine d es lila! Jo;,ph reoeived came from Lot FAVU2D, w!Uch 
!'m sure you are well aw: e, were in violatiOtl on an FDA inspection report 
o! 2198. The violation ds as follows: 

"There is no wrlt!en ju · cation lor redating lois of anthrax vaccllle 
that have expired. 'Re 'ng' testing consists only of a poteru:y test. 
There is no dooume · n of tesling for cantainer/closure integri!y or 
containerlclosure comp 'tili!y for periods up to 7 ye:n. in addition 
!here is no analytical ng ldenllfylng and demonstrating 1he absence o! 
degradants: 

-Lot FAV020 (initial da of potency -4113193) was submitted for redaling 
as FAV020.1 andwasla don 215198 as FAV020. 

Unless Joseph is consi red 30%+ d:sabled, 11e has been told that he wlH 
leaveltle military wltllout medical beneflls. I am forwarding llle Vaccine 
AdVerse Event Reponin Sysll!m report of 9198, which you will find to state 
17 adverse readions si ilar to what Joseph suffers from have been reporllld 
on Lot FAV020, and Lot AV030. As you will see, tile military d'ld not 
report Joseph's readion ! I have forwarded a VAERS form ID Joe's mo!ller, 
!Ills wiU be filed in !he t day or so. 

We are convinced !hat J seph's Hlnesses are caused ~om 1he anthrax 
inoculations. Please do at you can ID help Joseph get the medical 
attenUon he needs and rves, and help to see that when Joseph is 
discharged, he quaf~es r his military benellls. 

You may reach Joseph the number listed above, and you may reach his 
mother Teresa Jones at 
(512) 258-9165 or (512) 7-9973. 

! look forward to hearing at you t1a11e taken the proper steps to help this 
~oung man. Time is of e essence here, as Joseph will be medcally 
boarded cut in the next w weeks. I have advised Joseph tc see a duJfan 
physician before he is di charged from the Army. 

Lori Greenleaf 
(303) 697-0508 

nee in this matter. 

Page2 
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fi,£W M .. V'Ctol, COMNilCTI UT <III•O~·MQG 

fi!I.[PHQ!'IE 12U) 77!-l Ul(l 

fAX !209) 77t·U:It1 

CUll ~IU JlUJIUIIA 

C"98·1S 4R 

Honorable Ch ·stopher Shays, Chairman 
House Subcom ittee on National Sel;urity, 

United States 
Washington, 

Re: Anthrax yas&itl; 

March 22. 1999 
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Jo!OWJUID A. ,.t"C:Oilf 
•ftA &. CIIU08fllll 

Wl~~lllllll !'.ItO ... Ill 
JQ,UolttA• l{,l.fl 
JIJUN W IAftT"O~OMt:W 
eiUIIIIMl 1. HIICl', Jll 
WH,UAN M. 8l08~ 
5){!RUY >I I!CICIG5flla 

""'"'' " 50101\.al DAVID f, OIIUo;ll£110 
DAVID A. lEI'F 
IU.IIAI'I ~. O(I'"AIU 
.U.IoiDJI C tTEII~ING 
PI•II~Lt• &. l!ROIII•t.A 
IINI'I'Ufl'l c. OAUJHIE;It 
t!'I~I'UI. WI~JilS ~QJI!O 

,...;u;, l!!Jrioi.IIOWTKOIIH 

Our of ce represents David Fredette tn a scrinu., criminal case ia New Haven, 
involving an a sault on two polic;c nfflccn dur!n@ an appa.reotl)' delusional cpl.sode. 
Until ahonly furc. l.bt= iru.:iUetil, he; ...,;u. a r~pc.;:tcd tncrnbcr of' the: United States 
Mcrc:hant Mari , 11: grad.ua1e of ~he U.S. Merchant Ma.TiT'IC Academy. with A spndess 
record. The i ident followed., by a matter nf weeks, Mr. Fredette's havjng been given 
an anthrax va ine. At th.i!l. fime. I c:tn do no more than tec.ile the.·un4lspuled. factual 
rt:eord.. Cone! ~ions will ned to be: drAwn by others. 

1. J:re ette Is a 29~year old graduate ot' the U.S. Merchant Marine Academy, 
1'et:eivlng hi• g:rce In 1994. antS is employed by the American M;~~ritiJ:'Ire Officers 
tlfliM. TheUS. Coast Guud licensed him in 1994 as u. 3tJ Jlil!'isntnt cngi~r. as a 2M 
assistant engin r in HI%, and at' a lid Ul\i!ltant cngineu in 199&. He is also licensed 
as a muitime fflcer by the: Republic of the MauMll Islands and 1~ Republic of 
Liberia. He u · iv~~:d an Associal.e in Arts &a&:ree from the Slate University nf New 
York at Murri viUe in 1990. From 1994 thfQ\lJ,h 1998, he was alll!'igned 1Q various 
~hipping comp 'es, including those M:rving 111 part (If th;: Mi1itary Sealift Cnmmand. 
His pononru:l ings were consistently ahovc average. 

Z. On ay 12., 1998, F~ttc WtUi givc:nlhe ant.hru. Vact:ine -apparently from 
lot FAY 020 -- whjle- serviflg in the Middle ~1. On June 6, 1998, his superiors 
ordem.l him to seek medical attention for .. behavioral changes- past 3·1/2 \lo'C.!c:ks." 'fhc 
mroica1 rcques t:l(lted t.hat he had rccc:ivcd the antiH'n shot. A dJXtor in Oubai 
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dene Ullt'it tor duty dLte tn a .. psy~.:hiarric dtUUrbcmce, ~ and. 

--------
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pmnouncc:U F 
rcco~nc.tell 

cliagllCJsc.J wil 
He ww; order 
bim from duty 

funher ps}'~iatric evaluation. He waR :9eOt to Lond('ln, where he was 
.. dclusiMal disutc.ic:t', .. uns~ifietl, a.o; deFined in the- DSM-IV 291.1. 
to return to the llnhcd Stales, with r~n ~ort. Hi~ emplt.1yer discharged 

1. )\l'h IJ" ''"'~v""ll""" /.,,.,,,,.~. ("',.,.,..,..,;,-.,., ..... '"'" , 1 nno J.,. .,_., __ , •• , ...... ___ .1. 

his "utomohd!.! nn Jhe ~lOU der of" T-9.5 Milt New Httvcn tor nu apparc:m reat~on. Two 
~.-.1;,.,.. ....t¥ • .-.... ., "'rr<""'._., • ...,.,J kl .. , .• , .. •- ,.., .. "'ho:.th- ha "'"'"cl~.l hulr· c ..... ,..; .. •"'?""',...,.,... 
what happene next ill'te uncen:ain, llul iL is c.;l~r t.tbtr a violt:nl. iru:.ic.lent I'CSU4rt11 in both 
oftie¢B \'Icing u.rt, uru: seriouRly. /\cr.:un5ing to police rc:puJ\t~, when poHce 
approm:hed hi . Frcdcac ,glan::d al til~ offkcr with teeth clenched and bot.ly tensed. 
Allhoueb pol' ord~rcd tlim tc r~mHin in hi!! car, he: lc.;ff the ear, altlmugh ~::ve;ntually 
h~o: r~turn~. c<~use ~>f bizllrrc: hcll~vior. police order~ !tim lo step out of the car 11.nd 
!lltand a1. the ba k of the car. Report'; say that r·rcdeue rcfu!IICd, staring tJ.tJ&ri.ly, again 
With ':!t:m;hcd eth. Pnlice !5iiY that. b=auM they WCl'e co.nurnad f~lt his safc:ty, they 
allemptc:d to I d him to the hack of bis car . .awny from the road, ~ut .Fn:dmc bc:gnn 
i1gbting, Fred ·u~ yelled~ v:triety of nonRell!!:ic:al sH.yings, ineluding ~r.w.e the g.ateR 
and w~ shalt set tree." Reportedly he tried r.r. ttrah c.me l)tficcr"s gun, <~ntl tried to 
push one t'lr bn into tr;,tnc f.ll:long with llimllelfi. Both offiCCnl were injured in the 
fighting, one : riously (he is still uut of wcwk. and is Jilu:ly 10 he for tnany more 
\'\1()nths}. Freel t\e was l.lUr&n tn R local1\osp1ta! for treatment ot' physical11.nd 
J'ISYclti<~tric inj ties. 

4. Th rei~ noU\ing in Fredt:tte's hnek&r\1t.lnU even renllltt!!ly re~mbling this 
incident. He h ~ nn paS't erimint~l n:cnrd. The predninl:!'nt forcn.~ic psy~biatrist in New 
Haven ba." co lud.od that F'rem:ue \rolaJicgaJiy insane~~ the time ofrht incicl~nl. 

S. Sine July 8, 1998. Frt:1-lc1te hu~ hcc:n in p!y~,;hU!tric: trc.1fment, bulb in~ 
patic::nt tmd out patient Vatiuus delusion~ have been rcpcmcd. One psy&;biatrU!t l1a.~ 
di.agnu11ed ht$ on4ilion a~ :tevcre bipo);n affective di~ordcr. Suffice it 10 say lhnt 
l~ngrhy treatn nt will ht ~quircd. 

Ml'. Fr enc h.:u.l nu hmory of menL.·d illnt:S$ prior to May 12, 199l!i. when he 
recci.vt:d the Rl1 ax vacciru::. Almo~t inunediately lhcrt!oftet, his supctit'lrs TeJXlftcd 
"behavioral c:h· n~u=:~" t.nd dclu,ion..<~, .~rious etlOugb to maklol him u11t11 for duty lcs1c11 
chAn one. mon lafE:l'. It is nor my placl! tu <•ffcr cunc,;lu5ions, nnd I would not prcRum~: 
rn dtt sn. Huw ver, the timlng nf the vac.c.tnarion. and lhe s.u.hsequcnt prohlems ·· whicb 
have led to twu poliee nfticcr."' heing injurC"d aJ.ld a pr411ni~ing CAI>eer u a M~c;hlltlt 
Marine ofticer n 1ittter!l - Rtmngly suuc::sr that thi~ Corn,nilt.c:t: ot1gbt tn re"' iew rhc 
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17:31 :JACoB~ Gftt'D BELT DOW ... 

evtlknc\! ca((:fu ly in unk:r 10 detcrnun= any pos~iblc e(fec[ nf the anthr~x \·a~ine 01' 

those recci vins i1. Pl~e Uu nor be.'(it~rt: t\'\ COI111\C-t me if [ may rrovidc turther 
information. 

JA.CORS. GRUDBERO. BELT & DOW. P.C. 

Uy 
William M. 8Jo~~ 
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LortOreeniMf 

Frcrrt thomas ncilan <1\1 sla69C!I-I.ccm> 
Ta: david.ll!lllnltafOgb .nat 
Suhjac:t: AnthniX 
Dala: Monday, 14, 1998 12:1t AM 

,ori, 
I r-lllf ~..t an1!n shot on g llep, 98.1 uportenc:ad au 
S)'!Tlltams and after ~ - used tho batlmlm and nalicad blooclln ll1'f 
stool. I tcld ll1'f chain c! pmand and they 1181lt me to !he-
(rrllitalyJ and he said ~ ' ~·an ulcar. My st<rm<h still Is fllilng 
upsat and i ha>e boon h ""ng n1graln -... Oo you !lin~ those 
S)'!Tlltams can be relata to the 111st shot l!ldeved? If so what should 
I do to go allc!.( getting i anlla!ad Olllllf madlcalracotds becausa the 
-Insists ll1at ~IS an ulcor. Thank you 
T Ol'lll1Y 
USAArllTf 

LoriO....,Ieaf 

Fran thomas nollan <N '"'"89Qhdmail.can> 
To: davidgraa-Ogb .net 
Subjed: Re: Anthra>< 
Oate: Monday' Sopt«Tt io' 14, 1998 3:52PM 

Lori, 
I have ne'ler had ulcer In the past. Mr storraeft pan and blaody 
stool started that night a i"" I raQoved the shot. i havant had lillY 
HI'V'II'ty <dool~ cine. thon ~ut. ~time j OClt i got,_.,. Dad~ and 
i1s hard to hold food dov ~--same u my roar• nate he was r1:1 heaving tna 
day derllle s!1ol and sl has slomadl prl>lom lhrcugh out the day. lha 
dodor also lnsistad 1~ hi r I""" an u1car. thn are also othlliS \Iilii 
~ ..... headachas,and In-· ca!aln-"' hiMIO!jy 
boon feoling arllin way and olh<n tt dclnt8V9n -I \loll! let 
you know as soon ~ssk ""ble whet !he-says _,I raturn !Delay. 
becauselllf second Is due vert soon. thanks 
Tomny 

·····---

_, .. . -- .... --~---~- ··-- -
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• Congressional . 

' SECRETARY OF DEFENSE CORRESPONDENCE ROUTING SLIP 

Action Agency: GWI 
Action Required: REPLYD RECf (Forward ropy of reply to CCD, Room 3A94R) 

Coordinate With: LA 

Remarks: 

Special Instructions: 

Suspense Date: February(. !ZJ2ooo !Routing Date: January/3112000 IOSDCONTROL#: U01329-00 

INf.ORM~TION DISTRIBUTION 
OFFICE 

ASD (LEGISLATIVE AF AIRS) 

; 

Page: I January, 2000 



. . 

: UOI329·00 

OF DEFENSE CORRESPONDENCE ACTION REPORT 

Action Agency 

Suspense Date 

CMA T Control # 

2000033.0000002 

L----....l' (Justify~b-el_o_wJ __ ...., 

REPLY HAS BEEN SENT (Copy anacbed) EXTEND SUSPENSE TO : (Justify below) 

CANCELLATION (Justify b~/ow) 

(Justify br/ow linc:ludc POC Name &. Pbone Number) 

::----r=======:::=::::..----. i (Justify bttlow) 

e. APPROVING AliTHORJTY 

Sill"ed 

S. ACTION TAKEN 

a. EXT 

b.CANX 

SO FORM 39 , JAN 2000 
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NORMOICKS 
6t" OISTIOICT. W,._I<II<G<OH 

co~o~r.~m.r: 

APPAOPRIATlONS 

SUIICOioiMITTllS: 
INT£RIOA 
II•MOCINODr-n~-· 

NA TlONAL SECURITY 
MILITARY COHSTAUCTlON 

Oftic:eOf'the 
l600ArmyP 
Wuhington, D.C. 

2461 A.l-HouR O.IC! 8lliUirHo 
Wt.siUIGTON, DC2061~ 

Pttmtr.lm) 22$-U11 

DIIITNCT OfACU: 

~2244 

\111 P..c~ AW!OUI 
TACOMA. WA 18402-3234 

I'>IONE! 12!3) su-41138 
S1A1t301 

(ongre•• of tbt llnittb if,tatti ·~~~=~:.~::; 

•ollfr of Btpramtatibtl ..~~=~=~~= 
OSAG~• r . IIMUDP~~ 

Deccnber u. 1999 
FEB 012000 

• yoW" loakiJia iDto thiJ matter IDd providina IDI with I reply thlt wD1 
addJ'MiiiliHI the concerns railed by rrry toftltitueDt. P1eue ICftll your rllpODia to Cberi 

NDD:clW 

Bndosurc(a) 

relrlltl'tcm office. 

NORM DICKS 
Member of Co~ 

...... 
.. .. . ~: : -

.. , 
.. ) 

, - ... . . 

U0l~29 /00 
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DOCHASnNGS 
t nt OWTJIICT. WM.olGfDI 

CoMMm& ON Ruua 
su-=-mn ooc 

Ull~l!VI .oHO BullGn PIIOCIA 

1bc Honorable N 
500 Pacific Avenue 
Suite 301 
Bremerton, W A 

ongrei• of tbt llnittb 6tatts 
JloUft of lUpttimtatibrf 

D=mber !), 1999 

I:IIS"'*-U.O 
--... oc:-11 (llltl--· 
:mtltY.---l-,OICQ,--1 

ISGtii04QII 

Ja l.Ciellnlt .,_ . ..., .,.,...., 

....,___.~~----~~__,bas tootact.ed my office on behalf of her grllldson,,u.;;.;:~__. 
beallh prob=l\:Cricncing as a result of baYing served duriDJ 

DH:AK 

. I DOte 6 rcsldca within the district that you represent. 
Orlv.arclb112 their corrcspondeDce to your attention. 

questioos, please contact my staff assistaot, Anna Kaoc, at 2715 Saint 
D, Pasco, WA 99301, phooc (509) 543--9396, or FAX (509) 545-1972. 

SiDccrely, 

~ J/Jw4P 7 
Doc HastiDgs 
Member of Conpess 

6 o:£ 12 
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NORM DICKS 
8TH OISnliCI , W...SMINGTON 

CCNIIIITitt: 

APPROPRIATIONS 

SUICQNioiiTfEES: 

INTERIOR 
IWoiiNO DI"""""'"CIIIf

NATIOf\IAL SfC\JIIIT't' 
MiliTARY CONSTRUCTION 

Re: (b)(6) 

Dear Director: 

• 
~ongrtss of tbt ~nittb 6tatei 

J~oust of 1\tprdmtatibd 

Docatlber 15, 1999 

2~ AA~ Hcuu OfFlc:t Bul\.llllOG 
w..s ..... aro ... DC2011~708 

~F.I202l 22~1· 

IHT~OH1tut 

Surn2244 
11171'ACIFOC:A.._NUE 

TACO*, WAM40:1-)234 
I'IIONE: 0531 11931531 

~301 

$01) P~ AlltNut: 
Blls.M&It"ICH, WA 983!11 
f'NOo.a: ~11 

'ltltp·o-.houw..~kll 

.-c:¥tUO 'AltA 

I have boen by one of my COJICII'ftiDa 
symptoms he ia u a result of servma ~ Opcr:ation Daert Strom. 

I would · your lookina into this mauer and pravidiDJ me with a raply tbal will 
the c:A)ft(:eOll raised by my c:onstituent. Pleuo IICDd your re1J10D10 to Cheri 

.,..,.ft,-.""' office. 

Thank you r your prompt attention and consideration of this matter. Your llliltallce iJ 
appreciated. 

NDD:ct\v 

Bnclosure(s) 

,Sincerely, 

NORM DICKS 
Mtmber ofConpcsa 

-- - ----------
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UUt.;HAS11NGS 

C:0..11a ON RU\.EI 

SuiCO~ OII 
LEOJIV.- AND 8uooiT PIIOCIU 

(b)(6) 

nearl11ii 6fl 

4~ongrr•s of tbt llnitdJ !>tat~ 
•Olllt of 1\epn.rmtatib~ 

liD.._.. __ .._DC_,. 
Ollb.....,. 

nllt?.--.Loc~P ,_ .. .., ........ 
•c. a.-, ___ , .. ....., 

I received the pri [acY waiver from your((b)(6) ]repni~Da die 
symtoms be is . •. · • u a result of baviDg aerved dliriDg Operation Delert Storm. 

t note that yo\lrl(b)(6} lresides in tbe Six1h CoDpasiODa1 Diatrict. an area 
represented by r Nozm Dicb. 'Jben::fcxe, as a courtay, I haYC forwuded your 
conespoJldcDce to hfs office in Bl'CIDI:I'toD. 

For your iDfi you or ycm pmdson may CODIICt ccman:ssman D.icb at 500 
Pacific Avenue, Sui1e 301, Bramertoa, WA 91310, or call (360) 479-4011. 

SiDc=ly, 

DH:AK 



£ the A~y __ 28 Jan 2000 -- 1332 hrs -- Page 9 o! 12 
H~adquarters Depar ment o rum 

.. "'- ruwt I~ 
4!W-.ct,w...,_. ....... 

AuurrNn MA.aollnv WHIP 

CoMMITTa ON RuLQ 

5-I'TTUOii 
L.r-.,.,...M08.-&T~ 

(b)(6) 

DH:AK 

onure•s of tf)e 11nittb i>tatei 
Jlout of 1\qJrtfmtatibtt 

November 23. 1999 

Siacczr:Jy' 

,m.._ __ 
._llta.TI . .. ,..... 
l7111r.~W. ,_ . ...., 

11111 ....... 

•LOoaftl\lf ... _ . ..., 
-GHMS 

~------- - -
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DOC HASTINGS. 
''"~ ............. .,. ,....... .. 
~----·-

• t heraby z: 
... t!Ap iA r 
Ocmgru-..A 
*ic:b th.y .. 

• 
. .. ~c " 
i.lf 0 v8199l 

~ongrtls of tbt llnittb 6tates 
Jlodt of Btprdmtattb8-o 0 

~=:.:...'&e•;;;o 
a»-11 

uilt•o-'
~~o~~t D 

';t::::' 

t the usutaAca of tlae offic• of Caagr••~ J)oc 
olYiDg the .. tter 4eacri.bed. ahcwa aD4 aut=ri•• 
tiDg8 mel hb ataff to receive &Af WonaatiOD 
JUed iD order to prcrt'icla thia .. aiat.uce. • 

Th.ia iDfor11at OD .ay alao ba re~ecLto tb• fo,..LJ.J:no.JML paraOD 
(apcu.ae, pu t , attomay, etc.) {b)(6) 

City, State, 

Talaphona B 

Claim, alia, 

Kili tary Para 

Please ratuxu 

(b)(6) 

ao.. of -.oor4. ____________________ __ 

~ ia not p«DdiDg before a 
' ra....;:!"--..~=~~~--( leaaa check one) 

• ca~~plated fora toz Anna Jeane 
2715 Saint And.rewa Loop, Suite D 
Pasco, WA 99301 
(509) 543-9396 
(509) 545-1972 (FAX) 
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(b)(6) 

No\'l:mber 7, 1999 

RE: (b)(6) 

~~ ............... -------'aecds ~ur help. As indicated abow be serwd 
plus days iD Opctetion Desert Storm duriDg the height of the c:ampalan. 

sum~ iom the ill effects ofbis service. Plcuc let me explabl: 

1. H receiwd ADdnx iDjcc:tiom pnar to CDt«iDg the Operatlcm Desert 
S rm Theater. 

2. H rcceiwd aDd iaaeltecl PB piUs every day to reduec the jrmnectiatc 
of~~C:~W ..,a 

J. wu subjected to m ~ oU cloud. which huDa over the area where 
wu statiooed. He tib:rally iDbaJed gallous of oil by-product vapors ••·1211 tom thil oiJ cloud. Theae vapors imcrfr:red whb his 

oceabltion IDd disorieab:d his tbillkinl proc:csleS •. 
4. m:ciwd pbospllorous bums on his back due to cxpJodi!lg ow"'nce. 

symptoa (b)(6) ie DOW~: 

(a) stoll*h c:nmps or spams. 
(b) ~ cUmhea oat or two days a. week even though he eats a aormal 

- ----~-----~-
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(c) round, blk1 apots on his bead. His VA doctors fecltbis is an 
• loll of am imm1mc dUorder. He is being tratcd for tiUs but the 

treatlraeat is not worJdDg. 
(d) bas cmemc fhx:tualioas in bia energy le't'els. His sleep requirement~ 

eECIIivo mr 1011100110 his .. 
(e) times~ bas diffic:uJly ll'til:ulltmg bB tbougbls and bia speech bec:ona 

mdieatiJ& possible chemical aod orpuic brain damlae due to 
hcmical warfare e:xposun:. 

(t) c teDds to have a art temper with high .fi'ustrat,X)n levels aad his eyes 
~ llrae dark clrdes mnmd them. Which become worse wbal his 

$YD1111toms are f1ariDe. 

·Wid his medb1 reoo.rds. all records relatiog to b.iJ OpemioD Dosert 
missing. These missirJ& medical records incJudaJ the C\'CIIItJ and 

rep~'Dg tbe phospboroUI bwDS OD his bacJc:. 

to ~ aeMd his coUIIby. Prior to his duty in Operation Desc:r:t Storm. 
of the above-dacribad symptoJDS. He was a laJthy )'0\IIJI man 

his unit aad bls counuy. 

y bas received a small disability padtaac fur his bBtk iqjury, il simply is 
DOt enough. is obviously Sl1feriaa e&cta hm ~I wadirc expoue, wbk:h 
will effect him r tbc rest ofhis li!c. 1 am coDCCmed these symptoms will become wone 
as time goes b leavins him 100% di!abled. 

(b)( 6) is a bujlbliDd al!d father who DCCds to be assmcd tbat be will be liviD& a loDg and 
DOrmallife. Iads to be supported by his Couutry aDd tile citizns wbo be -=rvecl by 
gettiug the medical trcatmcat this coUDI:ry has to otTer. He is not IIkins fur a 
handout, but a at a DOI1DII life. 

v trY truly yours, 

(b)(6) 
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DEPAATIIENT OF THE ARMY 
OFfiCE OF THE CHIEF OF L!OISLAT1VE UAISON 

1100 ARIIY PENTAGON 
WAIHICTON DC D10.1IGO 

January 11,2000 

The Honorable onnan D. Dicks 
Representative · Congrr.v 
SOO Pacific Av 
Great Northwest 'lcting, Suite 301 
Bremerton, 'WI • gton 98337 

to your inquiry on behalf of conc:eming 
that he believes ~R related to his se:Mce during the Gulf War. 

This m comes Wlder tbc juriadiction of the Office of the Special Assistant to the 
Secretary of Deli for Gulf War Illness. Accordingly, I have referred your inquiry to 
that agency for priate action and .further response to you. Additional information 
may be obtain from the enclosed information or directly ftom the following Web 
address: · I · osd. · • 

nnation will be of assistance. 

Sincerely, 

Enclosure 

3 o£ 12 
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C*O*N*G*R*E*S*S*I*O*N*A*L 
CHIEF OF LEGISLATIVE LIAISON 

CONGRESSIONAL INQUIRY DMSION 
ROOM2C600 

1600 ARMY PENTAGON 
WASHINGTON, D.C 10310-1600 

January 14, 2000 

OSD CORRES NDENCE CONTROL DMSIONi 
ROOM 3A948, A: : ED HAWLEY 
WASHINGTON DC 20310 

Control ID: 91204566 ask Officer: (b)( 6) 

Tasked Agency: OSDC ction: Necepary Actioallllfo, 

Suspense Date: 

Constituent : (b)( 6) 

Subject: 

Remarks: 

Keyword: 

24-hour FAX Service: l{hl@),_ ___ __.____. 

If the e is a problem with this FAX, please call (b)( 6) .....__ ____ __, 

*DSN:~.lo,.;:6--~~===:::::;--------' 
.. MaiJ Address: (b)(6) qda.army.mil 

REMIND : Direct replies require a courtesy copy be provided to OCLL 
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FAX I Date : 0 1128/00 

I Total number of pages : 12 

To : OCLLCC OS PC From : Rozmeski, Suzanne D Ms OCLL 

Company: Headquarters, Department of the Anny 

Department : 

Fax number f(b)(6) 1 

I Subiect: Conm-ess onaiJ(b><6> I Rep Dicks 
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OFFIC£ OF THE SECRETARY OF DEFENSE 
1000 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1000 

Honorable Norm Di ks 
500 Pacific Avenue Suite 301 
Bremerton. Was · on 98337 

18 FEB mJ 

In her letter, b 6 asked for information related to the Department of Defense's 
effort to investigate e possible causes and treatment strategies for the illnesses of Gulf War 
veterans. A collabo ·ve effort by the Departments of Defense, Veterans Affairs, and Health 
and Human Servi currently funds more than 140 scientific studies to determine the causes of 
the undiagnosed illn experienced by some Gulf War veterans. These studies are conducted 
by government and dependent researchers and focus on multiple, potential factors. Twenty-six 
of these projects loo for possible adverse effects of pyridostigmine bromide. ln addition to 
pyridostigmine bro ·de, other research projects include exposures to environmental hazards, neuro
psychological and n urological research. depleted uranium, chemical exposures, and reproductive 
outcomes. 

In checking o records, we know that unit was one of those positioned 
within the potential posure area of a plume created by the Khamisiyah munitions demolitions. 
His unit was identifi as under the plume for at least part of the day on March 11, 1991 . Given 
that, if he was with is unit at the time he ma have been exposed to extremely low levels of the 
nerve agent sarin. e notified (b)(6) of this possible exposure by letter in July 1997. 

Although little s known about the long-term effects from a brief, low-level exposure to 
nerve agents, the cu nt medical evi~ence indicates that long-term health problems are unlikely. 
However, because e scientific evidence is limited, the DoD and the VA have initiated research 
into the possible he th effects of brief, low-level nerve agent exposures. These studies are 
currently underway. 

We have con · ed to attempt to piece together the events at Khamisiyah. Since the 
publication of our report in 1997, we have subjected our initial hazard models and analyses 
to rigorous sdentifi review. The Central Intelligence Agency also announced that it bas 
completed a separa: analysis and will soon release its findings. When this analysis is correlated 
with our improved ta, our 1997 report will be updated. We realize this infonnation is 
important to GulfW veterans and their families. 



• 

..___..;...;.....__----' also wrote that her had received anthrax injections before entering 
It is possible he may have received an anthrax. inoculation after he 

but not before. The anthrax. program was carried out in-theater, beginning 
ending with the start of hostilities in February. If 6 · d not 

in theater, he most likely did not receive the anthrax. vaccine. 

rc.fl:rcllauw that some personal medical records were not kept current during the Gulf 
steps to correct such problems in the future. For those who served in 
as inpatients at hospitals there, some medical information has been 

by the hospitals. Our office has assisted in the recovery of more 
:l:>,UUIJ_oJltb.es~u:e,c.ordl; from various sources. We checked our database of recovered 

~~;-N:;;r;;:;;:;-;;i:"pb.,.u,..t:nh.ne·ni .. s not listed. It is still very possible that his records are 
• i ona 1 Records Center in St. Louis, Missouri, the VA system, or 

with the unit that operated the particular field hospital that treated him in 
every attempt to recover missing records. 

~~~U_n_fi_,ortunately we do not have any easy answers for veterans like ~o.:(_b );..;(~6:...) __ __, 
~~~__, However by seeking medical care through the VA, he is pursuing the correct course. 

lines when it comes to medical issues related to Gulf War veterans. The 
are the antibiotic and exercise and cognitive behavioral treatment trials 
VA sites nationwide, including Seattle. I b 6 is interested in 

!d call the trial coordinator at (206) 764-2205. I have enclosed a recent 
program. 

available t (b)(6) is the VA's Persian Gulf Registry. If he hasn't 
nr,..,.,., ...... will provide him with a medical screening and physical exam free of 

an appointment, he should call the VA Helpline at (800) 749-8387. We 
v .. r ... r~'n" to enrol1 in the registry. 

a copy of our last annual report that describes the activities of this office 
",;,,.,,,.,-t •• ~ by the Department of Defense. If 6 and he.I.U>I:..D..lo!:.t--....1 

they can also check out the latest infonnation, as well as everything else 
Gultl.INK. website ( http://www.guljlink.osd.mil ). If they have any 

them to call our toll-free number, (800) 497-6261, and speak with a 
There is someone there from 7:00a.m. to 10:00 p.m., Eastern Standard 

a copy o (b)(6) letter and mt original response to Dr. Mark 
vironmental Agent Service at the VA. ((E){§) )health and the health 

.,..,.,.r.,·n~ is extremely important to us. The DoD and VA are committed to 
providing the best medical care to all vetera!Os and are equally committed to gaining a 
full understanding the possible health effects of service during the war. As we learn more 
about the events of Gulf War, we will continue to keep veterans informed. 

£~~?.~ 
Bernard Rostker 

Enclosures 
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CMATCorltrol# @) 
2000193.0000007 

Questio s & Answers for Congressman Shays' 29 April1999 Hearing 
on Anthrax Vaeeine 

uestlon 15: 

What lots ere shipped during the Gulf War? 

Answer: 

lnformati n provided recently to JPOBD by BioPort indicates that doses 
were ship, ed from the following lots on the dates provided: 

Lot 

18 
19 
19 
19 
19 
19 
FA 001 
FA 002 
FA 003 
FA 004 
FA 005 
FA 006 
FA 007 
FA 008 

Doses Date Shipped 

250 5 Ju189 
750 14 Nov 89 
1000 16Aug90 
1000 20Aug90 
1000 22Aug90 
3000 28Aug90 
68630 5 Sep 90 
70450 22 Oct90 
68430 18 Dec 90 
51830 19 Dec 90 
70840 22 Jan 91 
72600 22 Jan 91 
68740 10 Jan 91 
10000 15 Jan 92 

Page22of24 
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INSERT FOR THE RECORD 
SENATE ARMED SERVICES COMMITTEE 

HEARING ON THE 

CMATControl# ® 
2000132-G000036 

DEPARTMENT OF DEFENSE ANTRAX VACCINE IMMUNIZATION PROGRAM 
APRIL 13, 2000 

QUESTION 37 

Senator McCain. 

Currently the vacci e label does not specify that the vaccine is safe and effective 
against anthrax sp res that are inhaled. Are you concerned that this means that the 
vaccine was not d ignated, or has not been adequately tested against inhalation? 

Lieutenant General Blanck. 

No. Efficacy is bas din part on the Brachman study and further substantiated in 
Rhesus monkey tri Is. The original Brachman and CDC studies of anthrax vaccine in 
textile worl<ers pro ed that the vaccine protected against anthrax. The calculations 
performed in that udy combined the cutaneous (skin) and Inhalation forms of anthrax 
infection that occur ed. No inhalation anthrax occurred among the vaccinated workers, 
while five cases of nhalation anthrax occurred among workers who had not been 
vaccinated. The to al number of cases was judged too few to show statistically 
conclusive proof of protection for inhalational anthrax as a separate analysis. However, 
results from severa animal Studies provide additional evidence that the vaccine protects 
against anthrax ch llenge with more than 500 times the lethal dose of anthrax by 
inhalation. This inf rmation coupled with the results of the effectiveness and immune 
response in human assures us that the vaCcine will greatly increase the chances of 
soldiers surviving e posure to inhalation anthrax. When full immunization is combined 
with proper use of rotective masks, detection devices, surveillance and post-exposure 
treatment wtth anti iotics, the threat is even further reduced. 



Congressional CMATeo, •• ,~-@ 
2000Q81-QQ00002 

SECRETARY pF DEFENSE CORRESPONDENCE ROUTI!';u 11LU' 

Action Agency: UNDEE SECRETARY FOR PERSONNEL & READINESS 
Action Required: REPLY IRECT (Forward copy of reply to CCD, Room 3A948) 

Coordinate With: LA 

Remarks: 

Speciallnstructians: 

Suspense Date: Marehf.IS/2000 !Routing Date: Marcb/1412000 josn CONTROL#: U0368!.00 

INFORMATION DISTRIBUTION 
OFFICE 

SECRETARY OF DEFEI SE 
DEPUTY SECRETARY 3F DEFENSE 
EXECUTIVE SECRETA Y 
ASD (Health Affairs) 
ASD (LEGISLATIVE Al F AJRS) 
SECRETARYOFTHE ~"' 
C&D 
GWI 
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BOB BARR 
7TH OISTRIC, 

GIORGIA 

ASSISTAN1 MAJOI'IITY WI-UP 

~>IONO !2021 225-2931 
FAX: 12()2~ 225-2S44 

CONGRESS OF THE UNITED STATES 
1207 LONGWORTH HOUSE BUILDING 

WASHINGTON, D.C. 20515-1007 

JUDICIARY 

IM8!1'181: ht!J):IIwww.hi>UW.QC>V/bafl/ 

BANKING AND FINANCIAl SfRVICfS 

GOVERNMENT REFORM 

S~t>commiftoo 011 Crim<n8l J~sfice. 
Drug Polio~, ancll-l«man Rl<iOUr~es 

VICE CHAIRMAN 

The Honora le William S. Cohen 
Secretary of efense 

March 9, 2000 

UniU:d Stat Dep&tment of Defense 
1000 Defens Pentagon 
Washington, D.C. 20301-1000 

INRE: V 

Dear Sec 

A report rei today by the House Government Reform Committee raises serious 
questions ut the Anthrax Vaccine Immunization Program (A VIP) being 
administered to our militaty ~nne!. In light of these questions-- which relate to 
the integrity fthe vaccine Itself, as well as the immediacy of any threat sufficient 
to justify p sing forward with the vaccine program at this time -- I urge you in the 
strongest t s to suspend mandatory anthrax vaccinations pending further study. 

dangers ,tmsed by the A VIP is not a theoretical issue. Rather, it is an 
"nds of citizens, armed forces personnel (active, reserve, and National 
· ·tilly and medical experlli, as a very real and immediate problem with 
long-term ramifications for individUal servicemen as well as our entire 
. In my distric~ this is an issue regularly brought to my attention. 

In eddition possibly threatening the health of soldiers, the Department of Defense 
polic)' of m · g this vaccine mandatory- especially for reservists -- is harming 
recrwtment d retention efforts. at the very time we are already facing great 
difficulty fill ng our ranks and keeping them filled. 

Until the safi ty of the vaccine can be fully evaluated by independent experts. I ask 
you to end tory inoculation for all troops immediately. 

With kind re ards, I remain, 

onorable Dan Burton 
onorable Chris Shays 
onorable Floyd Spance U03681 /00 

----------+-------DISTRICT OFFICES------------------

CAARDI.LTO~ 

207 NEWNAN STRUT 
S\.IITE A 

CAMRCU.TON, GA :30"117 
(770) 836-1776 

FAX !77(1) 838-(l43ti 

lAG !lANGE 

2!10 RIDLEY AVE. 
lAGAot.NGE. GA 3tl2.w 

(1011) 612·171tl 
FAX: 1708) Slli-9018 

~ 
999 WHlTLOCK AVf. 

S1J!TE 13 
MAAlmA, GA 3IXI64 

(7701429-1776 
FAA: (7701 79H551 

~ 
eoo EAST tn STJtffr 

ROMf. GA 3D1fl1 
!706i 29).1776 

FAX: 17081 23:2·78M 
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APR 07 zooo 

The Honorable Will' m S. Cohen 
Secretary 
Deparunent ofDefi e 
Washington, D.C. 2 301-1155 

Dear Secretary Cob n: 

We continue to be concerned over the impact of the Anthrax Vaccine Immunization 
Program (AVIP) on e readiness, retention and morale of U.S. forces. In particu1ar, it appears 
enforcement of the ndatory program has been inconsistent, leading to unfair and harsh 
punishments for so e who made a personal health decision to decline the vaccine. 

We estimate at at least 350 active duty service members have refused the vaccine, and 
more than 500 res ists and national guard members have quit or transferred because of the 
AVIP. We believe i imperative that each service compile and track the number of refusals 
attributable to the a thrax program so it can be detennined whether punishments are being meted 
out justly, and to de nnine the effect of refusals on individual unit readiness. 

It appears th t punishments have varied widely between service branches, between 
officers and enlisted and between active duty and reserve component members. With no 
~tandard" to guide mmandm in applying the nmge of disciplinary options, from non-judicial 
punishment to a cou martial, the same offense has drawn very different verdicts. Some, whose 
only desire is to be f service to their nation, have been branded with a federal felony conviction, 
while others commi ing more numerous or more flagrant offenses received far more lenient 
treatment. The Ma ine Corps appears to have been particularly harsh, and arbitrary, threatening 
refusers with multip e orders to be vaccinated, multiple disciplinary actions and bad conduct 
discharges. Additio lly, the Navy saw fit to transfer a sailor to Okinawa to carry out his court 
martial. It also a , at times, that individuals who have blemish~ free records are still given 
t~e most severe pun sbments available. 

The true'lmp cts of the AVIP, and the fairness of the program, remain in doubt because 
the Pentagon has no tracked the disposition of anthrax refusals in any force-wide, systematic 
way. In October 1 9, the General Accounting Office recommended that DOD "routinely 

IIO.b.A1., /00 
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collect and report, am ng other program performance measures, data on the number of service 
members refusing to ake the vaccine." (GAO/NSIAD-00·39) To date. we have seen only half~ 
hearted efforts to imp ement that important recommendation. 

In the absen of that data, both Congress and the Department must rely on anecdotal and 
circumstantial eviden in assessing the success, or failure, of the program. While DOD may at 
times find the lack of hard facts convenient in defending the program, we find the consistent 
failure to assess A VI impacts and performance very troubling. Good intentions and a finn 
belief in the need for he program are important, but they are no substitute for empirical data in 
meeting our mutual o ligation to be sure defense programs operate effectively, efficiently and 
fairly. 

Therefore, we request that the Department provide the following; 

1. The number o individuals who who have refused the vaccine, by service and year, 

2. A list of aU di iplinary actions initiated to date· attributable in whole or in part to anthrax 
vaccine ref I. The data should include service branch, unit, and rank of each individual 
subject to a inistrative punishment or court martial, the exact charge{s), a chronology 
of the action nd a detailed description of the disposition of the matter, if any. (To the 
extent the list contains personal~ identifying information, you may be sure it will be 
handled app priately and used only for official purposes.) 

3. A list (as des ribed above) of all disciplinary actions initiated from 1991 to the present 
attributable i whole or in part to refusal to take any mandatory vaccine (other than 
anthrax). 

4. A description of the process to be used by DOD in the future to track anthrax vaccine 
refusals and erA VIP perfonnance measures, including any guidance to commanders 
on disciplina standards. 

Thank you fo your prompt attention to our request. If y have any questions or 
concerns, please hav your staff contactS. Elizabeth Clay at ~225·5074. 

l£11(.-..-1-
Dan Burton 
Chainnan 
Government Reform Committee 

cc: The Honorable H nry Waxman 

'stopher 
Cbainnan 
Subcommittee on National Security, 
Veterans Affairs and International Relations 

--~--~-------------" 
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retary Cohen: 

OSA~ 
APR 07 2000 

I am a ching a list of questions about the anthrax vaccination. I 
would a preciate receiving an answer to these questions as quickly 
as possi le. 

Thank y u for your attention to this matter. 

BF/ss 
268017 

FILNER 
ember of Congress 

cc: Job Veroneau, Assistant Secretary of Defense for Legislative 
Affairs 

U0482l /00 



1. Given the apparent rrelation between systemic and/or chronic symptoms 
and anthrax (healthy be re the shots, unhealthy after the shots based on 
Dover AFB testimonies) why Is the burden of proof in favor of pro~ng the 
symptoms were caused by the shots instead of caused by something other than 
the shots? 

2. Given that FDA ap val is only applicable when following !he presaibed 
shot regimen and its · schedule, how can de'liatfons from the schedule be 
justified? (There is a de tlon checl<Hst posted at our uni which tells 
among otrler things h to get back on SChedule as well as saying that you can 
be sent into Phase 1 ions with only 1 shot (at least 3 preferred)} 

3. How can DOD state at they haw found no eWience of long term effects 
when they also admtt th t there are no studies of long term effects? 

4. Please e>cp!ain the a mlnlstrattve lapses that occured during the Gulf War 
which corrvenienuy del ed shot and medical record InfOrmation pertaining to 
arrthrax and other wcci ations recieved. 

5. tf no correlation betw en GWS and the anthrax vaccine e)Qsts, e)(plain why 
troops who were vaccirl ed but did not deploy show signs of GWS and French 
troops who deployed bu were not vaccinated do not show signs of GWS. Also, 
Brttish and Canadian tro ps who received US anthrax vaccine haw sufferers of 
GWS. 

6. Dr. Pam Asa recent! released a repon in which she found conclusive 
eW::Ience of squalene a ibodies in GWS and anthraxwccinees, but not in 
control groups. If we ume that COO's statements that they never used 
squalene as an adjuvan , shouldn't DOD at least investigate whether the 
anthrax vaccine (possib! combined INith other wccines receiwd at the same 
time) causes natural pr udlon of squalene anHbcdles? 

7. Anthrax is apparent among the first vaccines to combat blowarfare or 
bioterrorism. I understa d that there are dozens of additional vacches under 
development. Does this ean that seF\oice members will be receivelng dozens 
more vaccination shots nd are they being in~ated for interrelated side 
effects caused by rece· · g multiple injections at the same time? 

a. Given DOD's track. r cord with regards to radloactive testing, Agent 
Orange, Swine Flu, ne agent and chemical agent testing during the SO's and 
60's, etc., why should a yone believe COO's cialms of product safety? 'Mly 
should seNk:e member oncems get them labeled as a troublemaker? 

9. Why did DOD stop in ependent testing of the vaccine? 

10. Wly doesn't DODd stray anthrax vaccile that faied supplemental testing? 
Secretary of defense Uiam Cohen referred to appro)l)mately 1 million doses 
that faDed testing but re still being stored. 

Page 1 



11.11 very few of the seve reactiOns are judged by the AVEC to be caused 
by anthrax vaccine, what re the rest of the reactions caused by? 

12. In some pilot's units, u to 300.4 of members have quit or transferred· 
leaving manpower critical short. The costs to train new pilots e)Ceeds 1 
million dollars each. Pro bly more costly is the loss of cambat e>cperience 
with 10 to 20 years of se ·ce. Wlly continue a program that threatens 
miiHary readiness and n atlwly impacts morale and retention so much more 
than the perceiwd threat arrthrax. 

13. It was disciosed recen that all of the mil~ary's chemical warfare 
suits are being recalled fo defects, however this has been known tor more 
than 5 years. \Mly the lap e in action and how long to secure new suls for 
all military personnel? Sh uldn't this be the first line of defense? 

14. Wly is DOD allowed t redate wccile that has 8lepired? 

15. Didn't the DOD \estin , which only shows effectiveness in animals and not 
humans, only use a slngl strain of the appro)Qmately 2 dozen naturally 
oceuring strains and non of the bio-englneered strains? In some follow-up 
independent testing, scm of the other strains killed Wtually all of the 
vaccinated animals. Any mments? 

16. DOD is finalizing elCe ptions based on previous reactions to the vaccine. 
1/Vhat are the proposed th esholds for the exemptions? 

17. lnlt\aUy, VAERS 1orm were only accepted for re\'leW if me se~ 
member was hospitalized or missed more than 24 hours of duty time. After 
severe criticism of these :dreme requirements, the VAERS policy was amended 
to allow anyone to fde a ERS report for any reason. Are there current 
statistics showi'lg more a curate readion rates after the threshold was 
reduced that exclude the revious skewed data? 

18. The Nurembury Cod requires lnfonned consent prior to being injected with 
experimental or investiga1 nal new drugs. Why the need for Executive Order 
13139, wn!Ch aiiGWS for e ertmenta\ and inwst.lgatkmat new use drugs to be 
used without Informed co ent under the guise of Force Protection? 

19. In 1990, a DOC threa report stated that there were 9 or 1 0 countries 
with the ability to wage b' warfare. This is the same number of countries in 
the report represented as the impetus for the A VIP program. wny the change in 
attitude to the same level of threat? 

20. Didn't the US supply q with a significant portion of its biowarfare 
equipment during its war Iran? 

21. V\nly is DOD ignoring e Congressional Reform Committee's report urging 
the A VIP program to be s spended until a safer vaccine !Sdewloped? 

22. \IVhal happens to AVI If Bloport is unable to gain FDA certifiCation • 
before current stockples run out? 

23. The Japanese cult A m Shlnriyko has released anthrax as a terrorist ad 
at least 8 times, yet no Ul esses or deaths haw been reported. This doesn't 
seem to substantiate DO 's claims of anthraxtollldty. 

24. Life magazine report din November 1995 that Gulf War vets in both US and 
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England were having babi s with severe une)(;llainable birth defects at a rate 
e~eeding 4 times the nati nal average. No studies have been done on the 
reproductive side effects r anthrax vaccine. Comments? 

25. Secretary Cohen has epeatedly likened the use of the anthrax vaccine as 
sending a soldier into battl w~h a helmet Would you be willing to wear a 
helmet 24 hours a day for he rest of your life? Vlhlat If the helmet 
mysteriously swelled to 6 tmes its nonnal size 20 years later'? 

26. If bOth vaccinated and unvacc!na1ed are exposed to anthrax. why do both 
haw to underyo the sam intensive antbiotic treatment? 

27. Army Surgeon Gener I Ron Blanck stated in Senate Report 103-97, 8 Oec. 
1994 that "although the a thrax vaccine had been considered approved prier to 
the Persian Guff war, l rarely used. Therefore, its safety, particularly 
when given to thousands f soldiel$ln conjunction w~h oUter vaccines, is 
not well established. Anth ax vaccine should continue to be considered as a 
potential cause for undlag osed illnesses in Persian Gulfmil~ary personnel 
because many of the sup rt troops received the anthrax vaccine, and because 
DOD believes that the in ence of undiagnosed illnesses In support troops 
may be higher than in co bat troops." 
IJ\Ihy the change of heart General Blanck and has he annouced his reasons for 
retiring earlier than eJq>e d? 

2e. The production plant BPI was not e,;imined by the FDA from 1970 until 
1993.1n 1995 FDA found ignificant qually control problems. In 1997, FDA 
Issued a 'Notice of Intent t Revoke' due to continued problems and in 1998 
finally halted production. ioport took owr and built a larger facility on 
site. This new facility was spected in Nowmber 1999 and the FDA found more 
than 30 signlflcant proble s including qualtty control, sterility, potency, 
temperature monHoring a d other issues. How can service members be assured 
that every dose isn't contaminated, doesn't cantaln too much protectiw 
antigen (testing indicated much as 40000.4 variation between samples) , 
hasn't pre\liously e>pired, asn't at some point exceeded Its storage 
temperature.ls given foil Jng the proper protocols (shaking the bottle 
before each dose, swabbi g the bottle cap, asking questions before gi\.ing the 
shot, etc.), etc., given the ad that all Phase 1 doses were manufactured 
during the time ofthe qua ty control problems. Can you understand the 
a prehension serW:e me bers haw about ttle shot? H: remllds me of the scene 
in the movie Dirty Harry, nly Instead of Clint Eastwood and his .44 magnum, 
It's William Cohen holdin a syringe saying, 
"This shot is the safest va ine in the world. It will blow any anthrax 
attack clean off. You're p bably asking yourself 'Is this my fifth shOt or 
my sbd:h'?' Well, tell me Jdier, are you feelilg lucky?• 
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ber, 1997, after extensive hearings on Gulf War veterans' illnesses, this 
"current approaches to research, diagnosis and treatment unlikely to yield 
s' life-or-death questions in the foreseeable, or even far distant, future." We 
ssive, well coordinated research effort, independent from institutional inertia 
If-interest, to support the goals of accurate diagnosis, effective treatment and 
for all Gulf War veterans. 

Since 19 7, the Departments of Defense, Veterans Affairs, and Health and Human 
Services haves t more than $121 million trying to meet basic research goals to better 
understand thee tent, the causes and the cures of Gulf War veterans' illnesses. More than 150 
studies have bee funded. The Office of the Special Assistant for Gulf War Illnesses contracted 
for additional stu ies and surveys. 

To assess the productivity of this substantial research program, we asked the General 
Accounting Offi (GAO) to examine the extent to which the agenda is being managed 
effectively, effici tly and with an appropriate sense of urgency. Their findings validate our 
initial assessmen , and confirm our worst fears, about the pace and prospects of the search for 
answers for sick ulfWar veterans. 

The gro charged to coordinate the research effort has not even assessed how well the 
current portfolio s meeting established objectives. More than half DOD's total expenditures 
took place outsid the multi-agency coordination framework designed to focus research and 
avoid costly dup "cation. Nine years after the Persian Gulf War, basic questions remain 
unanswered. W still don't know how many veterans are suffering unexplained iiin·esses; we 
still don't know ow thelr illnesses progress; and we still don't know if they are getting any 
better. 
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We are, of 
War veterans' illn 
be impossible to 
ofvigilance. We 
vigorously pursue 

Ourwitn 
Gulf War studies, 
in this area, often 

urse, mindful of the incremental nature of scientific inquiry. Many Gulf 
ses are difficult to diagnose, can only be treated symptomatically, and may 
ociate with a wartime exposure or event. But patience is no excuse for a lack 
ust be certain all federal research into Gulf War illnesses is well designed, 
and keenly focused on the most promising hypotheses. 

es today represent the GAO, the federal departments and agencies conducting 
d private researchers who have made some of the most significant findings 

ithout federal funding. We look forward to their testimony. 



GAO 

For Release on Delivery 
Estimated at 
10:00 Lm., EST 
Wednesday, 
February 2, 2000 

United States General Accounting Office 

Testimony 
Before the Subcommittee on National Security, Veterans' 
Affairs, and International Relations, Committee on 
Government Reform, House of Representatives 

GULF WAR ILLNESSES 

Basic Questions 
Unanswered 
Statement of Kwai-Cheung Chan, Director, Special Studies and Evaluations, 
National Security and International Affairs Division 

GAO 



----~ 

Mr. Chairman ard Members of the Subcommittee: 

We are ple,ase•~ to be here today to discuss our recently completed report on the research 

and conducted on Gulf War veterans' illnesses.1 Many of the approximately 

700,000 Gulf IA~r veterans have complained of Illnesses since the war's end In 1991, and 

over 10 have completed health examinations through the Department of Veterans' 

Affairs ~A) or of Defense (DOD). Some are concemed they are suffertng 

from chronic conditions because of exposures during the war to agents with 

known or effects on health. In response to this concern, the government has 

funded investigation, and information activities through various agencies, 

including DOD. ~A, and the Department of Heahh and Human Services (HHS). These 

agencies paJ1icipalle in an interagency group, the Persian Gulf Veterans' COordinating 

Board, which w~s established in 1994 to coordinate these activities. The Coordinating 

Board's Worl<ing Group, currently chaired by the Department of Veterans' 

Affairs, focus<Jslc>nresearch planning, review, and dissemination, but It is not authorized to 

manage or dist~bu1te the Departments' research funds. In 1996, DOD established the 

Office of the for Gulf War Illnesses to oversee DOD's efforts regarding 

illnesses being by Gulf War veterans. 

As requested, t<1day we will discuss the expendoures on these efforts by the Departments 

of Defense, Vel:j<>raJns' Affairs, and Heahh and Human Services and our work to evaluate 

their resuHs. we determined 



the amount of money that these three departments spent in fiscal years 1997 and 1998 

on research and investigation into Gulf War veterans' illnesses and health concerns, 

- the results o the research and investigation spending, 

the extent o coordination between the Coordinating Board's Research Working Group 

and DOD's fflce of the Special Assistant for Gulf War J11nesses, and 

- the manage ent of contracts supporting DOD's Office of the Special Assistant 

SUMMARY 

I will briefly su marize our four principal findings before providing more detail. 

First, during fiscal1997 and 1998, the Departments of Veterans' Affairs, Health and 

Human Sa ices, and Defense spent more than $121 million for research and 

investigatio into Gulf veterans' illnesses. The Defense Department spent $112 million 

ostly through its Office of the Special Assistant for Gulf War Illnesses. 

Second, res Its of the research and inves1igation activities are accruing slowly and 

basic quest' about the causes, course of development, and treatments of Gulf War 

veterans' ill 

Third, the a tivities of the Office of the Special Assistant are not effectively coordinated 

with those o the Research Working Group. 



Finally, work was improperly awarded to the Office's support contractors for tasks worth 

more than $ 0 million. 

DOD SPENT M ST OF THE RESEARCH AND INVESTIGATION FUNDS 

DOD spent mos of the $121 million used for Gulf War research and investigation by the 

three agencies i fiscal1997 and 1998. The Department of Heahh and Human Services 

reported it spen Jess than $2 million, the Department of Veterans' Affairs $7 million, and 

DOD $112 milli n. These amounts exclude expenses· for examinations and clinical care of 

ill veterans. Wi in DOD, the Office of the Special Assistant spent the largest amount, $65 

million, while ot er activities, such as the medical research efforts catalogued by the . 

Research Worki g Group, accounted for $47 million.2 

Representative of the Office of the Special Assistant told us that the Office had projected 

spending $36 m Ilion in fiscal1999 and $30 million in fiscal 2000. These officials told us in 

1998 that they re seeking the guidance of the Presidenfs Special Oversight Board on 

DOD lnvestigati ns of Chemical and Biological incidents to determine what portion of the 

Office's investig tive work should continue and how it should reduce the role of the Office. 

However, fundi for the Office is included In DOD's budget through fiscal2005. 

2 The expenditures or VA's sludles do not include overhead cos!S because Indirect eosts are inctt.Jded under 
VA's medica! care ppropriation. Sim!!arly, the majority of HHS' expenditures represent direct costs only. 
DOD's spending do s not Include overhead costs tor internal studies run by the Department but does for 
external ones linan by ftla Department. In addition, the numbers reported for the Ofl'ice of the Special 
Assistant include o erhead costs and some spending on veteran outreach. 



BASIC OUEST! NS ABOUT VETERANS' ILLNESSES REMAIN UNANSWERED 

Regarding the r suits to date of the three Departments' research and investigations, we 

have several o servations. First, as of November 30, 1999, the Research Working Group 

of the Persian ulf Veterans' Coordinating Board had not published an assessment of the 

extent to which he research agenda has satisfied the objectives it identified in 1995. 

These objectiv include questions about the prevalence of specific health problems and 

exposures amo g the veteran population and the way the prevalence ·differs between Gulf 

War veterans a d appropriate control populaUons. We recommended, and agency 

officials agreed, that a date should be established in 2000 for publication of this 

assessment. 

Also, while findi gs from research are beginning to accumulate, most of the sponsored 

studies are on ing or in review. By mid~ 1999, of the 151 research projects monitored by 

the Research orking Group, 70 percent were still ongoing, Including 19, or about 30 

percent of the 6 that were scheduled for completion by then. Group officials attributed the 

extended comp tion dates either to efforts to collect or incorporate additiOnal data or to 

unanticipated d lays, such as difftCUIUes in securing approval to collect data or problems in 

locating and re ruiting veteran participants. 

In addition, DO 's Office of the Special Assistant for Gull War Illnesses had received 19 of 

the 20 reports d e from its major research contractors. However, only 6 had been publicly 



released; the re ainder was largely in various stages of interagency review. Fourteen of 

these reports h d remained in draft or review status for a year or longer.3 

While federally ponsored studies have resuHed in some descriptive information 

concerning vet rans' symptoms, many basic questions remain. Identification of the 

potential cause of veterans' unexplained symptoms has been difflcuH because 

researchers are faced by persistent problems In ascertaining veterans• specific exposures. 

In addition, the esearch Working Group has not endorsed any case definition or sat of 

such definitions that might focus federal research. These difficulties led us to conclude in 

our 1997 report that the many epidemiological studies being sponsored would not provide 

definitive inform tion on the causes of veterans' mnesses.4 In particular, difficulty in 

accurately clas ifying veterans by the levels of their exposure to specific agents makes it 

hard to detect a sociations between exposures and health outcomes. 

Other basic qu tions remain unanswered 9 years after the veterans returned home. As 

early as 1994, National Institutes of Health Work Group that met to consider research 

needs on Gulf ar veterans' illnesses, observed that better estimates of the prevalence of 

symptoms were desirable. In 1997, we noted - as did the Special Investigative Unit of the 

Senate Veteran ' Affairs Committee - that open questions included how many of the 

veterans who h d been examined had unexplained illnesses or symptoms. However, a 

3 For a review of th Office's Investigatory act!vitlaa, see Gulf War Illnesses: Improved Monitoring of Cl!niea1 
r In R m (GAOINS!AD-97~163,Juna23,1997). 

Epidemiology is t study of the distribution of IUnns. Epidemiological studies generally first describe 
patterns of Illness, nvironmemal factors, and exposures. Researchers then form hypotheses based on 
patterns seen Ins descriptive data and conMt analytic ap~miologlca1 studies to test these hypotheses, 
orten by comparing e exposures of persons who flt specific illness crll:erla to those who do not or by 
comparing rates of l!ness among persons with different levels of specific exposures. 



September 199 report of the Institute of Medicine noted that no systematic evaluation has 

been done to d termine whether or how veterans' health status Is changing.5 Also, in its 

1998 report to ongress, the Research Working Group acknowledged that no government 

research is spa ifically directed toward understanding the progress of Gu~ War veterans' 

illnesses over ti e and that research should assess the long-term health of these 

veterans.6 

Some data that ight be helpful in answering such questions are being collected as part of 

a national heal! survey of Gulf War veterans being conducted by VA, but an analysis of 

these data was ot available at the close of our review. In addition, an HHS-sponsored 

project, which an in 1997, is assessing the persistence and stability of veterans' 

symptoms over ime. This study is planned to end in 2000. 

We recommend d that steps be completed to compile data on the number of Gulf War 

veterans with u explained illnesses, the treatments they were receiving, and the success 

of thesa treatm nts. DOD partially concurred wtth this nsoommendation and VA did not 

concur. Neither agency opposed the collection of infonnation on the number and health 

status of GuH W r veterans with unexplained illnesses. However, VA stated that it could 

not implement t e recommendation as worded without specific case definitions (that is, 

criteria to idenf distinct Illnesses). DOD objected that veterans' illnesses were not 

amenable to a s ngle, unifying case definition. Although consensus on a single definition 

5 Institute of Medici e, Gyn War veterans: Measurina Health (Washington, D.C.: National Academy Press. 
Sept. 1999), p. 3, 3 • 
6 Persian Gulf Veta ns' Coordinating Board- Research Working Group, Annual Reoort !o Congress- 1998 
fNashington, o.c.: vca RWG.June 1999), p. 53. 



would simplify t is task, it is not essential. Nonetheless, we agree that some categorization 

scheme or set o working case definitions wll! be useful in counting the numbers of 

veterans that h e unexplained Illnesses of some type and we revised our 

recommendatio to reflect this. In September 1999, the Institute of Medicine issued a 

report to VA whi h recommended a methodology for measuring veterans' health status. 

This approach i consistent with our recommendation that VA and DOD select a strategy 

for answering th s question and compile the appropriate data. 

ACTIVITIES ARE NOT EFFECTIVELY COORDINATED 

The Office of th Special Assistant's aCUVIUes have not been effectively coordinated with 

those of the Re earch Working Group to maximize the efficient use of resources. Group 

and OffJCe repr sentatives stated that the Office's activities in.volve investigations, not 

research, and re therefore not subject to coordination. However, in a ~ 9971etter to the 

'a! Assistant, the Resaarch Working Group clearly regarded some of the 

Office's activitie as research. Aegardiess of whether the work of the Office is considered 

research or not, it describes the extent and nature of veterans' possible exposures to 

hazardous mat rials. Characterizing veterans' exposures is the focus of several of the 

research objecti es the Group established in 1995, and the Office's investigalions of 

potential expos res should be germane to researchers trying to identify the consequences 

of such exposu 

The lack of eff iva coordination between the Group and the Office also increases the 

potential to mls opportunities to take advantage of ongoing and completed work by other 



agencies. For xample, in January 1998, the Institute of Medicine presented a proposal to 

VA, which was nded under a congressional mandate, to pursue studies at a projected 

cost of$, .25 m Ilion to review, evaluate and summarize the available scientifiC and medical 

information reg rding the association between Gulf War veterans' exposures and the 

adverse health ects they had experienced. However, in 1997, the Office of the Special 

Assistant cont cted wHh RAND at a cost of more than $1.5 million to conduct a similar 

review? In add1 ion, the three Departments separately funded reviews of the health effects 

of depleted ura ium. Better coordination of these efforts might have saved both time and 

money. 

To prompt thes offices to work more closety on behalf of all veterans, we have 

reoommanded at the three Department secretaries direct the Executive Director of the 

Research Work ng Group to effectively coordinate the efforts of the Office of the Special 

Assistant for Gulf War Illnesses with related actlvHies of DOD, VA, and HHS to prevent 

duplication and mprove the efficiency of resource use. We believe that greater 

cooperation, ex hange of information, and coordination will help expedite the process and 

help find solutio s the veterans need. 

CONTRACTIN FOR THE OFFICE'S SUPPORT SERVICES WAS FLAWED 

With regard to e managemant of contracts supporting the Office, we reviewed four 

support agreem nts, which accounted for more than 91 percent of the $47 million the 

Office spent for upport services. We found that two task orders worth over $20 million 

were awarded i property, and the Offic& discouraged competition for another task order by 

'The Office even authorized RAND work valued at $3.2 million. 



specifying apr ferred vendor. Becausa the Office is !lkely to continue to spend a 

significant part f its budget on support contracts, the Office needs to ensure that its 

contracts fully mpJy with applicable requirements. 

We recommen ed that the Secretary of Defense direct the Office of the Special Assistant 

to replace an i properly awarded task order with a proper contracting arrangement as 

soon as practi ble. Finally, we recommended that tha Sacretary direct the Office that all 

future support ntracts should comply fully with applicable laws and regulations. DOD did 

not concur with these recommendations, stating that the Office of the Special Assistant 

does not have · own contracting officers and relied on the judgment of contracting 

professionals o tside the office, who did not object to the Office's contract actions. We 

recognize that t e Office of the Special Assistant relies on contracting professionals 

outside the offi e to execute its support contracts. Nevertheless, the office is, at a 

minimum, rasp nsible for determining its requirements for support, a process that in one 

instance result in naming a preferred vendor and in another led to an overly broad 

statement of rk. The effeet of these praclicas Is to discourage competition. It is 

th requiring agencies, such as the Office, as well as agencies that execute 

contracts, adhe e to the statutes and regulations designed to maximize competition. 

Mr. Chairman, t is concludes my statement. I would be happy to answer any quesllons 

you may have. 



Contacts and A knowledgments 

For future ques Ions regarding this testimony, please contact Kwai·Cheung Chan at (202) 

51 2-3652. lndi iduals making key contnbutions to this testimony included Dr. Sushi! K. 

Sharma and Dr Betty Ward-Zukerman. 
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• 
Mr. and members of the Subcommittee, thank you for this opportunity 

to discuss the tatus of the current and projected. federal research program on Gulf War 

es. I serve as the Department ofVeterans Affairs' 01 A) Chief Research 

and Developm t Officer and the Chairperson of the Research Working Group (RWG) of 

the Persian Gu f Veterans Coordinating Board (PGVCB). 

In yo invitation to this hearing, you indicated that the purpose of the hearing 

was to examin the pending report of the Geuexal Accounting Office (GAO): Gulf War 

agement Actions Needed to Answer Basic Questions. Indeed,. VA 

commented o the draft report last summer; until today we have not seen the final report. 

Nevertheless. I update your Subcommittee on our research concerning Gulf War 

ses, I have attempted to incorporate appropriate references and sensitivity 

to the GAO's ork. While we did not agree with everything the draft report contained 

six months ag , we do agree that we should continue reviewing these matters as we 

develop future plans and studies. 

Mr. C the primacy charge to the RWG is to assess the state and direction 

of rese=h; id tify gaps in factual knowledge and couceptual understanding; ideutify 

testabl-e hypo eses; identifY potential new research approaches; review research concepts 

as they are de loped; collect and disseminate scientifically peer-reviewed research 
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infonnation; d ensure that appropriate peer review and oversight are applied to research 

COnducted ~d sponSored by the federal government. 

An im rtant function of the RWG is programmatic review of, and 

recommendati n to, funding agencies on research proposals that have been competitively 

and scientific y reviewed. The RWG tontinues to work diligently to foster the highest 

standards of c mpetition and scientific review for all research on Gulf War veterans' 

illnesses. 

As an perational policy, the RWG works through the line management authority 

each departrne maintains over its intramural scientists, extramural research program 

· ng together the three Departments (Defense, Health and Human 

Affairs), the RWG has been able to develop an overall research 

strategy, serve as a common forum for researchers to present ideas and findings, and 

collectively pond to emerging research issues and problems. 

The R G has guided the federal research portfolio using a number of different 

sources of inp t. These sources include results from ongoing research; various expert 

panels and ov rsight comminees, such as the Institute of Medicine (10M), the National 

th (Nlli); the Senate Veterans' Affairs Committee Special Investigations 

ongressional committees including this Subcommittee; the Presidential 

Advisory Co · ttee on Gulf War Veterans' Dlnesses; independent scientists; and Gulf 

emselves. The RWG has used advice and information from these sourtes 

d implementing a research strategy embodied in A Working Plan for 

Research on. en ian Gulf Veterans Illnesses. This strategy was first released in August 

1995 and revi ed in November 1996. These docwnents resulted in twenty-one research 

objectives. e RWO is currently developing summary updates of these research 

objectives. wo k. which should be finalized prior to the end of this fiscal year. This plan 

progress on 

the draft recommendation of GAO that we publish an assessment of 

1995-96 research objectives stated in the working plan. 

:ljail:man, other notable activities and accomplishments of the RWG include: 

and dissemination of annual reports to Congress on progress and results of 

federal res ch activities; 
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• Secondary rogrammatic review of research proposals submitted to funding agencies; 

•"· Presentistio b)'" federal and non-federal researchers before the RWG; 

• Organizati n of annual meetings for federally-funded researchers~ 

• Organizati n of an international symposium in conjunction with the Society of 

Tox.icolo on the health effects of low-level exposure to chemical warfare nerve 

agents; 

• Developme t of a strategy for research on the health effects of exposure to low levels 

of chemic warfare nerve agents; 

vestigation of preliminary reports of positive experimental serological 

tests for le · hmaniasis; and 

• Developm t of treatment trials for Gulf War veterans. 

To date the federal government is projecting cumulative expenditures of $159 

million for Gul War research from FY 1994 through FY 2000. There are over 150 

projects at vari us stages of completion in the research portfolio on these veterans' 

illnesses. In th past two years alone, 30 projects have been added to this portfolio. 

Research proj ts have been funded in the categories of basic research and applied 

research such clinical epidemiology and population-based epidemiologic research. 

Thus far, the o erall emphasis of research has been in the areas of the brain and nervous 

ptoms and general health of Gulf War veterans. After these, the 

emphasis is in diagnosis. To date, 47 federally :funded proje<:ts have 

been compte resulting in a total of98 peer-reviewed publications in the scientific 

ent and non-government researchers conduct research on Gulf War 

s. There are currently a total of 116 principal investigators, including 25 

m VA, 4 from HHS, 32 who are university-affiliated, 5 non-U. S. 

counterparts, d 12 from non-government organizations other than univ~ties. All 

projects and th ir categories are described in complete detail in the Annual Report to 

Congress for 1 98. The next annual report will include research updates through 

calendar year I 99. We believe that this kind of collaboration within the federal medical 

and research co unities is consistent with that which was recommended in the GAO's 

draft report. 



ghlights of the o~going research efforts on Gulf War veterans' illnesses 

1997, VA and DoD tasked the Medical Follow-up Agency (MFUA) of 

the Institute of edicine to undertake a feasibility study on the potential to do follow-up 

of individuals t Aberdeen Proving Ground to examine for potential long-term health 
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to chemical warfare nerve agents. This work is focusing on MFUA's 

of veterans exposed at Aberdeen as a part of their research on the health 

vel exposure to nerve agents dating back to the 1950s. The MFUA 

completed the 'lot study in 1998 and detennined tha! the full study could be completed. 

DoD funded th MFUA (#DoD-93) to proceed with the full-scale study, which is 

Shortly after the June 1996 announcement of the events at Khamisiyah, Iraq, the 

R WG reco ded that DoD fund three scientifically-meritorious projects in the areas 

research on exposure to sulfur mustard that will enable quantitative 

detenninations of sulfur mustard exposure at short and long-tenn intervals; (2} research 

on the toxico · etics of the nerve agent VX in three species of animals. The results of 

this research ll facilitate animal to human extrapolation of observed effects in animals 

resulting from ntrolled low-level nerve agent exposure; and (3) research on the role of 

genetic ex:pres ion of cholinesterases in protecting against anticholinesterase nerve 

agents. Each o these is described in more detail in the Annual Report to Congress on 

Federally Spo ored Research on Gulf War Veterans' Illnesses (Projects Do049 

through 51). e expect that these studies will be completed this year. 

The Do published a four~part broad agency announcement (BAA) to amplify 

research on lo ~level chemical warfare nerve agent effects, as well as research on the 

health effects other exposures including insecticides, the nerve agent prophylaxis 

pyridostigmine bromide (PB), and stress. The BAA resulted in funding 

recommendati ns for 12 new projects, valued at approximately $12 million, and covering 

such exposures as Sarin, PB, insecticides. psychological and heat stress, alone and in 

various comb· tions. 

As part of the BAA. the scientific community was asked for proposals for a 

feasibility stud on the conduct of epidemiological research on the possible health 



troops potentially exposed to Sarin at Khamisiyah, Iraq in March l991. 

UnfortunatCly, there· was no response from the scientific community to this request. The 

DoD subseque tly asked MFUA to develop a protocol for conducting such a study. 

MFUA desi a protocol that was peer-reviewed by a panel of experts assembled by 
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'tute of Biological Sciences. The proposal was deemed meritorious by 

an independen scientific peer-review panel and the RWG recommended to DoD that this 

project be fun d. This project (#DoD-69) is anticipated to be completed this year. 

issues around the potential health impacts on our troops of potential 

sures to nerve agents are very important to us, there are other exposures 

and health o omes of concern as welL For example, musculoskeletal conditions among 

are clearly evident based on the frequency of these conditions among 

· g to the VA and DoD registries, and on results of a number of research 

g CDC's study oflowa Gulf War veterans. The federal government 

sponsors a si 'ficant amoWlt ofresearch to better clarify the pathophysiology and 

clinical signifi ance of musculoskeletal conditions in Gulf War veterans. 

of the importance of ensuring appropriate and effective treatment for 

' illnesses, my office formed a planning group and charged it with 

gram Announcement (a type of invitation for applications) requesting 

the VA system, or in collaboration with DoD, for multi-center trials for 

ents of clearly defined medical syndromes or illnesses among subgroups 

terans. This Program Announcement was issued in January 1998. 

As are t of epidemiological findings to date, subgroups of ill Gulf War veterans 

have been i "tied for whom trials of potential treatment are appropriate. fu the spring 

of 1998, the V Cooperative Studies Program initiated planning for two treatment trials, 

subsequently own as the "ABr' (antibiotic treatment) and "EBT' (exercise-behavioral 

therapy) trials. Both trials Widerwent thorough scientific review and were approved for 

funding only rigorous external review provided by the Cooperative Studies 

veterans who 

·nee. Patient characteristics for entry into both trials are similar. All 

ed in the Gulfbetween August l990 and August 1991 are eligible for 

the studies. Pa 'ents are considered to have Gulf War Veterans' Illnesses (GWVD if they 

have at least of three symptoms (fatigue, musculoskeletal pain, neurocognitive 



dysfunction) 

up to the p 

began after August 1990 and that have lasted for more than six months 

The AB trial seeks to study 450 Gulf War veterans at 28 sites throughout the 

U.S. The stud initiated patient accession in May of 1999. The primary hypothesis of 

antibiotic treatment directed against mycoplasma species will improve 

functional s of patients with GWVI who are tested as mycoplasma positive at 
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baseline. The t tal cost of this treatment trial is approximately $13 million. The trial will 

be completed a ut one year from now. Preliminary demographic information indicates 

that 15% of the study participants are women, nearly 20% represent minority groups, 

37% have · ed an educational level of college or higher. and about 70% are 

employed. N ly 85% of patients currently enrolled in the study exhibit all three 

symptoms offi tigue, pain, and neurocognitive difficulties. Recruitment of Gulf War 

antibiotic trial is pro<::eeding ahead of schedule. 

The EB trial seeks to study 1,356 Gulf War veterans at 20 sites throughout the 

U.S. The stud initiated patient accessions in April of 1999. The primary hypotheses of 

the study is both aerobic exercise and cognitive behavioral therapy (CB1) will 

significantly· prove physical function in veterans with GWVI, and that the combination 

ofCBT and ex cise will be more beneficial than either treatment would be alone. The 

ent trial is approximately $9.3 million. The trial will be completed on 

ber 2001. Thus far, nearly 500 veterans have joined the study. 

Both V and DoD have undertaken new initiatives that are focused on the 

neurobiology o stress and stress-related disorders. In addition, other new research 

efforts include: 

• A total of I new projects were initiated in FY 1998/99 as part of the 1997 DoD BAA 

request for roposals for srudies of post conflict illnesses that extend beyond the 

Persian G War. These studies will address aspects of the wartime experience that 

create a co uence of cognitive. emotional, and physical factors to produce chronic, 

non-specifi symptoms and physiological outcomes. 

• A total of nenewprojectswerefundedinJuly I998asaresultofVAandDoD·s 

request for ntramural proposals valued at $5 million for research on the neurobiology 



of stress. xpected completion dates. for these studies range from the year 2000 

2. 

hjwmaJ1.I will now provide you with an update of the VA National Survey 

of Persian G Veterans authorized by Public Law I 03-446. 

7. 

As you may recall, the National Survey is designed to dctennine the prevalence of 

symptoms and illnesses among a national random sampling of Gulf War veterans. The 

Survey is bein conducted in three phases. Phase I was a population-based mail survey 

of the health o 30,000 randomly selected veter.ns from the Gulf War era (15,000 Gulf 

War veterans d 15,000 non..Gu1fWar veterans, males and females). The data 

collection p is complete and analysis of the data continues. Phase IT consisted of a 

telephone inte iew of 2,000 non-respondents from Phase I ( 1,000 from each group) to 

determine if th e are any response differences between respondents and non

respondents. base ll is complete. In Phase ill, 2.000 of the veterans who responded to 

the postal SUIV y and underwent a telephone interview will be invited. along with their 

family memb , to participate in a comprehensive physical examination protocol. These 

being conducted at 16 VA medical centers and involve specialized 

examinations · eluding neurological, rheumatological, psychological, and 

pulmonologi evaluations. When the National Survey is complete we will have a much 

clearer picture f the prevalence of symptoms and illnesses among Gulf War veterans. 

The V 's Office of Researth and Development awarded funds for Phase III of 

the National H th Survey of Persian Gulf Veterans in November 1998. Currently,l6 

sites are partici ating in these physical examinations. A subcommittee of the 

CooperativeS dies Evaluation Committee (CSEC, a federally chartered advisory 

committee) sci tifically reviewed the protocol for Phase III and recommended funding. 

This study is heduled to examine approximately 2,000 veterans, plus 3,000 of their 

spouses and c ldren. To date, over 1,000 veterans have joined this observational study, 

and another 1 30 spouses and children have been examined. The study will cost 

approximately 12 million and will complete patient recruitment in May of200 l. 

The me "cal evaluations in Phase ill are designed to determine: 

• Whether G f War veterans have an increased prevalence of the following conditions 

frequendy ported in the literature, compared to a control group of non-deployed 



veterans: bronic Fatigue Syndrome (CFS); Fibromyalgia (FM); neurologic 

-- abnormaliti s, including peripheral neuropathy and cognitive dysfunction; post-

traumatic s disorder (PTSD); and measures of general health status. 

specific medical conditions of arthritis. dermatitis, hypertension. 

d asthma that have been reported as more frequent among Gulf War 

pared to non-deployed veterans are of greater prevalence among 

deployed u1fWar veterans upon objective clinical examination. 

• Whether th prevalence of any of these conditions is greater among the spouses of 

Gulf War v terans than among spouses of non-deployed veterans. 

• Whether th prevalence of medical conditions and major birth defects found on a 

pediatric p ysical examination in the children conceived after the war is greater for 

Gulf War terans than for non-deployed veterans. 

Mr. C · rman. one of the GAO draft report's recommendations addressed the 

need to compil data on Gulf War veterans, track their health problems and map the care 

they receive. e believe that our work in implementing the survey required under Pub. 

pensive to the intent of GAO's draft recommendation. 
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This re earch program, as weU as research outside of the government, has yielded 

fonnation. Some of the highlights of recent research findings include: 

ysis from the rowa epidemiologic study ofGulfWarveterans using 

s of health starus indicate that nearly 900/~~ of Gulf War veterans 

reported th ir health status as "good" to "excellent," while the remainder rate their 

health as "poor" to "fair." Interim analysis of this populati.on~based cohort of 

also indicates that a minority of them (14%) experienced a significant 

decline in eir health status. Declines were noted in physical functioning and social 

functionin while mental health scales showed improvement. 

• Population based epidemiological studies are showing that Gulf War veterans self

symptoms and exposures than non-deployed veterans of the same era. 

d newly~funded projects are directed toward determining whether a causal 

• Based on A and DoD mortality studies there does not appear to be more deaths 

from dis ~related causes among Gulf veterans when compared to non-deployed 



9 

veterans o the same era. VA plans to continue following the mortality trends of 

'litary hospitalizations bas shown that, at least among active duty 

e rate of hospitalizations of Gulf War veterans did not exceed that of 

Joyed counterparts. This suggests that Gulf War veterans. who remain 

• are not experiencing more illnesses of an acuity or severity that would 

lead to bos italization. To account for potential bias from restricting this study to 

military ho itals, the investigators are extending their srudy to include civilian health 

care facili es. 

• A sub-stud of the hospitalization study shows that infants of Gulf War veterans have 

not ex:perie ced a greater prevalence of birth defects compared to the infants of non

deployed e veterans. A more focused examination of the rare birth defect known as 

Goldenhar yndrome also failed to find any difference in prevalence in infants of 

Gulf War eterans compared to non-deployed era veterans. Further studies of birth 

outcomes ntinue to explore this concern. 

re V AMC Depleted Uranium Program team recently published results 

showing el vated urine uranium excretion by soldiers who had been wounded by 

pnel. The Baltimore V AMC bas an ongoing medical surveillance 

is following a cohort of33 U.S. soldiers wounded while on or in 

k by depleted w-anium penetrators during the Gulf War. The presence 

hrapnel was identified by x-ray. Urine uranium concentrations were 

e presence of uranium in the urine can be used to determine the rate at 

dded depleted uranium fragments are releasing biologically active 

uraniwn io . Importantly, there is no evidence of a relationship between urine 

uraniwn ex retion and kidney function. While we have seen no definitive evidence 

of adverse linical outcomes associated with uranium exposure, these veterans will 

continuing medical surveillance. 

ch studies have provided important information on the interactions of 

and other exposures. One study indicates that exercise stress can 

penetration of pyridostigmine (PB) across the blood-brain barrier in mice 

e possibility that PB could cause a central nervous system effect. 

-~- -------------
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Another lished study, however, suggest; that PB does not cross the blood-brain 

· ea pigs exposed to extreme heat stress. These inconsistent results with 

different s essors, in different rodent species, suggest that any extrapolation of such 

results to umans would be premature. Still another research project has reported on 

the effects of two weeks' exposure to low doses ofPB on the neuromuscular jum::tion. 

Although ltra-structura.l examination of the nerve tenninal showed degeneration 

after two eeks of exposure, the effects were reversed following cessation of 

exposure. The RWG will continue its research on the toxicology of such interactions. 

• Neurobeh vi oral studies of Gulf War veterans and control populations suggest that 

some 0 War veterans have brain function abnormalities in such areas as memory, 

cognition, and motor controL The current RWG research portfolio includes seven 

studies us· g methods of sophisticated brain imaging such as conventional and 

functional magnetic resonance imaging (fMRI), magnetic resonance spectroscopy, 

and .. SPE r imaging. In addition, four studies are currently under contract review. 

• A study c nducted at the National Cancer Institute examined blood samples drawn 

from depl yed veterans who went to the Gulf immediately after the end of hostilities. 

ples were collected in Gennany and in the Gulf and tested for a marker of 

exposure t polycyclic aromatic hydnx:arbons (P AH) (a carcinogenic product of 

partial co bustion of petroleum products). The researchers found moie markers for 

in the samples taken in Germany than in the Gulf. 

f War veterans have voiced concerns about a possible association 

yotrophic lateral sclerosis (ALS) and service in the war. Although there 

is no clear indication of an excess mte of ALS among Gulf veterans, the available 

data could represent an llllderestimate of the actual rate. Furthermore, preliminary 

data sugg that the age distribution of cases of ALS in Gulf veterans appeared to 

than the age distribution of cases of ALS in the general U.S. population. 

y, VA is leading a research effort to identify all cases of ALS, or other 

n diseases. occurring among Gulf War veterans. VA is collaborating 

with DoD, CDC, and various university disease experts to determine the veterans' 

and to describe their exposures to potential causal and risk fuctors for 

ALS, base on clinical examinations at VA or non-VA centers of excellence in 



•, 
!I 

neurologic diseases. This initial case-finding effort will take approximately one year 

and will p vide· the most defmitive information about the rate of ALS among Gulf 

veterans, d the age distribution of the diagnosed patients. 

As the ederal research program continues to provide more results, we will 

substantially i crease our understanding of Gulf War veterans' illnesses, which. in turn, 

ability to diagnose and treat them. In addition, this newly gained 

knowledge wil enhance prevention of, and intervention in, illnesses in participants of 

future deplo 

Mr. C an. thank you again for pennitting me this opportunity to summarize 

GulfWarve 

so that, using science, we may better understand the health problems of 

s. You have my assurance that we will continue this effort to resolve or 

th problems in this population to the greatest extent possible. 

Mr. Ch irman, I will conclude my testimony here and am happy to answer any 

questions you r other Committee members may have. 
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Mr. C airman and members of the Committee, I am pleased to be here 
today to prov de 1estimony before this subcommittee on our current clinical and 
research eff rts to understand and treat illnesses among Gulf War veterans. 

I am r. John F. Mazzuchi, Deputy Assistant Secretary of Defense, 
Clinical and rogram Policy, Office of the Assistant Secretary of Defense for 
Health Affai . Within the Department of Defense, the prlmary role of Health 
Affairs is to e sure medical seiVices and support to members of the Anned 
Forces durin military operations, and to provide medical services and support to 
members of t e Armed Forces, their dependents, and others entitled to DoD 
medicBJ care Our interlace with the Departments biomedical research programs 
derives prim rily from our role as Co-chair, along with the Director, Defense 
Research an Engineering, of the Armed Services Biomedical Research 
Evaluation a d Management Committee, which facilitates consideration of DoD 
biomedical r search. 

The sistant Secre1ary of Defense for Health Affairs also serves as the 
principal alta ate member and primary DoD liaison official to the Military and 
Veterans He lth Coordinating Board and is a voting member of the Research 
Working Gro p, along with the Director, Defense Research and Engineering. 

The G If War in 1991 was the last critical test of military medicine during 
full·scale gro nd and air combat operations. By nearly all measures, this war 
was a victory not only for United States combat troops and Its allies but also for 
the military h alth care system. The Department of Defense (DoD) was able to 
deploy an ext nsive clinical care and preventive medicine infras1ructure rapidly to 
a distant, des rt environment A& a result of these efforts and prevention 
programs est blished before the war, the disease and non·battle injury rate 
among deplo ed U.S. forces was lower in this war than in previous major 
conflicts. 

DespH the success of military medicine in the Arabian Gulf, the general 
perception al est ten years later is considerably different because of unresolved 
questions ab ut the health of Gulf War veterans. ln particular, veterans have 
experienced f tigue, joint pains, sleep problems and other diverse symptoms that 
have not bee definitively explained. Gulf War health questions have resulted in 
substantial c ntroversy over potentially hazardous exposures during the 
deployment, t e possibility of adverse affects from preventive heal1h measures, 
and the role stress in causing chronic illness. 

Deplo ents present unique and difficult challenges. Through many years 
of research a d progress in military medicine, tremendous strides have been 
made in the edical protection and care provided to soldiers, sailors, airmen, 
and marines. he medical consequences of the Gulf War made it clear, however, 
that some thr ats remain poorly understood and inadequately addressed. 
Despite few c mbat causalities and low rates of disease and non·battle injuries 
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during both th build·up to the war and the war itself, many veterans have since 
reported healt problems, including medically unexplained symptoms, that 
followed their rvice in the Gulf War. These unexplained illnesses have proved 
to be frustrati g to diagnose and treat. 

Althou h further research is in progress, much information on veterans' 
health alread has been provided by an extensive research effort. Systematic 
clinical exami ations have not identified a unique syndrome or a characteristic 
organic abno ality among over 1 00,000 U.S., British, and Canadian Gulf War 
veterans. Ad itionaHy, the overall mortality rate of Gulf War veterans has been 
Jess than half hat of the civilian population (adjusted standardized mortality ratio 
of 0.44), and eaths due to medical causes have not increased. Only deaths due 
to accidents h ve been higher, as similarly obseJVed after previous wars. 
Moreover, the e has been no overall increase in hospitalizations among Gulf War 
veterans or bi h defects among their children. 

Efforts ithin the Department to care for Gulf War veterans have 
reinforced our appreciation of the seriousness of their health complaints, and 
military physic ans fully recognize that these veterans require careful evaluations 
and appropria e therapeutic programs. 

The Co prehensive Clinical Evaluation Program (CCEP) has provided an 
in·depth medi al evaluation to Department of Defense beneficiaries who are 
experiencing i Jnesses which may be related to their service during the Gulf War. 
The clinical pr tocol of the CCEP currently involves a three·phase evaluation 
process devel ped in close coordination with the Department of Veterans Affairs 
0/A}. The initi I phase of the protocol consists of a physical examination, 
supplemental aseline laboratory tests, and clinically directed specialty 
consultations vailable at the local MTF. Patients with unexplained symptoms who 
lack definitive iagnoses are referred to one of fourteen TRICARE Regional 
Medical Cent rs (TRMCs} where they progress to the second phase for further 
evaluation ac rding to an established clinical protocol. Patients with unexplained 
symptoms or ymptoms not completely explained by the second phase diagnoses, 
can be referre to the Specialized Care Center at Walter Reed Army Medical 
Center. The C EP protocol provides a framework for diagnostic evaluation and is 
not all·inclusiv or restrictive. 

ialized Care Center at Walter Reed Anny Medical Center is 
available to m mbers of the anned services and family members with persistent 
symptoms wh have completed the 1irst and second phases of the CCEP. This 
program Is a t ree·week Intensive outpatient program that emphasizes treatment 
over evaluatio . The Specialized Care Center at the Walter Reed Army Medical 
Center contin es to offer a more intensive therapeutic program for those 
veterans on a tive duty or in the reserves with more disabling health problems 
related to their Gulf War service. 
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The C EP has highlighted the need to develop a comprehensive medical 
surveillance stem that is capable of monitoring the health outcome of individuals 
upon retum f m deployments. On January 14, 1995 the ASD(HA) announced a 
medical suJV il!ance plan for the deployment to Bosnia which reflects many of the 
"lessons lea ed• from the Department's experiences in the aftermath of the Gulf 
War. Guideli es for implementation of a medical suJVeillance system which 
features pre· eployment education, enhanced capability to assess heaHh hazards 
in theater, sta dardized pre- and post-deployment health screening, and 
monitoring of ealth consequences were promulgated in August 1997, in DoD 
Directive 649 .2 and DoD Instruction 6490.3. A Joint Preventive Medicine Policy 
Group has be n established to work implementation of these guidelines. 

Health problems among Gulf War veterans, however, persist. Therefore 
the Departme remains engaged in a comprehensive, coordinated effort to 
respond to th health concerns of Gulf War veterans; our veterans and their 
families dese e no less. The Departments of Defense (DoD), Veterans Affairs 
(VA), and He !th and Human SeJVices (HHS) are committed to finding answers 
to Gulf War v terans' questions. To address these complicated issues, we will 
continue to s licit advice from independent scientists and experts. 

In rasp nse to heaHh questions following the Gulf War and the increasing 
demands of a series of hazardous deployments, the military health system has 
undergone a ndamental reorientation. A new strategy has been developed and 
is being imple anted to protect U.S. forces against foreseeable physical and 
psychological threats. DoD's uForce Health Protection~ strategy balances the 
military's key esponsibilities to: 1} promote and sustain health and wellness 
throughout ea h person's military seJVice; 2) prevent acute and chronic 
casualties; 3) pidly stabilize, treat, and evacuate casualties; and. 4) perform 
medical surve llance, longitudinal health studies, and ensure adequate medical 
records docu entation and clinical follow~up for deployed forces. The Force 
Health Prot ion strategy has played a key role in further reductions in illness 
and injury rat s since the Gulf War. 

The elopment of sound health policy for Force Health Protection has to 
rely on a rigor us standard of scientific proof to improve clinical care and 
preventive me icine practices. Preferably, such proof should be based on peer~ 
reviewed scie ce published in leading medical ioumals; because of the 
limitations of i dividual studies, research findings require expert review and 
confirmation b fore conclusions are adopted. Multiple and sometimes conflicting 
hypotheses a d suggested changes are continually being advanced by 
clinicians, sci tlsts, advocates, and concerned citizens, both in and out of the 
military and fe era! government. These diverse ideas have to be evaluated by 
rigorous scien ific methods to provide the best possible health care for military 
service mem rs and veterans. 

3 

IL-------------~-----------------------------------~ 



The Department of Defense is committed to an aggressive program of 
Force Health rotection. A comprehensive approach to heaHh care and 
prevention ha been implemented that will coordinate the activities within DoD 
and among m ltiple federal agencies. New DoD and VA deployment health 
clinical and re arch centers are being established that will actively investigate 
potentia! healt risks and medical, psychological, and reproductive outcomes. 
DoD has reco nized the need for proactive health risk communication as an 
essential part f the force health protection strategy. Specific Force Health 
Protection lnltl t!ves include: 

• Docum ntation of health status, including mental health assessments, 
blood s mple collections, and health threat briefings before deployment. 

• lmprov ment in medical record keeping, including tracking of 
immuni ations and other preventive countermeasures, during deployment. 

• Assess ent of health status -- individual and force - after deployment. 
• lmprov ment of health risk communication efforts. 
• Prospe ive cohort studies of deployed military personnel. 

The De artment and our Federal partners are committed to resolving Gulf 
War veterans' health concerns and preventing similar occurrences among our 
seJVice men a d women as a consequence of future deployments. The 
challenges a great and while there may be no quick solutions, we are 
committed to sponsible and aggressive pursuit and resolution of these 
problems. 

The !ack f predeployment health and deployment exposure data is 
recognized as a chief limitation in evaluation of Gulf War veterans' illnesses. 
Numerous lm rovements have or are being made to document and analyze 
health data re arding future US military deployments. These efforts include 
capturing bett r service-entry health data, pre- and post-deployment heaHh data, 
environmental and morbidity data during deployments, improved communications 
to troops rega ding deployment risks, and focused clinical evaluation and 
epidemiologic I research programs of deployed populations. 

In the 19 8 report to Congress, Effectiveness of Medical Research 
Initiatives Reg rding Gulf War Illnesses, DoD identified the need for a 
coordinated c pability to apply epidemiological research to determine whether 
deployment-re ated exposures are associated with post-deployment health 
outcomes. Su sequent to this report, Congress authorized the Secretary of 
Defense to est blish a center devoted to " ... longitudinal study to evaluate data 
on the health onditions of members of the Armed Forces upon their return from 
deployment..." On 30 September 1999, Dr. Sue Bailey, the Assistant Secretary 
of Defense for Health Affairs directed establishment of DoD Centers for 
Deployment H lth, creating a research center at the Naval Health Research 
Center, San Di o, with the mission of " ... longitudinal study to evaluate data on 
the health con itions of members of the Armed Forces upon their return from 
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deployment. .. ' A clinical center was established at the Walter Reed Army 
Medical Center, to oversee the Departments clinical evaluation programs for 
deployed serv ce personnel. 

One of th many lessons of the Gulf War is that the lack o1 ongoing 
population-ba ed longitudinal health studies has limited our capabilities to 
identify deplo ant-related health outcomes. Additionally, the only way to 
detennine hea th status change is through prospective monitoring of health and 
health outcom s. Recognizing the challenges o1 conducting such studies, DoD 
and VA asked the National Academy of Sciences, Institute of Medicine, to 
establish a co mittee to consider these questions and suggest appropriate 
scientific and ractical methodologies. In response, the Institute of Medicine 
recommended in the report Gulf War Veterans: Measuring Health, that DoD and 
VA initiate !on itudinal cohort studies of both Gulf War and deployed veterans. 

DoD and VA have initiated planning to develop a research program of 
ongoing longit dina! studies with the specific aim of determining how the health 
of US military eterans changes over time. This study- the Millennium Cohort 
Study - will fo s upon US military cohorts of the future, yet be constructed so as 
to enable com arisons to military cohorts of the recent past. A concurrent 
program will u e similar data collection methods to study a comparable Gulf War 
ve1eran popul tion. 

Our goal or the two studies is to determine how the health of several 
veteran cohort changes over time. The specific goal of the Millennium Cohort 
Study is to ide tify and prospectively follow health outcomes in future US military 
cohorts begin ing in the year 2001. In this study we intend to adapt and 
coordinate the numerous dynamic medical information systems that are currently 
being develop d such that future investigators will not have to rely as much on 
special investi ative studies to determine the effects on health of military 
deployments. 

We app eciate the interest this Committee and others have shown in the 
health of the en and women who serve and have served this nation in our 
armed forces. The health and fitness of military personnel have long been 
concerns of th se responsible for ensuring troop readiness and effectiveness. 
The Military H alth System wants to achieve its goal to take care of those men 
and women an their families, and protect their health. We recognize that our 
commitment t keeping our veterans healthy does not end when they leave 
active service. We will maintain a strong post deployment evaluation and care 
program in co rdination with the VA and continue to move forward to s1rengthen 
our Force Heal h Protection Program as well as the total Military Health System. 

Again, e appreciate the opportunity to testify before this Committee, and 
look forward to answering your questions. 

5 



DEPARTMENT OF DEFENSE 

STATEMENT OF 

DR. ROBERT FOSTER 
DIRECTOR. BIOSYSTEMS 

OFFICE 0 Tiffi DEPUTY UNDER SECRETARY OF DEFENSE 
(SCIENCE AND TECHNOLOGY) 

BEFORE Tiffi 
C MMITTEE ON GOVERNMENT REFORM 

SUBCO TTEE ON NATIONAL SECURITY, VETERANS 
AFFAIRS 

AND INTERNATIONAL RELATIONS 

FEBRUARY 2, 2000 

NOTFORPUB !CATION 
UNTIL RELEA ED BY TilE 
COMMITTEE N GOVERNMENT REFORM 
SUBCOMMI EON NATIONAL SECURITY, VETERANS AFFAIRS 
AND INTERN ONAL RELATIONS 
UNITED STA SHOUSE OF REPRESENTATIVES 

01131/00 



Mr. Cha an, thank you for the opportunity to review with you and the 
members of this subcommittee the Department ofDefense's (DoD1s) science and 
technology pro addressing multiple aspects of Gulf War Veterans' Illnesses 
(GWVI) and ge era! deployment health concerns. 

I am Dr. obert Foster, Director for BioSystems? Office of the Deputy 
Undersecretary fDefense (Science and Technology) (ODUSD(S&T)). My office 
is a component i the organization managed by the Director of Defense Research 
and Engineerin (DDR&E). As the Director for BioSystems, I oversee the 
Defense biomed cal science and technology program. 

Today I ill focus my testimony on a research program that was initiated 
with the Fiscal ear 1999 Defense appropriation for Research Development Test 
and Evaluation T&E). At that time the Department established a dedicated 
program elemen to support basic research into Gulf War Illnesses and related 
deployment he concerns. I also will address research activities funded with 
special Defense T &E appropriations over the period of Fiscal Years 1994 to 
1998 and focuse on GWVI. I will begin by briefly reviewing our processes for 
initiation and ov rsight of these research efforts. 

Department of Defense Oversight of Research 

In Febru 1998, my predecessor, Dr. Anna Johnson-Winegar, provided a 
detailed overvie of the processes that the Department uses for establishing 
research prioriti s and for selecting proposals for contract and grant awards. The 
processes have t materially changed since that testimony. Hallmarks of the 
process include · dependent scientific review for technical merit and 
programmatic re iew for relevance. This process is further augmented through 
assistance with eflning research scope from the interagency Research Working 
Group (RWG) o the Persian Gulf Veterans Coordinating Board (PGVCB). The 
assistance ofthi interagency RWG is essential in order for this program to focus 
on the most vexi g health care issues in GWVI and deployment health. Dr. 
Feussner and Dr Mazzuchi have already provided more detailed information on 
the role of the D and Veterans Administration1s clinical systems in defining 
research needs. n many ways the success of our research program depends on 
insights from m dica1 practitioners, from the results of clinical epidemiological 
studies, and fro the process of defining the clinical characteristics of disease. 
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The RWG play the essential role of providing the linkage between medical 
practitioners bo inside and outside the Department and the scientists doing the 
basic research d allows each individual Department1s scientific strengths to be 
unified into a p oductive, responsive and fully integrated national research effort. 

The Dep ent is committed to a coordinated and scientifically 
meritorious res arch program that accomplishes the following: 

• Further the fundamental understanding of illnesses relevant to service 
during onflict including the Gulf War deployments; 

• Provide enhanced diagnostic capabilities and effective treatments for 
these ill esses; and 

• Suppo the establislunent of policies and preventive measures that 
the risk of such illnesses during future military operations. 

ent and our Federal partners are committed to answering basic 
science questio s related to Gulf War Veterans' health concerns and any emerging 
health concerns ssociated in general with military deployments. The challenges 
to the scientists upported by this program are great and, while there may be no 
quick solutions, all concerned have devoted their energy to responsible, aggressive 
pursuit and reso uti on of the problems. Dedication to partnership is an essential 
element of the ientific community that is engaged in this effort. The clinical and 
research compo ents of the Veterans Administration, the military health care 
community led y the Office of the Assistant Secretary of Defense for Health 
Affairs, and the asic scientists of our in-house laboratories and from the 
independent sci nee community all intersect. I believe that this research program 
can address the eadth of issues related to GWI and deployment health. A broad 
spectrum ofhy theses concerning illnesses in Gulf War veterans have been or 
are being pursu through this program ofbasic science research. I will highlight 
some specific e pies later in this testimony. 

We are s fast in ensuring that our research program is of the highest 
quality. We use competition and independent review for scientific merit to secure 
the best researc performers, hypotheses~ and experimental designs, from all 
possible sources including the Federal, civilian, national and international 
communities. · s commitment follows an appreciation at all levels within the 
Department of o responsibility to achieve an optimal investment of this research 
appropriation. I also reflects our desire to quickly transfer knowledge derived 
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from the into a form that can assist Gulf War veterans to secure diagnoses 
and treatments disabilities and illnesses, and to prevent such disabilities 
and illnesses as consequence of future deployments. 

Research Solicitations and Awards 

The m~iofity of all appropriations to date ( 1994-1999) for GWVI research 
have been as part of a technically meritorious, competitive research 
program. The Anny Medical Research aod Materiel Command 
(USAMRMC) the program management agency for this DoD research program. 
The processes procedures ofUSAMRMC are utilized to solicit, review, 
award, out all research projects. The majority of the contract 
and grant have resulted from DoD solicitations using "specific purpose 
arulou.ne<,m<,nt•:'l issued under a USAMRMC Broad Agency Announcement 
(BAA). 

special-topic BAAs were issued for RDT&E appropriations 
from To date, these seven announcements have resulted in 43 contract 
or grant A summary of this activity is provided in the following Table. 

GWVI BAA (FY94- FY98) 

GL:- publication 
OL:- open publication 
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Numero insights have resulted from the research projects initiated with 
the RDT &E fun ing from 1994-I 998, and work on some efforts has been 
extended. Folio ing are five examples: 

1. Develop ent of an effective skin test for Leishmania was expanded 
to inclu New World antigens as well as a diagnostic capability for 
the type fLeishmania encountered in the Persian Gulf. This 
product ovides important new diagnostic capabilities for future 
deploym t, and it is expected to enter Food and Drug 
Adminis ion approved Phase I clinical trials this year. Further 
Leishm · research supported with Fiscal Year 2000 GWVI 
funding i expected to improve prevention and treatment capabilities. 

2. Results m a study with Dr. Garth Nicolson that evaluates his 
mycoplas a assay in Gulf War veterans who have health problems 
compare to a group in good health will be forthcoming. At our last 
briefing this committee, it was noted that we had provided funding 
to Dr. Ni olson to provide the training in his assay technique for 
other inv stigators involved in this validation study. After delays 
associat with selection of an appropriate test population, an 
additio contract for more than a half million dollars was awarded 

d manage blood samples and to fund the participation of 
Dr. Nicol on and other independent mycoplasma investigators. 
Collectio of the needed blood samples will be completed this 
calendar ear. In addition, we have initiated an antibiotic treatment 
trial that ill test if treatment of mycoplasma infection results in 
improve ent of symptoms. 

3. Our coop rative research agreement with Dr. Robert Haley was 
extended o permit analysis of the large amount of data that he has 
collected n tests of a Seabee veteran population. He recently 
reported ding a significant neurochemical difference between 
symptom · c veterans and his healthy group. Although this waa only 
one test m a large battery of tests applied in the study and, of 
course, n ds to be confirmed in further studies, this may contribute 
to objecti e measures which can be linked to specific subjective 
symptom eports. Dr. Haley's work has already advanced our 
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knowled e of disease variables in GWVI that should he examined 
with basi research in neurobiology. 

4. At the Ia t hearing, Dr. Dan Clauw presented research on hard-to
diagnose conditions such as chronic fatigue syndrome (CFS), 
fibromy gia (FM), and chemical sensitivities, conditions with 
symptom complexes very similar to those of undiagnosed problems 
in Gulf arveterans. Since then, he has shown that Gulf War 
veterans ave many similarities to patients in the general population 
with the diagnoses, such as changes in pain sensitivity and other 
changes i nervous system activity. Dr. Clauw has demonstrated the 
importan e of health habits as simple as exercise frequency, 
followin up on the finding that mOdest exercise is an effective 
treatment for some patients with CFS and FM. Subjects who 
experim tally ceased their regular exercise routines developed 
symptom common to these conditions and with similarities to those 
ofundia osed GulfWarveterans. In addition, Dr. Clauw will be 
participa ng with colleagues from the DoD and Do VA in a treatment 
trial inve · garing the potential benefits of exercise and cognitive 
behavior erapy. We expect that Dr. Clauw's work will 
substanti lly advance understanding and treatment of these illnesses. 

5. Finally, 
explored 
using a 
ofundia 
symptom 
veterans, 
non-depl 
completio 
veterans. 

. Simon Wessely at King's College in London has 
ypotheses similar to those of Dr. Haley and Dr. Clauw 
pulation ofBritish veterans of the Gulf War. His findings 
osed symptoms are similar to ours. Although physical 
easures were reported more frequently in their Gulf War 
pattern of symptoms was also present in Bosnia and 

ed groups of soldiers. His project was extended to permit 
of objective clinical tests of symptomatic and healthy 

I now will to the research program established in Fiscal Year 1999 in 
the basic researc account of the Defense-wide RDT &E appropriation. 

hFund· 
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In 1999, D established a new program element within the basic research 
budget to provi stable funding for systematically tackling research gaps in our 
understanding o GWVI and Force Health Protection issues. The appropriated 
amounts for this Program Element were $22.588 million in FY 1999 and $24.543 
million in FY 2 00. The overall strategy is to deal with relevant research issues in 
five thrust areas with periodic evaluation of progress resulting in an annual, 
tailored solicitat on for research proposals. The five thrust areas are, as follows: 

d assessment methods for toxic industrial and agricultural 
and mixtures; 
th Protection - epidentiological studies and deployment health 

monitori g methods; 
• Safety of edical materiel in operational environments; 
• Preventio and treatment of undiagnosed persistent stress symptoms; and 
• Leishm ia diagnosis methods, treatments, and vaccine. 

Funding also wi 1 be available to continue research in the original portfolio to 
permit follow u on emerging findings. This plan has been carefully developed in 
coordination wit the RWG. As mentioned before, the role of the RWG is to 
provide an essen ial linkage and communications path to the interagency research 
effort. to health are communities, and to Veterans. 

In comp son to the 1994-1998 program, the most importaot distinction of 
this new, dedica d program funding is the ability to plan and implement a long
term strategy of eployment health research. In response to health questions 
following the G If War and the increasing demands of a series of hazardous 
deployments, th Department has undergone a fundamental reorientation. A new 
strategy has bee developed and is being implemented to protect U.S. forces 
against all fores able physical and psychological threats. DoD's "Force Health 
Protection11 strat gy balances the military's key responsibilities to: 1) promote 
and sustain heal and wellness throughout each person's military service; 2) 
prevent acute an chronic casualties; 3) rapidly stabilize, treat, and evacuate 
casualties; and, ) perform medical surveillance, longitudinal health studies. and 
ensure adequate edical records documentation and clinical follow-up for 
deployed forces. The establishment of a dedicated research program is a key 
enabler for this n w strategy on deployment health. 

01/31100 7 



New Research in FY99 

In 1999~ ailored research solicitations were advertised to pursue significant 
areas of researc under most of the GWVI and force health protection thrusts. The 
topics of the fo r solicitations were, as follows: 

• Force he th protection and deployment health; 
• Innovati e biologically-based toxicology methods and models for 

assessin mixed chemical exposures with potential neurotoxicological and 
other he lth effects; 

• Interacti ns of drug, biologics and chemicals in service members in 
deploym nt environments; and 

• Integrate psychosocial and neuroscience research on stress and somatic 

In addition, the 
the Walter Ree 
Center. 

ishmania thrust area is being addressed by in-house research at 
Army Institute of Research and the Naval Medical Research 

The solicita · ons elicited 81 proposals. From this group of proposals, there 
have been or wi I be approximately 17 awards for research work. A summary of 
this solicitation 'II be included in the Annual Report to Congress. I will briefly 
highlight four o the awards as representative of the breadth and quality of the 
research we are ursuing, and will describe some anticipated benefits of this work 
to past, current, r future military membars: 

01131100 

1. Motor vehicle crashes are the leading cause of death among 
active- uty Army personnel, and are the only cause of death 
signifi antly higher for GW veterans compared to non-deployed 

s. Potential risk factors for fatal motor vehicle accidents 
studied in a large population of current and fanner ntilitary 
el. 

2. The ro e that deployment experiences play in Army National 
Guard oldiers' health will be examined. This establishes baseline 
health eters and follows changes when soldiers are deployed 
and aft they leave the military, considering also the effect of job 
strain ssociated with National Guard service as a "second job." 
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3. Them tabolism of chemicals important in military deployments 
and t were also important in the GulfWarwill be studied. 
Using imal studies, effects of these chemicals on activation of 
the e e systems important in humans for disposal of toxic 
chemi als will be investigated. This will lead to identification of 
popula ions at special risk for health consequences from exposure 
to thes toxic chemicals and may provide methods to determine 
expos es after the fact. 

4. We wi I reexamine the question of whether or not physical and 
bioch ical stressors can modify access to the brain of chemicals 
that w uld normally be prevented from reaching the brain. This 
study ·n help determine whether normal assumptions about the 
safety f drugs need to be reconsidered in the context of use in 
mili settings. 

New Research Solicitations in FYOO 

iscal Year 2000 Defense RDT &E appropriation, a new round of 
research solicita 'ons will be developed and issued. In fact, the USAMRMC 
proposal for the iscal Year 2000 topics has been reviewed and approved by the 
RWG. The topi s are in the following key areas: 

• Biochem cal and physiological markers to assess toxic chemical exposures 
and health effects in deployed military personnel; 
• Epidemi logical investigations of deployment health monitoring methods; 
• Toxicity f militarily-relevant heavy metals; and 
• Deploym nt stress health and perfonnance consequences. 

It should e apparent that these topics carry forward some concerns 
identified in pre ious years. Projects that result from successful proposals, 
together with ad itional funding for Fiscal Year 1999 research projects on health 
behavior interve tions and improved monitoring of the health of deployed 
soldiers, will co ·bute to our goal of ensuring that many health problems 
encountered in e Gulf War will not be repeated in future deployments. 
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Additiona ly, the DoD and VA are acting on the recommendations from the 
recent Institute fMedicine (I OM) report, Gulf War Veterans: Measuring Health. 
In response to q estions from Congress and the GAO, the DoD and VA asked the 
!OM to recomm nd strategies and methodologies to answer the following 
questions: I) ho many Gulf War veterans are suffering from health problems 
that affect their bility to function; 2) whether the prevalence of such problems 
among gulf War veterans is consistent with their prevalence among the general 
public or among other veterans groups; and 3) whether the health of veterans is 
getting better, s ying the same, or deteriorating with time. The IOM noted in this 
report that many veterans, active-duty personnel, governmental agencies, and non
governmental sc entists and physicians have a strong interest in finding answers to 
the numerous an complex questions regarding the health of Gulf War veterans, 
and that various ypes of research and health measurement are needed to address 
these diverse iss es. 

To addres these questions, the !OM stated that it will be necessary to 
measure not onl the health status of those who served in the Gulf War, but also to 
compare GulfW veterans with other groups through time to determine whether 
the groups differ in the way their health status is changing. The !OM committee 
quickly realized at such a study could have important implications for 
understanding n t only the health of Gulf War veterans, but also the health of 
veterans of other conflicts. 

The !OM ommittee recognized that the recommended study will be 
challenging and at it will require a sustained commitment of resources by 
Congress, VA d DoD, and of time and cooperation by study participants. 
Nevertheless, th Committee felt that these commitments are important and 
worthwhile if th nation is to adequately understand and respond to the health 
needs of not onl Gulf War veterans, but veterans of any conflict in which 
significant U.S. ilitary forces are committed. The !OM recognized that if study 
began immediat ly upon return from participation in a conflict, many of the 
problems we fac in attempting to resolve Gulf War veterans health issues, several 
years removed fr m the end of that conflict, could be mitigated. The !OM, DoD 
and VA agreed at such efforts would contribute greatiy to our understanding of 
the impact ofm· itary conflict on the health of the men and women who serve in 
those conflicts. 
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The DoD VA are currently working on a research strategy to implement 
the recommenda 'ons of the !OM and conduct longitudinal cohort studies on 
military forces i eluding follow-up of Gulf War veterans. These studies will be 
national in scop , based on probability sampling, and used to collect a broad range 
of morbidity da related to health outcomes among deployed military forces. The 
study design wil pennit estimation of the distribution within the population of a 
broad variety of ealth-related measurements, including psychological 
measurements. e study desigo will capitalize on existing and planned DoD and 
VA infrastructu and resources to track and measure health of military forces and 
veterans. The s ble nature of the new program funding will provide for 
consistency in th research component of this study approach. 

In the pre ntation to this committee in 1998, you heard about several 
actions to be tak n by the DDR&E to increase visibility and oversight of Defense 
research efforts n GWVI. Those initiatives have paid significant dividends in 
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quality, and it is appropriate to provide an update at this time: 

I. The fi st aetion was the establishment of a single Defense 
Progr Element for dedicated research into GWVI and 
deplo ent health. As you have heard, this has been completed. 
In fac program accomplishments, plans and resource 

·on will appear as a single program on the RDT &E 
Budg Item Justification Sheet (R-2 Exhibit) in the future 
submi sions for the Defense-wide Science and Technology 

2. Forth second, we chartered a Working Integrated Process Team 
( on Deployment Toxicology in November 1997 and their 
work as been completed successfully. This team was 
establi bed to review current toxicology research initiatives and 
to dev lop appropriate recommendations for the Defense 
biome ical research oversight body, the Armed Services 
Biome ical Research Evaluation and Management (ASBREM) 
Comm ttee. The issues addressed by the WIPT originated from a 
conce that DoD research on long-term health consequences, 

II 



such from low level chemical exposures, may have less 
visibi ity and priority in comparison to more immediate health 
and ormance issues facing deployed soldiers. Indeed, greater 
attent on to these types of issues is one of the positive changes 
produ ed by the public dialogue on GWVI. The WIPT has 
identi ed a timely, proactive process for bringing operational, 
occu tional, and environmental health issues to the research 
co unity. The process has been implemented with productive 
intera lions between the Joint Environmental Safety Working 
Grou (JESWG) (health-care requirements) and the Military 
Oper ·onal Medicine (MOM) Joint Technology Coordinating 
Grou (medical research). 

3. ird and last initiative concerned outside review of research. 
We ve incorporated review ofDoD-sponsored GWVI science 
and te hnology in the Technology Area Review and Assessment 
(T ) process. This subjects the program to scrutiny by 
reco ized experts in biomedical science and technology who 
assess its objectives, scientific rigor, resources, and output. The 
Biom dical TARA Panel reviewed the program in March 1999, 
rating it positively and looked forward to a report of continuing 
succe s when the review is held again in 2001. 

These ini atives are indicative of the Department's determination to invest 
in an aggressive, coordinated program of basic research into Gulf W a:r Illnesses. 
In doing so, we e following the general procedures for conducting a quality 
program as man ted by the Deputy Under Secretary of Defense (Science and 
Technology). It s important to recognize that each specific RDT&E program has 
its own detailed, tailored approach tmder the Department's broader policy 
guidance for sci nee and technology programs. In the case of the GWVI and 
Force Deployme t Health program, USAMRMC serves as program manager. A 
unique aspect of · s program is that USAMRMC utilizes the members of the 
RWG in develop ng the investment strategy and in assessing proposals. This 
interagency coor ination mechanism is essential and has been successful. 

One indic or of that success is that the investment in GWVI has been 
highly effective i providing new information on the impact of military service in 
the Gulf War on ealth-related problems, in providing new areas of research 
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exploration, an in prompting new force-protection initiatives that provide for 
medical surveil ance during future operations. With specific reference to GWVI, 
the investment d findings have highlighted the need for improved prevention, 
intezvention, d tr~atment approaches, ·and the national program has responded to 
these needs bo in its approaches for veterans' health care and in the RWG 
emphasis on its research investment strategy. 

Althou the investment in GWVI research has already provided 
meaningful res Its, the true impact of this research cannot be fully assessed for 
years after aw ds are made. Once initiated, studies usually take between 3 and 5 
years to compl te. The final results are normally published in the scientific 
literature seve months after completion of the contract or grant. Over time, 
these individ studies eventually merge into a body of knowledge that may be 
used for defini ve prevention and treatment of an illness, as well as for advancing 
related scientifi hypotheses for subsequent work. Nonetheless, progress in this 
research area w II be evident in the summaries provided in the annual interagency 
report. Indeed, e details of the RWG-coordinated and -integrated research 
efforts of DoD, A, and DllliS will be provided in the Annual Report to Congress 
that the Secre of Veterans Affairs will submit this calendar year. When you 
review that re rt, I believe you will see ample evidence of a high~quality, 
carefully plann d research program. 

Conclusion 

The org izations testi:f)'ing before you today share a genuine concern for 
and recognition of the magnitude and consequences of the medical and scientific 
challenges befo us. Our sense of shared responsibility is reflected in our 
commitment to ork in a productive and cooperative manner that exploits our 
respective Depa ents' scientific strengths and unifies them into a productive, 
responsive and Ily integrated research effort. As you are aware, the path of 
science is diffic lt, challenging, expensive, and time-consuming. Easy and 
complete soluti ns to complex health problems are exceptionally attractive but 
extremely rare. ·s truth is especially obvious to those who suffer the 
consequences o prolonged, often incapacitating, illnesses of uncertain or 
unknown origin and for whom current medical science offers little in the way of 
long-lasting reli for a cure. 
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While there ay be no quick solutions to the health problems experienced by 
Gulf War veter s, we are committed to responsible and aggressive pursuit and 
resolution of th se problems and to the prevention of similar illnesses following 
future deploym nts. We appreciate the continuing interest in this important topic 
shown by mem ers of the committee. 
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Mr. Ch irman, I appreciate the opportunity to appear before the 

Subcommittee n National Security, Veterans Affairs, and International Relations 

to review with ou and the members of the subcommittee the support the Office of 

the Special As istant for Gulf War Illnesses provides to the ongoing research into 

the potential c uses of Gulf War illnesses. 

As you now, the Office of the Special Assistant for Gulf War Illnesses 

does not direct y undertake medical research and, with a few exceptions, does not 

directly spons r medical research. When the office was established, the then-

Deputy Secret y of Defense, Dr. John White, reconfirmed tbe Department's 

policy that the ssistant Secretary of Defense for Health Affairs was responsible 

for the Depart ent's medical programs. In that regard, the Assistant Secretary of 

Defense for H alth Affairs and the Deputy Under Secretary of Defense for Science 

and Technolog represent the Department on the Research Working Group of the 

Persian Gulf V terans • Coordinating Board, which coordinates pertinent medical 

research forD D, Veterans Affairs, and Health and Human Services. 



Over th last three years, the Office of the Special Assistant has been 

instrumental, owever, in funding or impacting the funds of several medical 

research prog ms that, for one reason or another, were not being supported by the 

traditional m ical research funding process. Generally speaking, these did not 

receive suffici ntly high evaluation scores in the competitive medical review 

process, but h d become of great concern with a significant number of Gulf War 

veterans. We cognize that sometimes exceptions need to be made to the 

competitive m dical review process. Specifically, we believe that in the case of 

Gulf War illn ses, it is important to listen to our veterans and provide any 

assistance we an by researching claims to the potential cause and cure for the 

unexplained il nesses that are affecting many of them. Frankly, we have a 

credibility pro lem with some veterans who believe that we are not funding 

promising res arch because we either don't care about their health or that we have 

something to ide. In such cases, we can demonstrate that neither is the case. We 

owe it to our terans to apply accepted medical research standards to determine if 

the theory bei g proposed can help either explain why veterans are ill or help in 

their treatmen . 

Let me ighlight for you the projects that we have either directly funded or 

have been inst mental in making sure that funds were provided. This is in 

addition to the general work of our office. Specifically, we have funded or 

impacted the f nding of the work of Dr. Garth Nicolson (Tests for Mycoplasma 

fermentans [in ognitus strain] in human blood) and Dr. Robert Haley (Multi-

' 
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Disciplinary athophysiologic Studies of Neurotoxic Gulf War Related 

Syndromes). We have also funded a review of the medical records of the Saudi 

Arabian Nati nal Guard by the Uniformed Services University of the Health 

Sciences and e Naval Health Research Center. 

know, we have conunissioned a number of medical literature 

review pape prepared by the RAND Corporation. These papers are not medical 

research in th traditional sense, but were important to inform and direct the work 

of our office. These papers, case narratives, information papers, and our 

environment exposure reports are available on the Internet at Gulfl.INK, and 

have been re iewed by the Presidential Special Oversight Board headed by former 

Senator Warr n Rudman. 

Weal helped to coordinate for DoD funds to be provided to the 

Department o Veteran's Affairs program in Baltimore to monitor the health of 

veterans expo ed to depleted uranium. I am pleased to say that the last published 

results for thi program, and I quote, "show no evidence of adverse clinical 

outcomes ass ciated with uranium exposure at this time in these individuals." 

Again, thank you Mr. Chainnan for giving me the opportunity to put the 

work of the fice of the Special Assistant into the proper context, I stand ready to 

answer any q estion you or the Subcommittee may have. 
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Mr.Cha· , thank you for the opportunity to update the Subcommittee on the Centers 

for Disease Contr and Prevention's (CDC) research programs pertaining to GulfWar veterans' 

illnesses and to dis uss the General Accounting Office's (GAO) report, "Gulf War lllnesses: 

Management Acti ns Needed to Answer Basic Research Questions." I am Dr. Drue Barrett. 

Chief of the Vet 'Health Activity Working Group in the Division of Environmental Hazards 

and Health Effects of the National Center for Environmental Health (NCEH). I serve as CDC's 

ent of Health and Hwnan Services (HHS) on Gulf War issues and I am a 

member of the R earch Working Group of the Persian GulfVeterans Coordinating Board. 

NCEH has been d 'gnated as the lead Center at CDC for addressing Gulf War veterans' health 

concerns, howeve other Centers within CDC have also been involved in this effort, most 

The p e of my testimony is to update the Committee on the extent of CDC's Gulf 

War research acti ·ties, the productivity of our research efforts, and how our research has been 

coordinated with e research being conducted by other Federal agencies. 

Completed CDC funded Golf War Studies: 

Before d ribing our current studies, I would like to review the results from two 

ded studies because these studies are pertinent to questions raised by the 

GAO regarding success of the federal government in documenting the symptoms of Gulf War 

veterans. The Io a study, conducted in collaboration with the Iowa Department ofPublic Health 

and the Universi oflowa, was one of the first populationwbased epidemiologic studies to 

document that Gu fWar veterans are reporting more medical and psychiatric conditions than 

their non-deploy military peers. In fact, this study was recently described by the Institute of 
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Medicine as " ps the strongest study on Gulf War veterans• experience of symptoms related 

to deployment in the Gulf ... The 3.695 subjects who completed this study were selected from a 

larger populatio of almost 29.000 military personnel who listed Iowa as their home of record. 

Furthermore. the subjects in this study were specifically selected to represent individuals from all 

four branches of he military, and include both regular military personnel and National Guard and 

reservists. Sev ty~six percent of the eligible study subjects completed the detailed telephone 

interviews. This study is also one of the first controlled epidemiological studies to evaluate the 

health conseque ces of the Gulf War. The study included a carefully selected comparison group 

of military petso e1 who were not deployed to the Persian Gulf but who served during the time 

of the Gulf War. The Iowa study found that the Gulf War military personnel were more likely 

than those who id not serve in the Gulf War to report symptoms suggestive of cognitive 

dysfunction, d ession, chronic fatigue. post-traumatic stress disorder, and respiratory illness 

(asthma and bro chitis). The conditions identified in this study appear to have had a measurable 

impact on the ctional activity and daily lives of these Gulf War veterans. Among Gulf War 

differences were observed between the National Guard or reserve troops and 

the regular mili personnel. 

of the Iowa study were published in the Journal of the American Medical 

Association in I 97. In addition. a number of other manuscripts from the Iowa study have been 

published, are in press, or are currently in the process of peer review. These include an article on 

quality of life an health service utilization among military personnel reporting multiple 

chemical sensiti ities, published in 1999 in the Journal of Occupational and EnvironmenttJl 

Medicine, and article on symptom prevalence and risk factors of multiple chemical 
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sensitivities, in pr s in the Archives of Internal Medicine. Manuscripts are cumm.tly being 

considered at p -reviewed journals on the topics of defining a Gulf War. syndrome, the 

post-traumatic stress disorder and physical health status,. and self-reported 

injuries among 

e CDC Air Force study bas significantly contributed to our understanding of 

the health conseq ences of the Gulf War. This study organized symptoms reported by Air Force 

into a case definition, characterized clinical features, and evaluated risk 

factors. The eros sectional questionnaire was sent to 3723 currently active volunteers from fOur 

Air Force popula ons. Clinical evaluations were performed on 158 Gulf War veterans from one 

unit. irrespective fhealth status. A case was defined based on reporting one or more chronic 

symptoms from least 2 of3 categories (fatigue. mood-cognition and musculoskeletal) and was 

further characte · ed as mild-to-moderate or severe depending on the severity of the reported 

valence of mild-to-moderate and severe cases were 39% and 6%. 

1155 Gulf War veterans ven~us 14% and 0. 7% among 2520 non-deployed 

veterans. Fifty-ni e (3?0/e~) clinically evaluated GulfWar veterans were non-cases, 86 (54%) 

were mild-to-me erate cases and 13 (8%) were severe cases. The key observation of the study 

was that Air Fo GulfWar veterans were significantly more likely to meet criteria for severe 

illness than were non-deployed personnel. There was no association 

between the chro 'c multisymptom illness and risk factors specific to combat in the Gulf War 

(month of season of deployment. duration of deployment. duties in the Gulf War~ direct 

mbat, or locality of Gulf War service). The finding that 1 S% of non-deployed 

veterans also met illness criteria was equally important and suggests that the multisymptom 
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this population is not unique to Gulf War service. The clinical evaluation 

dy fotmd that neither mild-to-moderate nor severe cases were associated 

with clinically si 'ficant abnormalities on physical examination or routine laboratory tests. 

However, GulfW veterans classified as having mild-to--moderate and severe illness had a 

significant deere e in functioning and well-being compared with non-cases. 

Report in 1995 

article from the 

from this study were published in CDC's Morbidity and Mortality Weekly 

in the Journal of the American Medical Association in 1998. In addition, an 

Force study examining the relationship between del)loyment stressors and 

chronic multisym tom illness is cmrently in press in the Journal of Nervous and Mental 

Disorders. 

Current CDC-fu ded Gulf War Studies: 

ently funding a follow-up to the Iowa study focusing on evaluating self-

reported sympto of asthma. This study involves a detailed clinical evaluation of a sample of 

subjects who com leted the initial telephone survey. This evaluation includes a physical 

oflung functioning; questions regarding medical, occupational, and exposure 

history; assessm t of functional status and quality of1ife; and assessment of psychiatric history 

and personality · oning. The examinations are being conducted at the University of Iowa 

Hospitals and C · · cs in Iowa City, Iowa, This study is in its final phases of data collection and 

The Univ ity oflowa bas also been funded by the Department of Defense (DoD) to 

conduct validatio studies of additional health outcomes among participants of the telephone 

survey. These in ude validation of depression, cognitive dysfunction, and fibromyatgia. CDC is 
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assistance to DoD and the University oflowa for this. study. 

funding the Boston University School of Public Health to conduct a study 

· onship between cognitive function and symptom patterns among Gulf War 

veterans. In one mponent of this study, functional magnetic resonance imaging (fMRI) is 

being used to ex ine possible differences in brain activation patterns between Gulf War 

ntrols with different levels of symptoms. A second component of the study is 

'ven mathematical technique, Logical Analysis ofData, to examine how Gulf 

War veterans' s ptoms cluster together. This may provide useful information for detennining 

etiology or for de eloping a case definition. Finally, this study also includes a component 

examining the ne•J>rc'P'Cvchological functioning of a sample of Danish Gulf War troops. 

tly in the data collection phase for the fMRI component of this study and 

in the data analys s phase for the other two components. We anticipate that this study will be 

complete by the 

Finally, C is funding the University of Medicine and Dentistry of New Jersey-Robert 

Wood Johnson edical School to conduct a study examining case definition issues. The study 

will assess the p istence and stability of Gulf War veterans symptoms over time, compare the 

performance of ta-driven case definitions to existing definitions for medically unexplained 

symptoms. and e amine the role of psychiatric conditions in Gulf War veterans' unexplained 

illnesses. We o ginally expected that this study would be completed in late 2000, however the 

process of proto 1 development and clearance took somewhat longer than we anticipated. Thus, 

we expect that · s study will require an additional year to complete. 

5 



Research CoUabo atioos: 

CDC is col aborating with DoD and the Department of Veterans Affairs (VA) on a 

number ofprojec including a study of health outcomes among Saudi Arabia National Guard 

members and a stu y of Amyotrophic Lateral Sclerosis (ALS) among Gulf War veterans. This 

luded providing input on study protocols, reviewing hwnan subjects issues, 

and assisting in la 

Future Gulf War Research Planning: 

In addition to these current research projects, CDC, in collaboration with other HHS 

nsored a conference to develop future Gulf War research recommendations. 

On February 28 ough March 2, 1999, CDC brought together scientists, clinicians, veterans, 

rganizations, Congressional staff, and other interested parties to discuss and 

tions regarding the direction of future research on undiagnosed illnesses 

among GulfWar eterans and their links with multiple chemical and environmental exposures. 

Concurren wOikgroups were convened in order to develop research recommendations in 

four areas: patho hysiology, etiology, and mechanisms of action; assessment and diagnosis of 

t; and prevention of illnesses in future deployments. Tills conference 

highlighted the i ortance of including veterans in the process of planning and implementing 

research. Vet and scientists alike expressed that they found the process useful and that 

should be encouraged. A report is soon to be released that summarizes the 

outcome of each fthe four workgroup sessions. It is anticipated that this report will be of 

interest to a broa range of individuals and organizations and may provide the basis for 

development ofn w research collaborations and exchanges. Recommendations for new research 
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will need to be c nsidered in light of the existing research portfolio of the Research Working 

Group in order avoid wmecessary duplication of efforts. 

Coordination of Federal Research Efforts: 

Finally. I ould like to address the issue of coordination of federal research efforts. 

S representation on the Persian Gulf Veterans Coordinating Board Research 

Worldng Group its inception. In addition to CDC, the Office of the Secretary, the National 

Institutes ofHeal , and the Agency for Toxic Substances and Disease Registry are represented. 

Through its mem ership, HHS has been involved in providing guidance and coordination for 

DoD. VA, and S research activities relating to GulfWar veterans. Specifically. this has 

included assessi the state and direction of research, review of government research concepts as 

identification of gaps in factual knowledge and conceptual tmderstanding, 

mmendations regarding research direction. 

h Working Group also serves as a forum for research data exchange among 

ents and among federally funded investigators. CDC's role in this area has 

included providi infonnation on the status of projects for a research database of all VA. DoD. 

Conclusions: 

activities, input on the Annual Report to Congress on federally sponsored Gu1f 

esses research, and participation on the planning committee for the federal 

ting where new research results are shared. 

An intens · ve research effort to address Gulf War veterans • health concerns has been 

1 agencies and non-governmental scientists. As of 1999, there have been 145 

search projects on Gulf War veterans' illnesses with a cmnulative expenditure 
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of$1 33.5 million for research from FY94 through FY99. These projects represent a broad 

spectrum of res h efforts, ranging from small pilot studies to large~scale epidemiology studies 

addressing mech istic, clinical, and epidemiological issues. Similar efforts have been initiated 

in other coalition ountries, most notably in the United Kingdom and Canada. In addition, 

numerous review panels and expert committees have evaluated the available data on Gulf War 

veterans' illness . As noted in the GAO report, despite these extensive research and review 

efforts, many que tions remain regarding the health impact of the GulfWar. However, these 

remaining questi ns do not reflect scientific indifference; instead they reflect the complexity of 

assessing and pr icting the health impact of military deployments. Despite this complexity, the 

ort continues in an effort to uncover the causes of illnesses among Gulf War 

veterans so that e ective treatment approaches can be developed and similar illnesses in future 

e prevented. 

an, this concludes my testimony. I would be happy to answer any questions 

8 



Committee oil Government Retbnn 
Su "ttee o• National Security, Veterau Affairs, and Iaternatiomll Affairs 

Ullited States House of Representatives 
February 2, 2000 

Invited Testimony by 
Iris R. Bell, MD PhD 

Southern Arizona VA HaUth Care System. TtKSOu, AZ and 
Tbe University of Arizolla CoUege ofMedidue 

Program In lalegrative Mcdidae 
PO Box :145153 

Tucson., AZ 85724-S lS3 
Telephone (520) m-1450 xl824 or (520) 62&-3464 

FAX (S20) 629-1801 or (S20) 62&-3518 
E-ffiELL@U.ARIZONA.EDU 

I have been. asked to give my views about the Go\lernment's GutfWar research programs and to 
summarize my own esearch related to Gulf veterans' illnesses, with a focus on the direction medical 
science is taking or s ld be taking. to address the issue. I am currently a VA-funded researcher 
investigating an area termed neural sensitization as a possible mechanism for developmem of heightened 
TtSponsivity to low els of environmental chemicals in Gulf veterans. l have also been involved in 
research on possible hanisms of illness from low level chemicals, primarily funded by private 
foundations, fur al t 25 years. I have published numerous peer~reviewed papers on this subject in 
civilians. as we!! as vera! book chapters and a scientific monograph. Our research group published 
results ofa pre!" · ry study on elevated prevalence of self-reported chemical intolerance in chronically 
ill Gulf veterans co pared with controls in the journal Milirary Medicine in 1998. My work is 
interdisciplinary. in enctd. by clinical training in psychiatry and research training in the neurosciences 
and in multifactorial ealth outcomes research. I am speaking today as an individual researcher. not as an 
official representativ of the VA or any other agency. 

With regard to the is ues for medical science and Gulf-related illness, my points are as follows: 

• As noted in he GAO report (p. 13), data from several studies on Gulf veterans with unexplained 
illness SUggfSl onvergtnt themes of multiple. non-specific symptoms in multiple systems of the 
body ( ... tali neurocognitive complaints, and musculoskeletal complaints ... j. Collectively, 
these symp have pointed to a potentiaJiy increased prevalence of controversial, 
pheaomenologi lly overlapping set of conditions that have, to date, fallen at the outskirts of 
conventionally ccepted diagnoses. These conditions include chronic fatigue syndrome. 
fibromyalgia. nd multiple chemical sensitivity (Buchwald and Garrity 1994). 

• Civilian rclt, including our own studies of chemical intolerance, suggests that varying 
degrees ofthes conditions may be common in the general population, without reaching a level of 
severity that its a clinical diagnosis (Bell et al. I 998b; Jason eta!. 1999). Some research on ill 
Gulf veterans · dicates a similar type of continuum. In other words, 1hese may not be oonditions 
that are fully a ""case" or not a .. case" to the examining physician. Rather, they may be presart loa 
degree. This pe of problem poses significant, though not insunnountable challenges to 
epidemiologica research approaches. which. as the GAO report indicates, rely on case-ness or non
case-ness. Oth ~sophisticated statistical approaches are available to deal with this problem (e.g., 
Mulaik 1998). 



• It is likely t most Gulf veterans who have non-controversia~ even if rare, diagnoses at a 
clinical of severity have received and/or could receive effective medical care within the V ~ 
DoD, or civir n health care systems. The ability to make some progress in studies of leishmaniasis 
would be an pie of this point. 

• pically in medicine, when a patient is "subclinical" in severity or appears to have a 
iagnosis of which the average physician is skeptical or unfamiliar, conventional care 

has little too cr. This is especially the situation when there is no standardized. widely-available 
laboratory tes to assi<lt in confinning a diagnosis (as in unexplained Gulf-related illnesses in 
veterans). Ov diagnosable diseases, not lesser levels ofwellness, are the usual domain of 
conventional 
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• If the abov argument is vaJid, then it foUows that one factor accowrti.ng for the delays in progress 
with Gulf-rela ed illness research is that the problem may be challenging the field of medicine and 
medical r h in general,. which the VA and DoD approaches reflect, to change its prevailing 
beliefs now, some time in a distant future, i.e., much sooner and more abruptly than it otherwise 
would do. 

• Studies on nexp!ained illne:sst!S in Gulf veterans are generating sdentific data that logically tell 
us to take pol symptomatic: patients and the controversial condition<; of chronic fatigue syndrome, 
fibromyalgia, d multiple chemical sensitivity more seriously than e'Yet' before, even though the 
long-standing bates over the validity of the multiple complaints and of the existence of the 
conditiom in iviliillL'i remain intense and emotional. Those of us who have worked in this area for 
many years well aware of the illogic and frequent Jack of objectivity in these debates. This 
situation coul reflect an appropriate conservatism on the part of medicine agaitm accepting every 
"odd" idea p out for consideration. However, in my view, given the growing weight of evidence, 
it is more like! a current example of resistance by scientists, even to new ideas with reasonable 
merit (Barber 1%1 ). This resistance is partly a reflection of social nature of science and scientists 
in making and acknowledging discoveries. 

• The fact t a subset of veterans, who likely were more fit at the time of deployment than the 
average civil" n, nonetheless became ill, offers us an opportunity to understand how these types of 
1:\ea.lth probl can develop. The possibitil) ofmultkausa\ factors in etiology adds <X~mpkxity 
but also may e the appropriate approach to understanding the emergence of illness in veterans with 
different ex iences and different exposures in the Gulf War theater. 

• What is cru ial to note here, is that much research has previously focused on identifYing the 
original etiol ·cal factors in initiating the Gulfillnesses. This work is limited by a myriad of 
indetenninate ria:bles relating to exposures. ft assumes that we must know some specific .. cause" 
if we are to fi d the appropriate treatment. This is B very reasonable assumption, but it might be 
limiting our • ion in the area of Gulf War treatment research. [fthese illnesses were classical 
toxicant-indu processes, research would be showing clearer linkages by now between specific 
symptoms a possible Gulf exposures. However, most of the polysymptomatic symptoms are not 
those usually iated with a specific tox:icant in the field of toxicology. We are fairly certain that 
every ill Gulf eteran did not have exactly lhe same exposures as every other veteran with similar 
symptoms. A igbtforward linkage is not emerging from the available data. 

• Even wit t knowledge of initiating factors, it is still possible to examine the eliciting factors 
that make a gi veteran susceptible to illness, e.g., current triggering variables in veterans' 
illness. My o research on ill Gulf veterans is attempting to test for ooe possible mechanism by 



which polysym tomatic conditions and enhanced susceptibility to environmental chemicals, foods, 
drugs, and str could now be elicited, even though we do not know with certainty the possible 
initiating fact (see beJow). 

• , even assuming that the medical profession were to accept the validity of these 
subclinical po ymptomatic conditions and controversial diagnoses tomorrow, we then still face 
the question o treatment. Conventional psychiatry often has effective tools to treat depression and 
anxiety disord with which some Gulf veterans have been diagnosed. However, conventional 
psychiatry has effective toots with which to treat patients that it labels as having a .. somatoform 
disorder" (a iological, descriptive labcl for multiple symptoms in multiple systems with no 
known convent anal diagnosis) or, worse, a subclinical collection of symptoms in multiple systems 
from which Gulf veterans suffer. Conventional medicine and psychiatry have not made 
signiftcant ad in understandirlg the nature of or the treatment for these types of chronic health 
problems in 'lians, let alone Gulfveterans. 

such as cognitive-behavioral therapy or exercise theraP)', which are under study for 
"th chronic fatigue syndrome-like conditions, are a good start and may prove 

helpful, but likely definitive, in resolving the health problems. Even those with treatable 
psychiatric dia also may have significant persisting chronic symptoms that impair function 
and quality of fe for Gulf veterans. as my VA psychiatric colleagues have previously told me. in 
their experi $U(:h anecdotal observations are testable by outcomes research and deserve 
ewluatioo. {f upponed by systematic research, this means that psychiatric treatment wiU not be a 
sufficient answ by rtself. 

• lt is far too I mited a perspective to focus as much as has been done in various panels on Gulf-
related mru:ss .. stress" per se. Stress can interact with many different medical conditions to bring 
out worse out mes, but in itself is generally insufficient to explain these conditions as a whole. 

• The illogic o emphasizing stress or psychological factors emerges in considering the research. 
finding ofincr mortality rates in depressed as opposed to nondepressed heart attack patients 
(Carney et al. 1999). If depression were believed sufficient as a cause of heart disease mortality, 
then we should have no reason to study the mtlltiple biological mechanisms ofh.eart disease now 
under investiga ion. I doubt that most physicians or cardiac patients would want us to study 
depression to exclusion of these other mechanisms. In the least, researchers would probably 
hypothesize t depression exerts its effects in part by acting via specific biological mechanisms to 

. And some heart patients are not depressed, making depression a hlghly unlikely 
tcomes. 

• ali ill Gulf veterans or civilians with chronic fatigue syndrome. fibromyalgia, or 
I sensitivity have evidence for psychiatric problems (Aaron et al.l996; Fiedler d 

a!. 1996). Furt re,. previous studies on chronic fatigue syndrome even suggest that it is the 
patients withou concomitam psychiatric problems who have the poorest neurocognitive function 
(DeLuca et al. 997). If this turns out to be the case for Gulf veterans with cognitive difficulties, it 
will be espa:ial y inappropriate to focus on stress and stress-related interVentions to the exclusion of 
other possible eatments. 

• How do civil ans deal with this situation? A large proportion (e.g., over 80% offibromyalgia 
patients ~ Pior Boisset et al. 1996; Schuman et al. 1996) resort to various forms of complementary 
and alternative edicine (CAM). Even in the general Ameriean population. the estimates of 
utilization rates fall in the range of 40+% (Eisenberg e1 a!. 1998). To my knowledge, it is not 
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known at wha rate ill Gulf War "Veterans are utilizing CAM, but that alone is worthy of 
in-vestigation. 
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• In qualitati research as pan of our ongoing VA~ fUnded study of veterans with all types of health 
problems enr lied in primary care clinics, we have found that veterans seek CAM treatments of 
many types o tside the VA system. They appear generally satisfied with the conventional care. as 
measured by eir expecrolions of conventional care, that their VA primary care providers (PCP) 
off«, but t describe problems with the Iimittd benefits and unpleasant si~etfccts of 
p · t-based medicine. When they peteeivc limits to the hdp they can obtain from 
conventional are, they add various types of CAM to their total program, generally without 
infonning thei PCP. 

• As you cart sec, tlte conuoversies then compound in complexity. Not only do we have conditions 
that ma · mOOicine as a freld does not recognize. but we also have proposed treatments tbal 
conventional icine coosiders unproven and even potentially umafe. 

• At this m we cannot simply declare that ill veterans should obtain particular CAM 
treatments. T is no body of evidence at this time that any of those are in fact safe or effective 
for Gulf vet ns. As a nation, we are facing tbe collective dilemma that an individual, desperate 
patient faces lithe time- stop hoping for help and "live with it" indefinitely in a debilitated state or 
resort now to ing treatments that mainstream medicine largely ignores or rejects. 

• At a. natio I level, we can go about this task with scientific rigor, however. We can 1ake a 
patient-<:ent rather than disease-centered approach to treatment research for veterans with Gulf 
WaNelated il ses. It is now time to start looking systematically at a range of CAM interventions 
as possible r urces for helping Gulf veterans with their conditions. The scope of CAM, as 
defined by the NIH National Center for Complementary and Alternative Medicine (NCCAM). 
indudes not !y the many controversial interventions that fall under the label of"en\'iroomental 
medicine" or eatmcnts for multiple cfK:mical sensitivity (e.g., wmprehensive chemical avoidance 
with challenge testing, rotation diets- see Miller 1997), but also numerous other nutritional, 
lifestyle, bota ical, mind~ body, and energy medicine (e.g., acupum:ture) modalities. 

• In tum, phy iei~ns working in environmental medicitle may object to being lumped with some 
CAM modalit that they themselves consider very strange and beyond rational consideration. 
Nonetheless,. methods fall into a broad category of treatments considered controversial and 
unproven by instream medicine. Whatever the label, it is time to take a look at these treatments. 

• At the C conferences and web sites that I have encountered in recent years. it is oommon to 
hear claims of major benefit for Gulf veterans made. We need to test those claims. We need to find 
out what Gulf erar!l and civilians with similar heahb problems are choosing and finding helpful 
Then we also to test those claims for effectiveness in real world situations as patients actually 
use CAM, i.e., with blended packages of CAM and conventional care, not single interventions in 
isolation, usi appropriate scientific controls. 

• With theN CAM, NlH is fostering a cohon of serioas medical researchers aroand the country 
who could orm this type of research. I respectfully suggest that it is time to move forward with 
establishing ing channels to set studies of CAM treatments for veterans with unexplained 
polysymptoma 'c Gulf War-related il!nesses into motion. Given the methodological difficulties of 
doing good C research (Levin et ai. 1997}. it is likely that this work will require new 
collaborations. These would be between V A/DoD and non-V A/DQD investigatOTS, partnering with 
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and researchers, after the model used by the NCCAM to insure that the tesearch 
team understa all of the parameters with which it must deal to do a good study, i.e., nature of the 
patient popula ·on. the philosophy and features of the CAM intervention(s), and proper scientific 
design. 

• In summary we should not abandon our current research efforts toward finding the Original, 
albeit multifa · etiologies and treatments related to those etiologies. This work is important for 
avoiding heahh outcomes after fUture military operations. However, we can and should 
invest much re concerted effort toward testing the many CAM treatment possibilities now 
available (but nproven) for persons with polysymptomatic conditions, including veterans with Gulf 
War.related ill esses. Without this patient-oriented research, a) maimtream medicine. as reflected 
in VA and Do care. will continue to see the patients' multiple symptoms as outside its domain of 
treatable probl and CAM treatments as outside the scope of"accepted" practice; and b) tbe ill 
Gulf veterans ·n continue to wait in frustration for the availability of properly-studied treatment 
options. 

• In addition t 
mechanismr 
patient's s 

research on Gulf-related illness, my points are as follows: 

my emphasis on patient-centered approaches to treatment research. my approach to 
rch for Gulf War-related illnesses is also patient-centered. We focus on Ute 

tibility to the environment more than on the oovironment itself. 

• Preliminary esearch in our own laboratory and in other Gulf War investigators • laboratories 
suggests that a subset of chronically iii Gulf veterans report newly acquired intolerances for low 
~vels of - I chemicals lha.t they attribute to their mitituy service (Fiedler ct al. 1996). 
Our data on a ndomly chosen, though smal~ sample Tucson VA-enrolled Gulf ve1erans revealed 
that 86% ( 12'1 } of ill Gulf vetemns, vs 300/o (3110) of healthy Gulf veterans and 30% (3/lO) of 
healthy era v COllSidered themselves "especially sensitive to certain chemicals" (Bell et al. 
l998e). The J %rates in tbeoontrol groups were simils.r to those we have observed in general 
civilian popula · (Bell et at. 1998b). In the ill vs healthy Gulf veterans., we also found increased 
rates of report multiple chemical exposures (on well smoke, pesticides, diesel exhaust, raw fuels. 
insect rcpeU paints) during mUitacy service (odds ratio 1&.7, confidence interval 1.6-223), 
especially to • ect repellents (odds ratio 12.0, confidence interval 1.1-137) and pesticides (odds 
ratil.l 12.0, con dence interval 1.3-111 ). These elevated exposure reports were obtained without 
aslcing v to attribute health problems to exposures. 

• Notably, Mi ler several years ago found not only similarly high rates of newly llCqUited chemit;al 
intolerance in' ill Gulfveterans from Texas (e.g., 18%), but also high rates of newly acquired 
intolerances to lcobolic beverages. tobacco, foods, and medicatiom. In other words, the 
intolerances y involve multiple substances with very different chemical structures and different 
degrees of i ent toxicity. This type of history is similar to tho5e obtained in civilians who report 
multiple · 1 intolerances. 

• Conventiona toxicology has no easy explanation for tllis diversity of eliciting factors or for the 
enhanced low d c reactivity. 

• However, th 
accommodate 
sensitization ( 

field of pharmacology has studied a phenomenon extensively whlch can 
isely this diversity of eliciting F.actocs and the enhanced reactivity, i.e., JlCUiaf 

tolmau 1994; ll<ll et al. 1992). 



• Sensitizati 
exposures to a 
to other cross 
may reflect c 
immune syste 

is the pro~ive amplification of response in a host to repeated, intermittent 
initiating stimulus. Once the sensitization is initiated, re-exposures to the same or 

itizing stimuli can elicit a heightened response. This process of amplification 
nges in the functioning of cells, especially nerve cells, and it does not require 
involvement. 

• As in clinic I observations of chemical intolerance, neural sensitization involves separate steps -
I) initiation; ) elicitation. 

• Of note, as nsitized individual at rest in the absence of an eliciting stimulus can function and 
appear just r a nonnaf, non-sensitized individual. This means that proper studies testing for 
sensitization st examine subjects not only at rest. but also under stimulus exposure conditions. 
Furthermore, ·s research requires at least two testing sessions separated in time by days, not 
minutes or ho 

• Importantly, stress can cross-sensitize with drugs; drugs can cross-sensitize with chemicals. 
Endogenous m iators of inflammation or pain can also initiate or foster sensitization. In other 
words, the s it:ized host can experience many diverse stimuli as initiators and as triggers for 
hyper-reactiv' . In some sense, sensiti2ation is a response of the whole organim to the whole 
environment; i avoids the conceptual and pra.cticallimitatioos of splitting mind from body or one 
body part fro another. 

• Mainstream research is looking at sensitization as a possible model for craving in substance 
abuse, for stim Ius hyperreactivity in posttraumatic stress disorder, for development of chronic pain 
syndromes inc! ding fibromyalgia and somatization (Ursin 1993, 1997), and for recurrent episodes 
in chronic m disorders (Antelman 1988, 1994). 

• Our past r rch on civilians with multiple chemical intolerances showed that such persom, even 
though psycho gically distressed, are different physiologically in their brain waves from controls 
with similar ty of psychological distress but no concomitant chemica! intolerances (e.g., women 
with depressio -Bel! et a!. 1998d; women with sexual abuse histories- Fernandez et al. I 999). 
'"Somatization scores (rating multiple symptoms in multiple systems) correlate with a blood 
biomarker ofi flammation called m10p!:erin in women with chemical intolerance in a pattern not 
seen in depres or normal controls (Bell et al. 1998c ). When tested over repeated sessions, 
persons with c ·cal intolerances also exhibit sensitization (progressive increases over time) in 
brain waves (el troencephalographic alpha frequeocy activity, EEG). heart rate, and blood 

capacity for sensitization (Belt et al. \997, 1998a,d; Fmmndez et al. 1999) not seen 
ut chemical intolerance. 

• We have a! found evidence for individual difference susceptibility factors in civilians parallel 
to those in sens tizable animals. These factors include: female gender, certain genetic strains (i.e., 
family histori of substance abuse including alcoholism), spontaneous preference for sucrose 
(sugar), and b eJine hyperreactivity to novel environments (Bell et al. 1998b, 1999). 
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• of basic neuroscientists, e.g., vonEuler eta!. (1994); Sorg et al. (J 996, 1998), have 
I models of sensitization to environmental chemicals. Low level formaldehyde, for 

itizes with cocaine (Sorg eta!. !998). Thus, the methodology also exists to test 
the sensitizati model for Gulf War illnesses in animals using various complex: combinations of 
agents and fact rs that may have been present during theGulfWar. 



• If sensitizati nand/or cross-sensitization were etiological factors in certain GulfWar-rdated 
illnesses, then could acrount for vt:terans with different exposure histories and different stress 
histories durin military service ending up with similar polysymplornatic conditions. This 
mechanism cou d also help explain the ability of interventions with different emphases to benefit 
various paden . Removing eliciting stimuli of any class (e.g., chemical or stress) might reduce the 
frequency and rity of currently sensiti2ed symptmm, without proving a role for the stimulus in 
the initiation o the illness. 

• In our VA- study, we are testing the possibility that duonically ill Gu1fveteratlS are 
persons who ar now more sensitizable than are healthy veterans. We are using extremely low level 
chemicaJ expos es as our probe at levels below olfactory detection (no obvious smell) to avoid 
patient expecta ion confounds and to limit symptom provocation. Our outcome measures over three 
exposure sess · spaced over 3 weeks are more ser:L'!litive and objective than symptom reports, i.e., 
we are looking physiological responses of the heart and eyeblink to acoustic startle stimuli. 

• Preliminary nalyses of our interim dataset on approx.imately 60 veterans suggest that we are 
seeing sensitiza ion Q\let sessions in ill Gulfvs healthy Gulf and era veterans in the time intervals 
between ts, as a function of receiving undetectable levels of jet fuel JP-8 versus clean 
compressed air in the sessions. This is occurring without apparent provocation of subjective 
symptoms. Ea lier analyses controlling for emotional state suggested that anxiety and psychological 
distress do not plain these findings. Once we have completed a thorough check for more possible 
confounding va 'ables in our statistical analyses, we plan to submit the data for peer-reviewed 
publication. 

• don hypothesis is supported and eventually tested in terms of symptom generation, 
it would provid a plausible model ofmethanism by which Gulf War-related illnesses might have 
developed. Ch mica! intolerance, for which there are now validated self-report scales. may be a 
subjective, ~lin cal indicator of susceptibility to sensitization. 

• the phenomenon of neural sensitization is well-documented in basic neuroscience 
an 1988; Ferger er. a]. 1993; Yoshida er: al. 1993). It depends on time-related 

changes in _the nctioning, not the structure, of nerve cells in response to repeated. intennittent 
stimuli. The s muli capable of initiating and eliciting sensitized responses are diverse in nature, 
ranging front c icals to stress, and can cross-sensitize. Some individuals sensitize more readily 
than do others. Sensitization deserves further study as a possible host mechanism by which a subset 
ofGulfvetera may have become ill. 

Thank you very muc for this opportunity to express my views on this important topic. 
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There's an old 
horse was lost; 
all for want of 

Ie: For want of a nail, the horseshoe was lost; for want of a shoe, the 
n the rider was lost; then the battle; the war; and fmally the kingdom

nail. 

This is precise! the situation we find ourselves in today. For want of a paradigm, our 
veterans are-1 st in a sea of inconclusive reports, redundant studies, expanding budgets. 
programs and mmittees, and cries of conspiracy-all for want of a paradigm, 
something toe plain the relationship between the exposures they experienced during the 
Gulf War and e multi-system symptoms that now plague them. 

Different speci ists apply different monikers to their symptoms. 

-The rheuma Iogist observing diffuse muscle pain diagnoses myalgias. 

-lbe neurolo ist hearing head pain and nausea diagnoses migraine headaches. 

~The pulmon logist finding airway reactivity diagnoses asthma. 

-The psychia · st seeing chronic malaise diagnoses depression. 

-The gastroen erologist noting GI complaints diagnoses irritable bowel syndrome. 

Most ill vete have symptoms involving several organ systems simultaneously. For 
them there is n unifying diagnosis, no known etiology, and no identified disease process. 

This is not the rst time doctors have found themselves baffled by wartime disease. One 
hundred and thi y years ago, during the Civil War, doctors were faced with a similarly 
mysterious" drome" characterized by fever. Hundreds of thousands of soldiers died. 
The doctors did what good epidemiologists do today. They classified the cases. Since 
the hallmark ptom was fever, they classified the cases by fever type-remittent, 
intennittent. or lapsing. In doing so, they unknowingly lumped together dozens of 



unrelated illn sses---everything from typhus and typhoid to malaria and tuberculosis 
(Sartin, 1993) Who would have dreamed it-this germ theory of disease? This war going 
on between in isible invaders and the body's immune defenses, with the only outward 
sign being-li lly-the heat of battle. 

Today we fi this same situation with Gulf War veterans. only this time the hallmark 
symptom is n t as simple as fever. It's the newly acquired intolerances these veterans 
have been ex riencing since the War. Like the mechanic who before the war used to 
"batheR in sol ents and now becomes ill after one whiff of gasoline. Or the young woman 
soldiers who Is how she used to be able to drink any man in her company under the 
table, but sine the war she can't take even one drink without becoming violently ill. The 
vast majority f sick veterans report these newly acquired intolerances which date from 
their experien s in the Persian Gulf. 

During the t seven years I have served as the environmental medical consultant to the 
Houston VA's regional referral center. Approximately 90% of veterans interviewed 
described ne nset intolerances to everyday chemical exposures which set off their 
symptoms: 78 percent were intolerant of fragrances, tobacco smoke, gasoline vapors, 
etc.; 78 perce t described food intolerances; 66 percent reported alcohol intolerance; 25 
percent were i olerant of caffeine; and nearly 40 percent reported adverse reactions to 
medicatio I since the Gulf War. These intolerances, resulting in flare-ups of 
symptoms, in luding fatigue. headaches. gastrointestinal problems, mood changes, 
cognitive im ·nnent and diffuse musculoskeletal pain, are like the fevers experienced by 
the Civil War ldiers---they are the outward manifestation of the underlying disease 
process. 

This is not the first time this illness pattern has appeared on the medical landscape. 
Researchers ve described these same new-onset intolerances and multi-system 
symptoms in ographicallf diverse groups in more than a dozen countries--sheep 
dippers ex to organophosphate pesticides in the United Kingdom; radiography 
workers expo to Xray developers containing glutaraldehyde, etc. in New Zealand; 
U.S. aerospac workers on the West Coast exposed to solvents and plasticizers; and 
environmental scientists exposed to indoor air contaminants at the EPA's own 
headquarters · Washington, D.C., to name a few (Ashford and Miller, 1998). 

What ties all ese groups together is the common experience of an initiating toxic 
exposure folio ed by newly acquired intolerances and multi-system symptoms. These 
observations p vide compelling scientific evidence for a shared underlying disease 
mechani ne involving ajundamenJal breakdown in natural tolerance. This two-step 
process-ani itiating toxic exposure followed by newly acquired intolerances that 
trigger multi-s stem symptoms---has been referred to with the acronym "TILT," or 
Toxicant-ind Loss of Tolerance (Golomb. 1999; Newlin, 1997; Miller, 1999, 1997; 
Miller et al, 1 7). 

This two-step rocess is the key to Wlderstanding Gulf War illness. It doesn't matter so 
much which e posure caused the breakdown in tolerance--be it pesticides, smoke from 
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the oil fires or yridostigmine bromide pills; those things have long since left these 
veterans• bodi s. It's the aftennath of these exposures-the new-onset intolerances to 
low-level che ical exposures-which appear to be perpetuating their symptoms. In some 
~it may difficult to sort out individual intolerances, or ~triggers,tl because of a 
phenomenon led "masking." This occurs when individuals are reacting to so many 
exposures that ey become a confusion of overlapping symptoms. 

n clears for both the patient and the physician when the underlying 
rstood. And questions that could not be answered, are answered. 

veterans became ill and others didn't-because individuals react 
xic exposures; some have no response at all. 

Or why res ers have been unable to isolate a single culprit exposure-because the 
answer to the q estion "What caused Gulf War illness?" is more likely to be "all of the 
above." 

It explains wh veterans remain sick almost a decade after the War,long after their 
initiating expo ures. 

It explains wh symptoms wax and wane unpredictably-as daily exposures wax and 
wane. 

What can be d ne to diagnose and treat the chemically intolerant? There is evidence that 
removing them from the exposures that are affecting them by putting them in an 
environmental edical unit (EMU), wilt cause their symptoms to subside. The EMU is 
an environmen ly controlled in-patient hospital unit designed to help patients avoid 
common, low-! vel exposures. Previous experience shows that within days of entering 
the EMU, patie ts will arrive at a "clean baseline," and their exposure-related symptoms 
will disappear. During the next two weeks, each patient is exposed to potential triggers
such as caffein • gasoline, perfume, various foods, medications, and tobacco smoke--one 
at a time, to ine what is setting them off. 

Epidemiologic I data and literature reviews can only go so far in determining the nature 
of a new di process. New paradigms require new approaches, and new tools. EMU 
studies will le doctors to witness this disease mechanism firsthand and understand 
Gulf War illnc:s for what it is, while providing a built-in treatment component--QUe that 
enables v to understand their disease and emerge less confused, less hopeless, and 
more in control of their lives. 

A validated q 
militarydocto 
this paradigm 

stionnaire (attached) is available in the medical literature which VA and 
could use as a first step toward introducing physicians and patients to 
they can begin to see it for themselves. 
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If we are goin to help these veterans. what is needed is not more epidemiologic studies 
or literature re iews, but, rather, a Manhattan Project-style approach consisting of EMU 
studies and oth patient-oriented diagnostic and treatment studies. 
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Figure 1. Ex ures that may initiate TILT or trigger symptOms 
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Figure 2. Cond tions that may have their origins in TILT 
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TheQEESI@ 

The Quiek Enviroom ntal Exposure and Sensitivity Inventory (QEESIC:. was developed as a screening 
questionnaire for mulf r:.:

1

chemical intolerances (MCf). The instrument has four scales: Symptom Severity, 
Chemical Intolerances, ~!her Intolerances. and Life Impact. Each scale contains 10 items which are scored 
from 0"' "not a probl ~"to 10 ="severe or disabting problem." A 10-item Masking Index gauges ongoing 
exposures that may affe~ individuals' awareness c>f their intolerances as well as the intensity of their responses 
to environmental expos fes· The QEESI<SI can be used for: 

(I) Research, to charac erize and compare study populations and to select subjects and controls. 

(2) Clinical evaluation, to obtain a profile of patients' self·reportcd symptoms and intoluances. Patients can 
be asked to compl te a QEESle at intervals in order to follow the course of their il!ness over time or in 
response to treaune tor exposure avoidance. 

(3) Workplace or corm unity investigations. to identify and provide self-assessment information to individuals 
who may be more usceptible or who report new intolemnces. Affected employees should have the option 
to discuss the resul with investigators or their personal physicians. 

Individuals whose healtl problems began or became worse following a particular exposure event can fill out the 
QEESI~ using one colo of ink to illustrate how they were before the event, and a second color to illustrate how 
they have been since th event. On the cover of the QEESIID is a "Symptom Star" (Figure I) which provides a 
graphical representation of patients• responses on the Symptom Severity Scale. 

Figure 1. QEESI S)'l ptom Star illustrating symptom severity In an individual before and after ao 
exposure event (e.g •• 1M ticlde application, indoor air contaminants, chemica] spill) 

HEAD== Head-related ymptoms 
COG = Cognitive= IYinl omtl 
AFF = Af!l.lC.:tivc. Sy~~ fum~ 
NM ==Neuromuscular ymptotns 
MS = Mu.cul0$kc.lct¥:1 ympiOms 
SKIN "" Skio-rclatcd S) f-pc.oms 
GU =- Oenilollrilwy sy plOms 
Gl = Gastruinlutinal s mptoms 
COR= Hcuikhut-RI WcJ Eymplums 
AIRIMM = A.irw&y or uoous membrane symptoms 

...__. Before ~osure event 
o--o Since e FPosute event 

SKIN 

For additional copies of th QEES!e, contact Claudia S. Miller, M.D., M.S., University of Texas Health Science Center at 
San Antonio, Department f Family Practice BCT ISO, 7703 F'loyd Cur! Drive, San Antonio. Texas 78229-3900. Phone: 
(210) 567-7760; fax: (210) 567-7764; email: millercs@uthscsa.edu. For further infonnation see Chemical Exposures: Low 
Levels and High Stakes by icholas A. Ashford and Claudia S. Miiler, John Wiley & Sons, 199S (1-800-225-5945). 
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Interpreting the QEES~ 

~•:;·~·i'~'"!id~y~o!fri42~1::~;~;1;:~: including four exposure groups and a control group, the QEES~ provided specificity of9S% in differentiating between chemically intolerant persons with multiple 
~MCJ) and the general population (Miller and Prihoda 1999). 

Cronbach's alpha I coefficients for the QEESI0 s four scales-Symptom Severity, Chemica! 
lntolerances, Other and Life Impact-were high (0.76-0.97) for each of the groups, as well as over 
all subjects:, that the questions on the QEESI0 form scales showing good internal consistency. 
Pearson correlations preach of the four scales with validity items of interest, i.e., life quality, health status, 
energy leveL body p ~in, ability to work and employment status, were all significant and in the expected 
direction, •l... t 2ood construct validity. 

Information on tlth~e; 1~;t::o:;~~! of this instrument, its interpretation, and results for several populations have 
been pubtished (l Prihoda l999a.,b). Proposed ranges for the QEESle's scales and guidelines for their 
interpretation appear Tables 1 and 2 below: 

Table I. Criteria for lc r• medium, and high seale seores 

Table 2. Distribution ~~ ..... :~~~ by group using "hfih" cutoff poiats for symptom severity (::!: 40) and che111ical 
intolerances(::!: 40), wit~ low or not low(< 4 or;:!! 4) 

' Pen:wlllpol"Eadl Group~ Risk Crllcrla 
Msskln& Score "-" MCS-No MCS- Implan~ o~t~rwar 

E~< ·-· Veic:rans 
n=76 - '"" ... , n=72 

"'-~ ,.:;:<;: fa ""'"""' lnr;.,.tetance 

v.., >40 ,., 
" ' " 23 " " ,, 0 " 66 ,. ' 
" ' I ' " " ~ 

,., 
"" ,., ,., 

0 0 ' ' • 
' ' I ' 0 

' " ' 2 • .. I • 2 " < " I 2 I I ~ 
100 100 100 too 100 

: Subjc(b mus1 mcc1 all !nto!etarw:e, a<>d Masking =· as iadicated in each row oflhil; table. 

I tow masking. or (2) low $ymplom and l;ltcmic41 intolerance 
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Biosketch 

Claudia S. Miller, M. .• M.S .• is an Associate Professor in Environmental and Occupational Medicine 
in the Department of amily Practice of the University of Texas Health Science Center at San Antonio. 
She is board-certified in Allergyllnununology and Internal Medicine, and has a Master's degree in 
Public Health!Enviro ental Health. Her research interests include the heal1h effects of low level 
chemical exposures, icides. indoor air pollution, and Gulf War veterans' illnesses. Dr. Miller has 
held appoinbnents to veral federal advisory committees. including the National Advisory Committee 
on Occupational Safi and Health, the National Tox:icology Program Board of Scientific Counselors, 
and the Department o Veterans Affairs Persian GulfExpert Scientific Advisory Committee. She is 
co-author of the WH -award-wirming New Jersey Repon on Chemical Sensitivity and a professionally 
acclaimed book, Che leal Exposures: Low Levels and High Stakes (Ashford. NA and Mi!ler, CS, John 
Wiley and Sons, Inc. 998, New York). 
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STIMONY OF HOWARD B. URNOVITZ, PH.D. 

FEBRUARY 2, 2000 

U.S. HOUSE OF REPRESENTATIVES 
COMMITIEE ON GOVERNMENT REFORM 

SUBCOMMITTEE ON N ONAL SECURITY, VID'ERANS' AFFAIRS AND l'NTERNATIONAL RELA TJONS 

I am grateful to the Co "ttee for allowing me the opportunity to review the GAO report on "Gulf 
War Illnesses: Manag ent Actions Needed to Answer Basic Research Questions" and for inviting 
me to present my views and recommendations on research din:ctions for Persian Gulf War Related 
Illnesses or GWS, Gul War Syndrome. My name is Dr. Howard B. Urnovitz. I received my 
doctorate degree in Mi obiology and Immunology from the University of Michigan in 1979. My 
entire CV is submitted with my written testimony. I currently hold the position of Scientific 
Director of the Chroni Illness Research Foundation as well as my current position as Chief 
Science Officer and · r of a publicly traded biomedical company. 

With respect to my vie on government research programs concerning GWS, I concur with the · 
GAO report that many f the research objectives identified by the Research Working Group of the 
Persian Gulf Veterans' Coordinating Board have not been reached. Some of the government
funded epidemiologic studies, particularly those of the Centers for Disease Control and 
Prevention and the U ersity of Texas Southwestern have been very meaningful. Most of the 
government-funded re cb conducted thus far, however, has focused on trying to quantifY 
exposures with little or o data. identifying single exposure agents as the sole causative factor, or 
summarizing the resear of others. The identification of the range oftoxic exposures would assist 
greatly in determining array of causative factors associated with GWS. Today. we already have 
a great deal infonnatio on the potential expo5W'CS during the Gulf War. Unfortunately. since a 
significant amount of data was not collected, we will never know with any degree of certainty 
what the extent and co bination of the exposures were in the case of each individual patient. 
Further, identification o these exposures alone will not reveal the disease mechanisms involved the 
progression of these i1ln 

hanism bas been the focus of our research. I recommend that Congress 
strongly encourage th Department of Defense, the Department of Veterans' Affairs and the 
Department of Health and Human Services to fully acknowledge non-government funded, 
published, peer-review d independent research to further expand the total information base on 
GWS. I am concerned t we in the independent research community do not have a structure for 
free dialog with go t agencies and researchers. To exclude these contributions to science is 
not productive. 

The GAO report reco "zes medical science's conventional approach to chronic illnesses. The 
paradigm continues to e a search for a single causative agent The weakness in this conceptual 
approach is that most c onic diseases are multifactorial. Thls single causative agent approach was 
formulated long before ience recognized that the human body can sustain damage at the celluiar 
and molecular level fro a variety of physical, chemical, or biological insults, and long before we 



I would like to stat for the record that it is my professional opinion that the clues to solving 
significant medical problems in the world today: cancers, AIDS. heart and liver diseases, 
autoimmune and ne ologlc disorders, vaccine safety, chemical injuries, and military associated 
ailments, -lie in blood of these veterans who suffer from GWS and possibly in the blood of 
their families. On<:e we break and catalog the code of the reshuffled RNA, we may fmally have a 
clear direction in ho to treat chronic illnesses. The Gulf War veterans will become heroes again 
for a second time. 

I ask that the full t xt of my statement along witb a prepared statement from my colleague 
Professor Montagnie be submitted for inclusion in the record of the hearing. 

Testimony of Dr. Umovi 



TIEN TESTIMONY OF LUC MONTAGNIER, M.D. 

FEBRUARY 2, 2000 

U.S. HOUSE OF REPRESENTATIVES 
COMMITTEE ON GOVERNMENT REFORM 

SUBCOMMI EON NATIONAL SECUR.lTY, VETERANS' AFFAIRS AND rNTERNATIONAL 
RELATIONS 

Mr. Chairman, y name is Dr. Luc Montagnier. I received a medical degree from Paris 
University in 1 60. My CV is submitted along with my written testimony. I currently 
hold the positio of Distinguished Professor at both Queens College in New York and at 
the Institut Past ur in Paris. I also serve on the Scientific Advisory beard of publicly 
traded company along with Howard B. Umovitz. PhD, who was invited to testify before 
thls committee t day. 

I have been inv lved in the study of the biological properties of RNA for nearly four 
decades. I first published the observation of the existence of double stranded RNA in 
replicating virus sin 1963 and within cells in 1968. I also led the team that discovered 
the RNA viruse : HIV·l, HIV-2and IDV·l groupO. 

I have been foil: wing the interesting work of Umovitz and his colleagues. They have 
reported on the detection of RNA molecules in the blood of veterans with Gulf War 
Syndrome (G ) which seems to be specific for the disease. I am aware of their ability 
to detect simil blood RNA molecules in several other chronic diseases. We should 
remember that e role of RNA in the process of life was first recognized just 37 years 
ago. Since 196 , RNA has been shown to be self-replicated, spliced, edited. reverse
transcribed and o be endowed with enzymatic activity. This new observation suggests 
that RNA may so be involved in the process of disease. It is my opinion that the 
detection and id ti:fication of blood-borne RNA is an important contribution to the field 
of medicine th will result in our further understanding of the nature of chronic disease 
and chronic d · e progression. 

Dr, Umovitz's published research and the testimony prepared for 
presentation to ·s Committee and strongly advise that future research on Gulf War 
Syndrome sho d include the study of the detected genetic material, i.e., novel RNA in 
the sera of the veterans. I have agreed to provide my advice, drawing upon my 
experience and search into RNA to assist this research team in this matter. I foresee 
that the study o GWS may have major consequences for other chronic diseases. 
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Rl'iiAs in the Sera of Persian Gulf War Veterans Have 

~~~~~~;H;,omologous to Chromosome 22q11.2 
JAMES 1. TUITE.1 JEAN M. HIGASHIDA, 2 AND WILLIAM JL MURPHY3 
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Califomia't; and The University of Michigan Sdwol of Mtdidne, 
A1111 Arbor, Michigan~ 
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!RPN]) in the sern tcstcd. We report that ampllcons thatwcR= 
750 bp or larger occurred in the sera cl GWVs but not In the 
aera of healthy nomnilitaty c:ontr<lls. 1\IDIII!Iplioon:s (of 414 
and 714 bp) unique to GWVs were sequenced. They contained 
short seg:mcntll homoiOJOIU to regiDM cl chromosome 
22q11.2, a bot spot for genetic reanallgements and mutations. 
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KYen ~~~~~~~~~~~~~~~~ distinct were 
450 bp. The results 
(fable 1) indicate the 
the two oohot!ll. 

Two bands in the regions of ca. 400 and 750 bp that 
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'" 
occurred only in the sera of GWVs were isol.atlld, cloned, and 
sequenced. Figure 2 presents the consensus sequence data for 
isolates from tbree different veterans. Each of the 414- and 
7'9-nt :sequences from the three dilferent isolates had approx
imately 99% homology. The 414 and 759-nt GWS sequences 
oontained aeYCral inilintion and stOp Ol>dons (open reading 
frames) that could code for small polypeptides. Neither the 
414- nor 759-nt sequences had direct homologies tQ sequences 
in GenBllnk. In analogous studies with sera from apPftW
mately 30 patients with active multiple myeloma (13). we de
tetted RPAs th11t were rel11ted to chrontosmne Zlql1.:2. We 
therefore el~Xted to scare!! the chromosome 22ql1.2 database 
for homologies to the 414- 1111d 759-nt sequences. SeYer.al short 
segments of 15 nt (15mer) and 14 nt (14mer) were found. 
Table 2 shows that tbrce 15mer and eight 14mer segments of 
the 759-m sequence had 100% hotM!ogy to sequences in chro
mosome 22qt1.2. On<: 14mer segment, from positions 377 to 
390 (Fig. 2 and Table 2), was identical for GWVs 2 aDd 3 but 

TABLE 1. Oa:urren.x: of polynbonucleotlcle bands in sera trom 
GWVs and nonrnllltaryconrrots 

Nrl. ('!!i) pasitrn 

&~· 
Ban<l.tm P .. lu•b 

""' ~. No~militory Q>nlml.!i 
ir.a 14) {n a 'ill) 

EV N11< 29~ 14(511) 21 (42) O.Z! 

Poli<> P.2/P3 "~ 10(4Z) 11 (22) {).10 

""' 2(8) 15(30) 0.043 

Non-EV "" 4(17) 0(0) 0.0092 

'"' 17{71) 19(38) 0-1112$ 
150 ll(SO) 11(0) <0.0001 

• £V N"ll!. entern.-i""' oonuansl>led re.ri<>n; EV, en~rus; Non-EV, noo.
onlef<Mrus. 
~Soo Mot<ri;l!s and Mcii!OOI for descriptio~ !lhlil!t<til:al 11111¢1. 
"The PGOl-PG!ll ptim., paU- d«e<ts • 197-hp louid f<CII"llhe IIO:IUallllotet! 

rtfe!.! cf a majori!}' of enlc,.,.;ruses. 
Tltt. PGQl-P004 primer pair d010CIII a .'i63-bpi>Jnd of U.c 1'2-1':> _juna1on of 

1m <>18.( !"'~"""'= vao:llle rnai!ll. Sabin typos I •<ld 2-
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not $ignificant!y dilfqcnt in tile two groups (Table 1). The gels 
shown in Fig. 1 d!sdosed many bands larger than 2,000 bp in 
the sera of GWVs. No attempt wes. made to resolve or to 
characterize them at the molecular level. Such studies lll'C in 
progress. Analysis of the 4-14- and 759-nt SCQUI!IICCIS showed 
that they :ne not •elated and that the 4-14-nt sequence is oot 11 
degradation product of the 75<J-nt sequence. 

In attt.:mpting lo understand the pathogonesis of GWS, the 
challenge has be~n to ~aln the diversity of the sips and 
symptoms typical of the disorder. A tnlditional apprOllch of 
involdng a single cause is not applicable because it fails to 
accommodate three basic coD8idemtions. Flrst. the etiology of 
tbe dlseru;e is multifactorial (49). Tbll3, d!!ferenl groups of 
signs and symptoms very likely have dlierent causes. Second, 
~e to environmental genotoxi!lS during the Pe11ilan Gulf 
War likely caused an interaction among causative &.ctors, thus 
afccting exprts3lon of signs and symptomJ ln given individuals. 
Thin!, and COllliatent with multifat'lorial diseases in gen&rlll, 
the senetle and phyaiologic dlvcrsityof the llftected population 
is in accord with the $J!CCU'um of disease CJI)tession seen. 
These wna:pts .are kDIIWll to be relevant lO a ll11.11lbef of 
chronic Lllllltifaetorlal diseases $llCh as rheumatoid arthritis, 
~temic lupus erythematosus, multiple sclerosis, and insulin
dependent diabetes mellitus. For such diseaseS it has been 
essential to identify the iudirid~~~tl cauSQtive &ctors, to wejgh 
the oontnlrotions of each to the overall elinieopathologie pit:.. 
ture, to determine how they interact in various population 
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TABLE 2. Segm~nt homo!orJes lllliOng GWS RPAs Bml human chrom<=me22qll.2 

RrA. !equcnce. ortd poslll """""' 22qt\.2 ~l!ank Scgn!<:nt loc:o~cn No. of.~ 11)001. lll&l<"h= 
oa:euiMM. ,_ 

7S9·nt RPA 
~m= 

59-73 HSUO?OOO ...., Between two Alu n:glons 0 ltuman, 0 nonhuman 
B'-97 HSrn37F10 36332-36346 &tween MIR and Alu 0 human, 0 nonhumm 
711-ru """"' 45987-46001 Be~ AluSK and MIR 1 humiUI, 0 llllnbuman 

14mers 
11-24 DB6<m ZllSl-23164 Betweet~ V1-8 and V1-3 2 luJrmon, 2 nonhuman 
136-149 Ul0597 227965-227971l Between two Alu r<:g!Oil! 0 human, 8 nonhuman 
194-207 HSE78Gl 29359-29382 Between two Alu regiollS 0 human, l nonhuman ,.._,. HSN44A4 1460-1473 In AluY II human, 2S nonhuman 
Jn-390 (GWV t) HSN38E12 1!190)-19916 Between AluSx and repeat region 2 human, 3 nonhuman 
377-390 {GWV 2 and 3) HSF4012 ,.,.._,., Between two repeat regiOII:' lll human, 22 nonhuman 
46Z-47S HSN»A5 172!1S-t1118 Ncar flanking repeat region 4 human, 1 nonhuman 
551-564 AC000068 H136-14149 No description 0 human, 2 nonlwm3n ,,._,, 

D87!"' 17508-17321 Between V2-7 and Vl-61igbt.cl!ain genes 151tun>an, 7 no~human 

414-nt Rl'A 
1Smers ,,._,. ACll02475 1301-1315 No description Z3 human, 1 nonhuman 

310-324 HSN74G7 10657-10671 Between Alu repeat and repe11t regioo 3 human. 0 nonhuman 

14mer:> 
136-149 HS65B1 4097-4110 Inside MlR repeal 4 human, 0 nonhuman 
lSS-168 HSE78Gl 35878-35891 Between n:peat regions 18 human, 2 nonhunun ,..,, HSE146D10 SU-SJS ~~~ repeat regions 4 bwnan, 2 I>OflhUin"-D ,_.,. HSE116C6 ,.._.,, Betwten Alu and repeat region 1 hul!llln, 14 nonhnm.Jn 

• Sequ"""" from a swvey c """"'"''" oeqocnc;es lllilh 100% h<moklgy 1<1 the dtslgnlt<d RPAs '"""sera from OWV•r.ith OWS {GWS RtAil) wen: divided Into 
bnman ""d n<riumancatego ·.,.ac:ccn!inl! 1e 1he GenBank dcfini!lcn of the enuy. MlR, a~amlllalian·wide lnt~d n:peal. 

groups, and to evaluate the effecl$ of different environmental 
influences. 

The notions outlined reflect our apprOS!:h to an ana.l-
y.sis of GWS. First, we ught to determine whether enterovi
rus infedion could be a ntributory factor in the pathogenesis 
of GWS. Molecular stu ies that have ~md PCR teelutologies 
have indicated persiste t enlcrovirus infection in myalgia and 
myositis (S4), dermato os.itis and polymyositis (5, 43), neu
romusculBt disease (28, 37}, and the 'hronic fatigue syndrome 
(18). The signs Bnd sy ptoms of these disorders Bte oommon 
in GWS. Moreover, en rovirus infection is known to cause a 
variety of immunologi and autoimmune disorders (51, 17). 
lmmWJologie disorders pear to make up an important com* 
ponent of the signs an symptoms of GWS. Studies o! bnmu
nologic abnomtalities · GWS. similar to those done for the 
cllronic fatigue syndro e {4), appear to offer an important 
approach 1n an analysi of lite pathogenesis of the disease. 

To the best of our owledge !his is the firllt repmt of the 
occurrence of nonviral RPAs in the sera of subjecu with a 
multiflClOrlal chronic iscase. We consider four central ques
tions: (i) the. pos111ble o 'gln(s) of the polyribonucleotides (wn
pl!eons) found in sera, if) the possible role(s) of chromosome 
22q112 in th~ pathog nesis of the GWS, (lii) whether envi
ronmentalgenotoxlns y have pleyW a role in its pathogen
esis, and {iv) the pussib diltgoostic value cf detecting RPAs in 
the sera of patients wi chronic diseases. 

Identification of the le origin(s) of the RPAs in scm Is 
an important consider ion. Since the occurrence of nonen-
tei'O'Iiru$ RPAs in the of GWVs and controls was unex· 
peeled, we were co ed that they might have been PCR 
artifacts. Specifle steps d been taken to minimize Ibis possl· 
bility {sec Materials a Method$). Two separate lines of ev· 

idence indiCI!.te that the RPAs described here were not arti· 
factual in origin: (i) we developed a non-PCR, total RNA assay 
that independently confimted that RNA species OCCUJ' In the 
sera of patients with chro11iC disease$; and (ii) studies of ap
proxilll!ltely 30 patients with active multiple myeloma and lS2 
healthy controls by the described RT-PCR Ql;llB.Y disclosed the 
OCQirrence of unique RPAs, e.g., GcnBank aa:ession no. 
AP018254, in test sera. Accordingly, our data suggest that 
individual 'hroni' diseases may be characterited by the c:nn
sistent occurrence of unique RPAs in the sera of patients with 
the. individual chronic diseases. 

An explanation of how pol)lfibonucleotides roo!d persist in 
the sera withoul being degraded is ai!IO needed. A reasonable 
account comes from the work of W~rek ct a!. (52), who 
reported that RNAs !n the sera of patients with a variety of 
malignancies persisted as RNase-resistant RNA-proteolipid 
oomp!cxu. Salmon and Scligma.nn (4S) referred to the occur
rem:e of RNAs in the sera of patients with multiple myeloma. 
We recently oonfirmed and ette!lded these finding:; (13). We 
detected a 705-bp segment homologous to the flanking region 
of tho peroxllome proliferator-B<:tiva!ed receptor CltOil 4 se.. 
quence located 01\ chromosome 22qll.2. We arc testing 
whether RPAs found in sera were derived from diverse tissue 
and te!lular origins. 'I1te5e experiments arc based on the clin
ical observation that Immunologic abnormalities appear to be 
commonpla(e in GWS. In addition, Koga et al. (25) reported 
that uninfected thymocytes from healthy humans contained 
elevated amounts of heterodispene RNA. Sueh heterodispene 
RNA may be released into the circulation as a result of thy
mocyte apoptos!s. Presumably, such RNAswould be protected 
from RNase degradation because of a phymcal ~dation with 
cellular debris,. as described by Wieczorek et al (52). This 
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hypothesis takes into consi eraticn the evident immunologic 
dysaaslas t~at are ob$ in patient$ with GWS and that 
presumably IXCIIT because f underlying disorders in immune 
regulation. 

None of the RPA ~cqu data disclosed homologi~ to 
entcrovinls or poliovirus uences. Since only a fraction of 
the RPAsobserved in gels resequenced, we do not =lude 
the po$lhillty that some of hem were enteroviros related. We 
auui!Hl that the RPAs tha were sequenced are direct tran· 
S~:ripls of rec:ombinant seq nus, although direct uperimen
tal proof is still required. h the 414- and 759-nt RPAs. 
which were fuiUXI only in th sera from the three GWVs tested, 
had short l4mers Ol lSme (Table 2) thai were 100% homo!· 
ogous to chromosome 22q 1.2 segments. Thm flndinp sug
gC$1: that abnormalities in omosome 22ql1.2 are inVQJved, 
either directly or indirectly, in the pathogenesis of GWS. This 
does not ffilliltt that dlrom somal region! other than 22q1L2 
are not ill"'llved. Nonethcl it appears tllal the GWS may be 
added to the list of diseases in which abitol'llulitil\$ in chromo· 
some 22qll.2 are invo!v«<. ese include lb~: rwentlydefined 
chrollliJsome 22q11..2 dele ion syndrome (46, 48}, juvenile 
rheumatoid arthritis-like lyarthrllis (47), idiopathic throm
bocytopenic purpura (29), a hypoparathyn.>ldi!lll (3).ln faet, 
deletion from chromo 22qll is the most common mi· 
erodeh;tion {36). interesti y, up to 60% ohubje~ia (36, 53} 
with such deletions su:lt:er om behavioral or psychiatric cfis.. 
mders. Aho of note, chrom e 22 appears to be involvt.d in 
the ~led Ooldenhar co pia (21, 24), a birth (1efed: pos
sibly IUSOCiated with GWS 19). The mechanism!~ involved in 
embryonic development a d 22q deletion disordet'$ are now 
being defined at the mo.! lar level (33}. 

The ocwrrence of bot ts for genetic deletiorur, ~ 
cations (6), and rearrange ents, e.g., immunopjobulin lambda 
light chains (15, 44), in omosome 22q11.2 is recognized 
widety. Such hot ~pnts may patticutarly sellllitive to advcne 
genotoxic e!l"ects of environ ental OHMs C"llo;:oUntered during 
service in the Persian Gul War. Stud~s wil"!t anintalmodek 
(2) ~uggest that combined o multiple CllpOillll"es tu OHMs mil)' 
have a synergistic genotu etrect, thus causing SOllie of the 
li)'mptoms seen in GWS. 

The jw:taposirion of the 
S«Juenees in chrom=me q11.2 akn may be relevant to the 
pathogenesis of GWS. 11w contemporary notion that Alu se-
quences are "junk DNA" not cunsistC"IIt with the accumu-
lating evideooe that Alu ueru:e& become transcriptionally 
active when cells are e d to physiologic Insults &uch as 
infection with DNA vir (10, 4()) or human immuno.defi-
ciencyvirus type l (23, 25) r when cells an: induced tu e;qness 
heat sbock proteins (1). 'u et al. (.32) reported that cells 
stressed by eXJX!SUre to oheximide or puromycln "rapidly 
1111d trnnsie.ntly im:r~ e abundalXC of Alu RNA." We 
postulate that the expres&i of RNAs of Alu sequencet, their 
flanking regions, and their ecombinants in responn to GHMs 
may be a supplemental me anlsm !or detoxification of OHMs 
(11, JS}. Such Alu-Aiu r mbinants are generated by both 
extracluomosomal and c mosomal genetic mechanWns (20, 
27, 31,35,39,41). In additi n, Makalowsld eta!. (34) described 
the role of Alu seq~ncea i gener&ting diver.;e proteins. Such 
diverse proteillll may also ntrlbate to autoimmune reaWvJ.. 
ties in patients with GWS a d possibly other chronic disorders. 

The po~ible roles of the etectW: RPAs in the pathogcnesili 
of GWS are ualmown. N eless, thelnx:rurreoce makes 
available markers that can studied for pom"b!e patlwphys-
lo\oglc effects. The biolo · I activitie& ot l!llch muleculcs tan 
be significant. Krieg (26) r ported that specific CpO Alu-rich 
DNA (Jn) sequences In t plasma of patients with systemic 

lupus erythematosus may play an important role in the patf». 
phy5ioloSJ of the disease. Interes:inJ]y, cbromosome 22 iuid! 
In CpG islands. In addition, Abken et al. (1) reported that 
novel mouse cytoplasmic DNA sequences immortalized hu· 
man lymphocyt~ in vitro. Such "StUdi~:s prtwide. a plll"adigm for 
GWS. 

The patterns of tlte occurrence of RPAs In the sen of 
GWVs and healthy controls ~tre sufficiently diRtinct to sagg.e&t 
possible future diagnostic applications. Sufficiently large num
lcers of subjects need to be sllldicd (50) to detennine the 
sensitMties end specificities of lOCh tests. Our studies of pa
tients with active multiple myeloma (13) suggest that patients 
with incUvidual chronic multifactorial disei!Se'l may have 
unique RPAB in their sel"ll. Validated tests for such putative 
surrogate markers may aid in the diagnosis of web disease$ or 
In the evaluation of responses to thetapeutic modalities. 
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PER IAN GULF ERA 
V TERANSASK 

Did this Program fail and cause 
the 

increase t e abnormal number of 
veterans 

with epatitis C Virus ? 

Subject: HCV C NSIGNEE NOTIFICATION 
On March 23, 1 8, the Food and Drug 
Administration i eel Guidance for 
Industry: Suppl mental Testing and the 
Notification of C nsignees of Donor Test 
Results for Anti ody to Hepatitis C Virus (Anti-HCV) which outlines requirements 
for HCV lookba Each of the three Anmed Service Blocd Programs (Anmy, Navy, 
and Air Force) h s been directed to establish a centralized database for 
tracking their H V donor, recipient, and product lookback cases. 

In order to adeq ately facilitate this program, it is requested that "a!!" HCV 
lookback consi nee notifications be made directly to the specific Armed Service 
Blood Program ce which represents their shipping consignee. 
The following a resses are provided: 
(FOR ARMY FA ILITIES) Commander U.S. Anny Medical Command 
ATTN: MCHO-C -R (Anmy Blood Program) 
2050 Worth Roa Ft Sam Houston, TX 78234-6000 
Phone: (210) 22 -$34417989 POC: COL Gary Kagawa, MS 
(FOR AIR FOR E FACILITIES) HQ USAFJSGXR Air Force Blood Program 
110 Luke Ave, m 400 Balling AFB, DC 20332.0750 Phone: (202) 767-5544 
POC: Maj Ruth ylvester, BSC, USAF (FOR NAVY FACILITIES) 
Chief Bureau of edicine and Surgery 2300 E Street, N.W. 
Altn: MED-273 ( avy Blood Program) Washington, DC 20372-5120 
Phone: (202) 76 -3434/3438 POC: COL Brenda Bartley, MSC, USN 

My point of oon ct for this action is Major L Groshel, USAF, BSC, Deputy 
Director, Anmed ervices Blood Program Office, at 703-s81.S011/8024. 
Captain, Medica Service Corps United States Navy Director 



HEP TITIS C INFECTION COMMON AMONG US VETERANS 
STUDY INDICATES 20% MAY BE INFECTED 

NEW YORK, NOV 24, 1999, REUTERS HEALTH 

\ 

In a recent study, close to 200A. of US veterans screened at San Francisco Veterans 
Affairs Medical enter tested positive for the hepatitis C virus, which can cause liver 
disease. 

Or. Teresa L. Wright and Megan E. Briggs announced the study results recently at 
the50th annual eating of the American Association for the Study of Liver Diseases in 
Dallas, Texas. 

The Cal ia researchers screened 791 patients. Wright reported that hepatitis C 
virus was most men in Vietnam-era veterans, but "actual service in Vietnam 
was not identifie as an independent risk factor." 

Briggs told Reuters Health that, among the veterans studied, the single greatest risk 
fader for infectio with the hepatitis C virus was intravenous drug use. At the liver disease 
meeting, she said that other risk factors wera getting a tattoo, getting stuck with a needle 
while serving as medical corpsman, and being in jail for more than 48 hours. 

Wright sa d that the Veterans Administration has preliminary plans to conduct a 
larger study, whi would detennine how common the hepatitis C virus is among veterans 
nationwide. ~ 

She add that the Veterans Administration has approved the use of a combination 
drug therapy - in erferon plus ribavirin -for treatment of veterans who are infected with 
the hepatitis C vi s. 

Many vete ans ''do not make good candidates for this therapy because it has many 
side effects asso iated with it," Wright explained. --aut we know that we can get a 40% 
response with t is therapy, so we think that it is important to identify those who are 
infected and offe treatment if appropriate." 

POSTED TO NG RC WEB Tue Nov 30 08:00:01 1999 
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Hepatiti C Screening 

Seen St ining Resources 

By Matt Pueschel 

W ASHINGTO -A$ dollars for veterans health care are squeezed ever tighter, a 
report released y the inspector general in mid-October shows that the impact of 
national guidan e issued by the Department of Veterans Affairs in February calling 
for the screenin of all veterans at risk of hepatitis C, subsequent testing, and 
appropriate car "is an increasing concern" to managers in VHA facilities. 

"Increasingly, resources will become more strained, and additional dedicated 
resources will required at rrumy VHA facilities to avoid delayed access to HCV 
care and treatm nt in the future," the !G report stated. "V AMC managers and 
clinicians whom we interviewed unanimously expressed their concerns to us about 
the anticipated · pact on their facilities' resources, and particularly about their 
future abilities t treat all of the veterans who are expected to seek care and 
treatment of HC " 

The report was quested in June by Rep. Lane Evans (D., Dl.), ranking ntinority 
member of the ouse Veterans Affairs Committee and Rep. Vic Snyder (D., Ark.) 
to investigate co plaints about veterans' access to HCV diagnosis and treattnent at 
several facilities The inspector general found no evidence ofHCV treatment 
rationing at eigh VA medical centers throughout the country, although a situation 
was discovered t the Tampa, Fla. medical center in which all the veterans who 
needed Rebetro treatment may not have received it because of fiscal constraints. 
The report state that the network director promptly remedied the sitnation after he 
became aware o it. 

The primary dil a in the V A's HCV initiative appears to be the expensive cost 
of detecting and eating the disorder. Accordiog to the !G report. an analysis 
applied to the S Francisco V AMC indicates that screening 1,000 veterans and 
treating ouly ap roptiate cases would cost $737,000 and lead to the virologic cure . 
of just eight pati nts. 



House VA mino ·ty staff members said the HCV initiative is a great idea, but there 
is not enough m ney in the VA budget for it. The VA is operating on a budget to 
cover its basic h alth services, they said. "This is clearly a mandate that requires 
new dollars ifw want to avoid the tragic consequences we've faced in other 

AIDS," said Rep. Evans. "Without an adequate appropriation, 
g Peter to pay Paul." 

or general found that VA has provided national satellite 
for ongoing clinical education and guidance on HCV, the repnrt 
V "mandate is not fully implemented because V AMCs are not 

uniformly scree · g" all veterans who seek care. "Some facilities did not have any . 
HCV risk factor screening procedures for new patients,~' the report stated. "While 
VA's full imP! entation of the HCV initiative will take time, uniformity ofHCV 
risk evaluation o screening mechanisms needs to be addressed soon." 

Rep. Evans said VA's central leadership has taken steps to try to educate the 
workfurce to en ure that hepatitis C, which disproportionately aftlicts Vietnam era 
veterans, is cons dered a high priority nationwide. "My concern is that some 
hospital directo don't seem to want to implement the guidance they have, and 
headquarters c ently has little means of changing their behavior," said Rep. Evans. 

The IG report al o reconunended that VHA conduct a cooperative study at multiple 
facilities to refin and improve HCV care and treatment, especially for veterans. The 
current combin 'on treatment with Rebetron is not effective for all veterans and its 
side effects can severe in some cases. 
The report furth r recommended the establishment of an HCV national pnlicy or 
advisory board s nsored by VHA and composed of nationally recognized clinical, 
experts in the fi d. 
http://www.~ .hlml 
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Test yoursdf for bcpatitis C at OOme. 

If you had a blood transfusion or organ transplant 
before 1992. ever injeded dru~ or had sex with 
someoae wbo did- you should be tested. ror bepstitis 
c. 
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Herpes Virus Associated with MS 

A s in of reactivated herpes virus may be 
ass eiated with multiple sclerosis (MS). In the study, 
mo than 70 percent of individuals with the 
rela sing-remitting form of MS showed an increased 
im une response to human herpes virus-6 (HHV-6) 
and approximately 35 percent of all participants in 
the tudy had detectable levels of active HHV-6 in 
thei serum. 

Sci ntists believe that the reactivation of HHV-6 
viru may be associated with the breakdown of the 
prot clive covering of nerves, called myelin. 

R ctivation is characteristic of herpes viruses. -

So rce: National Institute of Neurological Disorders 
and Stroke, 
No mber 24, 1997 

PERSIAN GULF ERA VETERANS 
ould like to know if the studies of Gulf 

V terans who have developed MS reviewed ' 
this possible situation ???? 

I 



Military Anthra Program Criticized 

GAO Ands Sen us Problems 

October 25, 1999, By The Associated Press 

WASHINGTON (A ) - The Pentagon's 
program to vaccin e all 2. 4 million service 
members against nthrax remains troubled 
with ®Jays, suppl problems and 
uncertainties, con ressional auditors said 
Monday. 

The General Acco ting Office, an 
investigative ann f Congress, criticized the 
Defense Departm nt's procedures for 
keeping track of v ccinations. The Pentagon 
also is not doing a good job screening 
"adverse reaction ,"the report said. 

Anthrax is an lnf 'ous bacterium that is 
frequently fatal if it is inhaled by unprotected 
humans. The Pen gon considers It as 
perhaps the great st biological warfare 
threat to u.s. milit ry forces. 

In 1997, Defense ecretary William Cohen 
ordered all active Lrly and reserve troops to 
get shots of the an hrax vaccine, but only 340,000 of the 2.4 million have been immunized so 
far. 

The program is at east five months behind schedule, the GAO report said. 

··The most critical 
testing delays and 
have already deJa 

It also cited finand 
Lansing, Mich. 

mponent of the program, an adequate supply of vaccine, is threatened by 
ossible Joss of production capability," the GAO said ... Testing problems 

release of stockpiled vaCCine." 

I problems facing the only licensed producer of the vaccine, BioPort Corp. of 
\ 

Last August, the P ntagon agreed to pay more per dose and to make an $18.7 million advance 
payment to BloPo to enable the financially troubled company to pay off creditors. 

Those contract re 
Still, it said, •• BioP 
short term and m 

goliations '"have somewhat mitigated" BioPort's problems, the GAO said. 
s financial problems have reduced the program's vaccine supply in the 

threaten future supplies aJtogether if production does not resume." 

"BioPort must imp ve its financial health if DOD is to retain this sole source of anthrax 
vaccine," the GAO said. 



The Two "V ·ants" Of HHV-G Appear To Act Very Oifferen6y 

There are many strains of HHV-6 - that is, viruses that are enough alike to be 
considered HHV 6, but which differ from each other in small ways. Those strains are 
further classified as being in a larger grouping, called a "variant." The two variants of 
HHV-6 appear t have very different diseaseMcausing properties. While this is rather 
technical inform ion, it may have important implications for understanding both Chronic 
Fatigue Syndrom and AIDS. ' 

The easie t way to visualize different virus strains is to imagine that a virus is like 
a string of differe -colored beads. If you have three strings of beads that have exactly the 
same color seque ce except for one bead, those strings would be analogous to strains of 
a virus. 

There are any different strains of HHV-6, and more appear to be discovered all 
the time. Those ins, like the imaginary strings of beads, differ from each other only very 
slightly. But as ore has been learned about HHV-6, it has become clear that the virus 
strains differ from ch other in ways that allow them to be divided into two groups, called 
"Variant A" and' ariant B" HHV~. 

These two variants appear to be able to cause very different kinds of illness, and 
may resolve the apparent paradox that HHV-6 infects about 90 percent of the world 
population as an pparently harmless, asymptomatic infection, yet can also be associated 
with catastrophi immune system diseases like AIDS, cancer, and Chronic Fatigue 
Syndrome. 

Recent re arch has shown that Variant 8 HHV-6 is the type that infects infants and 
children, usually by age three, and is associated with a mild illness with fever and rash 
called roseola. 

Variant A HV-G, however. is the type that is found in very sick adults with AIDS 
and CFS. Varia t A HHV-6 appears to be able to attack the immune system, and infeCt 
and kill very i cells. Cells that HHV-8 is known to be able to infect include the ce!t 
considered to be e primary target of HIV, the T4 cells, and other very important immune 
system cells, natu al killer cells. Because HHV-8 can infect the same cells as HIV - and 
both viruses hav been found cohabitating in the same cell ~ some researchers have 
suggested that H V-6 may be a "co- factor" in causing AIDS. 

Now, h ver, it is known that HHV-6 is the only virus capable of infecting and 
killing natural kille cells, the immune system's front-line defense against viruses and some 
kinds of cancers. 

So, along "th HHV.S's ability to infect T 4 cells, it is becoming clear that HHV-6 is 
ca.pabfe of inflicti g a considerable amount of damage on the immune system. 
Although somes ·entists consider HHV-6 to be a "co-factor," along with HIV, in causing 
AIDS, it might be more prudent to determine how much HHV-6 can damage the immune 
system all by itse . Is HHV-6 the rea! AIDS virus? 



Eur J Clin Invest 999 Nov;29(11 ):960-3 

Persistent s oms in former UNTAC soldiers are not associated with shifted 
cytokine balanc • 

Soetekouw PM, e Vries M, Preijers FW, Van Creve! R, B!eijenberg G, Van Dar Meer 
JW St Radboud niversity Hospital, Nijmegen, the Netherlands. 

[Medline record i process] 

BACKGROUND: 
The pathogenesi of post-combat syndromes, such as Gulf War syndrome, is poorty 
understood. R ntly, it has been postulated that the symptoms of veterans with such 
syndromes are d to a disturbed cytokine balance shifted towards a T -helper (Th) 2 
profile. We inv igated this hypothesis in 21 symptomatic former UNTAC soldiers aiid 
compared their r fts with those obtained in 21 healthy former UNTAC soldiers matched 
tor age, sex and ilitary force. 
DESIGN; 
The numbers of ntracellular interleukin 4 (tl-4) and interferon gamma- (IFN-gamma) 
producing CD4+ and CDB+ T lymphocytes (CD3+) were determined after in vitro 
stimulation with horbol myristate acetate and calcium ionophore in the presence of 
brefefdin to blo secretion of induced cytokines. Circulating concentrations and 
Jipopolysaccharid - (LPS) or phytohaemagglutinin- (PHA) stimulated whole-blood 
production of the inflammatory cytokines ll-1 beta, ll-1ra, tumour necrosis factor alpha 
(TNF-a!pha) and l-10 and tFN-gamma were measured. 
RESULTS; 
The numbers of C 4+ and COB+ T lymphocytes positive for IL-4 or IFN-gamma production 
were not significa tly different in patients and control subjects. After stimulation with LPS 
or PHA, the in viv circulating concentration and concentration of ll-10 and IFN-gamma 
were also similar. 
CONCLUSIONS; 
The present stud demonstrates that there is no shift in cytokine balance towards a Th2 
profile in former U TAC soldiers with symptoms similar to those of the Gu~ War syndro"'{'. 
PMID: 10583441, Ul: 20051286 

PERSIAN GULF RA VETERANS would like to know which Study reviewed this 
question: 

We need t know if thaaa Danish soldiers got the shots?? 
This might be a key determining factor on the difference with the UJ 
study d earlier. 
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September 27, 2000 

Mr Chairman, I ant to thank you for the opportunity to once again be a small part of your 
courageous effort to answer questions regarding Gulf War Illnesses and vaccines used by our 
military personne . Your detennination to move forward and find answers has provided vital 
leadership for this Congress on this critically important issue. 

Indeed, we have 
to act dishonorabl 
dangerous world. 

obligation to pursue the truth, wherever it may lead us. To do less would be 
toward the dedicated men and women who stand between us and a still 

For that reason, I ve issued a report culminating a three year investigation into the conduct of 
the DOD (Dep ent of Defense) with regard to the possibility that squalene, a substance in 
vaccine adjuvant formulations not approved by the FDA, was used in inoculations given to 
Gulf War era s · ce personnel.According to the GAO (General Accounting Office), scientists 
have expressed s ety concerns regarding the use of novel adjuvant formulations in vaccines, 
including squalen . 

The report reve s that the FDA has found trace amounts of squalene in the anthrax vaccine. 
The amounts rec rded are enough to "boost immune response," according to irmmmology 
professor Dr. Dor thy Lewis of Baylor University. Therefore, my report concludes that, Mr 
Chairman, you a absolutely correct in demanding an immediate halt to the current A VIP 
(Anthrax Vacc · tion Immunization i'rogrJm). 

My report further 
source of the sq 
both during and 

tatcs that an aggressive investigation must be undertaken to determine the 
ene, and the potential health consequences to those who have been vaccinated, 
er the Gulf War. 

The report also d cuments at length DOD "stonewalling" attempts to resolve the squalene issue, 
which GAO inve tigators characterized as "a pattern of deception." The GAO stated the 
DOD denied cond cting extensive squalene testing before the GulfWar, then admitted it after 
being confronted ith the public record. The GAO revealed that DOD officials deliberating 
deployment of the anthrax vaccine expressed a "willingness to jump out and use everything," in 
discussing exper' ental vaccines containing adjuvants not approved by the FDA. 
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GAO also found Peter Collis, OOD official who headed vaccine efforts, refused to cooperate 
with them. The eport states that the DOD has refused to act in good faith upon the GAO 
recommendation o replicate the findings of a test developed by renowned virologist Dr. Robert 
Garry of Tulane niversity, although DOD admitted they could easily do so. The work of the 

has been peer-reviewed in a scientific publication of high standing . 

. Finally, my report states that "Congress should take immediate action to review the findings of the 
GAO and the ed Services Epidemiological Board, and provide independent oversight for the 
immediate imple entation of their recommendations.'' The board called on the DOD to engage 
in close coopera on with the Tulane researchers. 

Congress must ge to the bottom of the labyrinth that has become known as "Gulf War illnesses." 
Mr Chairman, yo have been in the forefront of this effort. As I am about to leave the Congress, I 
just want to once gain commend you for your courage in this leadership role. Please stay the 
course. Veterans, ctive service members and their families deployed around the world are 
counting on you. you so much, 
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Executive Summary 

Ja<lk l\1etcalflll!S issued a report culminating a three year investigation into the 
(Department of Defense) with regard to the possibility that squalene, a 

substance in va<lcrnce adjuvant formulations not approved by the FDA, was used in 
inoculations to Gulf War era service personnel. According to the GAO (General 
Accounting scientists have expressed safety concerns regarding the use of novel adjuvant 
formulations in including squalene. 

The report that the FDA has found trace amounts of squalene in the anthrax vaccine. 
The amounts are enough to "boost immune response," according to immunology 
professor Dr. •Lewis of Baylor University. Therefore, the report concludes that 
immediate should be taken to halt the current A VIP (Anthrax Vaccination Immunization 
Program). It fi,rtl,., states that an aggressive investigation must be undertaken to determine the 
source of the and the potential health consequences to those who have been vaccinated, 
both during Gulf War. 

at length DOD .. stonewalling" attempts to resolve this issue, which 
characterized as "a pattern of deception." The GAO stated the DOD 

extensive squalene testing before the Gulf War, then admitted it after being 
w.th tt.e public record. The GAO revealed that DOD officials deliberating deployment 

vrukirte expressed a "willingness to jump out and use everything," in discussing 
experimental va•o~urres containing adjuvants not approved by the FDA. 

GAO also fotmdll P<>ter Collis, DOD official who headed vaccine efforts, refused to cooperate 
with them. The states that the DOD has refused to act in good faith upon the GAO 
recommendation replicate the fmdings of a test developed by renowned virologist Dr. Robert 
Garry of Tulane although DOD admitted they could easily do so. The work of the 
Tulane has been peer-reviewed in a scientific publication of high standing. 

states that "Congress should take immediate action to review the findings of the 
Anhed Services Epidemiological Board, and provide independent oversight for the 

immediattt•e:~:~::~::.~:;: of their recommendations." The board called on the DOD to engage 
in close c with the Tulane researchers. 

Congressman Mejcalf.b<:lie:ves it is clearly within the oversight responsibility of the Congress to 
get to the bottom labyrinth that has become known as "Gulf War lllnesses.'' We have an 
obligation to the tl1lth, wherever it may lead us. To do less would be to act 
dishonorably the dedicated men and women who stand between us and a dangerous 
world, willing to if necessary to defend our nation. 
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The Request For Investigation 

• August 29, 1997 Congressman Jack Metcalf requested the General 
Accountin Office (GAO) investigate reports that the presence of antibodies for 
squalene h d been discovered in the blood of some sick Gulf War-era veterans. The 
assay (test) eing used to detect the antibodies had been developed at Tulane University 
by Dr. Rob rt Garry, world renowned virologist.(Appendix 1) 

At the time of Congressman Metcalf s request, the research by Drs. Garry. Asa and Cao 
had not yet een published in a peer-reviewed scientific journal. Their work, "Antibodies 

in Gulf War "was published in the February 2000 issue of 
Experimen I and Molecular Pathology. (Appendix 2) 

NO 'E: Squalene is a component of adjuvant formulations used in some 
exp rimental vaccines but not in any licensed vaccines. Squalene is found in 
sha liver oil, some vegetable oils, and the human liver and can also be 
man i[actured through chemical engineering. (GAOINS!AD-99-5). 



Section One 

• 1997. March 29, 1999 General Accounting Office (GAO) investigators 
initiated study .and completed the report "GULF WAR ILLNESSES; 

The investigation was significantly slowed by government officials 
or presenting incomplete information, leading GAO investigators to 

their concerns que.~tioning a "pattern of deception. " (1) The following six 
dated are found in the background material for the GAO report. They illustrate the 

that clouded the investigation. 

N~~~:~~1997 GAO emtatu;c rnrt artmcntof Defense 
0 GAO notes state, 
1) said DOD had not perfonned or sponsored any research on synthetic or 

squalene or squalane until after the Gulf War. The sponsorship was through 
[Cooperative Research and Development Agreement]. However, they 

tell us who the CRADA's were with, what stage they were in, or what tests 
had performed. 
2) used in two experimental adjuvants, after the war and involving 

100 subjects. These were for HIV and Malaria vaccines, They said NIH 
had used in some of their research protocols, DOD officials also stated that 

~~~~~in;;volved after animal testing stage." (2) 
In JIIIIII?IS, GAO investigators stated, "However, GAO found evidence of 
sev,1Yql other studies in our searches ofPublication &abases, references and 
arti.cl,fs.. Various DOD officiols gradually acknowledged on apiece meol basis 

clinical research had started before the war, that they had conducted 5 
studies with squalene and hod planned a sixth, that the size of these studies 

was and now has involved 572 human subjects, and that some of these 
were purely their own investigational New Drug {IND) Studies. Moreover 

conducted IIUIIIei'OIIS animal studies, particularly to develop a modern 

~
~~~;~ anthrax In fact, in most cases they only admitted to conducting 

after we had discovered it in pNbJic reamls. On three occasions people 
a meeting did not report their own research on squalene a4juwzn1s. " (3) 

10, 1997 GAO entrance conference with Food and DnJg 
GAO investigators noted that it was a very 

meeting and recorded: 
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I) of developing new adjuvants, even though alwn is safe, is to use 
fewer get a better response, and to check unconquered antigens. Earlier 

ran into problems in animal testing ... Most of DOD's work has been with 
for malaria Their person most interested in developing own 

adjuvaiu" at WRAIR [Walter Reed Army Institute of Research] is Carl Alving. 

~
~·~E~~ concerns about the quality of our vaccines. Michigan had some 

problems. 
is sure DOD used plague vaccine. They pushed it. She confirmed that 

squale>lfl was used in placebos. 
U!f\.-.tostit>'-!lfJt[J.IJ<:U.wi..llllo.cilll:l>. (}m>d Manufacturing Practices inspection 

every years. Test each lot released. No routine mndom sample. For bot tox 
toxoid] they also checked for safety and sterility, but not the makeup of the 
. DOD should have reserve samples. Required to have them for each lot. 
should not be 

+ wftb pqnpld Bngt PI I :FAIDS 
GAO recorded, "Burke said he 

with AIDS trials at time of war and purposely chose not to get involved 
in [biological weapons defense] issues at that time ... In his AIDS work he 

~
:~=t~::;~ with 1.1F59 [an adjuva"nt containing squalene] because alum was 

to lllV prqteins. He has had good cooperation with NIH £National 
of Health]. He recounted various studies, including a large one with 300 
getting MF59. He suggested we talk to Carl Alving about DOD 
research."" (5)) 

noted, "Don Burke the former director of DOD 'sHIV research 
Birx, the current director disagreed on the existence of a large early 

with squalene with over 600 volunteers. She said he was thinldng of an 
""1 ~''"'· However. NIH reported no trials of that magnitude. (6) 

GAO interview with Dr. Cad Alvin&. DOD's too adiuvant 
-=)= GAO stated, 

•• Al1f1Ilg opened by saying he didn't know anything about Operations Desert 
Desert Shield (ODS) and the vaccines that were used. He is a 

res•ear•~he:r, and an expert, but not in the policy loop. 
2) "GAO pressed why he was not consulted about gulf war inoculations given his 

expertise. He admitted that just prior to gulf war he was asked if he could 
de,<elc>u an anthrax vaccine on a crash basis. He stated that WRAIR has 

rn;::~~t",~~i~c~:·:~pability, Ft Detrick does not. He could have done it in 3-6 months 
but a follow on phone call to formally authorize the work. If asked, he 

done it but would have recommended MF59 for anthrax because Chiron 
the< lmanu;fac:turing capacity and the desire to market it. Ribi, Chiron and Hunter 
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were the adjuvant leaders at the time. He was subsequently asked again (by DOD?) 
to de elop an anthrax vaccine using liposomes, but it and all others. tested failed to 
prote t monkeys with a single shot, which he thought was an absurd criteria. But he 
thou t commercial considerations may have driven the criteria. 
3).. e also said that as the world's foremost expert on lipids he knew quite a bit 
abou cholesterol and its precursor, squalene. He doubted that a vaccine with 
squal ne would produce a meaningful antibody response. 
4)"' lysis: Overaii, the commercial links appear to be crucial to the course of DOD 
vacci e R&D" (7)) 
GAO investigators recorded the following observation in a section titled, llflll. 

· : "Carl Alving, DOD's top adjuvant researcher was not included in our 
meetl gs at WRA!R where he worked, nor even mentionedas someone we should 
inte. ·ew. However, both NIH and FDA had said he was the person at DOD most 
invol ed with adjuvants. We subsequently met and while he acknowledged that he 
was robably the army's best expert on aajuvants, he at first denied having any role 
in th gulf war vaccine deliberations. After Kwai Chan left, Sushi/ Sharma pressed 
him n this, asking how could it be that they would discuss these issues without their. 
princ !p!e expert He then remembered that he had been called by someone from the 
army '.r biological warfare defense program at USAMRJD [United States Army 
Medi a/ Research Institute of lrifectious Diseases], who asked if he could develop a 
new. ore potent anthrax vaccine on a crash basis to use in the Operation Desert 
Shiel . He worked on it and thought he could do it. but no une ever called him back. 
Hew uldn '1 say who called from USAMRID or why he just didn '1 return the call." 
(8)) 

InteryjeW witb Dr. Anna Johnson· Winegar. Director 
L · s, key participant in the tri-service committees 

advis ng on the science and vaccine production issues. 
1) ' ~ect Badger. [Tri-Service Task Force established prior to the Gulf War, (9/90) 
to in estigate ways to increase production of biological warfare vaccines.] Badger 

discussion about the scientific issues involved in improving troop vaccine 
e. Discussions were wide-ranging and interesting, e.g. nonspecific immune 

'e cements, but there was not much data. Carl Alvlng was our in-house adjuvant 
expe , and a Participant in our discussion. [Dr. Alving first told GAO he did not have 
any r le in the gulf war vaccine deliberations, then minimized his involvement.] We 
discu sed using liposomes, but they didn't have enough. You have to go to war with 
what ou have, not novelties that don't have your full confidence. 
2) " djuvants discussion and recommendations. Discussion of adjuvants was 
limi d. Its one thing to discuss interesting phase 1 research. quite another to apply it 
to sh rt tenn shortages. In the long run they can be of potential use. But scientific 
infi ce doesn't lead to immediate military operations. Some in the group were 

to jump out and use everything. (She refused to say who.) Our group advised 
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S~~;;.~~Ge~eral who in turn worked with the JCS. There was not any data on 
~t to people getting the anthrax and botulism vaccines at the same time. 

to do it. 
"S1of~tv issues. There was little discussion of long term safety issues. They were 

thi11kir* short term and immediate. Generally inactive vaccines don't have a problem. 
inactive antigens. But there were a lot of discussions regarding GMP 

[Goo<IIIv.!aniJfa,,turinJ! P1·ae1;·, :e] issues. For instance, they had trouble finding the 
fennenter. Getting approval for a new one could take FDA 30 months. 
ahead started production with it and got retroactive approvaL Anthrax 

their 
Phase 

on 

"Anna Johnson- Winnegarplayed a major role in Project Badger, 
seeking the urgent assistance of vaccine mamtfacturers. She sat in 

the' Pr~;e,ct Badger meetings addressing B Wdej£mses. Our interview with 
contradictions. At first she said they had limited discussion 
then otlded that discussions were wide ranging and interesting, 

immune enhancements, but there was not much data to base a 
Alving, she said, was their in-house adjuvant expert, and a participant in 

Some in the group felt is was one thing to discuss interesting 
research, quite another to apply it to short ferm shortages, but others were 
to jump out and use evezything. She declined to tell us who advocated 

use of torperimenW vaccines. •• (10) 

GAO meetinz with C-:.eneral Ronald Blantl;- ;fin'leon 
a discussion on the deliberations, decision making of DOD 

production and administration for the Persian Gulf War. GAO 
Gen Blanck's recollection: 

1) manufacturer, Michigan for both botulism and anthrax vaccine. We had a 
fail: an1~unt of anthrax vaccine but only a small amount for botulism (BT). However, 

Iraqis might have F and G strains so we contracted with Porton to make 
best of his knowledge none were administered. We got it but didn't use it. 

£v,ervt!li1,. we used was from Michigan. Salk at Swifhvater had the capacity to help 
produc~,, but got nothing from them. He got NIH to approve NCI use. 
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SectionJ'i:uo 
1'lte S/olll!fDQI/inK am/ 0/JfvsCIItion 

• March, 19 9 GAO presented to Metcalf their :fmdings (GAO/NSIAD-
99-5). GA recommended DOD not wait for the peer-review and publication process, 
but take im:pediate action to: "conduct research designed to replicate or dispute the 
independe t research results that revealed the presence of squalene antibodies in the 
blood of ill fJulfWar-era vetemns." Surprisingly, OOD's comments regarding the GAO 
recommenC tions, contained in the report, accused GAO of being "scientifically and 
fiscally irr sponsible," even though their own officials had stated there was no 
reason to v ait for publication. (14) The GAO report stated, "Safety concerns have been 
cited regard fng the use of novel adjuvant formulations in vaccines, including squalene, and 
the associat d adverse reactions. It has also been suggested that the safety of vaccines 
containing ese formulations must be evaluated in conservative ways." 
(GAO/NSii'J>-99-5 Page 3) 

May 13t 19 9 Congressman Metcalf wrote Secretary of Defense 
William C hen challenging DOD's refusal to carry out the GAO recommendations, 
and encon ging DOD to get to the truth by doing the research necessary to validate 
or dispute be Tulane test results. (Appendix 4) 

May.l4,19 9 Dr. Carl Alving called Dr. Robert Garry of Tulane, and 
indicated h s "purely scientific .. interest in Dr. Garry's work Dr. Alving also asked 
to review a raft of the manuscript on anti-squalene antibodies which was subsequently 
published. pr. Garry agreed to fax him a copy of the in progress work for his personal 
review, req esting that he not circulate the copy. Dr. Garry was not made aware of Dr. 
Alving's in ent to circulate the paper and publicly subject it to scathing reviews as 
published o!n the DOD website prior to publication. (Appendix 5) 

May 25, 19 9 Dr. Russell Wilson of Autoimmune Technologies, 
Tulane's e lusive licensee for the anti-squalene antibodies technology, sent a letter 
to Dr. Carl Alving sharing information, and offering to provide information 
regarding t e ASA (anti-squalene antibody) assay and research with DOD. 
(Appendix ) 

May 28, 19pg Dr. Sue Bailey, Assistant Secretary of Defense for 
Health Aff: firs, provided GAO the DOD's Imal response to the March, 1999 report. 
She stated, ' Our position and the concerns expressed in our comments to the draft report 
have not c !anged The test methods proposed by the investigators at Tulane University 
need to be r iewed and validated by other scientists.''lJOD 1D011lt1110tttzke actionllllli/ 
the peer~re~ iewed publication process was complete (Appendix 7) 
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• Summer 19 9 An anonymously written DOD memo was obtained by 
the defense earn representing five young Marines at Twenty-Nine Palms who were 
being court martialed for their refusal of the anthrax vaccine. 
The six pag document entitled, "Issues Relating to Antibodies to Squalene" was a 
scathing re · by Dr. Carl Alving and Dr. Matyas of the unpublished work of Dr. Garry 
and his colle gue Dr. Pamela Asa. It discussed the phone calls of May 24 and 25 
between Dr. Alving and Drs. Gany and Wilson. With absolutely no proof, it accused Drs. 
Gany and of an apparent anti-militru.y agenda. It concluded by stating "There is 
an obvious eed for independent in-house research by the Army to examine the 
issues and i plications, if any, of antibodies to squalene." Attached was a chart 
detailing a ree year study, with a total cost of $1,260,834.00. {Appendix 8) 

• July 23, 199 Dr. Bailey responded to Metcalf's May 13, 1999 letter to 
Secretary C hen. Once again she commented. "The Department's position and 
concerns ha e not changed from those published as Appendix Vl of the GAO report .. 
(Appendix 9 

September 7, 1999 Metcalf letter to Secretary Cohen. Metcalf replied, " 
because ofy ur department's years of research in this area, I ask that you reconsider and 
proceed wi the GAO recommendations. Your current position of waiting for the 
completion f the peer review and publication process does not recognize the vast amount 
of research t the DOD has already accomplished regarding adjuvant formulations 
containing ualene. The men and women who served honorably and are suffering 
from Gulf ar lllnesses deserve truthful answers and immediauaction."(Apdx..lO) 

October 25, 1999 Because of DOD's refusal to cooperate with GAO 
recommend tions, Congressman Metcalf asked for congressional intervention. With 
the help of ongressman George Nethercutt, the House Report to H.R. 2561, the Fiscal 
Year 2000 partment of Defense Appropriations Bill, included language instructing 
DOD to dev lop and/or validate the assay to test for the presence of squalene antibodies. 
This legislati e action was signed into law by the President on October 25. (Appendix 11) 

November 1999 Metcalf received a reply to his September 27letter from 
Secretary C hen. While stating: '"The Department's position has been consistent and 
remains unc ed," he went on to inform Congressman Metcalf that a DOD 
investigator has been funded to "pursue a study to determine the feasibility of developing 
a test for an bodies to squalene." (Appendix 12) 
Although Se retary Cohen did not identify the DOD investigator, GAO discovered !hot 
DOD had a arded the study to Dr. Carl Alving. The project was not designed to 
replicate or ispute theTulanefindings as had been recommended by GAO, but to 
develop a di 'erent means ojleslingjor antibodies to squalene. (Appendix 13) 
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• January 20 0 DOD provided some members of Congress a report 
titled, "De elopment and Validation of an Assay to test for the Presence of Squalene 
Antibodies. ' It stated, "This Report has been prepared in response to a requirement of 
the 106th ngress, House of Representatives, Report 106-244,2000 Department of 

ropriations Bill." It acknowledged that DOD had funded a DOD researcher 
e the feasibility of developing a test for antibodies to squalene." It did not 
Uaborative effort with Dr. Garry and his colleagues at Tulane to save 
e for those who are suffering from Gulf War Dlnesses, even though the 
at Tulane had expressed their willingness to assist. (Appendix 14) 

January 31 2000 Congressman Metcalf was joined by nine colleagues 
requesting OD do an objective analysis of" Antibodies to Saualene in Gulf War 
Syndrome" the peer-reviewed article published in the February 2000 issue of 
Experimen I and Molecular Pathology by Drs. Asa. Cao and Garry. The question 
from Con ess was clear, "Given the published article, it seems prudent to use the 
assay if it c uld help sick Gulf War era veterans. Do you agree?" (Appendix 15) 

February 5, 2000 Congressman Metcalf sent a strong letter to Secretary 
Cohen aski g for immediate action to remove misleading information from the 
DOD's offi ial Anthrax Vaccination Inoculation Program (A VIP) website regarding 
the peer-r · ewed, published article on squalene antibodies. Earlier in the week, the 
information had been discovered, prior to receipt of the DOD's official reply to the 
January 3 l etter. (Appendix 16) 

February l 2000 The official DOD response to the January 31letter was 
delivered t Congressman Metcalf's office. Most of tlteinformation provided was 
based on a eview of the early draft. not the published study which included significant 
changes. Th half-page critical analysis of the peer-reviewed article was anonymously 
written, wi no indication of the author's professional credentials to conduct and provide 
the review. OD did not address the congressional question regarding the potential 
use of the a say to help sick Gulf War era veterans. (Appendix 17) 

March 3, 2 00 Congressman Metcalf challenged Secretary Cohen to 
halt the ob uscation campaign that DOD was waging concerning the issues 
surroundin antibodies to squalene research. Metcalf provided ample evidence to 
demonstrat his conclusion •• (Appendix 18) 

March 27, 000 On behalf of Secretary Cohen, Dr. Sue Bailey 
responded o Congressman Metcalf s February 25 and March 3 letters. She 
acknowledg needed modifications on the DOD A VIP website to more objectively 
reflect the T ane research. She also informed Metcalf that the Armed Forces 
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Epidemio ogical Board (AFEB) would convene a subcommittee of experts to review and 
critique c published article in response to Congressman Metcalf s March 3 letter. 
(Appendi 19) 

An exchange of letters in Experimental and Molecular 
~l!!!!llll!q·· Dr. Carl Alving and Dr. John Grabenstein submitted a critique of the 
Tulane r search, and Drs. Asa, Cao and Garry co-authored the response. The 
journal E 'torial Note made the following statement: "New findings require confirmation 
within the bounds of comparability. Ibis is as true for methodology as it is for the data 
produced m a particular study. This exchange of letters ... relates to methodology 
Drs. Alvi g and Grabenstein offer no data against the conclusions of Asa et al. 
(Append' 20) 

August 1 , 2000 Congressman Metcalf was presented the DOD 
1objectiv analysis' of the article "Antibodies to Saualene in Gulf War Svndrome" 
by an Ar cd Forces Epidemiological Board subcommittee of experts. They 
conclud unanimously that the research reported in the paper does not support its claim 
that the 1 ratory test created by Dr. Garry at Tulane may identify persons ill with Gulf 
War Syn me. However, on the last page of the report, they state, " Whatever the 
paper's aws and since the AFEB cannot exclude the remote possibility that the 
authors ave identified a laboratory means of distinguishing persons with possible 
Gulf Wa Syndrome (GWS) from all others, reolicabilitv becomes the major 
unresolve issue. •• Therefore we recommended that a suitable test of replicability be 
done iu c operation with the authors. •• " They go on to state," ... we are trying to ..• 
get qui y and inexpensively to a more meaningful bottom line: does the ASA assay 
clearly, r liably and unequivocally distinguish people with GWS from all others, 
and, if so with what specificity and sensitivity?" (Appendix 21) 
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Section Three 

For over a year, the has been contracting with SRI International to test for squalene in vials 
of the anthrax va<:cir)e preparations which have been and are being given to military personnel, 
For some time, documents have made two claims regarding squalene: 
I) The FDA that none of the vaccines used during the Gulf War contained squalene as an 
adjuvant; and 
2) they have found squalene in their testing of anthrax vaccine lots. (Appendix 13 and 22) 
Documents on the A VIP website from SIR International confirm their tests revealed no 
squalene in the an'''*"' vaccine sent to them for analysis. (Example: Appendix 23) 

• 

•,~' ~~~~illg Congressman Metcalf wrote the FDA asking them to 
tli DOD statement made to Congress. "The FDA verified that 

}'a<:ciloes used during the Gulf War contained Squalene as an adjuvant." 

The FDA responded to Congressman Metcalf and 
official position. "In fact FDA did verify to the Senate Special 

lm'estigatimlr Unit on July 23, 1997, in a telephone conversation with Committee staff of 
DOD, that neither the licensed vaccines known to he used In the 

the one investigational product known to have been used, contained 
apadjiuvantin the formulations on file with FDA." 

Dr. 

Anthrax 
DOD. 

Dr. Lewis 
added to the 

Lewis of Baylor College of Medicine sent a letter to Congressman 
that the test used by FDA which found low levels of squalene in 

samples is a "much more sensitive tet:hnique" than the one used by 
DOD liSt a less sensitive test procedure?) 

nThe real issue is whether squalene in parts per billion was 
preparations glven to the military, as well as whether this 

of squalene could alter the immune response " 

WJ.rile ac,knoj<>'leo!gil•g ,the need for research to respond to the findings, she stated, "it is 
small amounts of a biologically active product could induce an 

immune rel•pf>ns.,, either to the molecule itself or it could boost immune responses to 
the mixture" (Appendix 26) 

I! 
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All foomotes are ferences to General Accounting Office (GAO) background working 
documents for G 0 ftnal report _"Gulf War Illness;: Questions About the Presmce of 

. (GAO-KS!AD-99-5)March !999. 

!. Dl-23 
2. DI-2 
3. DI-23 
4. F-5 
5. DI-20 
6. DI-23 
7. DI-7 
8 DI-23 
9. DI-9 
10. DI-23 
II. DI-8 
12. DI-23 
13. Dl-13 
14. DI-13 

Bolding and italic added for emphasis. 

Appendices c be requested from the office of: 

Congressman J ck Metcalf 
15 I 0 Longwort House Office Building. 
Washington, D. . 205 15 

Phone: 202.225 2605 
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JAC~ METCALF 
1:" DrSTIUc:T, WAS>II'>GTOr-

COMMITIEEON 
TRANSPORTATION 

AND INFRASTRUCTURE 

August29, 

Mr. James 
Acting 
U.S. General 
441 G. 
Washington 

I would like to 
that Members 
further 

ICongrtll'll' of tf.Jt mtnittb ~tatell' 
~ou!le 11 i\epre!lentatines 
liaasl)ington, ac 20515-4702 

• 
Offiee 

'· 'i-1/>,i ....... ~ t...-..1~' .• 
AND FINANCIAL SERVICE; 

CHAIR REPUBLICAN HOUSING 
OPPORTUNITY CAUCUS 

that you do a preliminary investigation into these reports. It is important 
be fully informed of the facts surrounding this issue. If! can be of 

please feel free to c&tact either myself. or Norma Smith in my Everett office. 

Thank you for yptrr al:tention to this matter. 

Sincerely, 

-TOll Of!JOCI. 
·~·~~"'11041 
w-'""-~20111 
ri0JJ3~-

1\IIIIITT arJ!Cl. ..... _ .. ___ , 
'-.Wt.IDII 
IIMIZIWI• ·--tM l'll!>r"riDOOI "K>'CUCI,.OI"'!~ 

UU.INCi><AMO"':l. 
3U~o.c-....._.m 

... - ...... WAIQa 
~·,.... 



NOV-20-1937 12:54 

United St res 
General ef!ountlngOftice 
Wuhlllft , D.C. 20541< 

National pe~urity and 
Internatio al Aft'airs Division 

~overnb rl4. 1997 

The Hon rable Jack Metcalf 
House o Representatives 

Dear Re resentative Metcalf: 

/ . ''· .. .. 

This lett r continns our intent to provide you with information pursuant to your 
August 9, 1997 request that we conduct a preliminary investigation in reports 
that anti ~cfies for synthetic squalene have been discovered in blood samples of 
some G ~War veterans. ~orma Smith of your Everett, Washingtcn office 
provided us with background regarding your request in conversations on August 
29 and Sf!>ternber 9, 1997. 

Due to t e complexity of issues addressed in you August 29 letter, we need to 
proceed fvith a separate desigu phase to examine what preliminary evidence 
exists fo these allegations. The objectives of the study will address the 
followin issues: 

H s DOD ever performed or sponsored any research on synthetic or 
ru tural squalene or squalane; . 
w s synthetlc squalene used as an adjuvnnt m any developmental drugs 
ar d/or vaccines; 
a p there any phannaeeut!cal Jlrms involved in the development and 
pr duction of drugs using squalene in any form; 
w at tests have been done regarding its safety, efficacy and effectiveness; 
ill ve our troops or DOD civilian personnel ev~r been given squalene in 
ar y form. lf yes, for what purpose and under what circwnstances? 

The desi~phase will be completed by January 15, I 998. We will remlrin in 
contact f'ith your staff, and by the end of January, we will provide you with a 
projecte completion date for the total study. If you have any questions 
regardin this work, please contact me at (202) 512-3092, or my Assistaot 
Directcr, Sushil Shatma, at (202) 612-3460. 

Sincerel J yours, 

~~~+-
K~ai-Ch ung Chan 
Director 
Special tudies and Evaluation 

TOTALP.Ol 
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l11pus~psd l4liJicoatblt:s$tlmp!ui=dJ1ici!'L.tcd 
30 ~~sue. t:'/ ,puicm&. Scnlm -~ ....... 
vtut m=swalla 0\lt ;ob04, the ~~~ -.jctrily (9!11) of 
OVCill1y ill ~ paciua: had ~ Ill --- All 
{100*) GWS pslicatt WliZtd tar Rnitc i1 'De=rS~ 
SIQ.ZID wtlo die! *" dt \lvt W !he Siii:D: lips .ad li}'liiiJIIOIU .. 
lhl:= w• dld lfcploy. &1ltiboclics: lD sqaa1mc. Ill caauu, 110M 
(0§5} ol ~ deployed • 0g!{ 'VCIC:na" a)( dlo..q: sip: &ftC! 
~ ctGWSlr&vl: la ~ N;iW:r.,._. wid~ 
idi<~pilllic ---- 11or hA!Iby =--s bid dateable 
*=NI'Il 1111fibodia m nc ~ of~ cws 
paiCIIU W l&rlillll ics 1D squaleu. 0.0~"-

INll<ODUCIION 

The iilncaa am~ .. m=a aud wvmcG who Sfirvod ia 
the. military ~ . W Persia~~ Gulf c!:uriaJ 1;90-1991 

.. -· ..... 

" 

• 
:=.:tin W-ddizlcd. A constcllatiOIJ of ~ymptcw.! :c;!~dtn& 
falipc. mhca. ~. an:htalgies. my algi~. i\'t')l'l!lk· 
t~opatb)', di=rllea, memory bm, a\ltoucmunc W·"r::::! dis
taU. i:ccrca.secl al1tqics aztd: se&itJ: .. itie.s IC l:tl\llfCl"~":le:ttal 

elements.. and ~logieal thr.onnalittu cclle.:::.: .. ~:·; ~
&:rrccf to as Gulf War Sy.adrome (GWSl haue bl!.l!r. :::::nbed 
izl vezennsfromlhis CODfilet (PuUan Ctua'Velen.C$ •:oordi· 
nati.ag Bod 1985; Grady &t:L, 1998: Fub16. !:!: '"-· :99S; 
Unwim et tzl., 1999: Calc= cr 41., 1999). A symptor:H:·a.secl 
case definition ofGWS ha.s .reumly b=. dcscrib~ :'Fukuda 
et tzl., 199!}. WNle GWS ;adcrlts in ~ttal a~ o"' :uffet 
flam classic rhcu=at:ic: &swe$, !he sign$ ..nt syiJl.ptOms 
are I'CClinisce:at ot ~ sut:h as anhnlgias. fiblom:-'algill. 
lympbtd=opadty, autoilmnwlc thyroid disease. :11!-:r:~c fa· 
tiguc syad:cme. malarnshC$., and musculoskf:iet.a:: ~~ :.,"T.:> and 
SymptQDl$ •SSCC'iarr4 Wi!h varioUS MOimmW!c tOnditiCt'lS 

GDd exposure 10 silkone., :m orpDit material dev~io~Q.. in 
parr. to be v.sod as aa immuoologital adjuvant fiJr ~·.:u:cin:s 
(Ismail et .::l., 1999; Straus, 1999: Hpw a a4.. 15196). 
Many, if DOl fAOSt, of th~ ;)p IUid S)'m~ are .:;wsed., 
pmmatcd. or modula=C by ~s (Oin:ueno. i9i8; 
Akiro ~~ t:L. 1990). fuzth= d.etails of which ~ xycnd 
the scope of diU: paper. SeroJoeic:al abaarmalia.es mcludi.ng 
h~bulinemla tM abnormal serum m-ctcins 
ba\lc. bccc ~ U145'9b o! GWS patients CGrad:v er cl.., 
1998). A variety ofpossible.apla:mions forGWS h~~·e bcca 
pzcpestd. The Pe:rsiaD. Gulf Vec=ns Coorai.aai.Ul~ Dovd 
addt=ed the issues cf passible cllem:c3l :tt1d !:li:~i:=~riea.l 
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weapons tc account forth e illnesses(Pmian GulfVtruw: 
Coon!inmag Board. 19 5). Haley 6! al. (1997)groupcd 

various ttparted symp ms irlto six diffmz~~t syndromes 
b:.sed upon self-reported oss!ble exposure to cilemicals iD 
the Pc:sian Golf. It has suggested that a combination 
of chemical :z.nd biologi wtl.p0nsexp0$W'e may ac:ouat 
for GWS illnesses. Doni2. ~ 4L (1996) mmiacd the 
aeu= effects of pyrid · e bromide and otpnophos· 
phm exposure In chicke sand suggested that the. toxicity 
observed may be similar to !hat suffmd by Gul! War vctct· 
ans. ~cr explauation or GWS is that it is po.smurrwic: 
saw S)'Ddmme (Hyams 1 aL. 1996). 

It has also beensug tcdrhatOWSmaybe. due IcQ:pOo 

S\lrC tc biological wea llS. d~atioc of the i=:ml:.c 
$)'$Uml (Rooker AI.. 199 ), at imbaJaD(:C i= tic TH1/IH2 
ratio. either as :IJI adv reaction EO lhe in=nse YaeciaaD.na 
schduk or as a :esult o exposure IO biological lpDtS in 
thcPers;onGulf(Rool: o/.,1998). 

Gulf War vettnns d attendant eivillan personnel reo. 
ceivo:! a Vaziez:y ofimmu ' • in prcp:nban for possible 
deployment to the P • Gvll' tha.tcr. A similar Ultcnsive 
vacd.naziotl ~ w also used ic Britisll tnlOpl (David 
tt a.L. 1997). Spidtmlol :$icaJmdicsinbcthumuhiplo 
vacciDatioas or ~ apinst biolOJical warfare &gents 

are the factors with ~chi est correlation with GWS5)1Dp
tomatoiogy (lJowiD a 1999). 

We have ide:a.lifieda oup of GWS paQe:au. who sc:vcd 
in .Amcricszl atldBrilish ilitary forcesanvwbllas civilian 
employees to the U.S. ' or O!c:ir~ c!\Zri.ag 
Di;sen: Shiel~ S iD the Persian GWf.1990-199l. 
These pazie.ots served in all brarldles of the military ~ 
n:ccivcd rl'u: nqund · iz:ar:iocs. They sc:vcd Wwgh
OUidlePmiUI Gulf, m udi!lg 0" ships of the u.s. Navy 
nor in combu or expos: to!nVi.roftmer~Q( lDJiasar: lfDillld 
lcvd.. We have found an · to squaicac. a" !:XperimeDI:al 
immunoJoteal adjuvant, in a high percem:ace of thea 
GWS cases. 

Pati~Dts wen admitted to 1!te sntdy bascct UpDQ ~ iD 
the. i.1nilcd Sa= or 1ft Ullitcd lGcpm ~ or u 
civiUan cmploy=i of U.S. :m.Uifaly ar W::ir cam=m 
in tho .Poaim Gulf' s 199~1991. hzicura bo:amc 
awes; of the SNd)t via lh~ &~ 1111d word Qf mcmh 
wid\ other 'lfteraDs ud. smllcd ~ on a 
vcl\luu:Y basis. No wen: paid by lh~ ~ccu ot m 

. . ··.~ .. •· 

!he subjects: who puti.cipa.ted ic this ~:d~ :r.:1:.:-:: .. ~r: 
individuals who fit the recently pr.:~;m:..:l :~;~ :::-~ .. :,;.r;~ 
for GWS tpukuda ~~ o.l., 1998) and :l:..~::r~ ·.o.::.~.::: :.v::, 
$YJIIptDrDS.. SctVice occurred in Desen SI-.J.eii 1•:.:-;:- ·~:-:-t~ 

Oper.uion Provide Com!ott (iD not:,:!:7. '-rae ,.. ·.~r ·.·.:..--e 
were no c:homieal. weapons). CEI'<"'TCC':·t ;r, .Si:.·~~- _-:.:H;.. 

Kuwait. Camp 4 (front line5), acd m~:::! ... u:u:.: ~ _--:-:ous 
loea:ions in Saudi Arabia. Some were~ 1le:1ter f =• -:-.. ~n:h:. 
Othets were svacuated due tO ililless a!:e~ u •• :t . .: J~ 

h after anival and befote tM war cc:r~-n~n:r:: ·.~.::; ·::~:t.1 

deployed pe:rsonncl who servc.d in vamU$ par.s ~-... -.:a:a 
during the war, but were iUicl ar~ not s1.:i: We ~s~-: "-~·1::nts 
refmed to a.s nondeployed verentts.. tr.ose u:--·~·n.:~~=~= fer 
·Qury in lhe. Pmia.o Gulf. bu~ who o:d :1~~ !~'·: ·-.: ' , ·te~ 
Swe$ o: welt dep~ c:.l:sc.whcrc. :--;~·ne ;:::r .. ::::·~-~ •:~ 

NIH expe:ri.menml vacanaUon trials . .l::..'l.:!.:z:-. ;.:.: ~: :·~·:~ 
COD.trOJ subjectS had panicipaiCd ir. s;:~i"; ~~ :.: .. : -~ -:.'"! 

kno-wn to have received squalene-COl'lt:!.:.,:r.~ a.=~u···lt.: : e.:· · 
tioos. Further controls lwi idiopathi:- li.:tOJ..IIIZ"".:J!o~ .• ..:~::.se 

or silicone 1m:ut implantS or were. healrny su~ec!S ,,.. ·;.~ no 
stigmala of amoimmune disease. 

Pad=t :ocotd.s and .histmicz weR o~lamed fror:. t!'l: Gulf 
War-en. participantS. Boird-cerWied rheuaut.clo..-w~ .~zu· 

rologists. and cDdocrlnologists made 11.1! drapes~. C;;o:n:Ji~~
tion of data,. iDcludillg tommuci!llab results, "J. a.: lo:'l: oy 
chan rtYiew b)• one. Uwcrdgaror (P.S.A., and w;;.s ,~~·:c.·-~c.a 

by board~td rll.evmatoloJistS.2 .;eru::z. :ar..?:::: ::-om 
srody pmic:ipane were co&ctt.d by la.DM.tcn ;.~s-:.nnel 

via uande!d phlebotomy procedures u~:r~g v:~;e-J=.~:::~- "::>::s 
and buaerfiy ncecll.cs and were SI:Dred a.~ -:J:: ~r.:-.. :.r,::y 
wee shipped to Tulue Uaiversity S::hool of M¢oi:·rr.e U"l 

N~ OrleaZis. Sample&. from Gulf Wa:-er.. ve_~..::: ·.:-::-: 
bllockd. 1hc idcnlidcs or exact nu.:n":x.r o:' ~;ur.;1e: !~om 
each carego:y was no1 :z;wlc aVllil3ble ~::~ the T't:lolll: .~ra
tcu}'. uari Urcr completion of ~c dia~nostte tc:;ur.; .<\II 
sample5 we wed rwiceunde:r"!hes:une c;~ndit~.cr.s. 1<.-!sults 
fiocm all samples ill both tests were ecn>lSten:. A: ._,"! W 
cf the uudy, parie.ot data were mlltr:hed w11il the -''l!:om~ 
of dle anli-sqnalme a.at'l:"boCI)' · {A.SA l lS~ay ar.t; ~:suJu 

.... W>ula!<d. 

'Ihe ASA ISSI.Y me.asures the bWiins: ':l{ ;;en;r:; _-:_-:-.:.r.o
Jlobulm (lgG) Et squal&~~e immobilized on nn:oc'!.lh..:!·,se. l1 
is QmilariD. fannatto lheantipolymer :wubody : A2 -'-. .;.;say 

ZCt. D. X&viD AM. ).U)w M~. !cnne.:~u. Dr. M•cr.:lf: l'CU"l. 
, .. HoplriDs 'D'IIi....,.,il;y. a~ M:uyl .... .: . 



for panially polymeri ed aaylamidt [Tece!U!aum tt c:J •• 
1997). Scropositivi on tht: #A wayh:ubeeoshnwnto 
correlate with scverem lo~CQJ signs and symptoms 
pre.set~t i.e a $Ubsel of sill ae breast implant recipients fTcn· 
cnb!.um e1 al., 1997). F the blinded study, sqllalcnc.{>9SI'Jb 
purity) was dilued l ,100·, 1000·, and lO.OO>fold in 
Cistilkd ~.applied o niwctlhlloie membranes., and 
allowed to air-dry The 'U'tUttuloscmcmlnncs~tb= 

cut imo4-mm·wide strip . placed in 20.~ tmys., and rinsed 
in W!!8h bufia: riris·b lzod :sali4c containing 0,3" poayax:. 
yethyleoe SCfbiiZl'lmono 3llf'liU: .and 0.005% ~pH 
7 .4). The script weft:' bated in 2 ml blcd:ing buffer fTrit
bu!focd saline cot~r:WU g 5% powdered Wuw .D:Iilk, 4% 
,coat sc:rum, and 0.006 o lhimcrosall)fi 7 .4) for 45 mizl 
prior to the ;ddilioll of ,ul of patieutscm (1:400 dilution) 
followed-by s. furthc:r 9 tl1in iacubation. 'This diludiXl factor 
was choSCD based vpan vr::ry strong antibody ~ 
found in GWS · . All ina~barioAs azd washes were 
r:mied out at room eon a roc:l:irtJ plalform. The 
~ buffc::r was eo RmOVed and the strips wc::rc 
washed vmh wasJUDg uffer (three times for 5 mill eadl). 
AlflZ tlle snips were 2 mi ofbloddllg buffer~ 
taiDi:ng biotin CODjL! to gou anti-human IzG (Xirla:a-
gaard &. Perry Labora rics, Gai.ltlersl:nq. MD). diluted 
1:1000, was added. a 60-min in;ubal:ion. the strips 
wcte apia washed a.s c. w1 2 pl or bloclciq buffer 
containing aviditl·conju harscradish _p=xid&se Oadc-
$0Dlmm1m0leseuth. t Grove, PA). diluu:d 1:500. WI$ 

added. Following anctb 60.min iacubation.1he strips were 
wasl!cd, as ebcM:.. and 2 ml of dezcziom-buffcred safior. 
containing 30% ol. 0.6 mgiml4-cblaro-l-aapt}lpi, 
0.03% hydrogen peroxi e; pH 7.4) was added. The rcat:Uoa 
was allowed to for 15 min and was stopped by 
riD:iDtr.hc snips iadi · e:d wmr. Themipswae allowed 
to air-dry for visual sco ·ng ou scale of 0 to+4. 

Stc~Uzical ~ 

Thcst=gthot . 
tcm of iDdependcacc. 
Aa:wciUWy. oo power 

i'rim4ryS...._ 

..Jalicmhlps WIS lcSf<d .,.;,g ;f" 
• prOIOC:Ol ""' • t.aslbili!y '"""'· 

· ~ pea!vuwd. 

To~:lw.our a ay could cie=c:t antibodies to $CJUl
lcAc. we had positive co trOls who wete. two subjects who 

.• •. --:""'!• 

!A.BLE l 
Sq.Wce ~~"11)1 o'Nll'l V...cei!'lt T>~~! T'~ .• :.t010.· 

A 

• 

had volvntccred to panicipue i1l a va:.:!!!e tn"-J ~: ·~~-- '~'i:H 

involving th~ usc of a squalcnc-conw:unJr adJU\':\O: -~:.l)le 

1). Subscquettt to. vaccination, "they developed;;. ~:.:::1::->t:.rn 
clisordm-simi!ar to that of~usian Gulfv~~t:r.2ns Tl:.~.: -~-. r.~r.

toms are listtd in 'l'ablc 2. 
Patient A received 1 single injection .lt!J o:;:;:am: : •.• 1:.1:n 

3 wcelcs, with signs ~d symptoms :n:1udtnf l.!'"::.::.;_ Ii
blotuyaltia, lymphadenopathy, photosenst:tvc :-:.s~: ·.. ~

lip:.; hcadzt:hes. alld fa.sciculztiODS. Thls patic:c: :<:~C . ..:O'.IiU 

'~han nomlill a:e;ykholines=ase and tuuoi:=~g1:a, ::-. 1.;::uce 
of lgG-mcdiJ.tcd demyelini;uli011. The 1'-.'IR Vll.t::.m:: :;rudy 
code W<IS broke.ll; ollly adjunnt cootlll1llt:.l; lqa~:P:: r.~ 
boeD ~ IS a placebo. Th~ pat!c:llt w:u-. weakly 
positive for ASA. Parieat B wcu th."''Ugh the :c::tpi~:: cx
perimet~.tal vacci:latioo prctocol Wore mu:feS':tn:; :~.~~'!War 
set of signs and symptoms and was .... : f"or ... $;..-

Pulaldaand ~wo-rt.:m 0998) ha\'e :eporred t...._.:.: '::'"t>J.;. 
~ deployed VOl the PersWI Oul! who ::.=t ~::>: ;.:·. e ;~. 

c:hroDic mullisystcm dise-ase. 'Ib ceohcr: ~f CW$ r !:::.nu 
ill oa:r stUdy hs.vemal'ly signs and S)lm;ltoms of :l"J!ci!l'cr!Une 
eCI12!1ecrivc tissue :md. ncmological dis~il.S! Wl:t: .::.r.r.ntls 
(94C5), fiOromyalgia (949&),lympb3dcnopathy (94~ j, r;.shC$ 
(94fc), weak:aess (869&), !aligue tSl..,.l, :h:onJ::- "r.::J.~a:he.s 

(78\i), :md memocy loss (7290} as che m:~s~ fre..,"tl.::~~ :::·:!!',,_ 

- (Toblo 3). 
Iuhcruld be ~ted, however, WJ. most p:meDtS did M! nave 

"""'""' ~~ Wbicll A~.&: a Silgla AC.IU>~L b.i~·~ 

....... l'ilf=tt'd't;pafD)' ..... 
lin si!N billa __ ... 
"""' ..... ~b.~ 

Flscial!alioas 
~' illllllla\I:S _. Vll;JClllll" liUYC 

J;G-~~~~ 

lAwm cu. mDrUJ IMls ofacezyidlolin=tcru: 
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ccmnectivc dswc 1IK1 ZIIUlOlcgi;ll 
oftbcllmirtd-=ltt 

" mlliwy hcspitlls, 
case dr::bi-

<taL, 

(17%). 

Likewise, miliwy pc:rsonntl from l!le LM::i K::ll:'dOm 
have $howo the S&mC array o! signs a.nC s•:mpt~rru.::,;: ~osc 
from. the Unittd Statu. Their signs anci S)'tnp!om:; m.:!ude.d 
arthritis (IOO%), librom.yalgil. 000~ 1:-mpaa...i:::-. :::.atny 
(1(.1{)$~ ras!ICS (}0(}%), chroa.IC fZDfU! : :OC•,-, -;.~~;u,: 

headaches (100'11), and memory loss (66<:"o• !...a.::o:n;:,.:_-;-; Ja.ta 

art! not uaa.vaila.ble for this grouF. 'r'l:y ;Us~ -~...:: ~.Jlar 

zuhcs, R.&ynaud phenomenon, omd $lc:::~ ~..-ndro~::;; :-:1us, 
OiJS' cohOtt~t$ a.S\lbtctCrvelt.t:l.."'<!> that dup:av~ :-:-~n;· 

fes:wioasofGWS. The.scvcritytl!syt:'\?:Oti.S 11: :ur ~=r.o:"'': 
ca:1 be.explai=d by .a. scl!.u:la.:tion has Ul :.":01.: :.-;~ ~::tl!nts 

volutttee:ed fer our study. 
Puscnsactivaud lt'l deploy who w~~ -~~~=U'l::t(~ : ;: d1d 

cot deploy for:. variety of reasons. hari ln am.y o: ~~-;·:, :l.lld 
symptoms willl ~ven higher frequenc~ ~:· c .. :1hn::: ·; >:O-;), 
fibrom)'llgia (100%}. lymphadenopa.'lv lCr~l'>· ·~nes 

(100'lt}, weakness (100%), fax:igue !lL•G~ •. c..v-::;:: .-!a.C· 
des (100'11), and InCmOIY loss (100%. :;a:~le 3 · :-~- ,.,~. 

deployed individuals had hlghe:r ra:.cs "":· Gt:Zll'ler.~ .· <··-, '· 
sci%ln$ (SOli), and neurepsythialti: aonOl!llA!lo~. ~E%) . 
Tht 1l1Utlbe:r i.n !his group was small ..ll".d ~l!cs: o:f;'~~-::::;es 
wue. Del swistically siguifleant. La"oomcry vaJu::s ;.:or :il:. 
DODdeployed individuals with GWS \\ m s.bn=L ·n:..'l 

positive. ANA (50'io). aneWis. (.SO~). and c:jeva..e: E~R ;;.nc.• 
OT CRP (7591). 

In c:onliUt. abuo.nnal .rigas. S)"lt:.p:oms. ,1.0d •aoorato:y 
valaes were tate. iA the. cohon of Gulf Wu~a v~ti'Tll.l"l~ who 
CODsidt:ed themselves well aad up=n aanunauoo J1J oot 
havedebiliwing health problems. The...- repo~d !O~! ~·gn~ 
aod symptams, but their illflesses w:.n no: mJJL::tsys~m.ic 
(Table 3). The signs ud symp1oms reported inclu.ied ~~o
myalsia (!9L}, chtocic fatigue (33%~. w:llkne::: :·~:), 

memo:yloss (25~),2Dd thyroid diseas~ i!%1. Kone r·~N:".:d 
positiYc laboraroey values fer autoimmune pro.:~sse~ -~r -...-~-=
,.~ 

Musculosla:letaJ sips and ~ms .ve mot.: :or:-.. "":l.OII 

ill females th1:1 males. and au0immu~ diseases are ?!ooom
inantly foand iD fe1zlalcs in r:ati.as nngmg from S:l ~ ;4:1 
(Mi:bet d IlL. 198': Geils:SOD tr oL, 1 ?94). We ~~o·ishc:d: to 
dcr=mioe whypredominao!ly male Cliliwy p:n:onnel. t>Otb 
deployed and: non deployed, initially found fit for duty .:I:l.Mf; 

the war. would tkvdop sips. Uld symptoms con-.r.:~-Jn 1o 
autOimmune. disr.iaL Milly studies haV!' shou.·G :nat 3dJu~ 
YUts used w cahcce YICCine cfAta=;y can :inouc:e ::.u:cun
munediscase.(Zzmma.l98l; LarcntUI"! .:1 a:., :~s:-. ·.!21:!:
bidov d aL. 1986; lC1tinm:l ~r tal., 1995). Thus. "'c ;'):Jght 
wheWr GWS paricam who rcceivr:d Jmmun~;.or.! n:ul 
amibodit:$10 = immlmologi.callldj"ll\'&tll.. SquUe.ne '·' ~ c:!lt>
SCII u it Ill$ bcca used in many c.pc:nmc.atal vac:tn~ .idju
vml: formulariOM mcc 1987. A variallon of J. pre-:t•)USly 
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..\NTIJODIES TO SQtS 

described usay, one 'ch measures the binding of $ttUm 
antibOdies to lcw~mol w--weight polymers (Tenenbaum 
tt al., 1997). was used · U= current study. This immunologi
cal assay. similar· forawtoWestcmimmunobloiJiDg, 
q~W:~titatt::s the biding f Bl:ltibodics 10 :qualcac immobi
lized on niao::clllllosc g l ). SC111m samples were teSted 
blindly. We found GWSpaticct:s who deployed had 
ASA FC$p0c.MS rangin in inrcasity from + 1 [0 +4 . .Mo.n 
of the sick Gulf War f.mZlS had +2and -+3:rea:ti.vityto 
squal=t &I a serum dil • a ofl:400. One individual had 
an especially strong · a rDd as +4. A high majority 
(95%) of symptomatic eployed individuals wi1h GWS ~ 
positive on !heASA ~a:l&-2A). 

lat='c$liDdy, all sick ClCrll:ls whc did not deploy but had 
received immunizatio as preparation for dqnoymcma!s:c 
had antibody reaetivicy to squalene. In CODUUt, none of~ 
pcnoos deplayecl [0 the ulf who dtcn:!Jht of themselves as 
well wr:re ASA positi 

0/Mr Slwiia 

Squal=c is aa otpl:li polymer, with some az~UaeU: epi~ 
topc:s wJiich might be arcd wi!h othc:t otpnie. polymers, 
aean, as immunos . t5. Amibo4ic::s to siliCODC: utd par-
tially polymcri:cd aery ·de (the utigea iA thOc aatipoly
mcr assay) wcm ww-J po$iUvc in fower thsll. 10~ of lhc 
sympto.aw:ic Gulf War vecerw. Fourpuicms with m'IIS

culoskclol:al sip lnl1 mptom; IJIId ~ to .sUleoat 

breast dev2ces were teSUld to sec: if :rnoXJdtc:~ 'r: __ ):;~n~ 
w:re pr•nt: aooe wet¢ reactive (sec :>:l:>w; Tr.:- ,J~::mune 
if :mlibodie$ to liqua.l=e occurred ir. JC\opJ.:t-J:: ~:.::'· -_7,un:: 
disease$. ~Ieswere !3ken from )'J.tlem.s w)',.., ::~c: :":f.n:C 
alltoimmllne diseases, boUt rheumai.lc ~n.:l neur:·<~n:. ::ur 
none were read~ 'Tc determine if h~al.t.'l\' U'lC:-.-;:•:'!.!: ::rom 
the geceralp;lblic mlght have owtibc:h:,; t::o ~c·J~::.-- ·,;c 
tested m~ of !he gcn=ral. publi~ .. "'.~:un. :~c~.~ · .. j ..... =-:1 
azu:ibody rear:'livity {Table 4}, 

IDa broadtruohlmdcd azttibody-sa=q: s:l.l:.; :.::::;':;:od· 

ies lO squale.nc WCf: SNdicd in lugt~ fTC>U!JS -;,;· ~c:·-:·:U:lh 
(fig.2B). Blond samples of Gulf War veterans :rc:-:-. :::.:l:r:n~ 
medicU. em~en ~teSted for ASA. 'this grc.u: :: ~-.:.~'l~d 
a high pctecGtatc of ASA·posir:ivc l:lc'i;idw.Js • .0:?~ T.1e 
liuoples included ~ not scgrega:cd .:..:e:ordi..n_;: • · U\Clt 

cJW.c:al sD.tllS Sll.d included h:al!:hy :<:lntrol! S~.;l.l;!:le 1.> 

in some cosmetic pmdu!:a, so we tested to det=r:zatl:: if 
ctibodics w=e prest:at in the gex~eral populao.or •. S a:npl:s 
ofbloodfrcm blood bab indie&ted on!~ S% ::.n:J!:>c:l·-· reac
tiY:ity r.o squalece and !be r:ac6om w~ mudt !z~~ --c~nse 
(Fig. 1). !o det~tmirue if amibody to sq1.1alenc wn.~ ~ 7-~et 
for zu:O~ disease processes. ICStS wa:; cond~::::.:.:l on 
blood samples from paricots with sysu:l'J1lt iupu: ~=--:."l~~
taSUS. This group bad lO«r ASA wcakl~· posiu .. : : ;~.;-.i:y 
(Pig. 2B). NtnU suffe.riog fr-om ch.rt:r.J: fatiFJc ·· ----=:nc 
lave some. oftl!t- sitns w1 symptom:! ~f GWS ""'::~:":.;, ~u~ 

showed ollly 1514 weakr=a.ctivi.ty. Prier ~OJdics r.a·~~ :iu~wc 
Ihar. most individuals exposed to silkone bre.:ISt df:tices with 
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l09ll of this pup ~ wealdy positive tor anuooci1:::: ~ 
squalerte. (Pig. 2B). confitmiog the resultS wiTh the s:n~lkr 
sample iD the: blinded poniou of tbe study. 

DISCUSSION 

'IheillDcsscs a!Biding miliwy veterans and eN~ o.;.·:O.c 
served ill lhe Pcaim Gulf U. 1990-1991 have rer::.1..t.;'!e:d 
clouded i:l coMusio.ra arte! coo~. Se.ve:ral r&CU~~ srui:h~ 
Mvc: iDdieated that 1M Oulf War-.cn pui~ts ue. suffe.nng 
from a chronic multisys:u:mie illtlw, btJL with a conr.inuu:::. 
of sips and symptOmS 11ct wirhinthe ckfinilion.t of"duSl=·· 
rheum:azic: 4iseue:s or othrz spccffit disordcs (Fuirud.! '!1 

41., 1998~ Ismail et GL. 19951; Slft,US., 19991. In som'!.. •x•~er 
ofillDCSSoccumd Vo'ithic.afew weeks aftcree:ivm~ l.":"..:O'J· 

Diza:ioi!S. this inc:lu4cs P=Onnel acvu deployed du~ r.t< 
illnc$s. It also included some: who did deploy, bu: .o.:::~ -:.. 
tbc:ab:::r f'ar as.litde as 48 h bcCore beio; s:nt hom: ~ ... :-:-:-: 
the warbcpa bcCa\lsc of $CVett; joint and musck p~r- u,d 
DeUI'Olopal problcum. Other GulfWu 11et:rans :-ec-.u::~..- til 

_J 

l 
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years mtt the war, t shewed il1neucs similu 10 !hMe 
whc b~ ill socc ana vaccinarion. The variability of 
e:s:pre.ssion or symptc and sevcri!)' ma.y be due lXI irldi:vid· 
ual immune responses eDcaUy regularcd byth:~rn-
Jndbilit:y compln R:nt:z.cn er W., 1.99.5; Madzhidov tl 
tz/_, 1986). 

Our results suggest that ASA teactivi!)' is a marker fM 
the: sigas and sy.mpto of OWS. F"wlln1 SCI'll!n aalibodic:s 
to squalene iD Gulf patientS U 'line:;~, IUid die QU 
for the pr:scase of ao.tibodics r~ UAe.lear. ASA 
ve n.ot a. pcnl fur 12l!CimmuDe dUcasc due to 

thcl: absc:acc Ul idiop · aumimmune paticaiS aa::l rarity 
in palicntS with ether, pre.n1med e:aviromncntzlly irlduec4. 
allroimmUAC diseases. ~g:D$ ani~ of OU: Gulf 
Warpatientsare · · toth.oseofasubKtoffemalcpaiitCiCS 
foncwitlg c:tpo:mrc to · · nc. Some individuW witJt sili~ 
eone exposure. suffct m maay of !he multisystem S)'mp-
mms. viz., ctlnlgiu, ·~ ~y.ad DCIJ-
rologicaldism'Cs. en tin GWS pal:i=lS iD.Il=canent 
wdy (.Bridp a tiL, 3; !mubzr « ol., 1995; Wolfotd, 
1997). SympTDmadc • • c breast imp.l=t m:ipie:Du al$c 
havehiplcvclscfa · tosyn~pol:yi:D=CT=ea• 

bautn ~~ tzL. 1997) all to silic:oac.,l but did not ha'VC higb 
prt:Yaletro: of ASA. 

It has bee~! su dtat abnormal immvne. respcasc:s 
may be i:Qvolvcd ill Gc,.~(Rooklly etol.. 1997).Immn~ogical 
:a4j\IYI.Gti ha~ ~ 1 dcmable pmpcr;y of tiicititlg 
coll.~me.dilted immmli and udbo&s wl= admjnisrmd 

wilh an a~~tipa. They y also awsc a mo::. ~ 
aad ~ · laQco o! d= ~ sysccm kid 
di:s:tupt the l»lazzce of • sclf·n:gularozy l!Wltanim.s, 
whic:h:naylaadtomJ · dis=zCZazr.ama.1983;I.o:c-
Dtzc:a o cl., 1995; idov tt tJ., 1986; lOc:inllla aL. 
1995). Squalrm has wed cmasi.Yely as 111 ~ 
ir:laail:nalmoddstoi.a ~~~ 
1999; 1\e;t ez al., 19' ; Xoha.sbi a Gl., 1917: G:lma a 
aL, 1985; Whlrdoooso aL, 1974: Yosl>ioo a aL, 1994~ 
Cyd:mcs :aB 'of io:lmuaolo,iic:al ~ ml 

('VaD dez- Me* Cf at.. 1996), IDd 
aze moc;ewt wid~ !he dlwclop-

"::";:~;J:::.in establishc4 rodeat models of autoimll\ltniry (Pi et aL, 1996). SquakDe h• 
bcco shoWD to illduec • cr:=ucd bids of~S (IL-
5), JL.6, .... . 1 (Va1omi .. aL, 19.114). -
diftc:n:at adjuvuts: beoc ~ to pmdace. w 
~ avtoimmlal disc:asa: ia ~crimentll modtl5. 

:·.~--~.. .,. 

~~ 

Adju~t-indu~ arthritis ii ~ weJ-:.hu~:tc:nzc.:; ·.'1:11-

rnune: disease induced in rats and ot'"l:~ ~pe:.l!: - .::-.n.l. 
19&3; l.crcnt:WI et al., 199.5: Mad:iudo1· ~! _ :;':!· 
Kl~:inav et tJL.. 1995). The. disease pre..:=.:;~ <r :-. :.; .. ·.:-lfl
duccd Wlritis ~ complex, affecting mulC!pl! ~rp .. ~ · · ::!!'~. 
For ex•mple, 11. cacbctic syndrome (Ref~ c: a. ~-: .. ;;.'lj 

lC$ti~:U!ardy;functiOD (Oemom e1 aJ .. 'l ,1~~' h:.- ~ !:..::~ -..oo
c:iated withadjuvant-iDduced a.rthritis.. 1_ vo:~c:.:.. ~ 7- . ! ·:·::C.~

ated iatmt>eular infammm:ory diswe. ::::r. .Us:· :c.. :.~e.:! 

by adjuvants (Pcey et Ql., l996l. Netlloi:-gl:.:L. ..::.;-:..:~.:· c· :.1r. 
btthcrcsultc!immunologicalmecharus:ru 1n~•~.:: .. : :.;:.; .. 
immuci.ty {Rogus er4L, 1996; Tebin ~: .:: .. JSll"l: !f.· : .. ~:;r:-.;: 
ertl!..,l995; Wudler¢cr.niget41'.,1991J. C;os:; ~· •.. ·~L 
BIIDSil er tU •• 1994}, and neurologic31 :;:.-m?Tc:-:..: :.:: ::>rr.· 
monly ~in autaimmuoe di::ease.s !:'>l:Ni~!"lc.;~: · d. 
1994; ZaDone t1 &d., 199J; MoD e1.::: .. ;993~ 

All ~ology is conll'OlWd iOXlCo.iOf;:)". A.I:.".:IO;.· tiCi 

apprc"e4 by t:h~ food a:~d D:nlg Ad!cinistr.~t~on :";)r "·'-':nan 
use, squ.aleae has been \IS.ed as Ul ad_i1J'':I.I:I! m ~v.;:oc;_;;::r.:O...: 
vaeemes ·~ a variery af pathogens. m:lath.'l.: -~ .:..-.!~ 
aJJIMa.ci1 tlvinso aL, 1994), Pi&mod:~fal~i.~::.~:...m i-i:~ff

mm d £. 1~). aM l!ezpes simpte.x virus I'Bu:-kt: .·· ~i .. 
I994}.Effecti.~s ofarlj\lvantShas ~e.'! sno·o.-n ~~ :::.: il~l 
toxicity ~ed as the initiation of :wtomunune ::~ ::.1:': :m:
e::sscs CZtmma. 1983: Koga e1 cl., 19861. Ad.n!'"l.~·.•: • ~w:! 
Del: JX"Oduc:c re:a.c:ticns at injection s1:es. b: F::-:;-;:-·:. -:r 
iDdUC2 arnerior \!Vei.li$, a:thritU, or ot.~cr protear: :.·ltOl:fl· 
m.tmc_processcs(Allison t.:al.,l99l).Asrudy u~1ng sou.ticr.c 
u an il!juvant in infiuen~ vaccine :-:pOr'.:.C ~.::C:~:.!; !: 
K"Va:C. local and $YS!t~ ~Gr.$ in hUtn:m£ lKem:K tl 

ol., 1993}. The pa:nicipana 5Uffeted in~ur.~.tion. ·=-·:.".:n-A 
JympJ!,:adenopuhy, fever, chills, nau$eO:.. and d~o:~~ :•. ~=-· 
toJD.J: whleh \aued fo: S'eve:nl days. ~.r.ot:her S<;U=.<o:::~-:on· 

t:aini.Dga.djuvantwuusedwiUt gpl20 in :.llu:n!t. ;r. .. -:-. .. :;;:,ae
fic:icDcy virus va=i:Je. where: if induced severe sys:o:;.~= ~'ld 
local nactians in lS of 30 'Yacci%1ecs (K:l:fer i: .: .. :99<L 
SUzUlatly, m • study of simiao immunodeficlen;:l :·~.:::one 

m ~ squaleuc was used as ~ adjuwo."\:.. '!.;,j rk 
ass.\maJ.s developed ~C~hwnaa.:edl :mtiboclies :.t.:l ~:.;tcotm· 

=me--like symptgms (Va.sJi%1 et #1., 199:1. Fu~""! ::-J.:liC$ 
sb0111c:l ~e wh.ctht:r or 'tiel ASA have a rol: tn tll~ 
pdxa1osjcal processes. 
Squal=~ is a pa.wtaily OCClming molecule absor::.ed from 

food and syncll;sizcd u aprecur.sor for c:hl)lcs!Q"Oi. !r!Velin. 
and l\cm:notles. Ibis S)'ZIIhais I)CCilfS wuhm the h::?~~OC)"tt'S 
.od is further processed iJitc cholea:a!rcl m· the endo;:-ia:r:U: 
ftl:ticulum {Stamdlos ~r tz/...., 1993). Fee:!! a.nalysu 1'1~:::31o; 

dill about~ of diet=y squalenE is a~sQI":.OC lStt"..::.S::oug 
alll..l9510). Dicw'ysqualea:~ is abSorbed Wou~h \·~::t-.atl: 

vc::sscls after being c;ycliztd to stc:Ols ounn.;: lr.!J",~~· ,_~.:~ur~1 
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the intestinal wall rTll ' tl aL, 1983). It is proecsscd intc 
C"hylomic:rons by i:ht. epi elial cells of the smillintcStinc:s.!r: 
b=:ome.s a lipid drople covered by P..lipopro!Cia eoatai:ling 
lriglyccridcandc:ho ester. This incn=scssmzm. levels 
of free and cs~cd yl St:rDI contcllts. Abaur 90% of 
absotbcd squalene is · lipoproWD.s, appearillg in dlylomi· 
aons and: '\II..DL. su ' g tlln n:movzl of diary squa-
le:ne may indicate lism ofiD~e~itinallipop:otcW:(Gyl· 
ling ~l al.,l994). 

Squak.Dc is a %10115 • d precursor of c:bole$U:ro1. Reports 
have indicated ~at 'Cite:'$. of aumaru:ibodi=; to chalcs
tt:"ol, oncecmmtlc:r:dtc e. a poorly immwog=k: molecule. 
could be generm.d b immUZliz:atioo with li.posomes con· 
taining cholesu::rol lipid A as adjuvall;! (Swartz~ tzl.. 
1988: AlvinJ;aAL.l 91: l)ijkmaotui.1996). J.cjec:tion 
of cilh=rosilicoac gd o silicone oU inaapcrirotlcltlly also 
resulu:d in high litm o IWtoiUiibodies 10 cholesterol (Alv
ingtt4L,l996). 1M · campcmcatSC'¥r.5asanadju· 
vaut as well as initiatil) 1hc autoimmuoe ~s. The high 
Dtcsw=IgM wid\ml 'vdylowWrscflaG techolcsu:rol 
(Dijksn a ttL, 1996; YiD.g tl tJl., 1996). The specUici.ty 
of these a®bodits was cholts=sol and~ simi1a: 
StQQll!; containing a 3,6-llydroxyl poup. Arnicholestcrt~l 
binding activity was Jni!e.mtly dimi..ai5Md if the 3/l-hY• 
droxyl domain was by o~a:::io~~o sv'bstitutiOfl, cpi
m:riurion.or~ · :~{Dijksttaet~ 1996). 1 h&s 
booc rcpo~ lflat y occarring =tole~ bavc 
boen d......O in h (Aiviog a aL, 1989~ but 1hcoc 

lipid A or silicone. 
Sevenl facrs argue 

rive :m:tibodies fb cho 
for squalcDc. First. 
b:ave :a. 3,8-hydroxyl 
tarts. iD:u:mal mol 

than those pofGCCd ....WS eithar 

our :assay~~ emss-zcac.. 
ta"'l instad of antibodies specific 

DC is DC:ichcr a stz:rol nor does ir 
p. 1-he n:specive molecular SINe

bonding. dlqc dim0uli.011, and 
==~ Scccmtl ifhip..d.vz autOaD:

m. ~taCUvc with squalcoc 
,!10 differ=e~ bc:atlcea Wl' various 

S padcau and Nm_posi%ivc c:om:rol 
paricms m w:ry · • in their stroDf: IgG uliboc!y reactiv
iey tD ~ 'Ilti:d, i silicoat. alo= CBD poe:nae.anribo.:f.. 
ies to Qol~ aad m:: crcs;-rcaaivc lO ~ 
we should sec nigh anti dyrcate:ivity tosqml;ct iD paDtots 
~poaedtOiilicoaeill ' mthc:GWS•c!NIHpllia:~r~. 

This did not occur. 
In the couuo of smdii.. we examined M voW!IIrtzS 

for a wccine Mal u Ehc involving ~ as adjuvant. 
They developed :a lisysr.c:m disease R=il&r to tlw; seen 
in pcmam, Gulf wbscqucat 10 their pmU:ipelioll in 
me !rial: One a slc&lc WjcaioA - became ill 

within :a. few weeks wiUt signs and ~~.-:":J:::cr...:: ::.-. . .:mr: 
<ltdvitis.. fibromyalgia., lympha.d~:nora:ny t:~·- .:· • •r ::·.·~ 

ra.sbes, fatigu~ headaches, and fucblla:J.:::r.~ :-:- ·. · 1..:· 
llal had Jowcr than nOC'Ill&l a=ctylchol:r~es~~:!..':~ .. 1.:::·:: · ._,.:~ 
cvidc:tlcc of lymphocytic infiltrate~ a:rcund v~c~.:: ·;::'.!~. 

~ IgG-mcdWed. demye!inizatio.c. A!t:r ~ ;-.1;i · ....:.:m~ 
swdy code was bmke!J, it w~ fouzid ;,ha: onl~ ....,_,;,:~·:.r,, 

:5q>~alencha.d been administctcd ..s place X: '7llls p:!':l::r. · -"':!..'> 

weakly positive for AS A. A.notherpaaea1 wno ·.•,::r--: :~::•Jg:t 
the wholc~nWprotocol be! ore ':'-1-lJ\d'es:u:: . ·.;:r-.;1;11 
Kt of signs ud s)C.ptOW was 3- poSJn•·:: ftlf '.:-.. ' 

Multiple vaccinations ani:! vaccUnt:on :1ga11'1s: ·;: :;: : n~..: 

wufare apa. ue the faetcrs with the llighes: .. '!"'!'·:.:~;,~: 
wil:h pws symptomatology (Unwin c !:.!.·. 19~4 .- ::n
portant 10 note '!hat 01# labotatory-basea ~nve:;':l.z:r~ . .,_ o~ 
c.oc establisl'l !hat Sqllalcne: wa.s adde:~ :!.S .W.;w.--:.~· · ._,y 
vacc:inc use.d in military or other personn~i w,,, ,:;:-- ~.1 1:'! 

the Pc::sian Gui!War era. Several invesagatnrs r.~·.·: ::->!.:\:· 

la:cd \:hal: GWS is lhe result of eithc.r exposure r:: :r.~;;..;:>!ls. 
d!emical wcapo11S. or to biological agentS en:ount~e.:! in 
EhePe:rs.ie Gulf (Persian Out! Veterans Courdir.ar-.A; !:---:~. 
1995; Abou-Dtlnia d al., 1996; Da•:id ~~ c!.. :'?"-- H3· 
lcy,l997). Howcvc::, sucll expo~ wou:::l Uk.:l) ;,:_ ·.-~ _-:-.":'!:• 
diate e~ and many Gulf WtJt vc:r.::r.!.::s 'Joe:.: ·:·:. ;;-;:,:; 
mon'lh$ or ycus afw the: military ccm:}·~'- M..,,. .".:s:: 
GWS paties~ts have im.pmvcd on nea:ment r:o~:·- =~::-

scribed by 1hcir pasottal physiQw. rheuma~c.icfl~:.: :.nd 
a~o;ists, namel)' the imm.l.ltrOS'Upprcniv= used i.n ;las· 

sical diOllrDIIOlosical condition5:• The.s: o;re3l!'O~l\:." '-.l'-': 

iDcluded s=oids. mc:thoaxate, hycircxychloroqum~ .1nd 
c:ytc:otu. Such tn:am~e:zns would ha.o;e no ef!cc~ o:'l su~)crrs 
exposed to themicaf weapons. If G-WS was due tc :!II ~oge· 

:DOllS infcaicus agent. tbeitmmJDOSl.lppressiv: regi~: U$~ 
WO\IJ.d likely RSulti.D azt. CxaccrbaJiOII Of tilt: :;ymptOTi''-" nus 
did .Dot occur. The molcattar padlotogy of GWS r::·..:.: ~: 
debed Wen its etiology WI be assigned. We pr~!:t'. ~~e 
cvid=cc. of azt. immuac faclOJ' baud lipcll t.1e :.d_iu·:~; .. ;v cf 
squak:ne. :Further studie:s arc required ta ddin: t>e :;.,e cf 
ASA, if :&z~y, ill tbc pa'Chogc!Xsis of GWS. 
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e. A second ehallenqe"of these animals, withoi 
l antibiotic prophylaxis, found them to be susci 

exposure. The animals who had previously rec~ 

6. {UJ BW vaccines, 
Theater. 

Bo~ulinum Antitoxin and IND Drugs 

a. c L Tomlinson reported on an outbreak of !oodbor: 
botulin in Cairo, Egypt, and that a quantity of the bo@ 
antitoxi from theater was shipped to Egypt. LTC McKee 
there we e approximately 80 cases; with 15 of these resu 
in death. The outbreak was believed to be associated wi@ 
under co ked fish. He also reported individuals from CD, 
to Egypt to investigate the outbreak and took antitoxin 1 
them. LT McKee stated that in addition to the Army's a: 
CDC's an itoxin, antitoxin was also supplied by a Europe, 
manufactu er. S~nce several sources of antitoxin were U 
some ind"viduals may have received several doses of diff, 
antitoxi , evaluation of the efficacy of the Axmy prcduc 
be diffi ult at best. 

b. I was reported that the individuals from l09ist 
USAMRIID, were expected back from theater today w~th the 
~~it~.'!... n:d ,.b~t\ll;r\FI._va~eines, ,antl.:toxin, ribaviun and 
.• ~.!=~t._!=I.Xin · · · - While in theater the ~ tems were under 
refriger ion: however, there was a ,.;_f!!po_;~ .tha_~ the 
:p~~;.il!:~tO!,_ :;_a~le?- ... ~2., ,'?.9.:i;}::?-.f.~ .... S.?~ a p~::,i¢, of .. ti~ .. ,!o.Pd. 

~?,J11!..S:~ :'!i:e.s.~ .. i.te!Jl.!l~_\1e;~ .. d~ged.. The J.tems W).ll be re 
to USAHR ID and a determination made with regard to the 
disposit'on 

7. {Ul D wnentation of Vaccl.ne usage in Theater. 
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COMMITTEE 0~ 8ANJCING AND 
FINANClAl SEA VICES 

t':CiMMim! ON ~ANSPORTAT;O 
ANO INFAASTJIIJeTI..:I'If Congress of tf]e ~niteb states 

l!)au!le of Bepresentatibes 
lil!ll<!)inl!fan. a~ 20515--4702 

HO\IIoo«:, 

""""~"'' ·~"'""'"''"~ 
CQo.G;ltiC a~O !oo,.""A~•O"""" 

M""f'l"'""• l'c<.<e• ·"'"-.... ~. 
A ... T ..... 

G""'"'U Tatitti!'Y'O~"~~ 

COMMITiiE Ot<" SCIENC£ 

May 13. 1999 

The Honorable illiam S. Cohen 
Secretary of De ense 
The Pentagon 
Washington, D 20301-1010 

CHAIR, REPUB~ICION i'OOUSING 
oPPOIHUNI'l"v CAUCUS 

eferencc: "Oycstjons About the J>resence ofSgJJa!epe Antibodjes itJ 

GAO, March 1999 

Dear Secretary ohen: 

On Mar h 29, 1999, the General Accounting Office released the repon I had requested 
regarding squal ne antibodies in veterans suffering from Gulf War Illnesses. As DOD prepares- its 
response to the a1 report issued by the GAO, I am requesting answers to a number of questions 
that remain outs ding. 

In the rc on DOD commented, "There is no basis for believing that Gulf War-era veterans 
were exposed to squaknc-containing vaccines. The 'DOD has indicated that no experimental 
vaccines with ualenc containing adjuvants had been used in U.S. troops during the GutfWar.'' 
(Page 23) 

Co to the above asserti011, the GAO report did not tinplicate the Department of 
AWns& Rather, e report concluded it would be prudent for DOD to "'review the independent 
research that re earchers report has revealed the presence of squaltne antibodies in the blood of ill 
gulf War-era v erans, and conduct its (DOD) own research. designed to replicate or displJte these 
results." (Pg 8. 

1. DOD fficials told the GAO, that DOD could develop an assay for detecting antibodies 
to squalene, and a sample testing could be done for a small investment, Will the DOD reassess 
their former pos tion, and aggressively pursue this first step? Determining if the antibodies are 
present is vitall important. If they are present, then the process to ascertain the significance of 
that finding can egin, 

2. lf the DOD is concerned that it does not have the resources, or that it would require a 
lengthy period f time (over six months) to conduct an initial investigation, is there a reason why 
you cannot send a team of experts to Tulane University where the research has been done to 
validate or disp te its integrity? 

3. Inti t of the missing shot records of so many of our Gulf War-era veterans, is it 
possible to dete · e absolutely that they did not receive any vaccine fonnulations containing 
squalene during or prior to the Gulf War? Is this conclusion based solely on the statement of the 
vaccine manufa turer? 
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Page 2 
The Honorable illiam Cohen 

The DOD tated in its response, "The assay for anti-squalene antibodies developed by the 
independent rese chers has not been validated through peer review or publication in the scientific 
literature Da a obtained from a methodology that has not been validated have significant 
potential to harm or mislead Gulf War veterans through the medical misinformation the data may 
support." (Page 3) 

Therese rchers at Tulane have made clear their willingness to work with DOD. Time is. 
critical for thous nds of sick Gulf War-era veterans who continue to suffer and have been waiting 
the last seven ye for help. The truth cannot harm or mislead Gulf War veterans. You have the 
capability to vali te or dispute the methodology. 

However not getting ta the bottom of this perplexing problem will no doubt continue to 
have serious ra fl. cations. I am sure you arc aware of the growing concern among active military 
members regardi g the current anthrax vaccination program. Reports of serious adverse reactions 
are increasing. e oversight hearing of the Subcommittee on National Security, Veterans 
All'air~ and lntc tiona! Relations on April29. 1999, revealed troubling testimony. Members of 
the Michigan Air Tational Guard are suffering significant health consequences following their 
anthrax vaccinati ns. During the hearing, the GAO raised a number of critical questions 
regarding the sa£ ty and efficacy of the anthrax vaccine. Combined with the squalene issue, these 
factors are escala ing a climate of distrust. Inaction, while waiting for the lengthy peer review 
process, will only exacerbate this disturbing situation. 

4. Conti ation exists that several active duty personnel recently inoculated have tested 
dies to squalene. Several publications have alleged a potential connection 
accinations and squalene. Therefore, is it not in the best interest ofthe United 

States active du forces to immediately take action to detennine the facts and potential health 
consequences? 

This situa ·on provides the DOD an extraordinary opportunity to demonstrate our nation's 
comminment tot e honorable men and women who serve our country. Thank you for your 
assistance. I lao forward to your personal reply. 

Sincerely, 

Jack Metcalf 

TOTAL P.02 
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RE:Note to regarding conversation with COL Carl R. Alving, M.D. 

To whom concern: 

On or abcmtljlay24. 1999 I received an unsolicited telephone call at my offzce from 
COL Carl R. M.D. Dr. Alving, whose w01k on lipids and adjuvants I was 
somewhat indicated that he had a scientific interest in the work on squalene 
antibodies by Drs. Pamela Asa and Y an Cao and myself. 

Dr. Alving il'lc)i<:atc:d that his interest in my studies was ''purely scientific" and that he 
wished to get information because of his interest in the general area of lipids, 
antibodies adjuvants. Tills was plausible because of Dr. Alving's prior work in this 
general area. conversion, which lasted from about 45 minutes, was almost entirely 
scientific and a broad range of topics related to anti-lipid antibodies. 

D~~~~0\th~ce;t~~~t'::;,:;: our conversation, Dr. Alving shared some of his recent studies on 
a antibody with me. At that time, I was only vaguely familiar with those 

· offered the opinion that the anti-squalene antibodies might be a 
antibodies. I replied that this might be worth looking into. 

Dr. Alving aJsc> asked to review a draft of the manuscript on anti-squalene antibodies 
which was published in £rpelimeetalllflll Moleculur Plllftolosy. I agreed 
to fax him a of the in JH'OSTI!S9 work for his personal review. Because the work had 
not yet been publication, I asked that he not circulate the copy. 

At no time 
subject it to 
publication 
Moleculur 

Professor 

I made aware that Dr. Alving's intent was to circulate our paper and 
scathing reviews subsequently published on the DoD website prior to 
in abbreviated form as a letter to the editor of £rpelimeetalllllll 



Autoimmune Technologies, LLC 
144 Elks Place, Suite 1402 

New Orleans, Louisiana 70112 
Telephone: (504) 529-9944 Facsimile: (504) 568-0634 

E-mail: rwilson@communique.ne! 

Col. Carl Alvi g, M.D. 
Department o Membrane Biochemistry 
Walter Reed y Institute of Research 
Building 40, R om 1022 
Washington, D 20307-5100 

• 
May 25, 1999 

It was a pleasure talking with you today. As we discussed, I am 
enclosing two eprints and a copy of a manuscript that deal with our work on 
anti-polymer tibodies_ I would appreciate any comments or questions that 
you might ha e concerning our work 

In regar to the anti-squ~len~ antibody assay, I mentioned to you that 
Tulane Univ ity Medical Center has filed for patent protection concerning 
the usc of an -squalene antibodies in evaluating Gulf War Syndrome. As 
Tulane's excl ive licensee for this technology, we would be happy to discuss 
information re arding the assay and our research with you. If you need 
additional info tion or have any questions, please contact ine. 

By the ay, I wanted to mention to you that I have read many of your 
papers conce g liposomes and toxins. My dissertation project. many years 
ago, concerned the cloning of exotoxin A from Ps. aeruginosa. and after our 
phone convers tion, I remembered reading your paper on the interaction of 
diphthetia to · and phospholipids. Again, it was a pleasure talking with 
you today, and I look forward to talking with you soon. 

Sincerely, 

Ruo~ell B. Wil on, Ph.D. 
President 

enclosure 
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HE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON. DC 2030 1-1 200 

Mr. Kwai-Cheung C 
Director, Special S es and Evaluations 
National Security and International Affairs Division 
U.S. General Account g Office 
Washington, DC 205 8 

Dear Mr. Chan: 

This is the De artment of Defense (DoD) response to the General Accounting Office 
(GAO) fmal report, G 0/NSIAD-99-5. "GULF WAR ILLNESSES: Questions About the 
Presence of Squalene ntibodies in Veterans Can Be Resolved," dated March 29, 1999 (GAO 
Code 713014/0SDC e 1711). 

The Departme t acknowledges receipt of the final report and inclusion of the DoD 
response to the draft ort as Appendix VI. We acknowledge the extensive changes that GAO 
made to the report bas d on the published DoD response and the other comments and 
annotations to the report, which we had provided to GAO separately. 

Our position d the concerns expressed in our comments to the draft report have not 
changed. The clinical ignificance and origin of antibodies to squalene. if their existence is 
corroborated, remain own. The test methods proposed by the investigators at Tulane 
University need robe r 'ewed and validated by other scientists. Finally, no vaccines with 
squalene-containing ad uvants were used in U.S. troops during the Gulf War. 

The Departme continues to solicit and fund research designed to better understand and 
treat the health proble s of Gulf War veterans. Requests for research proposals are published as 
Broad Agency Announ ements in the Commerce Business Daily and are readily available to 
interested civilian and ederal investigators. We encourage investigators, including those at 
Tulane University, to s bmit research p:.-opcsals that further our understanding of illnesses 
among Gulf War vet s. Our commitment to civilian and Federal researchers and to Gulf War 
veterans is to the supp and funding of high quality research. which is best assured when all 
decisions on research ding are based on a process of rigorous, competitive. and independent 
peer review of all rese h proposals. 

Sincerely. 

'· . L I~ _. 
J ~ / 't.-~ 
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·~· 

I / ' . 

i 
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Dr. Sue Bailey 
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ISSUES liEL.\TING TO ANTIBODIES TO SQUALENE 

Jlacl<Qroua 

Roecnt!y, P eta H. /\sa, Ph.D. (of Memphis, TN) and J<abe<t F. G•ny (of Tulane University, 
NfiNi Orlcunt LA) have b~ quoted in the popular press as claiming dud a higltr::r perct:r~h.te of 
sick Gulf lilT veterans lhan healthy GulfWar vc:tcr.»w, or 1lWJ nannal blood donono, have 
antibodic.s to squal~e iu their blood. Sq~alonc is a Mturally-occutrint., oil (a moJccuJo that J1 In 
the,...1ogcry ans and lipids) that is widely distributed in large quantities in the humin body. 
and thaf been propo1cd for use as a CCimJDSCial adjnva1u for incrcasinsthepolency of 
viCQjncs, on the clAims by Drs. All and Gory, numerous accusations have been lcvolod nt 
DoD."fbesc · elude (am0115 othcn) lbo alleptlon th.tl tho U.S. "nny 'J'Ikod tho anthrax Y&C(;ine 
with squalcn as an aQjiJVInt during the Gulf War, and Ott claim Ural mll."bodiCJ to squatene an 
rcspcmsibl~ Ii the symptoms o'bi;ryQQ in sick Gulf War veterans. 

A detailed i vestigation of mnnurous issues relating 10 o~~qullle!te and squalene antibodies has 
been made h the U.S. Anny Medical RCICI!dt and M>tcriol Couun•nd (USAMRMC) and rho 
Walter Xo Amty W1i1ute ofRcs=ITdt ('WR.AJR). The IXnnmandint general of USAMRMC, 
MG 1ohn Pa ker, ~nODAlly telephoned Dr. GIIJT)', and also aRRisned COL Carl R. Alvin:, M.D. 
(C.olonel, U. . McdKal Corps) tceall Dr. 0DtY end to inve!llilJilfe the technical upe:cta of 
sqU&ltWc mtd arttiboclfu to aguaJena. COL Alving. who is Clli¢f of the 1>cpGrtmerlf. of Membrane 
Biochemis &! WRAJR, b.'\8 l•ad mom than 30 years of ~rd1 and clinical cxpcrlenco in 
studying 1.1 biochemistry and immunology of lipids, fa,::.,I\Tld oils. and is inlcmationally 
r~gni;.eedfo his rM081'cll Mel c:tiniCilll 4:K.pM'Ienoe with lipids 111!.d oiJs m; 11djuvanta for vac,:,im:s. 
He is 11lso on of the world's foremost "Potts iP 1hc study o( ilUtiboditS to lipids. ThG ~mcnts 
fJw: follow z: b hm 1bis invc:lti~1ion. 

Coavcnalio with Dr. Gury 

On Monday 4 May 1999 COLA!ving andcneofhis staffincmbm,Gary R. Motyas, Ph.D. 
(uno1hcrexp h biochcmliJUy, lipids, ll1'llt1sodics to lipids, immunology, 1114 oil~ba=d 
adjuvrune), led Dr. GlUT)' to discuss Oan)'"•mc1hod of measuring antibodies to BqUalcnc . 
.Based on the lell!lph.one canvertllioa, at the pmonl.linlc: the results c;Wmc.d by Dn. A• and 
Omy that ve bCIIt m11.U<.: in the popular prcu bavo rim ~vQ1 bcw. minimally valicbllwl by 
aclcntUlc pe rmew. According to Dr. Guzy, an attempl hll~ been made Dr. At:a and him 
(together wit Yao CliO. M.D. of Tulamr) lo achieve m least wrm: measure of rc;icntific: poer 
U4X:Cptaucc b submitting a paper for publication in the Jcuma! of 'lbe Americu Medical 
Assoolarion, owovcr, to <bl~ !hit •ffi•1'1ol0 not b<on ,_..,.ruL Dr. GOllY fiXed a copy of !be 
manuscript ( at was marked as bdrq: a ~104" version} te COl. Alviat:- Dr. Garry stated Uu.t 
the manuscr pt had ICI1lchow been pu'b1ished wiihout his permission on tho imomet and that 
because of lh publicity h10 doubted that it would be publillwd us a sciemiflo pocr-rcvicwed 
p•por. 

····' 
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Analysis or the purported unay for andbodles to 1qu1leae 

When Gan W1l5 a&kcd 1C'I t"ovidc a d.CUii!cd ~<1llndnrd <tpcraUng proc;edtlte lbr dc:teeting 
liTIUbodic&1 squaieru;..l1~ said thul tbe camp l ete dcwih were: given in the menus;ript thll he 
ftJJ.cd, Howe cr, COL Al\•inglfld 'Or. Matyas fowul !ilcnllty do~cus Of important tcduUtalamd 
t'ilC01'e~ica1 aws in the a~i.IY that was fa X c d by Dr. CimTy. Mcwy or thcAt w ere fllUll O:tws. 
Al,hougfl m ny of ihc fl:tW$ tllat wurc dctcet.qd by Alving uud M:HYAS require a dctailod tcchnicltl 
knowledge f su;h uuays, some cun b~ explained I'll\ her .sin·ip!y, as ~own hclow, 

0 

Fit. lhc toncht$lonurr~ cntirdy llUW on faulty, IK\tl&c:ientifit, c:ir;l.llar reasoning. 
Posit vc results in an unproven aua)' \hat lws not hccn previously validated to dctcc:t 
.11.nti dies agaim~o'l an antigen t0i~JU10t th;n be u~ed be u:tod as scientific proof lh4t 
anti odles to the ami&m exist in an unknown san1plc. The uaay must first be valida1ed 
by ill ependcnt mcatU, JllWiOUtific terms, it would be Stlid that there Were liD ntlJ411/cd 
posit ve eont,./s, 

Sru d, lhe usay i~ notable for its lack of nc.gadve c:<mtrok. TI1erc is no C01\1rol in 
whi h the hunwn acrum oontainin& the presumed <1n\ihoUi10t1 Is omiU"Cd. There is no 
~onf I ln which Uu: avidin~conjugatod bom radish pm»eida.sc is omitted. Finallr in a 
new ven assay il is euentialto FfOVc rpcc:ificity of tht ZIS!IU)'. There is no evidence 
th.u.ll assay is no! simply measuring nonspecific 1&0 molecules that arc not antibodies 
\0 sq alene but nonapcdflcally stick to llq!.Utlcne. Although ft.rG molceulc:s were ddec.ued 
it.l th assay with ~e:cooci antibodies tl) hiWtun fgG.tltcra were no c;;outrolt to allow that 
Sec nd anlibodieuo mb~~r JlOl!MJ &li1UlJ pt-oiein5 {e.g., albumin. fibrinogen, ,slph&l.:! 
tua.c1· globulin, complement, etc,) co u 1 d nat slt.O ha\·c: huve bQCn d~tcd. 1110 en1irc 
USJ. may be wrnplgtcly due 1<1 nonspotillc binding of ~ualcne to Jg(i rnclcadcs 1ha1 arc: 

ually antibodies. 

lho unknown human ~m•unplat< were tested only at a Ruglo VCl'}' fligll 
Ion {a diluti(IU of !1400). Mort usays for naluntlly-.oeeurting antt'hndi•. 
to.rly antibodies to lipidti, »lart at a tllUCb hiJhcr conc:a'JlroiliOC. of t=nn. typic:~ly 1:1 

of I ISO. Thus. the Ourry method would be ex11tt."'led to miss the presence of aU of 
'Oodicii that would be dltec;tod at a higher ~ncemrution of serum. In fact. it i~ 

possi Je Chat at il. blj;llQ' concentrndon o(s.:rum JOO'Yo of normal blood donors might give: 
positi RS\d's. {Wbep Ibis wupoinled,t~\lt lo Dr. Gmy, he admitted thlltamuchhighct 
~~·~~,c o f J)rulitivcs i n uonnal serum migb1 bavc bc:cln detected with mans 

tn.tcd serum,] A further drawback of 1he UiC of only tt single dilution of sonsm 
r.mlhcr thin I •wia of dilution&, is that lhcrc is a no way to obtain a tilor. i.o.,ll 
qu wJt.-e meastd'e oTtbo dcarte of aeti'lo·ity in flt.;: iaDlpl~:. 1i1cra are routinely obtained 
in JD. U\I'CimGrtt of 1111tibody Jovels1 and lhe absc:n.cc o! q\laulitation in the C1any uoy 
preven s any mcaninz&l comparison bot•=t unknown scru.m~J~ 

no t~pcciracity controls wc:rc run lo dctcm1inc if tho antibody binds to oth;r 
struct rally rcfatocf compounds, such ucbolHtcrol . .t\ltht~ug1• Dr. 0M'I')'vcrbal1y stated 
that c An\ibudiej did not bind lo ~UJtl•nc (tbc :oUIIy hydrapnalod analc,; thall~tob 

bonds), there Wfl no cMdcna of any lipQcifiQfty wha~er in 1he tnan.us;ript that 
l for peer review. One can only wonderwhysueh!mportMtin!ormation would 

2 



be left ut of lhe (a:i't dc~Qiption o{ an tmprovon aa:•a)' thnl purport.,: to mcaStlnl specific 

anlibo iGR.. 

A$ :~la.1Cd carl'cr, numc:n)ulll ~thcr impoNnt ancJ fu'l1damentul nuws were Oel~tcd .in .the assay. 
This can only c;ad to the cunclusian tba\ even if' the paper is: ultinmi.Ciy pubh~ 1D: ttl P"c:•~nl 
(orw, t.I\I:I'Q wi contin~ w he. at rlto ltllll4 coatidC'llblo colllro\l#lfY O\lel the ~lenllOc valnlny 
of 'lie aasav u tht c.onJ01usions derived fitlm the assay. 

don <tl Dr. Garry's assay 

Muy 1999 COL Alvina amd Dr. Matyas had a ~cluilcd telephone conYCrtWinn 
with !lr. Rvss: t Wilson, PruideJU of k4oUwrwne Ttch!Jolo!JiBN, L.LC. (New Orlc.aa$, LA), 
This was don b~K Dr. Cian)' had indltAtcd that, ~en in th;: ilbtm.cc of peer-reviewed 
aeientific vali tion, the pnttnl rights tl'l dlc '"'\oology for m~aS\lring antibodies to squalene had 
~ o:tltll!li y licensed by iuJM.o thliversil)' for t:Onntwrcial dew!uprllCflf by this company. 
Jk. Wi1acn coo nn~ that Dn. Garry and Am arc lis;ed out Coinvcnton on the palcrMotthe 
assay that has Qt:n oclusivcly 1ir.:cnacd by Autoimmune Tccho.olosio. This was further 
c:onfmnW in a eU.cr dated 2S May thai. was shipfJOd Lo COL Alvtns, by Dr. Wilson. Accordil1¥1o 
Dr. Wilson, e company doer nut currently }uwc ll'I'J l)pl: of kit or other product lh11t can be 
purchased dctcetingantibtulifi. but is in lhc process of dcvele~phlg a product. Dr. Wilson 
stated th~~o\ the mpany is working on an •EUSI\.·'Ducd 'ICNi<m" of the us~y. Jr tllts is uuc. then 
it might r ;:nt stJU another ass:q rbat h~ not b.:e.tl Y.1lid1ttcd ir1 a normal .scientific numner. 

'fl'inau.dal con 1 ict ofll'ltercstof'Dn.Aaund Garry 

'J'he exclu.sivc ti nain.& or the above patent application. on whlchAsa and Ourryare colmc.ntors, 
10 AuWimmun 'l'ccllnalogi~ QtabUshos an obvious, an~ bigiJly disturbing, economic motive Io 
achieve wide pread testing fnr prolit In lhe abiWCC~~ of such lCSling for antibodies ta5l{uafcnr., 
the exclusive I cense 10 Al.11Cin\mUD.C Technologies would be wonhlt:SG. Fu.nhmn~ Dr. 
Wilson JWl1. and thcraxcd manuscript c:anfirnmt.th<~tAutoimm~Tc:cbnologiesulliO 
providcsprcf1 ·anal fin;ru:ia.l support tbr Dr. Oany at 'IYtwu; In chc fonn of a pnt. Although 
tho issue was ot inve:ttigatcd in dgpth with Dr. Garry or Wilson. it ix likely that Drs. A.o;a and 
Garry a!su s to benefit personally from c~i~lin!.lit.IJJ of the patent. Tho fin~~r~cinl 
bcncfit."l that uld ac:ruc tn lm. Asa and \mn•. boll1 pwf~<Aioualiy and pum>n.Uy, ~WTc 
creazc an obvi us ~nWtl of IDICJUlllw., m a minimum, cuu!d be c:xpeettxllc color thc:ir 
ACienH1le objec Wity. 

Ana-mUlta!)' ll'ft'la o!DrJ.AsUad Curry 

11 is disturbing noiC that the slrorJ&cst thrust of the a~ve manuscript by As&&, Cao, aud Garry. 
that is baRd o an tmvaUdoted and uuplO\'en assay, Is appanm\ly d=ctcd Wt 11)'ing to convince 
!lick Gulf War Yd«<fl8 \bat lh~ R11•uu I¢U due: to the J)J~CO of antibodiut Lo tqualt:ll•· 
Th«e is an ap agenda Lo convince vli1tel'anJ who put their lives on line in lhc Gulf W~r. !hat 
such antibod.iu were actually taucecl by lhcir (Julf' Wur "'"'ql~licncc. Prom ttu: quotations in the 
popular press it is clear 1f1al tli.Cf'O it abo an apadil by ICIQIC to claim thAt lhe antibodi1111 wen 

' 
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indyce<J by lh alleged sccrcr usc of sqwlcmc as Al1 adjuVJJrlt in the antltnuc. VRCCinc. To his crc4it. 
whQl a~ 11 ut this. Dr. G11rry stated that he did not bcli~vc lln•t tlu; antibodies wcrccau.RC! by" 
at1y conspira y to spike the anthnn: vaccine: with •qu&icne. lns~ he appo~t1y adbcra 10 an 
11lt=rnativc, t also unproven, theol)' Uu\t some coustitu~J\! ol tho unUJnX v.ac=Ule. exhibits: 
~truc.:tuu.l ho ology with sqtu~la1t." phwomcnon wmctima rcJUred lo unmlcoularmim;~( 
and \hat lhe" tibotlie&: were induud by lbc Ntlbrax vaccim.: in this manner. No~ of this is: 
provoo. No 5 "'11 stnn::tuml b\lnlulos h.., ever been id~titied. Thifi is an untCS\cd theory 1h11t has· 
no basis wha VQJ in fact. The only cvklenec, if it w~ vicv.~ ns such. ilii tit\: WlVIIlidated and 
Uuprov~n as y of Garry that pmporll to deU;tl higher levels of antibodies to ~alene in sick 
Gulf Wikr vel 1hM in ihc nonml popul.atinn. The .upp&rcnt ilnti~milltary ~g~mdl of DB. A•· 
and GlUt)' is clCill' factor that could color their scientific reinhs. Because of this, the Army 
cauld be mil wh~b~ by exclusive reliance on collabrtrution with Dr. Garry or Autoimmuuoj' 
Tcclmologics. There is Nl obYious neod for inc.\cpcndcnt in-house researdl by the Aml)' to 
examine the i tucs ami impiicar:ian!l., if any, ol antibodieft to squalt:nc. 

Upids arc not now •r •nlqnc:: 1\.nUbolll~ lo t:holca:tcrollll nnrroul bum an •era 

The cnncq,t f the presence of antibodi" to lipids in hurn~J sertmt is not n n;w iden. COt. 
Alving is J)arf Jarly weJJ-known for lutvios di'"'"*lh<~l 100% of oonnal hwnM a:ern contain 
TJBlUl'l11ly-oee "ng antibodicr to d-luk::$tcrol. This observ.ttiwl w:a., (lf'St made in"1918 amd has 
bc:t:n indcpcn tly contir.mcd in tbt: pcor-rcviewlll! litctalw\.\, COJ .• AI..nng 1w even c:rcatet! and 
patented a mo Jnnal mtibrnly to ehnlet:lcrol, aml \b~ dMc is on depcmil in the American T!fre 
Culhorc Coil ction. frlas bt(:ll proposc:d that l)llturally.oemrrfng antibodiu& lo c.holCfltcroJ in 
humans ac ually se:vc a uac1UJ lind bencfh:i:U .!imcLion in llelplnJ: 10 ri:movc low dwi1)' 
lipoprotein los\erol (~-<".atlcd "bad" d10les1crot) from llw blood. Bcca\lse .tqualcne is a 
precursor and uilding block for ~holcltetol in the human hl"l~y, and is structurally very similar to 
cholesterol. it s 1hc opinion ofCOJ~ AI~ that so-called ilntibodiCf!; to squalct1e might 8C1.WIIly 
be antih.:.ldics to Gholcsterol Lhat arc croSS-rclt.ting with sqt~nlcne. Thus it is pbuihJ~ thst tile 
npparentaun diC91DN.J~mlcm:o~••~ do 1101 wclst bm ruth'"' arc .emtibodj~ to cbolc&terol that 
have b&ncfit:ia c:!f=ts.. When thia was raised as an is:luc by C.:Ot. hiving in his conversation 
with Dr. G it waa obvious that Dr. Garry was comptet.cly unaw.arc of We acit:z~.titie literatarc 
!hat e:rists on ntibodic::s lo choJC$luro1. When inlonncd of the antibodies to choiC$1erol, Dr. 
Osny I~ t !he plapl)rwd Nltibodicslba! he observed migllr vc:rywvJI rq,refGPI antibodies 
that react with holesterol. 
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THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON. D.C.Z0301-t.ZOO 

Honorable Jack etcalf 
United States Ho se of Representatives 
Washington, D 205154702 

Dear Representa · ve Metcalf: 

This is i repiy ib your ienertu:;ecrc:tary Cohen regarding the U:r.itcd SUlt~s Genercl 
Accounting Offi e (GAO) report, GAO!NSIAD-99-5, "GULF WAR ilLNESSES: Questions 
About the Prese e of Squalene Antibodies in Veterans Can Be Resolved." Thank you for your 
letter and for you concern for the health and welfare of military members and veterans. 

The Dep ent's position and concerns have not changed from those published as 
Appendix VI of e GAO report. The clinical significance and origin of antibodies to squalene, 
if their existence s corroborated, remain unknown. The test methods proposed by the 
investigators at ulane University need to be reviewed and validated by other scientists. Finally, 
no vaccines with squalene-containing adjuvants were used in U.S. troops during the Gulf War. 

Learning e clinical significance and origin of antibodies to squalene is a more important 
flrst step than kn wing if such antibodies exist in a given person or group of persons. Well
designed laborat ry and animal studies must precede studies in humans to answer these 
questions. 

The fo for validating or disputing the integrity of medical research findings or clinical 
hypotheses is thr ugh subjecting one's work to peer review by scientists through presentation at 
scientific meetin sand publication in peer-reviewed scientific publications. The assay for anti· 
squalene antibodi s, which independent researchers at Tulane University developed, has not been 
validated at other laboratoiies nor have their methods and fmdings been subjected to broad peer 
review. A draft anuscript reporting the Tulane scientists' methods and findings was provided 
to the Research orking Group of me Persian Gulf Veterans' Coordinating Board. The 
Research Workin Group is currently evaluating the work, will review other available literature, 
and will produce White Paper on the significance of the unpublished findings. 

No vacc· es with squalene-containing adjuvants were used in U.S. troops during the Gulf 
War. There was o mention in Gulf War era documents that the DoD ever considered producing 
or using a vaccin that would not comply with the Food and Drug Administration's requirements 
for a licensed pro uct or a product in an investigational new drug status. For several years, 
however, one oft e scientists on the Tulane report has speculated that an autoimmune response 
to a vaccine adju ant may be the cause of illnesses among Gulf War veterans. The initial 
speculation was t vaccines given to service members during the Gulf War contained squalene 



' . 

as an adjuvant. Sub quently, the speculation was that Gulf War era service members received 
an experimental anti HIV vaccine containing squalene without their knowledge. 

2 

Only recent! has the speculation, as presented in the lay press, shifted to theories of 
adjuvants containing qualene in the anthrax vaccine. The anthrax vaccine did not and does not 
contain squalene. W are extremely confident of that statement; however, to reassure our service 
members and the pu lie we have begun testing existing anthrax vaccine lots for the presence of 
squalene. The indep dent civilian laboratory conducting the test reports that no squalene was 
detectable in any via from the six anthrax vaccine lots that have been tested to date. 

The Tulane s ientists have been encouraged to submit a research proposal in response to 
existing DoD broad a ency announcements requesting proposals for GulfW ar illnesses-related 
research. If and whe the independent researcher or any other scientist submits for funding a 
research proposal for further studies of the alleged finding of antibodies to squalene, the DoD 
will ensure that the p oposal receives a fair evaluation by the independent scientific review panel, 
which assesses all su h proposals. The Department of Veterans Affairs 01 A), Office of Research 
and Development, al o has encouraged the Tulane investigators to identify a VA researcher as a 
collaborator and sub · t a proposal for funding. Since VA has an intramural research program 
and does not award ds to non-VA scientists, such collaboration could allow for the 
submission of a rese h proposal to VA's investigator-initiated Merit Review Program in the 
Medical Research Se ice for possible merit-based funding. The Tulane investigators have 
indicated to VA offic als that they intend to do this. 

Our commi nt to civilian and Federal researchers and to Gulf War veterans is to the 
support and funding fhigh quality research, which is best assured when all decisions on 
research funding are ased on a process of rigorous, competitive, and independent peer review of 
all research proposals 

Sincerely, 

&.L 
Dr. Sue Bailey 



JACK METCALF 

COMMinE~ ON TRANSf'OR7AT!ON 
AND INFRASTRUCTURE 

COMM!TiEE ON SC!ENCE 

September 27, !999 

~ongress of t!.Je ~nitell ~tates 
~ou!lt of ~tprrsrntatinrl1 
Daff)ington,llill!: 20515--4702 

The Honorable Will. S_ Cohen 
Secretary of Defense 
The Pentagon 
Washington, DC 203 

Dear Secretary Cohe ;' 

(QMM•Tl~t (HI ':t,c;>'":".~ ANC 
Fh-~"'N<.l; ~-_. . _ 

fo...,.~c·~' l~sroTunc,.. 

Do>I<Slt<: ..... ~ INlfR~~"""'Al 
Mo~«•~· "~"" 

CHAIR, REPUBLICAr» 110USING 
OPPORTUNITY CAUCUS 

REPUSLICAN POL!CV COMMIT'"EE 

I was deeply disturbe by the response I received from Dr. Sue Baily regarding my letter to 
you dated May 13, 1 99. I had requested that the Department of Defense (DOD) reconsider its 
answer to the Genera Accounting Office (GAO) in regards to their investigative report 
(GAO/NSIAD-99-5, 'GULF WAR ILLNESSES: Questions About the Presence of Squalene 
Antibodies in Veter Can Be Resolved," dated March 29, 1999) on the presence of squalene 
antibodies in some si k Gulf War-era veterans. Unfortunately, her letter of refusal only raised 
additional concerns a out DOD's unwillingness to aggressively pursue answers for those 
suffering from Gulf ar Illnesses. 

One of the things mo troubling to me over the past months, is the misinformation that DOD 
continues to provide ublicly regarding this issue. The Tulane study demonstrates that ill Gulf 
War-era veterans hav statistically distinct antibody levels to squalene when compared to other 
population groups. V ·ous sources within DOD continue to assure the public and military 
.members that squalen is naturally occurring in the human body and is found in over-the-counter 
items. Are you alleg· g that those who use these over-the-counter products containing squalene 
have similar antibod levels to sick Gulf War-era veterans being tested? If so, on what evidence 
are you basing your c nclusion? How can we know unless we have an assay that is reliable? Is it 
not disingenuous for OD to make such statements while avoiding the significant research it has 
done and continues t pursue in the area of adjuvant and vaccine development, and the potential 
use of squalene as an djuvant component? 

The recommendation of GAO are based on the sound belief that the first step in determining the 
significance of the T lane results is to review the assay being used to produce the finding. The 
assay being used at T ane is a variant of the common Western blot assay used routinely by the 
scientific community. If it is validated, then the work can begin to discover the clinical 
significance for thos who are suffering. DOD has the scientists and resources to conduct a 
timely review that is · expensive, expands on the research already conducted, and responds to the 
veterans who have w ited over seven years for answers. 

WMHINGTON OHIC£, 
1S10 l01<a-T" HOB 
W-TON. DC l0f.l5 
INJ!~ 

EVERETTOA'lCf, 
mDWt.•-AY'-oru<.r.i£ 
hiUinT. WA W:Ztl 
U2112U-31M 
J800158J-1ll5 

BELliNGl-IAM omce: 
3lli No. CGMM•~~GoL. .U<l~ 
• ......._ W' 81::125 
ll101l3~ 
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While expressing aS!;uf,mce that DOD did not use adjuvants containing squalene during the Gulf 
War, Dr. Bailey her letter by encouraging the Tulane scientists to submit a research 
proposal. Why on the hand has DOD been absolutely unyielding in their refusal to cooperate 
with GAO (for the DOD to conduct its own research designed to replicate or 
dispute the findings), on the other, encouraging a formal research proposal on the very 
study we have asked DOD to review? 

In light of these events. I am requesting a complete review of DOD's work on squalene to date. 
Surely the DOD's on experimental vaccines using adjuvant formulations containing 
squalene and meaningful insight regarding the consequences of their use. What 
research has by your department to assess the adverse health effects of these adjuvants? 

'adjuvant-only' test group to provide data regarding its safety? I am 
asking that you ou>vi<le a clear picture for Congress and the public, of your work regarding 
adjuvant formulations that rumor can be dispelled and replaced with fact. 

Once again, because or,~~~~~~;::~:;~0;y:e~ars of research in this area, I ask that you reconsider 
and proceed 'With the ( Your current position of waiting for the 
completion review and publication process does not recognize the vast amount of 
research that the already accomplished regarding adjuvant formulations containing 
squalene. women who served honorably and are suffering from GulfWar Illnesses 
deserve truthful and immediate action. 

I look forward to yoln!JJCrsor!al reply 

Sincerely, 

Jack Metcalf 
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m\~teea by no later thaJI. Janu!'9' .!1, 2000 on actions taken in the 
military health system tc eata.blish a systematic program for early 
detection and prevention of cet'fical cancer using the most modern 
and up to date screening methods. 

GUU1 WAR ILLNESS 
The Committee eoncu:s with the findings of ar.ac:ent GAg report 

onaqualene antibodies and is concerned Dv the l!t:Partmentareluc-
tarlte to test for ~CNalene antibodies &inca acrualene 1k a potential 
tot~tributlllr factor in-illnesses of veterans oi~e Per.:?ian GJ,ill' War. 
'The Secretary of Defense is directed to develgp and/or validAte the 
~y to test for !:he pre8Cace of ~leu anti15odies. A :re ort c!e.. 
w11ng the proposals to~ out this requirement shall o/oe sub-
rnitteil to the Committee by January 1, 2000. 

00Ml'tl1'Eit BASED MODELING IN HEALTH OAJ! 
T~e Committee believes: that computer based mod.e&g and sim

ulabon eapabilltlea may assist milrl:<!ry health plannen to aAUS 
the ccat.. ..accaas end quality inpacta of ioeengfueenP.g delivery proe
esaes, delivery of protocols. and insertion offitchnology before eom
:mitti.DB 'rita! resources. The Committee urges the uepartment to 
consider these management tools. 

CHEMICAL AGENTS ANDMllN!TtONS DESTRUCTION, ARMY 

F1eall ,..z lHS !l:~n ·-····-··-··"···-·~-·~k"-~·"· ... -
!'16C&l nlt:!2tiOQ ~ rDQlllllt -··-·--·· .. ······"·-······"···-··-···-·-· c ... , __ ................................................................ . 
C ~{ralft bvqlt nquosL •••••••••••n•••••••"'''"'-'"'"•"''~'"'''" 

COMMITTEE Bl!;COMMENDA'MOl'IS 

PROGRAM REDUCTIONS 

STSO.l50,000 
1J,S9,COO,O® 

-lll:Z88:!88 

The: ArmY ~ueste~ $1.169,000,000 for Chemical A2ents and 
Mumttons Destruct10n. Army. The Committee recommends 
$781,000,000, a decrease of $888,000,000. Of the~. 
U.SOO,OOO is takm with prejudice a~nst ltf'08r&m mau.ge:nBU.t 
consultants. Of the fundS available, $75.503,000 ahaU be trans· 
!erred to the Federal Emergency Preparedness Progt?In to provide 
off-post ~ergencv rc~g~ and, preparec\ness assistance to t~e 
commumttes aumntD. the e1gnt continental United St&l£6 
chemical storage ud dl~ sitea. 

The Chemical Agents and. MUDitians DestNctiotL Progr&Dl. AriDY f The C 
miaaiou ta to u!eiy deatroy all tr.S. tbeWeeJ. wa.rf'are m.uz:i~~ vau &l 
ant rela.ted matartel while eusurlna lJlUimum .ptotec:tion ql ~ cbexnicaJ 
pUblic, pal'SMUW involved in the deet.Nction efforto and the:'~ llt;ot. 'I 
romD.eDt. 'Ihe Co!Dm.lttee commeda the Azmy ror its eft~-\. 17 lbi.Qaer 
&tro!iu chemical mwlitiOD• in a eafe U18.ZIJlC'. AB of ~ • -~ 
199!, ~ 13.5 perc:ent, OT ',259 toni, of tlle ~ile hu beello 6J: iive!y u.1 
atroye4. Cu.rrutly tUm an two .U.U opuatlohal and five 1itel 
!be ~ pbue. llespllo the tact that two acldlt!oual alios .,. .. 
~old UDlil complelion Of tba Auemblad Cb..,lw w •• ,... ,...S :DI 
mw l'lemollat?d.OAo the CAJJIZDittee hJ hopeful tbat tba TJ • 
lneet the dndliDc of AFU 2007 ror the deatructiOD of cbCmlcal m.U· 
nitio.lUI u called. !or Dy the Chemical Weapons Co:'ftiD.tiOJl. : 

~ JJii. /o.uJ 
;o/z:sjqq 

TOTAL ?.02 



Honorable Jack Mete lf 
House of Representati es 
Washington, DC 205 5-4702 

Dear Jack: 

THE SECF..... LJ'-''.:i:NSE 
WASHINGTON, DC 2030 I 

,NOV 3 1999 

, ~~· •· ::::. ~~"'·UU Nu ;i ._, . ~~wu. 

Thank you for our letter on the Department's position regarding the U.S. General Accounting 
Office report "GulfW Illnesses: Questions about the Presence of Squalene Antibodies in Veterans 
Can be Resolved" (G OiNSIAD-99-S). 

We share your oncem about troubling misinformation on this issue The Department's 
position has been cons stent and remains unchanged. Squalene was not used a.' an adjuvant in the 
anthrax vaccine. DoD gave no vaccines with squalene-containing adjuvants to U.S. troops deploying 
to the Gulf War. The·F and Drug Administration has verified that none of the vaccines used during 
the Gulf War containe squalene as an adjuvant. DoD contracted with an independent laboratory that 
verified that the anthra vaccine does not contain squalene. 

We asked the lane investigators to submit an application for research funding to validate 
their testing, but they id not. Our commitment to non-Government and Federal researchers and to 
Gulf War veterans is t support and fund research on potential causes of illnesses in GulfW ar veterans. 
DoD is interested in lo king at whether illnesses in service members are associated with antibodies to 
squalene. To do this, e need a scientifically proven test for squalene antibodies to assess whether 
Gulf War.vc£crans have antibodies to squalene, hence our MZS'OIIfor pursuing additional research. In 
response to a DoD soli itation for research on illnesses among Gulf War veterans, a DoD investigator 
who is a nationally rec gnized expert in antibodies to cholesterol and other lipids, h.a.!ii been funded to 
pursue a study to dete ine the feasibility of developing a test for antibodies to squalene. 

To date, the Tu e investigators have not succeeded in publishing their work in the medical 
literature. A draft of e T~ane paper VIaS provided ta·the"R.e~careh ~orking Group (RWO) of the 
interagency Persian If Veterans' Coordinating Board. I have asked the RWG to provide you with a 
copy of its review ofth draft Tulane paper. The review will contain the additional information on 
squalene that you requ sted. 

Sincerely. 
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Title: .;.\ntibodies 
Prqjeet#: DCID·l 
AgenCy: DoD 
Sru.d)' LC~Qtion: alter RecdArnty Instirure ofRcscarr:h ('\1.'R.A.!R), foresl Glen, MD 
Project Status: Oa · 
Principal lnvestiga: or; Colonel Carl Alving, MD 
S1a1t Dal'<: J 999 
Com~letion Dat.: 001 
Pbone: 301-319-9 l 

lE OB1 ; :SstabHsh l.fl. rfftc.rlve means of testing i'-or antibodifi to squalene 
and ®terrninatioo o whether such antibodies are present in the blood of sick GulfWar "'tteranS· 

SP&ClFIC AIMJ: e objective_ 

MEI!lODOLOOY: linica! (immunologi<:) !OSW<h. 

PUBl.JCATim.'~: no 

!'OTES: 

1 .. Colonel Alving5tlb "tted this proposal tO the O.S. ArmyMeQi"l 'Resarch and Materiel Command 
(USAM:RMC) l.c N99 under the Broad Agen-cy Announctment (BAA) for GU!fWar illnesses Research 
proj~:~;ts. 

2. At'l mdcpcadcnt sci tifl~:- peer zewiew ofCotonc.l Ahing's prcposal recommended that initial sclidlu 
be timlted 10 that part o the prOpOsal dirceted to'l''lrli Jncluction of squalene antibo4it:s. The pur rt"iew 
panel sraud. '"If ami to sqtalene cannot be. induced. the rubsequtnt studies pro~Sftl should U.Qt = 
initiated." The peel's tecommemiation was~ " ... that onty the frn year of \:he propo&al ~ funded 
uotil more int'ormation i prgvi.:led on the expetimeataldesign and more importantly on whetber or not 
antibodies to ~qual.ene a · " 

3. The USAMRMC's italy ~erariond Meo!i<ine Roseen:o Program proviOcd adeq- fundins to 
~ EO acccmplish. th s objecti:ve. nu~ fund.d project comprises five spaeifie tasks to l>t- comp!crc:d 
by the end of PYOO: 

a. Develop and WI E. .ISA assay for a.ntibodias to squaten... 

b-. E.valullt and cle"e other assays f« antibodies to squa.J.eae. 

1 Mtl"body to squalen:. 

d. Large scale prod · n ofposi!Ne COntrol antibody to squaLer.e for use in 1351.)'5. 

c. Ten normul human s um for t.ntiboQics to squalct1c by ELISA and other methodr. 
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REPORT TO CONGRESS 

GULF WAR ILLNESS 

De:vel.op1me1rrt and Validation of an Assay to Test for the Presence of 
Squalene Antibodies 



Executive Summary 

nus Report has been pre-pared in response to a requirement of the 106m Co~gress, House of 
Representatives, Rep rt 106-244, 2000 Department ofDefense Appropriations B1ll· 

The Committee c ncurs with the findings of a recent GAO report on squalene antibodies and is 
concerned by the epartment's reluctance to test for squalene antibodies since squalene is: a 
potential contribu ·r.g factor in illnesses of veterans of the Persian Gulf War. The Secretary of 
Defense is direct to develop and/or validate the assay to test for the presence of squalene 
antibodies. A rep rt dewling the proposals to carry out this requirement shall be submitted to the 
Committee by J Ui!I)' 1, 2000. 

A May 1999 Vanizy air article, "The Pentagon's Toxic Secret," alleged that the Department of 
Defense possibly us ·•an illicit and secret anthrax vaccine'' on its own soldiers. 31 According to a 
Vanity Farr news rel c, "the licensed formula for ... anthrax vaccine may have been altered, without 
formal FDA approv , to eontain an experimental, and potentially dangerous, additive," squalene, thar 
reponedly "causes in rable diseases in lab animals and may be the cause of some cases of Gulf War 
sjlndrome." The Van·ry Fair article went on to suggest that the modified an!hra.x va.ccine .. may be part 
of the stockpile now emg administered in the wake ofrhe DoD's December 1997 decision to 
immunize 2.4 millie people in the armed servicei against anthrax." A News Watch Associate editor 
presented an opposin review of the allegations entitled "Vanny Scare'' in May 1999.12 

. 

On March 29, 1999, ongressma.D Jack Metcalf announced the release of a General Accounting Office 
(GAO) report. which he harl requested, regarding squalene antibodies in voterans suffering from Gulf 
Wu illnesses. The 0 Report, "GuifWar Illnesses: Questions about the Presence of Squalene 
Antibodies in Veter sCan be Resolved" {GAO!NS!AD-99-5) recommended that DoD "conduct 
research designed to licate or dispute the unpublished independent research results that revealed the 
presence of squalene tibodies in. the blood of ill GulfWax·era veterans."33 

In its investigations o illnesses among Gulf War vc:terans, the Senate Special Investigations Unit 
(SIU) found no credi lc information indicating that vaccines used during the Gulf War contained 
squalene," In its r the S!U stat«! that acCording to the Food and Drug Administration (FDA), 
squalene can be cont · ed in a vaccine due to two difl'crcnt processes: 1) as an adjuvant, which is an 
agent to enhance the · mmune response: or 2) in minute quantities in vaccines manufactured using eggs. 
since eggs are rich in squalene and cholesterol. The FDA vcrined lhat none of the vaccines used 
during the Gulf War ntained squalene as aa adjuvant. 

To investigate the sq alene h)'pothcsi.s, a scientifically proven test for squal=tc antibodies is needed to 
assess whether Gulf ar veterans have antibodies to squalene. In response to a DoD solicitation for 
research on illnesses ong Gulf War veterans, a DoD investigator and nationally recognized ex pen 
on antibodies to chol sterol and other lipids submitted a research proposal to determine the feasibility 
of developing a test r. r antibodies to squalene. 

The funded research reject to determine whether antibodies to squalene exist has five main 
objectives: 

1) Developm t and validation of an EUSA assay for antibodies to squalene. 
2) Evaluatio and potential de\lelopment of other assays for antibodies to squalene. 



...... 

3) Pevelop ent of a positive control antibody to squalene. 
4) Productio of the positive control antibody to squalene for use in the assays. 
5) Testing o normal human serum for antibodies to squalene by ELISA and other methods. 

The DoD funded stu y should provide adequate scientific evidence to resolve: the issue of whether 
squalene antibodies ist and can be detected in human serom. 
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Background 

Squalene is a relativ ly simple. linear hydrocarbon. It is a naturally occuning molecule in the human 
metabolic process t at s)'nthesizes eholesterol. 1 Squalene is present in human sebwn and cell wall 
strUctures. Sgualen is also a component of shark liver oil, some vegetable oils, and plant and animal 
celt membrancs. 2 It ls licensed by the FDA as a dietary supplement in the United States and is listed in 
the Physicians' Des Reference. Squalene Ls used com."llercially in the cosmetic industry and in 
sunscreen products. 

Epidemiological stu · es of breast and pancreatic cancer in several Medit:rranean populations have 
demonstrated thai i creased dietary intake of olive oil is associated with a small decreased risk or no 
increased risk of c cer, despite a higher proportion of overall lipid intake. Experimental animal 
model studies of hi ·dietary fat and cancer also indicate that olive oil has either no effect or a 
protective effect on e prevention of a variety of chemically induced tumors. As a working 
hypothesis, it is pro osed that the !Ugh squalene content of olive o~l. as compared to other human 
foods, is a major fa tor in the cancer risk·reduc:ing effect or olive oil. ExperiJ"ncnts in vitro and in 
animal models sugg st a rumor-inhibiting role for squalcne.4 In addition, studies usmg squalene in 
combination with lo ·dose pravastatin have demonstrated combination therapy significantly reduces 
total cholesterol and LDL cholesterol and increases HDL cholesterol to a greater extent than either 
drug alone. 5 

Squalene is one of s vera! components of adjuvant formulations in a variety of vaccines. 6 One 
common formulatio is MFS9. lY!FS9 is a safe, practical, and potent adjuvant for use with human 
vaccines.' Toxicol gy studies in animal models and Phase l·III studies in humans have demonstrated 
the safety ofMF59 ith HSV, HIV, and influenza vaceines.'·1' Hilhers, e1 al, concluded that 
reactogcnicity and s ility but riot adjuvanticity of synthetic sulfolipo·polysaccharide/squalane/water 
f.onnulations depen ed on the molecular weight of synthetic sulfolipo~polysaccharide and that 
synthetic sulfolip yclodcxtrinlsqualane/water is a p~omising non~mineral oil adjuvant as it combines 
strong adjuvanticity (i.e. better than the mineral oil·based adjuvant presently applied) with low 
reactogenicity and od stability.18 . · 

However, Lorentze has reported that the cholesterol precursor squalene (C30H50), through 
nonspecific activati n of the immune system, can precipitate arthritis in rats. Using anhritis"'Prone rat 
strains to search for 'sease--triggering fac.tori among molecules which initially induce innate defense 
reactions ~ther th specific immune responses, Lorentzen reported on the poteDtial for endogenous 
lipids to precipitate 'ti.s. 19 In addition{ there is evidence that in some instances squalene has a 
negative elfeet on e ncrvo\1S system. ZO.l 

Pamela B. Asa, Ph. ., an unaffiliated molecular biologist from Memphis, Tennessee and Y an Cao, 
M.D. and Robert F. , Ph.D., ftom Tulane Univ:rsity, New Orleans, Louisiana have theorized that 
illnesses afflicting v terans of the GulfWar are a.n atypical connective tissue disease (an autoimmune 
diiease) resulting fr m We' of the vaccine adjuvant, squalcnc.12"23 These investigators have reportedly 
developed an imm oassay for detecting anti .. squalene antibodies and used the assay to test blood 
serum samples from various patient and control groups. 

To investigate this b othesis, DoD has funded a scientific program which will answer several' major 
questions. Initially, e research staff will determine if antibodies to squalene exist and if an assay can 
be developed to det ct and quantify these aDUDodfcs. In addition, an animal model will be used to 
induce anti~squalen antibodies to use as positive controls to characterize antiasqualcnc antibodies in 



JRN-12-2000 ag:s 

humans. If a positi e antibody response to squalene can be induced in mic:e, then normal human serum 
can be tested for po sible antibodies to squalene. ~ext, the research program will focus on gualitativ!: 
detection ofsqualen and development of a chemical assay. Finally, the research program will 
examine the biologi I implications of antibodies to squalene. 



Discussion 

Pamela B. Asa. wh bas worked in the area of rheumatology ar.d silicone· gel breast implants, 
presented a theory n 1995 of''human adjuvant disease" and its possible link to Persian Gulf War 
(PGW) Veterans' lnesses. She theorized that silicone adjuvant (an agent added to a vaccine to 
increase antigenic esponse} was responsible for PGW veterans developing "human adjuvant 
disease."2• A sci tific review prepared by an independent non-governmental medical expert on 
September 13, 199 of Dr. Asa's .. Report on Gulf War Syndrome" found the basic hypothesis and 
supporting evidene presented was based on a series of erroneous assumptions and unsupported 
conjectures. 2s A si ·1ar review hy the Medical, Chemical and Biological Defense Research Program. 
found the basic h othcsis and supporting evidence presented by Dr. Asa were flawed or inaccurate.

2

~ 
Available informat on also strongly argues against Dr. As.a's hypot.1.esis: 

All vaccmcs ed durin~; the GulfW:1r blvc ll.lcns lllstcry of safety and aU, exetpl BotTo" ;hat was used ~ndcr an 
Jnvestiga ·onal New Drug {IND), were hc:ansed by the FDA at the timr ofth: Gulf War. 

Since tb.e stan d immunization .tcrics i~ g~vcn to indlvlduals iii basic :~ond advanced tn.ining, only a relatively 
small nu ber of addltional vac;.iJlci were given during deployment to the Pcrsim Gulf, !lld the pre\"low usc 
of these acdnes hilS not rr:su!tcd in problems similar to those reponed by GW veteums. 

All vaccine: los ;ue mdJvidu.illy li~nscd for safety and efficacy. T!lc vae.ci:nes used, t.'Jerefore. are unlikelY 10 be 
contami teO or oflow quality. 

The only adju ant used in tm va«.in~ gi ... en TO GulfW ar pcrsonnd v.·as alurr.. Alum is Ul F'DA-approved 
adjuvant ·i!h nlons b.mory of nfeey. h bas been given to millie~ of people v.·crldwidc \\ithou: signlfiean1 
p:oblems No txptritnl!ntal adjuvants were used by the military. 

orts of alum QUSing human adjuvilllt @ease or a.cy other 'hronic diseas,. 

ru of ehrollie i.nfu;mmato:y responses at the SiteS of imDT.1.11iution with va«ines containing alwn 
ex~cted ifhu..m:m &djuva.nt disease were to occur. 

Several ree studies b.avt failed to show M~Y assod.ation between silicone-gel implants and increased incidence 
of conne tivt tiSsue disease. There is httle supporting evidence, oW.er thzn 3IIecdotal repcns, thai silicone-gel 
implants use at1 increase in coonc:aivc tis51J.I: diseases or humz.o <lOjuvant disease. 

Dr. Asa's current ork fO<:uses on the presence of antibodies to squalene in a cohort of 142 Gulf War· 
era veterans or mi · employees. She theorizes that "Gulf War Syndrome" manifests a spectrum of 
signs and S)'nlpto similar to that of other atypical coMectivc tissue diseases and that most "Gulf 
War Syn~ome" p ·ents have serum antibodies to squalene, an immunological adjuvant. The study 
protocol attributes e h~theses to findings in one (I) patient from a NIH-sponsored trial using 
squalene as an adj ant. The findings of the current unpublished work apparently originate from 
samples collected der this protocol. It is unknown if informed consent was obtained from 
individuals submi ng samples for testing or if an Institutional Review Board (IRB) reviewed ao.d 
approved the res ch protocol. Review of the draft manuscript indicates the basic hypothesis and 
supporting evidenc presented as flawed or inaccurate. The findings from the srudy must be 
interpreted with ca. tion as flawed methodology including biased sample selection and potential 
cofounders weaken any potential association. The foDowirJg infonnation also strongly argues against 
the current hypoth is: 

1! in fact anlih · cs to squalene a.re prcsetrt in Gulf W u veterans. the dinic.al significance of finding these 
Ultlbociles in umaw: is unknown. Squalene is n<lnnally present m humans as part ofthf: bod.y's production of 



choles1erol. In additlcQ. it 1s found in b.unwl sebum (sktn oils) and plmt and aru.'m.l-=dl membranes. Annbod1es 
to cholester 1 m humans are common. 

There 1t11Y e alterurive: explanations for the reported J;boratory frndi.ngs. including: lietec:oon of natw:al!y 
occurring s enl':; crnss-n:action \\o'ith compounds sunilar tO squalene; elevated kv.els of squal::De: due to a b.own 
or unknov."ll disca~e process eausills human illnesses, or; laboratory error or eontatnlnmt. 

If m fac:t an -squ~ene antibodies an: presem m the blood of GulfW:u-e:ra veterans, thJs ~ not suffi::icnt to 
esta.bli!b. ill ssociat:ion of ~qualene or squalene ;umOodits with .il.DY illness(es) among Gulf Wu veterans 

The assay f; r :urti-sqlW.ene antibodies, waich independent ruea.rebus at Tulane University devcl()?cd. has .not 
bt;co validat d at otbtr laboratorie$ nOJ hne their findings heeo. subjected to mi.nima! peer review through 
publicanon the scientific litentute. 

The cnl.y ;d uvan! 1.\.WS in the vaccines giv~ to Gulf War pcrso:mel w;u z.lum. Alum is an FDA·a:pproved 
3djuvant ~., a locg history of mfety. It bas been given to millions of people worldwide without sigr.ifteant 
problems. o experimental adjuvantS were u1ed by the military. 

The antbra.x vaeci.De given to service members diU~ the Gulf War 3ll,d subsequently did not.aDC does not contain 
squalene. 

Thc:Jumy 
facilities in 
lnstirute {. 
completed 
detectable 

ceon General bzs verified that '!he anthralC. v&t;e.i!le was ne.,.cr produced at_01ny altc:nate producoon 
e U.S. diiD.Dg the Gulf War, :md anthra.'l. ViiC:C:ine produetion at tb:e Midugan Biologic: Products 
Pl, now BioPon) never contained squalene. Swrlord Rese~h InStitute, International W ree~tly 

erific:&tion test:lng for squalene on 6 lots of ar.thrax \'OI.eeir:e md verified th;~,t no squak~ was · 
ey of the vials. 

Tha~ are n data demonslr.lti.ng Ulereucd rate$ of :~utoantibodies iii i!l Gulf W3! \'eterans. 

Unfanunately, w cannot be sure that the theorists actually detected antibodies to a synthetic squalene 
adjuvant in the v terans lhey tested. They reportedly used a variation of a previously described 
assay.27 This tee 'que was used to claim findings oflhe first evidence from a blinded study o(the 
existence of a I ratory marker that correlates ¥lith the severity of local and systemic complications in 
silicone breast i ·Iant recipients. The assay in question detects antibodies, not to silicone:. but to a 
·synthetic polym whose characteristics have not been fully described. In subsequent lenc:rs to the 
editor. many note the methodological flaws in the study, argued that since the antibody is not against 
silicone, there w no reason to suppose the implants had anything to do with the symptoms or 
antipolymer mti dy assay test results, and noted that the investigators had reported similar high 
seroactivity in fib omyalgia patients." A Committee named by the Institute of Medicine (!OM) 
recently reponed at a carc:fulsrudy of all the evidence indicates that women with silicone breast 
implants are no ore likely to develop chronic disease than women without tbe implants. The 10M 
Committee did n 1 address antipolymcr antibodies; however. they stated that "The clinical significance 
of a recently de 'bed antipolymer antibody test is unclear. although the polymer in question is not 
silicone or silica containing, and it is extremely unlikely that it measures an antisilicone antibody.'-2~ 

Dr. Garry and Tu IJlC University reportedly rec:eived a U.S. patc:nt in 1997 for an assay that could 
detect antibodies o polymers, of which squalene is one. In a. letter from Dr. Garry to DoD, Rc:: Anti~ 
Squalene Antico ·es, dated May 7, !999, Dr. Garry informed DoD that Tulane University Medical 
Center had applie for a patent on the usc of anti-squalene annoodies in assessing Gulf War Syndrome. 
Dr. Garry also i ormed DoD that Tulane was the sole owner of the intellectual property provided in 
the letter ofMay • and tha.t DoD should share the data only with those who have a spedtic need to 
know. In this len , Dr. Garry reviewed the specifics of the anti~squalene antibody assay, or ASA 
Assay, that mcas s the binding of serum immunoglobulins to squalene. 



The Oflicc ofthl>Army SmgeonGcneral (OTSG) req~ested an update in eaxlyMay !999 on . 
investigations, and projects to inlfestigatc aUeganons regardmg squ.alene 1n the anthra.x vaccme 
and plans for assay for squalene antibodies.10 In the update, the Army stated that all lots 
of the anthrax by DoD would be tested and that current testing to date by Stanford 

~:~:~,~~;i:*ltln~tcm~ ational confirmed that no squalene was detectable in any of the vials. The 
FDA is doing testing. Dr. Gany provided the manuscript outlining the det~ils of his 
proposed assay OTSG for review. It was the opinion of COL Alving and Dr. Matyas that there were 
"dozens of :imJ>qrtattt techxtical and theoretical flaws·· in the assay-many described by COL Alving as 
"fatal flaws." Gany had infonned COL Alving and Dr. Matyas that. "even in the absence of peer· 
reviewed validation, tbe patent rights to the technology for measuring antibodies to squalene 
had been licensed by Tulane University for commercial development by a company caJled, 
Autoimmune LLC." Dr. Garry was unaware of the scientific litenture that exists on 
antibodies to When infonned of the antibodies to cholesterol by COL Alving. Dr. Garry 
"agreed that purported antibodies that he observed might well represent antibodies that react with 
cholesterol:• 

Excerpts of IGJ\Orct><>rtcntitled, "Gulf War Illnesses: Questions about the PreStmce of Squalene 
. Antibodies rin~J~::~:Can be Resolved" stated that independent researchers had developed a test 
based on V assay and had detected antibodies to squalene in the blood of sick GulfW"M 
veterans. dcstription of the test described in lhe GAO report is accurate, there are some 
technical would seem to invalidate such a test: 

Sq~~~~~~·~co:n:·:<hll::r;sc4long ehain hydrowbon mat would not be cxpcc:ttd tc migr.m: oc a gel SllCb as required 
ina 

Because pqu•l"" ''""'· <Ill"&•· it •wggld DOt be expected to uanst'er to nittO(:ellulosc as is done in a Weste~ blot 
assay. 

On March 29, CongressilWtla<:k Metcalf (Washington) announced the release of a GAO report, 

which he had"::Pt~~~~~~~~·:!:.sq~IWI~lcnc: antibodies in veterans suffering from Gulf Wu illnesses. 
The GAO :g Questions about the Presence of Squalene Antibodies in 
Veterans Can Resolved" (GAOINSIAD-99-S) recommended that DoD "conduct research designed 
to replicate the independent research results that revealed the presence of squalene 
antibodies in blood of ill Gulf War-m veterans . ..JJ The GAO did not comment on the ethical 

ofi~~h~:~:~: including a requirement for informed consent and IRB review of the protocol. 
0 . Chiton and Ribi lmmunoChcm reported that their squalene adjuvant 

formulation been tested on over 9,000 and 1,000 human subjects, respectively. 

The clinical s*oiftcancc of finding anlibodies to squalene is unknown. Squalene is normally prosent 
in humans as of the body's production of cholesterol. It is found in human sebum (skin oiis) and 
plant and membnnes. The scientific work that has been done on squalene's role in human 
health and notes the positive effects cf dietary squalene on cancer prevention and cholesterol 
regulation the safety and efficacy of squalene .u a vaccine adjuvant. There may be alternative 
explanations reported laboratory findings, including: deteCtion of ann'bodies to cholestcrrol;34'

37 

dctc~;tion to naturally occurring squalene; cross~reaction with compounds similar to 
squalene; levels of squalene due to a kno'W%1 or unknown disease process causing human 
illnesses. or; error or contaminant. 

The assay 
not 

antibodies developed by independent researchers at Tulane University has 
through publication in the scientific literatw-e. The investigators have 



r9ortedly sub,r.filOed a maDuscript to a peer previewed medical journal; to date, however, this effort 
apparentlY ha.s been successful. 

Since the""'""·· squalene has been a component of vaccines undergoing testing by the Walt~r Reed 
Army Institute (\VR.AlR.). Volunteers received the \'accines in weUpcontrolled srudies that 
followed FDA Squalene is one of several components of the adjuvants found in each of 
rwo undergoing testing by VlRAIR. Pharmaceutical grade squalene is used to 
produce the oil used in these vaccine products. The exact compositions of the adjuvant in 
these vaccines proprietary and belong to DoD Cooperative Research and Development Agreemem 

Development, evaluation. and FDA approval for the use of these adjuvant systems 
by DoD CRDA partners and WRA.lR. The two vaccines are investigational 

products prevention of malaria and human immunodeficiency virus (Hrv) infection. 
Information on study on the HIV vaccine has not yet been published and is considered proprietary 
informatio>rn~~· ~:~:l:ion on the study .involving the malaria vaccine has been published in the 
scientific li: 

Prior to its use 
Good 
nonhuman 
lND 

humans, the va.ccines containing the emulsion underwent extensive FDA~mandated 
Practices repeat dose toxicology srudics involving rodents, rabbits, guinea pigs and 

The details of these studies (four volumes) were filed with. the FDA as pan of the 
The srudies revealed anticipated inflammatory responses surrounding the site of 

changes were observed. No laboratory abnormalities were found. 

Conclusion 

Allegations ongoing conspiracy by the media and others is troubling. Squalene is not a foreign 
substaocc. ·It in the human body in large quantities because it is a precursor to the 
biosynthesis in the liver. The DoD funded study should provide adequate scientific 
evidence to the issue of Whether iqualene antibodies exist and if they can be detected in human 
serum. is being used as an adjuvant in some newer gen~ation vaccines. this .question 
becomes not only to the military but also to the general public. Previously, these: 
investigators able to demonstrate antibodies to cholesterol. Squalene' may not be immunogenic 

by itself; but 1~z,:::~ ~:::;~::antibodies to the compound may arise. Although antibodies 
to eholesterol ; occur narurally, this docs nor necessarily mean they have an 
adverse cffec:t. 

This re:seare~~h!l;'~::,was submitted in response to a competitive solicitation. for proposals. The 
proposal~ reviewed independent of the Department, by the American Institute of Biological 
Sciences, a bigb seientifie merit score. Programmatic review was accomplished by the 
Depanment the Research Working Group of the Persian Gulf Veterans Coordinating Board. 
Based on the of this research, funher studies ca.o be pursued, if appropriate, to look at the 
existenee antibodies in Gulf War veterans and their correlation to disease. 
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~!Congress of tl)e Wniteb ~tates 
1floust of !.rprtStntatilttU 
iiilla!!)inl!lon, lBC 20515-4702 

The Honorable WilliamS. Cohen 
Secretary ofl)efe•ns~ 
The Pentagon 
Washington. DC 20~01-1010 

Dear Secretary Co11~: 

11-N" 
......... -.-""""""" 

Ol>ooo!ml:: ..... l>!>fn"""''t!OOIAl. 
Molot ..... Y l'<li.OC" 

CHAIR. ii.EPU8L!CAN HOUS!N(i 
OPPORTUNITY CAUCUS 

REPUBLICAN POLicY COMMITTEE 

January 31, 2000 

We are writing to 
that has just been 

for an objective analysis of "Antibodies to Sgualene in Gulf War Syndrome"- an article 
· in the February 2000 issue of Erperimental and Molecular Pathology. 

This peer·reviewed found anti~squalene antibodies in a very high percentage of sick GulfWar·era 
veterans. As a bio-rjl•ITk<dc>r the disease process involved in Gulf War illnesses, the assay/blood test cited in the 
study could provide vital diagnostic tool. We hope this will quickly lead to improved medi~ treatments for 
many who are suffering. 

Many who have about this issue are arudous to understand the ramifications, especially those veterans and 
their families whose lives sadly have been directly affepted. We certainly acknowledge the need for further 
research. However, should not preclude a vigorous examination of the immediate benefits this study may 
provide medical treating those who suffer from Gulf War lllnesses. 

The House pasSEsed:p:t~:~:
1
of the Fiscal Year 2000 Defense Appropriations Bill included report language 

instructing the D of Defense to develop and/or validate the assay to test for the presence of squalene 
antibodies. This was taken in response to DOD unwillingness to cooperate with the March 1999, General 
Accounting Office (NSIAD-99-S]. 
It reflected our firm that the integrity of the assay was the first step in finding answers. 

Now that this study been peer-reviewed and published, we need to take the next step and build on established 
science. An internal ~eview by the same individuals within the DOD who were unwilling to cooperate for months 
does not constitute kind of science that those who sacriflced for this nation deserve. Given the published 
article, it seems to use the assay if it could help sick Gulf War era veterans. Do you agree? 
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Sincerely, 
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Norm Dicks 
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February 25, 2000 

The Honorable Willilun S. Cohen 
Secretary o(Defens 
The Pentagon 

· Washington. DC 20 01-1010 

Dear Secretary Coh n: 

<;QMMm"ili ON eAN~l ... G A"C) 
FrN.o.,NCIA~ SERVICES 

'--...: .... ~'PIC!~; 
D'"""'~~ _ .. , • .,.""'"""

~\tl.,t"...,.l'ol.oc.• 

CMAII'I, AEPVtUCAN HOUSING 
. o~,OIIITI.IMTV e"ucus 

l ar:1 exasperated an deeply distUrbed by the Department ofDe:fense's addition to itS A.:1:hra.-c 
Vaccination Inocula on Program (.-\.VI?) website in the .. Q & A .. se..--tion under the h~ing 
"Production Issues" nd the title .. Accusations· Squalerie." 

On January 31, 2000 nine of my colleagues and 1 sent you a letter requesting an objec:h·e analysis. 
of " · · • " i ;·r.,,;r;,.... " - an article that had just been published in the 
February 2000 issue f Experimrntal andMokcular Pathology. a respected scientOc peer .... 
review jo:unal. The etter represented. our hope that DOD would seize the opportunity to do the 
kind of serious, scie )tific reView that those who serve and sacrifice for our nation deserve; -

Instead. a re ... ·iew of ~e A V~ website shows that DOD haS chosen to do a hit·piece, dis;rjssing · 
•• ~ "l•i · •n in r ... ,Tf W"r " with the wildly expansive cl2.im that 
"conclusions derived ftom :he test :-esults have NO scientific basis .. (emphasis added). The 
marines. airmen. sail rs and soldien' v."hc access this site are not provided the eoune:5Y of a. 
rebunal•from the int Pm.tionally respected scientist who developed the assay used in the research. 

I am dismayed you • ould allow this posting to the website before you fully respond to the letter 
sent on Januar.y 31. Ooo· s action certainly reinforces the letter's concern reprding the 
inappropriatene$5 of 1m internal revir:w by the same indi..,iduals within DOD who have been 
unwilling to coopera e for nearly a year. 

Additional informati n in this :5ection ia: also troubling in its incompleteness. One section outlines 
··~llat does the U.S. ~enate say aboUt squalene?". Unfortunately. the site negl~s to State that 
the 1998 c:onclusions made by the Senate Special L,vestigations Unit were made prior the GAO 
investigation. prior t the gatheritlg: of additional scientific data and more rec'"ently, findings in the 
House of Represent< lives. 
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Page l'WO··lhe Hc,Y,o•ra11/e WilliamS. Cohen-February 2.5, 2000; 

How can the expect to n:gain the seriously eroded tNSt ofits military personnerif 

~~::~~:~:':~~:~~": posted on your official website are allo~ to go unchallenged? Please take· 
i1 action remove the inappropriate and misleading response from DOD's information 
pa.gc. and do wh:otlis right- an objective analysis. of the merits of!this study. 

Sincerely, 

Jack Metcalf 
House 

cc: 

• 

Norm Dicks 
Walter Jones 
Bob Filner 
Janice Schakows'kj' 

Evans 
Paul 

! : 

Scarboroush: , ,, ,, . . .... 
Sanders ..• , ·;;: · 

Dan Burton 

• 



HltAI...TH Al"FAlRS 

Honorable Jack Me calf 
House of Represent rives 
Washington, DC 2 515 

Dear Representativ Metcalf: 

THE ASSt:i-fANT SECRETARY OF DEFENSE: 

WASHINGTON, 0, C. Z030H ZOO 

Thank you your letter asking for an objective i.IIlalysis of Antibodies to Sgualcnc in Gulf 
War Syndrome- article published in the February 2000 issue of Experimental and Molecular 
Pathology. Prior t publication of the article, the Research Working Group (RWG) ol the interagency 
Persian Gulf Vete s' Coordinating Board b.ad objectively reviewed the work of Dr. Asa and her 
colleagues. We lo forward to the scientific clialog and additional research that will now go forward 
as a result of long a aitcd publication of this data. 1 have enclosed the RWG review, our Report to 
Congress in respon to the fiscal Year 2000 Defense Appropriations Bill repon language. and a 
review of the publi hed article. 

As you kno 
Asa first presented 
(PGW) veterans' ill 
adjuvant (an agent 
veteranS: devclopin 

, we have encouraged and awaited publication by these scientists ever since Dr. 
theory on "human adjuvant disease" and its possible link to Pcr~iom Gulf War 

esses. Prior to speculation about sqUalene, Dr. Asa theorized thm silicone 
ded ro a vaccine to increase.antigenic response) was responsible for PGW 

"human adjuvant discas~- n 

Tho Dop nt published in the February 10, !999 Commerce Business Daily a specific 
request for resean: proposals on "Interactions OfDtugs, Biologics And Chemicals In Service 
Members In Deplo ont Environments," supporting our research on illnesses among Gulf War 
veterans. This p eded. the recommendation of the General Accounting Office to pursue regearch in 
this area. In rcspo sc to this solicitation. a research proposal was submitted to develop and validate an 
assay to rest for the presence of squalene antibodies. This proposal received a high indepc::ndcnt 
scientific review · t score. was futidcd. and the research is ongoing. 

We Wbol artedly agree that the integrity of the assay is the: first step in finding answers. OW' 
commitment EO Gu f War veterans is to suppon and fund quality research. This is best assured when 
all decislons on res arch funding are based on a process of rigorous, competitive. and independent peer 
review of all rese proposals. We are committed to responsible and aggressive pursUit of researeh 
that will further o understanding of illnesses among Gulf War -wtcrans and prevent similar illnesses 
following future Ioyments. 

7).1 
Dr. Sue Bailey 

Enclosures: 
As stated ' 



Scientific M•m~script: "Antibodies to Squalene in Gulf War Syndrome'' 

The study.""""" P. B. Asa, Y. Cao <~nd .R. F. Garry. appeared in the February 2000 issue of 
Experimental Molecular Pathology. The paper by Asa and colleagues presents data obtained by 
using an · assay tha( repone:dly can detect previously unJmown antibodies against 
squalene, a simple, linear hydrocarbon that is a naturally oec:urriug molecule in humans, 
animals Squalene is nonnally found. in cell membranes in humans anrl is one of the 
building producing cholostcrol. 

Summary: this novel assay, the authors' report finding anti-squalene antibodies in a high 
percentage of Syndrome"' patients. The antibody (est developed at Tulane University 
Medical Cerrter" called the Anti·Squaleae Antibody Assay, or ASA Assay. Tulane has a patent 
pending on the Assay, and Autoimmune Technologies LLC, a New Orleans biomedical 
company, has the rights lo the ASA Assay from Tulane. 

The ~:~i;~~:;.~~~~,~~:•;p~onc:~~dl~,y~included both blinded and unblindcd studies. In the blinded study, 
the ASA Assay to test blood samples from 56 individuals who w~ in active 
military who were civilian employees of the U.S. a.nncd forces or their contractors during 
1990-1991. but not all, of the members of this group were reportedly deployed to the Persian 
Gulf theater The group ~omprised 38 deployed individuals who were ill, 12 deployed 
individunls healthy, and 6 non-deployed individuals who were ill. The results of the 
blinded · that 95% of the deployed sick individuals tested positive, none of the 
deployed individuals tested positive, and 100% of the non--deployed sick individuals tested 
positivC antibodies. · 

In the unb:lind•od 
samples 
employees 
individuals. 
in some 
a larger segment 
were a mar.ker 

the AsA Assay was used as a screening tool to gather further data. Blood 
individuals who were in active military service or who were civilian 

. armed force.< or their contractors during 1990·1991, including healthy 
and 69% of them tested positive. Because squalene is used as an ingredient 

48 .samples from blood banks were tested to see if rhe antibodies were present in 
geneml population. Of tbesc. S% ecsted positive. To sec if the antibodies 

orher autoimmUne disease processes, 40 sample.~ from patients with systemic 

~
~~:~~~:~;~~:w~erc tested. Of these, 1090 tested positive. Because patients with chronic 

many symptoms s.imUar to those of ''Gulf War Syndrome'' patients, 30 
chronic .were tested. Of these, lS% were positive. 

The n:seareh also a small adjunct study in which two individuals who had previously 
volunteered to in a vaccine trial in which squalene was an adjuvant in the vaccine were 
tested for the of anti-squalene antibodies. Both ::.1lbjects tested positive. These two were thl! 
only patients in r=ocarch group who had a known exposure to squalene from vaccines. 
The conclusion rejlche,d· ~a result of this research study is that most patienq; in the !:tudy groups 
wllo are ill with War Syndronfe .. have serum antibodies to squalene while most other people 
do not. Tbe significance of the presence of the antibodie5, however, is !ltiU not known, and 
while it is that the antibodies p!ay a role in the disease process itself, the study does not 
explore the in developing the antibodies. 

·' 
' 



Critical analysis: It is unknown if informed consent was obtained from individuals submitting 
samples for testin or if an Institutional ReView Board (IRB) reviewed and approved the rescarc;h 
protocol. 

The authors claim to create a novel assay that detects antibodies to squalene. The author!i 
however, do not u e valid positive or negative controls. There nrc no positive controls (i.e., sera 
previously proven to contain antibodies to squalene) to validate the argument that the a.ssay can 
detect antibodies l squalene. For positive conLrols, the authors eire only ~ulrs obtain~ using 
this novel assay o two individuals reportedly vaccinated once an~ thrice with a squalene
containing adjuv tin a clinical trial sponsored by the National Jnstitutcs of Health. The authors 
provide no prei unization result.~ to demonstrate that the presumptive anti-squalene activity in 
the so-called ~si ve controls was not present before immunization w_ith the squalene adjuvant 

Fundamental to in rpretatioD. of novel assay data arc negative eontrols. Such negative controls 
arc. critical tO prov that the assay is not dctcc;ting artifacts (extraneous, ~ross-reacting 
substances). The uthors have no negative wiitrol in which the huma.n serum containing the. 
presumed untibodi is omiued; there is no negative control in which the a-vidin-conjugated horse 
radish peroxidase · s omitted; there is no negative specificity conuo! for nonspec:lfic binding of 
IgG. i.e., for norm IgG molecules sticking nonspeclfically to squalene. 

A fu.nber criticism of the paper is the authors use of only a single dilurion of serum, rather than a 
series of dilutions. Without using this technique, there is a no way to obtain a titer, i.e., n. 
quantiwivc mea.su of the degree of ~vity in the sample. The test results were scored at+++, 
++-. T, .. ·tl-, and... "sing the possibility that at high concentrations most nomtal sera might give a 
positive result; an Ihe to~! absence of antibodies in a "normal" population must be regarded 
with some suspici n. If "squalene antibodies" or derivatives are associated with .. Gulf Wur 
syndrome ... one y expect titers to paraUct severity of symptom.s. Tbc paper gives no evidence 
of this. 

The as.~ay by Asa d colleagues remains an unvalidated and unproven assay . 

• 

' 
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JACK METCALF 
~ C>a .. ~T. w ...... ~lt:l~ 

eOMMITTEE Ori TP.ANSI'OilTJ.TlON 
ANO 1"-l~AAST'fiUCTURE --....... ,.,.,.. 

COMMITTEE ON SCI£NCl 
1 """"""""'II : 

b~•4• •~li-.. I~T 

March 3, 2000 

QCon!,!l'tS'S' of t!Je ~nitell ~tates 
j!lnlll!e of )lepre!tentatibes 
\'lllas!Jinl!lun. iillt 20515-4702 

Tne Honorable WilliamS. Cohen 
Secretary of Defense 
The: Pentagon 
Washington, DC 20301 1010 

Dear Secretary Cohen: 

COMMmEE ON llAI'III':JNG AN!) 
,JN.ANCIAI. $1RVICES 
SUI~IU' 
_, 

..... -~. 
i;IOWif~~ •ND'"'T ....... _ _ , ..... ,_. 

C>~AlM, llliF'IJSLJCAN HOUSING. 
OP~RTUNITY CAUetJS 

Please interVene to halt he obfuscation campaign Department of Defense officials seem intent on 
conducting concerrting e issues surrounding antibodies to squalene research. Monday, February 28, 
2000. I received a respo se to the letter l had sent to you. Nine of my colleagues in the House of 
Representatives joined c to request that DOD do an objective analysis of .. Amibodir-" tg SQ.Yalene in 
Gulf War Svndrome"- n ariicle recently published in the February 2000 issue of Experimental and 
Molecular Pathology. 

DOD':; letter, authored 
requdt. The foUowing 

Dr. Sue Bailey. avoids providing Congress a clear and direct answer to our 
cerpts illustrate my concerns with DOD's official reply. 

l. In paragtuph one, Dr Bailey st&tes that she has enclosed the Resoarch Working Group (RWG) 
review. She docs not m tion that the R.WG reviewed an early draft of the study, provicleQ to them as a 
professlonal counesy. he text of the final peer-reviewed article contains some significant changes. 
Members of COngress for an obiectiye analysis of the pecr-reyjt:wed article. It is difficult to 
understand why Dr. Bail chose to ili'elude a review not based on the published scientific anicle., unless 
her goal was confusion ther than clarity. 

2. Also provided as an ttachment. and referenced in paragraph one. is a review of the published article. 
I was dismayed that Dr. ailey would provide thi$ brief summary with no indiQtion of the author·s 
name or professional cr entials to conduct and proYide such a review. My colleagues and I stated 
cle•rly, "An internal r ew by the same individuals within the DOD who were unwilling to cooperate 
for months does not con titute the kind ofseience tbat those who sacrificed for this nation deserve." A 
half-page critical. analy · • anonymously written,. is not an appropriate response to the congressional . 
request. 

WAaH\I(fO\'CII\I (lffieli: 
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Page Two· The Honor. ble WilliamS. Cohtn -March .3, 2000 

3. Dr. Bailey continue in paragraph two by making a ref'erence to an early theory that is completely 
irrelevant to our requ . Dr. Asa's early and ~onfidential correspondence with DOD regarding 
potential cause was m ·vated by concem for those suffering from. GulfWar Iflnesses. DOD must 
encourage researchers o explore hypotheses ra.thcr than setting them up for public criticism, if we are 
going to solve the my cry ofGulfW3.r ntnesses. The congressional inquiry's focus is the peer-reviewed 
study and the assayu to detect the amibodi~. Dr. Baliey's reference is an unnecessary distraction 
from the facts. 

4. Dr. Bailey's third p agraph attempts to portray DOD as proactive in developing and validating an 
assay to test for the p sence of squalene antibodies prior to the GAO recommendations. Nothing 
could be funher from e truth: ' 

A. DOD's re onse to the GAO accused them of being .. scientifically and fiscally irresponsible"' 
for suggesting that D D conduct research to dispute or validate the independent research findings. 
DOD's position was ear: until the peer· review and publication pro~ by the private scientists was 
completed, it would n t consider action that could provide answers to those suffering from GutfWar 
Ulnesses. (GAO!N 99-5) · 

B. When DO was inteMewed by GAO during the investigation, its spokespersons 
acknowledged DOD ad the know·how to develop such an assay and could have tested for squalene 
antibodies but did not. 

C. When Dr. ailey provided DOD's final comments to the GAO report, she stated, "Our 
position and the cone ms expressed in our comments to the draft repon have not changed.~· (DOD 
letter to the GAO da May 28, 1999) 

D. It was only after the U.S. House ofR.epresentatives took action and instructed DOD to 
cooperate v.tith the G 0 recommendations that Congres~ received notiee from DOD ofrts funding of 
related research. Thi confirmatory research is being conducted by a DOD researcher. (House of 
Representatives Rep tlOii-244, Deparrm.nt of Def""e Appropriations Bill, 2000) 

In tight of these fa it is disturbing that Dr. Bailey would construct paragraph four irt such a way as to 
revist: the st:quence o events. and in doing so, misrepresent DOD's consistent position prior to 
legislative.,ac:tion. 

In closing, Dr. Bail states, "We are committed to responsible and aggressive pursuit of research that 
will further our und standing of illnesses among Gulf War veterans and prevent similar illnesses 
following fUture depl yments." Unfortunately, something vital is missing from her statement: treatment 
and answers for thos who are suffering. It is not acceptable to ask sick GulfWar-cra veterans and 
their fa.milics to wait ecadcs for endless research projeCts wblch do not generate help and treatment for 
those suffering. The consequences ofthia WJed poliey approach are ail too dear to Congress, the 
American public; e,;pecially tm veterans e:<peStd to and sickened by Agent Orange during the 
Vietnam War. 

Our request to you n January 31, 2000 wu straightforward and simple: determine if the assay used in 
the peer-reviewed, p bushed study could be utilized as a diagnostic tool to help sick GulfWar era 
veterans. I would eatly appreciate your personal assistance to insure that DOD provide the objective 
analysis initially req, ested, including identification of those who are providing the analysis and their 
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professional credentials. 

:t;L fv\e CJJf 
JacK Metcalf 
House of Representatives 

ec: Representative No Dicks 
Reprcscnt&tive W 
Representative Bo Filner 
Representative J ce Schakowsky 
Representative e Evans 
Representative R.o Paul 
Representative Joe Scarborough 
Representative B ard Sanders 
Representative D Burton 

., 



T E ASSISTANT SECRETARY OF DEFENSE 

1 aOO OE,-ENSE PENTAGON 
WASHINGTON, 0C 2.0301·\2.00 

HEAL.TH AfFAIRS 

Honorable Jack Metcalf 
United Statts House of cprcsenta.tives 
Washington, DC 20515- 702 

-", 
Thank you for yo recent letters on the Anthrax Vaccine Immunization Program's website and 

on the information I pro · ded to you as requested in your inquiry of January 31, 2000, To address your 
request for additional ob eetivc znalysis ofthis article, I have asked the Aimed Forces Epidcmiologicai 
Boai'd to convene a sub 'ttee of experts to review and critique this work. I will provide you with 
this critique and. as requ steel, the curricula vitae of the reviewers. In ::~.ddition, the National Academy 
ofScienc:es, fnstitute of edicine (!OM), is assessing the role squalene may play as a cause of illnesses 
among Gulf War vet and reviewing the work of Dr. Asa and her colleagues. The IOM expects to 
publish a report in Au of this year. 

The Department considered your eomments and suggestions regarding the Anthrax Vaccine 
Immu.ni.ution Program' website. On March 109 2000, the portion of the website describing the 
antibody last developed y Dr. Asa and colleagues was modified to read as follows: "Whether or not 
this test has any clinical earl'ing will be settled by medical experts over time. For now, it is sufficient 

ons of the 31.1.thors: "It is important to note that our laboratory·based 
jnvestigations do notes lish that squalene was added as adjuvant to any vaccine: used in military or 
other personnel who sc cd in the Persian GulfWar era.'"' 

Our commitmen to GulfW ar veterans is unwavering. All kno""'n. testable hypotheses 
eoneeming illnesses ng Gulf War veterans have been or are being pursued through our program of 
basic science research. 11 decisions on research funding are based on a process of rigorous~ 
competitive, and indep dent peer review. We are committed to· responsible and aggressive pursuit of 
research that will furth our understanding of illnesses among Gulf W a:r veterans and prevent similar 
illness~ following dcployritents. 

Sincerely • 

. g.~~ 
Dr. Sue Bailey " \ 

. ·-' 



tLI):'rml~ntJ! )nd Mnln·ul~r f'J!hnl~u U. ~~ .1.1~ clOM• 

A·~>l~it uro!one ~~ llt~;rJ/.,....-w.o.l~~lil7~1): ~n I D f ~l $ 

LETTERS TO THE EDITOR 

Tc. t/lc Ecluor: 
.tr.. re..:ent artic!c ll'l tl'l!s journ:sll:l:y M '.1 al. ('ZOOOl pl.ltpl.n'U: 

10 me:uute nrum anuOUdJes II} squa.l .1~. The pape falls to 
em:blisb tl'le v01li.<1it;- at the IC>!. The s~nli;,l Ba~~o.·s Involve 
~clc'-:tLOI'I ;;.f P!"'1JCL y~.lrt, .. c =ontrnl. otnd proper ncK•l~e 
corm.,ls-. '!lllntit.:r.tivc methods. <~nd .>e!e~t10n of stUdy polpu• 

latL~;"n:o. 

The author.; hypothcsi:o:c 1h~1 ~nri Gdies ,,..c induce~ by 
"11\e •.Sju ~ancy of squalene." ~;~ch th11 iuj;.~.;tiun of :oqual~tne 
o;<)uld clicLI ;mibodies Ul Kju;lenc. 0 •c •pprw~:h might be 
1a inJ«I .i\l:Ua\cnc:: iru.;> &II ex penmen I :uum:l) to detcnftitte 
fi~.w ,...fu:tkct the injcclit!11 can. induce c purported .an.tl.bod
ies _,nd sc~·Dild whether the •nay c detect the induced 
Dl'!!lbodie$ .. 4t.ntibodics induced b)' i jeetion. if they exilf, 
C•Julll !he!"' U,...c u 1 poiith·t ~ntr 1 for ths unv:l.lidawi 
;l.~~!l.~. 

The assay describes no positio~e con rols that a.ctually vali
date the .usertion of detecting Mtiho ies to sejtcttlcnc. S~~eh 

pll:siti\'e CCI\ttelt v.o¢1Slt.1 eeu1li~t of co rable ~er.am som· 
pic£ dtntOn$t:lted to ~cntolin iln!i·sq 11.len: an!ibodiu :~f~r 
injec1ion with sq;ualenc. 

The author: asurt that they h:~ve positi'l'e controls . .in 
tht fonn of ewe human 1ubj•ctJ p~~ ou'l~ injec~d with a 
~ualtne-cDrusinina pltccbD OYnn' clinic:al tritl at the 
."'iai!Dn:~.! ln.::muteS of Health. Howtev r. the authors provide 
no preinjecti"n resulcs ttl tSI&blish ! t inlentiDna.l injection 
.:'If ~alene led !D anlibodics :o a sub rnnc:e. already ptc"-nl 
1n tne. body. 

Ttt.t :I.Uily also Jac:k:s elementary CJI!.liYe eonll'ol~ IOU· 
tineJ:r nm in cnr.yme-linl:cli imm11~ !t1&)'~. S\leh nesanvc 
controls lltC require~ to prc.~c tl\tllthc uu .. y IS t101 dcteeting 
eross-rcacting svbstances. In :1. ne\&1, unproven assay Uial: 
el;mns tc de tat a ftovet ~tibcdy. oru!: usrpro'rt s!'=ifh:ity, 
"IMre \\."Crt no ncpti"t controls in"" 'ch ti'U! human serum 
.:tlnt:unLn_: the presumt:d .amibndles w omined. or in whicll 
t:'le- a•·•din-~;gnjugated haM.cr:u!lsb pc o:~:idase was omiued. 
T~cre 1!. :u.1 t'~ldcncc tl'lat rhc :ti~~.)' w nat simply meuurin;: 
uttu:r IJ:G m,)!e.:u!~l w~th n.ons.pcc;n bm.:l~ns ;co squalene. 
fh1~ o:o-.~!tl be: c-~~dt ac.:urnp!i~i'lc.; y :subs>i1utms .m ~il 

"' 

ff\O!ct:ule timi\u to sqllo1.!cne. An etceilclll ncsari"e CQmrol 
would bf: Ull.ur.l&n:.l.tte fully hydrotcnll.ted rarm of~qu:tlt.nc:_ 

The unkno1~o:n human ~e:vm samples we:: tested only o11 

:1 sina;tc: arluti.on (1 :400}. Mo~t way$ for nuturally cc::cumng 
antibodies, panleularty ilnlibvdies 10 ilpi:.b, starr 11 t hisntr 
con~;cn~lion Df sen.tm. rypic:au~ a dilluion of L,O, Th~$, 
~lie m~lbod of Au. ~rtll. c:ouh11niu !he pr;senc.c of antiliodies 
4ctcctablc 11 a hither c:om:cntr.uion of serum. lt IS pchiblc 
that narm&l blooii1 donvn: ctH~.ld pvc posilivc n:~ults at a 
hlaber conc:cnlntion of ~el\lm. 

A flltther drawbKk of using olll)' :~ s.!risle dilution of 
set\lm. t&lher than a series of dilutions. is thai the~ is no· 
way ro obr&in a quantitative meas11:w of the degree of accivi1y 
in Eh~ sam~·-TilerS arc routincl~ obl;.incd ~·hen .WQ.body 
levels ue measured. The ab~r;c gf ~=titarion in thi5 
uuy wcllkcns m~nin1ful ~om.pWons bcN>·ecn llnMc.,...n 
stn.tm samplc:i from 3~jcc:u .ICClUod in a m:mr.andom 
m.onncr. 

Fi.pre 1, 3Mid tO show "llnlisqeieu antibody ~spontcl," 
is patticulu)y flawed. tn this flsu~. wupccificd q~antitics 
of sqwalcn; were added .u aquCOU$ dilations of I: !0, 1:100, 
1:1000 &nd 1:10,000 fo, imprcgnatioa of nirrocc!lulo~. No 
e&planar.ion Is PN"iUc:U fur nvw an oil su.:h lls.tqllal,nc, nl.ll 
lQl~rllolc it1 wllltlr, could be: diluted in water by the P"bliJJ!.od 
methods . .F\utiJ«, a wuhin& soi<JtiOI'I eon,iilli:tg}'Ul}'ut.yrt· 

thy lone sorbitan rr.~.~noloun~olc ;;outd h.a"c i.l~e:gent·like quill· 
i1ics that ~culd rcm.~o~vc ~~~oalcnc. Dcapitc: the tl;tcn~ivc diiu· 
do1\S o' the :>qualcnc, there Is ncr e~o>kkn.:o o)f a.illurion .;;urvc 
tuuuinc ~lt. ~~r ~crriuU;: }, ~dlcu of whether the 
anliboG.:r ~UC.tiohl wom: rued u l•, 2 ... ar 1 .... This wpesu 
that nUIU~tifh: Uiu.:liu' (If ,erum immunoglo~lin may 
hl\vc.occun"ed. 

The C•;u\Ciu~ioas Clf AU Md ¢01ieapes. putpct\hlJ to ~Qr· 
n:lwk a.nli·sq~ene; wilh C<.~i(Waz i\lnes;es. in 011r "Pinion, 
rely on .;ire~:~tar loii>=. Pcsuive rsulu; w11h "" n.n:r nut 
previously va.JidM"'d to ~tee! ~mibodics ean.r.ot be l.l~cd u 
5eicntil'i.c proo(th;lt antibodit'l m 1M Mligcn 1:11~t ir. ~ample:. 

nf unkaowr.s. h il f'rtm:ttun: ro pra.;~cu llin:eiiY 1u tali!!!: 
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• 
·'eNm umpics from he:&lthy people ~nd SJck 'eoplr hefon 
c:ondU~.:cing th~ fun m.ent;,l v~~olidanon steps. 

The L'ril.lque of!er hen: i.s nGt rnqm to i:np!)' that anti· 
bodies u• squalene d not or l!'anrtot et1st. As pointed out 
by the .a:uthon. c:xtcn ive work demon.m.atu that antlhodiu 
to c:hole!.:tuol. :l mol eW• tor which ~li~"'l•nc SCI"'eJ •• ll 
p:-ecunl'lr, at• found n vinutHy :al! normal ht.~man u~. ,1\ 

recent rcpon: prCiposc thtu nawraiJ~ o.:c:urring arttibodies tr.1 

c:hol"st111roJ m&y serve ~ vital ph~iolog:tc fuftction in hclpini 
n:gulare lo.,.·deDsity ·Jipoprorein 1'11:tMbolism in hunlans 
(AIVlnJ G.nd Wuscf, 999). 

R.EFER.ENt'.ES 

Al"ffiJ. C. R .. and W~f. :O.f./1!191), N~r~r~!!~ Ot;c: .. ttin&antibadiek 
"'~-h.:.J.,stcrol. ""' "'"'*' 1 cry of LOI. ,.l'l<>~ll•leroJ tllftiOoiWTt./"l'""' 
...W. TodQy 10, _:142-366 

A~•- P. B .. Ceo. Y.. w . R. 1'. (2000). A~~tibodics co &qu•ttnc 
i11 OuJ:r w.r bndr me. bp. Mot. f•thgf, 61. SS-&ol. 
dt:ri:IO.l~m~ 1999. ~,, 

Wal••" .k«4 A-}'l..n~ .. ,. ~ !VInlld< 
Sll·~' Spnn1• M4r116M xn n 

u . .r . . -t '"'.r :Yidkttl c_,,, 
~""" , ............. 'iil'Jiht. ll0/.1 

R<pJy 

To the EOhor: 

Cui R. Alvins 

Alvin, an4 Cirabc:n.f.tc:! 4ecJarc Ulo.t cur melhooJi "do aot 
e~utblish the "eli..!il)' of Ole le~t.~ They o.re: miStaken .=nd 
hllllt mlldo • aurnbcr of fa .~~.uumpuonl about our methOd• 
and .about wfbeh e:cpt.t:im riS "'"etc nau ~~<ere Ml performed 
10 valido.tc the o.nri·squ3i IC llllfibody (A54) UU)'. w, also 
""'l!.J)~ dluerec tlw.t 10 irrw wor}; mus: prreusc hutn11ll 
.UUdiet, 

Our study ( l) is the trrs deSCription of anci·squa~ne Snti• 
bodies in human,, Rcpl~ 1nJ our results in 411 animal modal 
rnay wen be useful for s dying rhe ~ss~lc tole of A!A 
in Oulf War Syntlrumc! WS;. bur i~ net 11 prucquisitc by 

~·-O:..,..>IJ .. C A1W ·~ "'- """ .. ~ nr,.. ~ ,.r......,'-·• "'T r.--
'" 

P:a3 

"' 
t~l'ly stanJ3n:is ""t (ur tht peer revie,.,crs ¢1 011r nti>nusc~lpt) 
arc .1w:are of for u~.:~bli~hing the Yalii:11ty c>i &n immunoaSU). 
For t:X.Amp!~. !1 "'<:!$ not eucruiaJ TO demonstra~ anunuc!c:ar 
Sl\tlbodil!ls {ANA) in ~nima!s 10 dcveJQr a useful AN," tSSi) 

for human auro)unrnune disease. Mor~:.ovc:r. there n nc ~uur· 
ance t"'ot sma!J ~~~~mals or even primates would re,ponCI 
immunoloJi::3!!)' to a -.qualcne ch~~;ll=ns:e. Proc!l..l.:ti>)n of 
A.SA m~y r~:~uire ~oinjection with cr <:(1(-.Lp~uu 10 ~d<h· 
tio~tal subst;snce~ or an au10immune process ~01 readily u. 
prodUCf'.ti in ~n ani:nal mo.1cl. 

!t \IICuld also be uncthct"sf.to injut "'i\llllene, a·subSUIIICc 
dlat h;u :a 25·ye.u h!~Lury e~f caus.int b.)tfl autoimmune rtlC\1· 
n"li!.tologlc<~l disease ind ncuro!osical diSC~n {t.orentzen, 
1999; Gru.jkowslo::~ .rt al., 1999}, imn l'lum:~n~ Ill Jec-. if III'C 
erruld raile llntibcodie$ to i1 

The ASA IU~u.y, ; vari.:UJon on the '<~~el!...:haracu:rile'.l 
Western biN ll.$.'l.:ly. '"'IU 'lillid~!CO Oy ~!dndttd .ipproathcs 
used 111 irnmunoo~~:~y ,jcvelopmcru .. -.!"'"I :tnd GrDbcn.,tcln 
aucn th.llf "the :I$U)" l.1tks fl(~ti~·t tonlro!s." Ho.,.e~·er, 

eac:h of the "c.lemcmary" negalive comrols 1hey suliested, 
4S WOl! as many Other COntois, W.U in fief performed. Thc
cfesc.ription$ of these simple test:! '"ere nor included in our 
paper for br:,it)'. Auays m which either humlll'l: serum or 
avid:in<onjuJated honc:rtdish pcrc1id:st .,.,as omined 1'-"1!: 
no ~etion. Tt should be note~ rha.r :h.: rc.a.s~nls w~ Ul~d 
are pnecise-l)· the S2!nc striuscmly validated lCIJCnTs v>Cd 

lO derec:r human antiboches to h1.11111ltl lmmunodcHc:ienc)· ,.;. 
rus in commcrc:ially Ll"3illlble \\o'eMern blOtll~h)'S. Squalanc:. 
ll mol~:cule 11mil.~~r 10 ~~ualcnc, •lsc gave no ff:.l.etion 1n 1111.~ 
usay. Ful1hermorc. prcmcubalion or posit!vc human $Cl'D 
ww, tql.lalti)C: (bur nQI squalat1c or Olber oils) bluckta W 
u.ay in a do.sc-~pendl!im mlltln~r. Squ.alene did n01 block 
~ocher immvnu11;1s:~y. 1he Hl\1 Western blot. !unhcr C:Qn. 
Jhmina the validity of lhe A~"' ouay 

Alvtng an~1 OraOI!:n~ltin are inr:1UT:!ct in their usumpu,:,n 
tl'lll '"the samples >\'He !Cited ll! only J: iins!e dlluuQn ... In 
1hc prott5!» or vptimr1m11 !he AS.-1. :~s~:~.y . ..o.amp!c~ "'trl! 
!Uicd tt var)"ing diluttons ben~oecn l:~j .lnd !:4000, !.400 
\llllt determined 10 ba the Optilftll d1!utson. 

Wee did nor inU1c;uc tha1 -.qu;~i~-= \l·u lolublt in W:lte1·. 
~ualene, Ilk• many oils. r.:an be finely di~ptrscd ltl water 
and diluted as 1ndi..:llled. Western b!Oi·Stylc immunoassay, 
differ !rom ether types of immunous<~.YJ. Tilers ;rc 001 

ro~.tdtte)y ob!a..in".! in Wc:s1em blot~stylo! irnnmnoiSu:vs. "' 
lower strum c!ilu!to.u. some ncrrn~~:l d~:nors do rea.et 01"1 1he 
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ASA u.~01y Th1s is to be u tl'fed 4.1\11 dc:-es nr:11 .;]Hinge !.he 

~ont:lus1ons ~t3:cd '"our j)bper >n (l.n;-· way. 

A!' tnc a·no. Lir~t'le:nstea'! uer. tn•t ··~ w.uhHl!l solurion 
.:"Cif!U'"'"l: pol)lo:cye:th;oolen inr~na:n !'!'!Qn(,]!lur;s.te CO\Ild 

h:l"t .:etcrgent~like propeni 1 !hal ~·u~.:JJ n:mo~e squalene." 
Tll<$ ~pe..:~o~J;sUon is clire:-t!y refutetl b)' rne re5ultS we pre. 
~cntc,j. n~e AS.-'.u:wy i3 si ,JOlt in ronnar ro Wesccm tmmu
nublctunJ. ;n whi.~o"tl pr01e1ns are t.lghlly boundl(l nitrOio:Cllu.· 
IO§e strip! simply bt <lt)il1:. A ~imil.v method ""'IS usec1 to 
:.ppl)' squ,lene to the nitroe llulcr.e Sltips 1Ued in the ASA. 
aHay. For this molecule, as wirh prCJteun tn Wbtem blots 
and nu.:~eic: :tcids in .S.:.~o~thcm &nd Nonhern b!otli,hydrosw.ic 
.mil other intctaeUons with n occllul~c art strong CfiOU.Jb 
10 resist rcrnoYAl by a .,..cU dc:ttrjc:nt. 

h a e:uu:mel)' ~.mliklly th t uu1 rc)ullli ~o:.:n be explained 
b)< "non,pe;,nc b1nc!.ina; <>f t um immunuglobYl!n.- Jt this 
... a.-e che cau. thc:n !im..Jt.lf tJ l1i¥he1 pl!run!lgl:l of healthy 
<lOJOI'lot') r.>r s~:~toiMtn,.nc patien s im&n)' flf whom w~ra byper· 
s•u"n•Ttilt;lobuliru:micJ ..,ould ave dcl"table 01ndinJ ot te• 
rum amibodias rn the ASA 11 comp.red with OWS pa· 
lient5 (ASA •t Q/ .. 2000). ,.l.i ll'li.!o was not :)bse:vcd, the USC 

of !:en!. f11:1m. thc:J~c app~p•i c wmrol populations funhet 
v4liJottQ th:e ASA UU)'. 

The ASA usay wu ri1oro ly validated by rtanducllm· 
munol('gi~::tl nw:thulh prior to ~ling of serum gmplu from 
health~ and ~ick inci!Yiduak Ci:c;ul:lr logic ...," 1to1 11$td, 
end we i(ll.nd linnly b:y 1ht..:: neluS1ons (I{ llur m~n.o,a.;riP'· 
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't;sn C.!O 

Robert F. Gany 

New ftndings require: conr\nn:uion ... ·i!hin the bounds. ~>f 
comp~rabilit)'. This is as true fer mtO!odclo,;y as it 15 for 
the data produ'ed from a paniculu- study. This t.ICdlanJt of 
leuers from the Office of the SllrJCOn Oenm.l, United SWCJ 
Army. ;ulli th; &l.nbon of UAntlbodics ro squalono in Gill£ 
War SyndrCI~e," E:tp. Mol. PtuML 68, SS -64 (l(XX)}, relate! 
to mcthodolol)'. Drs. Alvin& and Orab:.,stein offer ll.O data 
.a1Ain" the concJusiOI'Js of Asa fit fll. 

11te uehanac Will bi: jUdged by me id.cntili: .;ommuuity 
em its meriu, .u. &1.1 SLich matters sho~.:!d be. We point ou1 
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!hat We.scem blo' rncthu.41ll.l not :ouUnety tneU>JR relative 
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in the 
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cc: 

with the objective analysis that you requested for the anicle 
" published in the February 2000 issue of 

Pathology. The Armed Forces Epidemiological Board convened a 
to review and critique this article and the attached response was 

and approved by the Board. 

Sincerely, 

J. Jarrett Clinton, .MD, MPH 
Acting Assistant Secretary 

Special Ass:ista)lt for Gulf War lllnesses 
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REVIEW OF THE PAPER 

ANTIB 'DIES TO SQUALENE IN GULF WAR SYN'DROME 
by PB Asa, YCao and RF Garry 

published in 
Experimen I and Molecular Pathology, Volume 68, pp 55-64 (2000) 

A REPORT FROM 
THE FORCES EPIDEMIOLOGICAL BOARD 

JUNE 22, 2000 
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SUMMARY OF FINDINGS 

The Armed F rces Epidemiological Board has thoroughly reviewed the paper by Dr. Asa 
and colleagues who d ribe a laboretory test they reel may identifY persons ill with "Gui(War 
Syndrome." The has concluded unanimously that the research reported in this paper does 
not support this claim The paper contains numerous shortcomings, several of them serious. that 
combine to invalidate the authors' conclusions. It remains unclear if the assay &ctually measures 
antibodies to squalen • as the authors assert; the assay may measure something else, or their 
findings may be a no -specific chemical reaction. 

AFEB Review of a Pap• by Asa et al, page 2 of 5 



BACKGR ill-<'D 

The Anned For s Epidemiological Board (AFEB) was tasked by the Department ofDefense 
(Health Affairs) conduct an objective analysis of the above captioned paper by Asa eta/. The 
tasking letter is e closed. 

A special subco ittee1 of the AFEB was formed to initiate the task The Special 
Subcommittee re d the above captioned paper by Asa eta/. The subcommittee fully discussed 
its impressions, uestions and concerns, and developed a consensus document. The chair of the 
subcommittee th formally presented the subcommittee's findings to the entire AFEB2 which 
had been suppli with the paper and the consensus document in advance of the meeting. After 
input from the e · e AFEB, this final repon is offered to the requester by the AFEB president. 

The AFEB revie ed the paper with great interest. However, the AFEB found the paper to 
contain a large mber of scientific flaws, some of which are extremely grave. These flaws 
invalidate to an most complete degree the c:onclusions regarding squalene and the irriplications 
that proceed fro them. The major flaws include the following: 

assertions and disclaimers in the paper, there are no valid controls. 
• sitive control. one needs serum previously proven to contain antibodies to 

squalene; on! this can validate that the assay oan detect antibodies to squalene What the 
authors usc and assert is a positive c:ontrol are two sera from individuals reportedly 
vaccinated ( er once or three times) with an NIH trial vaccine containing squalene. The 
authors provi e no pre-vaccination date 10 demonstrate that the activity detected in their 
assay was no pr=t before vaccination with a squalene adjuvant 

• Negative con rols are essential to prove that the assay is not detecting something other than 
anti-squalen antibodies. Missing are controls which omit serum containing the presumed 
antibodies or which omit the avidin...conjugated horse radish peroxidase. Also missing is a 
negative spe ificity control to rule out non·specific binding of normallgG molecules to 
squalene. 

BHndins: It is lear if the researchers were blind as to illness/wellness status of study 
participants. 
• The 'paper at several poiiiiS that this is a blinded study, but h remains possible that the 

aitioal elem nt oflcnowing the illness/wellness status or calegory may have been known, 
even if, u t paper states, • ... The identities or exaot number of samples from each category 
were not e available ... " · 

AFEB Rl'\li8w of a Paper b.y Ase et Ill, paga 3 Df 5 



• Thus. the authors! assertions, that they did not know which subjects had .. Gulf War 
Syndrome" and did not. arc not convincing. If the authors knew which blood samples 
came from this could have biased their interpretation of their test 
findings. 

Specificity: Dcesthd ASA Assay actually measure antibodies to squalene? 
• In this type experiment, one nonnally demonstrates specificity of the reaction by 

blocking (or the antibody with the antigen (in solution). This is not demonstrated. 
• Hence. it is not to know what the ASA assay detects. his a Western-blot type 

assay. and is (+)or negative(-). Since the paper describes it being used in 
only one dilution serum (1 :400), it seems the assay can determine only whether 
"something" was or not. and this .. something" is not presently definable. 

• Antibodies to or to any other substance for that matter, should be detectable across 
a range so antibody assays are nonnally construoted to demonstrate this, 
the most fonn today being an enzyme-linked immunoassay (ELISA). The actual 
level of antibody, ranging from undetectable to just detectable through high 
concentration, medical/biological correlations and implications, with some 
threshold point correlates with the development of symptoms or disease. 

• Nitrocellulose is highly reactive substance that binds many materials. The paper does not 
Show that the depositod.on the membrane is actually still there at the end of the 

• 

• 

• 

assay. one could imagine that squalene cOuld "block" the nitrocellulose 
membrane to protect the "dot" from the milk treatment and then be washed out, 

leave 
If this were a 
Immobilon). 

sorbitan laurate is a detergent that could remove a lipid like squalene. 
naked spot ofnitroeellulose to react with some other protein. 
assay it should work with another substrate (other nylon membranes, like 

Given the ~3~1~:~b~-~~:~squalene and cholesterol, do these sera react with cholesterol? The question but don't answer it 
Can one actually delibetately, to squalene? It is a common component of 
calls and should present in amounts that would swamp out any squalene-spec;ific 
antibodies. 

Dose response: N~~J: ~:'~':"""'"-• In the figures. there is no obvious dose response in relation to the 
on the DitroeeUulose membrane. 

antigen and antibody concentration; neither is 

r=:su=nunazy~:~·: ~1~~$~:~; provide positive controls and negative controls as well as ' invalidates the authors' ability to argue for the meaningfulness of their 
test and any might draw from these results. This is true even before one gets to 
the more technicaiiSS!Jte o!'the specificity of the ASA assay. 

AFEB Review of a Papal' by Asa et el, page 4 of 5 



Therefore, the has little confidence that the patentppending ASA assay ac:rually measures 
antibodies to squal ne, though we cannot entirely eliminate this possibility. 

Whatever the paper s flaws and since the AFEB cannot exclude the remote possibility that the 
authors have identi ed a ltbl)ratory means of distinguishing persons with possible Gulf War 
Syndrome (GWS) om all others, replicability becomes the major unresolved issue. The AFEB 
recognizes the diffi !ties inherent in defining a possible case of GWS since there is no 
standardized case d finition. However, the AFEB feels that the symptom list in the Asa et al 
paper is a good pot ntial starting point, and that, for example, cases might be selected from 
tertiary referral cen rs for GWS such as the one at Walter Reed. with controls from a civilian. 
non-exposed work:fi rce. Therefore we recommend that a suitable test of replicabiHty be done in 
cooperation with th authors and with attention to the following design elements; 
• selection of pan cipants- cases and control subjects- by an independent ad hoc body or 

committee, cha· ed by a tenured academic from a V{ell-known medical research institution 
• establishing cl a pn'ori selection and exclusion criteria for cases and for controls 
• serological testi g done in a secure and absolutely blind manner with strict chain of custody 

rules and d entation in place 
a sufficient num er of subjects ta have statistical power to detect a. true difference, if one 
exists, with 80o/t likelihood and with aS% chance or Jess of finding a difference due to 
random chance one. 

• a study design ith at least two arms- testing done a.s in the paper by the people who have 
licensed this pat t-pending technique, versus testing done by one or more lipid laboratories 
using more stan ard antibody techniques such as enzyme-linked immunoassay to detect 
antilipid antigen 

We wish 10 be clear we are not discussing a study to validate whether the ASA assay can 
dotect antibodies to ualene. 'Rather, we are trying to leap over this intermediate obstacle and 
get quickly and in nsively to a more moaningiUI bottom tine: does the ASA assa.y clearly, 
reliably and unequi lly distinguish people with GWS from all others, and, if so, with what 
specificity and sensi ·vity? Many caveats and qualifiers would have to be in place to assure 
meaningfulness, the preceding bulleted list can (and probably should) be usefully expanded 
and further refined help assure that any ensuing serological study be definitive. 

The AFEB is ly doubtfill that the assay reported by Asa et a/ is a valid or lCCUrllle teat 
for illness among !War veterans. However in an effort to leave no stone untumed in 
evaluating veterans' complaints, the AFEB feels it may be worthwhile to repeat the study,JIIing 

· ' • · v . This recommendation should definitely not be 
ment of the paper by Asa e1 a/ that we have herewith reviewed. 
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I200 DEFENSE PENTAGON 

WASHINGTON, CC 20301-t 200 09 UAi 

MEMORAND FOR EXECUTIVE SECRETARY. ARMED FORCES EPIDEMIOLOGICAL 

I request 
and review and 
.. Anti ·es to 
ExperimenttJI 
analysis. Con 

BOARD 

tive Analysis of Anicle "Antibodies to Squalene in Gulf War Syndrome•• 

the Armed Forces Epidemiological Board (A.fEB) convene a subcommittee 
vidl: OASD(HA) with an objective anaiysis·of the attached article, 
alene i ulfWar Svndrome"publishedin the Febnwy 2000 issue of 

Molecular Parholoty. Congressman Jack Metcalf requested this objective 
sman Metcalf would also like the curriculum vitas of the reviewers. 

) will provide Congressman Metealf wilh this critique and the curriculum vitas 
hen complete. Please provide this review NLT 15 May 2000. To assist in this 

review, I have a bed an extensive review of the work on squalene as a cause of illnesses 
among Gulf War veterans by the interagency Research Working Group of the Persian Gulf 
Veterans Coo · ating Board prior to pablication of the article and previous correspondence with 
Congressman tca.lfs office on this topic. 

My point fconw:t is James R. Riddle, LtCol, USAF. BSC. (703) 681·1703, fax (703) 
681-3655, or · james.riddle@ha.osd.mil. 

Atucbments: 
As Stated 

~F~r 
Joho F. Mazzuchi. Ph.D. 

Deputy Assistant Secmary of Defense 
Clinical and Program Policy 

·----

.. 
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Administrator, I?"' ~on of Preventive Medlc:lne and State Epidemiologist; then state 
Heafth Of!ioer Ca 6 montho) 
Department or t; llh, state orWyomlng; Cheyenne, W'f 

AA 

From-To 
May 1999 to present 

From-To 
June 1998 to May 
11H18 

November 19&6-
May 1996 

1995-19911 

19&1-1994 
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Oiredor, Global EIS rogram: CDC, USPHS; AUanta, GA 1986-1990 

Deputy Director, Glo I EIS Program; CDC, USPHS; Atlanta. GA 1983 • 1986 

Staff Epidemiologist, olicy Unit 1982- 1983 
PGpulation. Heann a d Nutrition Department, Wortd Bank: Washington, DC 

Deputy Director; Fie Services Division, AUanta, GA 1977·1982 

Assistant Director; Fi let serviCeS Division, Atlanta, GA 197&-1977 

Fun Tim~ Internal Stu ent, CDC Career Development; University of London, Scheer 1975- 1976 
of Hygiene and Tropi I Mecficin" 

smallpox Eradication Advisor; Oaeca, Bangladesh 1973 - 1975 

Epidemic tntemgence Service Officer, Florida Department of Health and 1971 -1973 
Rehabilitative Servi : Jacksonville. FL • 

V. ACADEMIC 

VI. 

VR. 

Instructor, Oivision of nfedious Diseases; UniVersity of Maryland School of 1970-1971 
Medicine; Baltimore, D 

Source 
American Manageme t Association 
Oak RXige Nudear F cBfty: Response to Nuclear Disaster 

Date 
1980 
1992 

Ill!! 
3 wee.k. coLJrse 
1 week course 

FESSIONAL EXPERIENCE 

Member, Aimed F Epidemiology Boanl, US Department or DefenSe; 189810 PAISOn1 
Georvian Academy or of Preven11ve Medicine and Human El:ology; 1998 
Fellow, American CoD e of Preventive Mecflclne; 1978 
Diplomate, American ard of Preventive Medfdne: 1878 
Fellow, Royal Society Hygiene and Tropioal Medicine; 1975 
Chalrman, Scientific · ry Committee; 198&.1R1 
Member, SclenlificAd Committee, ca~bbean Epidemiology Center(PAHO), 

Port at Spain, rinidad and Tobago; 1988-1991 

Certification 
Yes 
Yes 

Consultant, Assessme of Heatlh Needs, USAIO Assessment Team. Sultanate of oman, 1980 
WHO Epidemldoglcal Consultan-: 

lndonesla.187 :Indonesia, Burma, Bangladesh, 1978; Repul>llcofKo!N, ten 
Post-llbeiation NuiJI!I SWVey, CDC Asseaament Team, Bangladesh; 1872 
Resean:h Physician, I Diseases Hospital, Unlvellllly or Chle, S&ntlago, ChUa; 1970 
Attending Physician, C 11 Hospital, Palclstlln-SEATC Cholera R ... ardl LabOratory; Dacca, East Pakistan; 
1987·1988 

VIII, HONORS 

us PubDc Heallh Se 
US ·PuDllc Health Se 
US Pubic Health Se 

Melitorious S&Nice Madel· 1987 
Outstanding Service Medal ~ 1985 
Commendation Medal .. 1979 

'7/13100 
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IX. PUBLICATIONS 

1. Music, S. 1., Wenzel, R. P., Ubonati, J.P., Snyder, M. J., Hornick, R. B., Woodwan::l, T. E; Induced 
Human Cholera (abs1ra ), Journal of Clinical Investigation, 49:69-70a, June 1970 

2. Hornick, R. B., DuPont, H. L, Music, S. 1., Snyder, M. J., Ubonati, J.P.; Investigations into the 
Pathogenesis of Diann a! Diseases, Trans Am Clin CJ!matol Assoc. Oct 26:82:141·7 1970. 

3. Clyde. 0. F .• Miller. R. ., Music, s. t, McCarthy, V. C.; Propbylactic and Sporontocidal Treatment 
of Chloroquine--Resist& 1 Plasmodium FaldpanJm from VietNam, Amelican Journal of Tropical 
Medicine and Hygiene, 0:1·5, January, 1971. 

4. Music, S. I., Fine, E.M., ogo, Y; Zoster-LJc.e Oisease In the Newborn due to Herpes Simplex virus, 
New England Joumal of Medicine, 284:24-26, January 7, 1971. 

5. HorniCk, R. B., Dupont, . L, Music, s. l., Snyder, M. J., Ubonati, J. P .: Investigations into the 
PathogenesiS of Ola I Olseases, Trans AM Cfln cumatot Assoc. 82: 25 OCI:ober 1970. 

6. Hornick, R. B., Music, S 1., Wenzel, R. P., cash, R., Ubonati, J. P., Snyder, M. J.; Woodward, TE; 
The Broad street Pump evisited: Response of VOlunteers to Ingested Cholera Vlbrlos, Bull NY 
Aead Med, 47 (10): Od r, 1971. 

7. Termini, B. A., Music, S. l.; The Natural History of Syphilis: A Reyiew, South Med J., 65 {2): 
February, 1972. 

8. Snyder, M. J., et a!; Tti ethoprlm-sulfamethoxazole in the Treatment of Typhoid and Paratyphoid 
FevOIS, J Infect Dis 128 Suppl:734-7: November, 1973.· 

9. Music, s. I., Howell, J. T, Brumback, C. L; Red Tide, Its Public Heafth lmpUcations, JFMA 60(11}: 
November, 1973. 

10. Cash, R. A., Music, S.l. Ubonatl, J.P., Snyder, M. J., Wenzel, R. P., Homick, R 8.; Response of 
Man to Infection with r:llolerae. I. ctlnlcat, Serologic, and Bacteriologic Responses to a 
Known Inoculum, J.lnf Dis 129 {1): January, 1974. 

11. Hattwlck, M. A. W., Rubl , R. H., Music, S. I., Sikes, R. K., Smlt!\, J. $., Gregg, M. B.; Postexposure 
Rabies Prophyta:ds w!th uman Rabies lmmune Globin, JAMA, Vol 22.7: 407-410: Jan. 28, 1974. 

12. Cash, R. A., Music, S. 1., Ubonati, J.P., Craig, J.P., Pierce, N. F., HorniCk., R. B.; Response of Man 
to Infection with Vibrio oierae. 11. Prctedlon from Jtlness Afforded by Previous Disease and 
Vaccine, J. Infect Ois 13 {4): October, ~974. 

13. cash, R. A., Music, S. t., Ubonatl, J. P.,·Schwartz., A. R., Homick, R. B.; Uve Oral Cholera Vaccine: 
Evaluation of the Clinl Effectiveness of Two Strains ln Humans, Infect lmmun 19(4): Oct., 1974 

14. Snyder, M. J., Gonzale 0., Palomino, C., Music, S.l., et al: Comparative Efficacy of 
ChJoramptienico~ Ampi • and Co-Trimoxazole in the treatment of Typhoid Fever. The Lancet, 2 
(7966): 1155-7, Nov27, 976. 

15. Music. S. 1.: Survelllan , chapter in Guidelines for Analysis of communicabl:e Disease Control 
Planning In Developing ountrtes, International Heatth Planning Methods Series, Office of 
International Planning M ods Series, Oftice of International Health, USPHS, 1979 DHEW 
Publication No. (PHS) 7 50080. 

16. Thacker, s. 8., Music. 1., Pollard,~ A., Berggren, G •• Boulos, C., Nagy, T., Brutus, M., Pamphlle, 
M., Fettfinand, R. 0., J , V. R.; Acute Wafer Shortage and Health Prol>lems In Ha111, Lancet, 
1:471-473, Man:h 1,19 

17. Music, s. 1.: The Role of 'demlology tn Helping CDC Improve Pubnc Heatth. Annates tstituto 
Superiore di Sani!t, 21( ): 431-4, 1985. 

18. Sdlwartt, B., AI-Tobalq' A., AI-Ruwals, A., Fontaine, R. E., A'ashi, J., Hightower, A. W., Broome, C. 
V., Music, S. 1.; Compe Eflitacy of Cophtlfaxcne and Rifampicin In Enldlcafing Pharyng881 
Can1age of Gn>up A amm>ngllfdlo, Lance!, 1:12311-42, June 4, 1988. 

19. Music, s. 1.: Schullz, M. " Field Epidemiology Training Pnlgrems, New lntemaHonal Health 
Resoun:os, JAMA, Vol 3, No 24:330&-3311, Jome 27, 1990. 

20. Simonsen, L., Khan, A. ., Gary, H. E. Jr., Hanson, c •• Pallansch, M.A., Music, S., Holman, R. C., 
Stewart, J. A .. Enfman, . D. Aroen, N. H., Arenberg, I. K., SChonberger, L B.; Outl>reak of Vertigo 
in Wyoming: Possible R e of an Enterovirus lnfedlon. Epldamlollnfed 117(1):14&-57, August, 
1996. 

21. Music, S. I., Khetsurianl, N.: Epldamlology eunotln. MinistJy of Health, Republic of Georgia. Volt, 
Nos. 1-6:1·120, January June 189&. (Though listed ofticiaUy as CDC Advisor my actual rote was 
to first do and then train ers in how to do every step from conception and writing through 
publication and distributl of the first six monthly issues of this offidal pubDcation of the Georgian 
government. These are !!able In English vii Internet and the COC homepage on SANet: 

•I/ 
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22. Music. S. 1., Georgia's blie.-health problems. Ltr to the Editor In Lancet, 348 (9043}, Dec 21, 1996. 
23. Smith, c. G., Music. s. 1. ?fiesteria ln North Carolina: The MedlcallnQulry Continues. NC Medical 

Journal, 59(4), Jui·Aug 1 98. 
24. Furney, W., Music, S.l., ey, J.: Notlh Carolina Childhood As1hma Management Initiative: A 

Summary of the Summa Report. NC Medical Journal, 80(-4), Ju~AUQ 1999. 
25. Music, S.l.: The EJiminati of Preventable Asthma: Lessons trom smallpox. NC Medical Journal, 

60(4), Jui-Aug 1999. 
26. Khetsurianl, N., Music, s, Deforest, A., Slltler, R.W.: evaluation of a Single Dose of Diphtheria 

Toxoid Among Adults In e Republic ot'Georgla, 1995: lmmunogenicity and Adven;e Reactions. 
Journal of Infectious Dis ses 181 (Suppi1):S20&-S212, February 2000. 
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NAME: 

WORK 
ADDRESS: 

HOME 
ADDRESS: 

BIRTHPLACE: 
&DATE: 

MARITAL 
STATUS: 

COLLEGE: 

MEDICAL 
SCHOOL: 

INTERNS!!IP: 

RESIDENCY: 

CURRJCULUM VITAE 

BARRETT-CONNOR. Elizabeth Louise 

University of California. SUI Diego 
School of Medicine 
Depanment of Family and Pteventive Medicine, 0607 
La Jolla. California 92093-0607 

6423 A venida Ctesta 
La Jolla. California 92037-6514 

Evanston, Illinois 
AprilS, 1935 

Man:ied. James D. Connor, M.D. 
3 childten 

Mount Holyoke College, South Hadley, Massaehusetts, 
1952-1956- Zoology 

Cornell University Medical College. 
NewYorli:City,l956-1960-Medicine 

University of Texas. Southwestern Medical School 
Dallas. Parkland Memorial Hospital !96!1-1961 

University of Texas. Soutbwestem Medical 
School, Dlillas. Parkland Memorial Hospital. 
1961-1963 

Univemty of Miami, School of Medicine, laekson 
Memorial Hospital Infectious D~ases. 1963-1964 

POST-DOCTORAL: London School of Hygiene&: Tropical Medicine 
1964-!965 - D.c.M.T., Diploma in Clinical Medicine of the Tropics 

University of Minnesota, Minneapolis, 1967 
(3-week course) Advanced Epidemiology· Cenificate 

Johns Hopkins University, Bar llmbor, Maine, 1968 
(2-week course) Genetics- Cenificato 



FELLOWSHIPS: 

Medical Stud nt Fellowship in Public Health and Preventive Medicine, 
Come University Medical College, 1958 

Louisiana Sta University lnteramcrican Program in Cenual America, 
Summ !962 

September, 99 

Nationallnsti tes of Health Post-Doctoral Followsbip, London School of Hygiene 
and Tr pica! Medicine. !964-S · 

FulbrightAw d (declined),J964 

DEGREES: 

B.A., Mount olyoke College, !956 
M.D .. Cornell University, 1960 
D.C.M.T.. don School of Hygiene and Tropical Medicine, l96S 

FACULTY APPO S: 

University of Miami, cbool of Medicine 
Insttuctorof edicine, 1965-1968 
Assistant Pro~ sor ofMedicine,J968-!970 

University of Call~ ·a. San Diego School of Medicine 
Assistant Prof, or of Commnnity Medicine and Medicine. 1970-1974 
Associate Pro essor of Conununity and Family Medicine and Medicine, 1974-1981 
Chief, Divisio of Epidemiology 1974-pres:nt 
Professor ofF · y and Preventive Medicine and Medicine. 1981-present 
Acting Chair, epartment of Community and Family Medicine, 1981-1982 
Chair, ent of Family and Preventive Medicine, 1982·1997 

CTURESHIPS. AND VISITING PROFESSORSHIPS: 

Frederick M puoyd Prize. London. 1965 
Invited Pa:tici an~ Bicentennial Colloquilllll of the New York Hospital, 1971 
Invited Partie' ~ Meeting Commemorming the 2S* Anniversary of Dr. Donald W. Seldin's 

Chlainl'""':hip' of the Department of Internal Medicine, The Ulliversity of Teus, Dallas, 

Invited Panic' ant, Symposium on the Advances in Diabetes Epidemiology, 
Coli ·um Inserm, NIH, OMS. Abbaye de Fontevraud. France. May 3-7, 1982 

· Kaiser Award for Excellence in Teaching, Ulliversity of Callfomia San Diego. 
Schoo of Medicine, 1982 

2 



September, 99 

Living Leg Award. Women's International Center, San Diego, California, 
M h6, 1984 

Alexander . Langmuir Lecture, Centers for Disease Control, Atlanta, April, 1985 
Honorary D ctor of Science Degree. Mount Holyoke College, South Hadley, Massachusetts. 

May 26, 1985 
Doctor of th Year Award, San Diego Health Care Association, San Diego, 

Nov ber 18, 1985 
Katharine B ucot Sturgis Lecrure, American College of Preventive Medicine, Atlanta, 

AprilS, 1986 
Kelly West emorial Lecture! Award. American Diabetes Association, Indianapolis, 

June , 1987 
Mont Award National Instirute of Aging, July, 1987-1996 
Visidng Pro ssor, Royal Society of Medicine, London, May 1989. 
John Rankin rure, Madison, Wisconsin, October 20, 1989 
DonMcLeo Memorial Lecnue, Halifax Nova Scotia, February 9, 1990. 
Member, Ins ·rute of Medicine, 1991 
Elizabeth B1 ckwell Lecture, Rocbester, Minnesota, September 18, 1991 
The Lila W ace Visidng Professorship, The New Yorlc Hospital/Cornell Medical Center, 

Marc 4-5, 1992 
The Donald . Shiley Visidng Lectureship, Soripps Clinic and Research Foundation, San 

Dieg , Marcb 13, 1992 
Outstanding ucator Award, Association of Teachers of Preventive Medicine, 

M 22,1992 
Leotutrd M. chuman Lecture, University of Michigan, Ann Arbor, July 28, 1993 
Wade Hamp n Frost Lecture, American Public Health Association, San Francisco, 

Octo r 25, 1993 
Joe Stokes crure Research Seminar, Gnnd Rounds, Boston, November 11, 1993 
University o California, San Diego, Faculty Research Lecturer Award. March 10, 1994 
James D. Bru Memorial Award, American College of Pbysicians, April 21, 1994 
Soroptimist ternationa! of La Iolla Award. Making a Difference for Women, Health, 

June , 1995 
Anoel Keys tureship, American Heart Association Scientific Sessions, November !3, 1995 
American H Association, Elizabeth Bmett-Connor Research Award in Epidemiology and 
Pnovention ~ Investigators In Training, November 14, 1995 
UCSD Chan ors AssociateS Faculty Excellence Award in Research, January 31. 1996 
Honorary or of Medicine Degree, University of Utrech~ The Netherlands, Marcb 26, 1996 
Honorary D tor of Medicine Degree, University of Bergen (Norway), August 3, 1996 
The Florence Mahoney Lecture on Aging, National Instirures of Health, 

Septe ber 25, 1996 
Arthur Gord Visiting Professor, University of California, Los Angeles, October, 1996 

· American H Association CouncU on Epidemiology and Prevention, Disdnguished Service 
Aw November 12, 1996 
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The Donald P. S 'ley Visiting Lectureship, Scripps Clinic and Research Foundation, 
March, 1 97 

The Cleveland inic Foundation Deparunent of Cardiology Visiting Professor, June, 1997 
John Cassell Me orial Lecrure, Society for Epidemiologic Research, 30th Annual Meeting, 

June 12, 997 
Clinical Service ward, Society for the Advancement of Women's Health Researc~ 

June 24, 997. 
Raine Distinguis ed Visitor's Award, The Unlversity of Western Australia, 

October 6- NovemberS, 1997 
Distinguished turer in Geriatrics, Duke Univenity Medical Center, I 

January 2 -30, 1998 
13th Annual H S. Feldman Lecture, American Epidemiologfc Society (AES) Meeting, 

Harvard edical School, March 26, 1998 
Award of Merito · ous Achievement of tbc American Heart Association, Dallas, Texas, 

June 26, 998 
Women's Health Hero Award- American Health for Women, New York, September, 1998 
Woman in Scien Award -American Medical Women's Association. New Orleans, 

Novembe , 1998 
Nathan J. Kiven ration and Brownwide Grand Rounds. The Miriam Hospital and 

Brown U 'versity,Rhode Island, April9, 1998 
Alvin I.. Schultz isiting Professor of Internal Medicine, Minneapolis, October 20, 1998 
Visiting Professo, Brigbarn and Women's Hospital, Boston, Massachusetts, November, 1998 
Nationallnstitut of Health A ward for Outstanding Work in Gender Differences in 

Osteopo sis, March, 1999 
Heath Clark ship, London School of Hygiene and Tropical Medicine, London, England, 

Maroh, I 9 
Invited Particip t, Controversies and Dilemmas in Endocrinology, Royal College of 

Physici of Edinburgh. Scodand, March, 1999 

GRANTS: 

s of Health, Lipid Research Clinic, 
Veteral!s dministrationHospital, La Jolla, California,l970-l989 . 

Janssen DrugS y Fund, 1976-1978. 
Nationallnsti of Health, Peripheral Anerial Disease 

Grant# 5-01, April!, 1978,- November 30, 1980. 
American Heart · ation, California Affiliate, 

Grant-in- 'd,#80-Sll4,1ulyL 1980-June30, l98L 
Nationallnstirnt of Arthritis, Diabetes, Digestive 8r. 

Kidney · eases, Epidemiology of Diabetes in an Adult 
Co ty #I ROl AM31801, July I, !983 ·June 30, !988. 
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UCSDISDSU Te4ching Nursing Home Projecl #NIA AG03990·01Al, 
May!, 1 · 30, 1989. 

National · of Health, National Heart, Lung and Blood 
Institute. HL34S91. Endogenous Sex Hormones & 

Disease Risk in Men, April!, 1986- March 31, 1987. 
American Heart 

Weight 
with 

California Affiliate, Orange County 
.Factors, Blood Pressure and 

Disease. #85·5116, July I, 1986- December 31, 1988. 
Analy2lng in Detail Extensive Database 
to Obesity and Hw1 Disease, ,january 1,!987-

1989. • 
Health- National Institute of Aging-

. Factors for Osteoporosis in the Elderly. 
IINJ:Wiii{ I R37 AG07181-0l, UCSD #90-6518. 
August 1, 

National Institute 
Progestin 

UCSD 
University of 

National Institute 
Diseases 

American 

·July 31, 1992 (Merit Award). 
Health - Postmenopausal Estrogen/ 

(PEP!). #NIH I 001· HL40207-0l. 
September 3, 1987- August 31, 1992. 

Geriatric Resource 
Fellowship Progl2lll. 

1, 1987- June 30, 1988. 
and Digestive and Kidney 

of NIDDM and IGT in an Adult 
July IS, 1988 • Jnne 30, 1990. 

of Retired Penons.· The Effects of 
Their Wives. UCSD #87·6259, 

January '·I~;·~:·~Deee~ mbcr31,1988. 
National Institute 1 NHI.ll!· LRC Follow-up Study-CPPT and 

National Institute 
Research 
August 

National Institute 
Disease 

UCSD#6947,June29,1971·Septembcr30,1991. 
N1A • Alzheimers Disease 

Competitive Supplemenl UCSD #89-6638, 
1990 ·March 31,1994. 

• Predictors of Cardiovascular 
UCSD #90-6070, January I, 1991 • 

1991. 
National Institute loH!eallth, NIDDK. Epidemiology ofNIDDM and IGT 

in ao Community. UCSD #91-6083, December I, 1991 • 

r2~~o;i1~99~6. 
National • Epidemiology of NIDDM and IGT 

UCSD #92·6591, June 1, !992 ·February 28, 1993. 
National N1A ·Study ofR;sk Factors for Osteoporosis 

s 



m theE1dfrly(Osteo m. UCSD #91-6122. August 1, 1992 • 
July 31. (Merit Award) 

Merck, Sharp Duhme, Fracture Intervention Trial (FIT). UCSD #92-
5548, 1, 1991- March 31, 1997. 

National Coffee ·coffee/Caffeine/Bone Mineral Densityn. 
UCSD February I, 1992- January 31, 1993 (no cost 

31, 1993). 
A Duub1e-Biind, Parallel Group Study of the 
H.S. vs. Premarin in Surgically Menopausal 

June I, 1992- May 31, 1995. 
& Estrogen/Progestin Replacement Study (HERS). 

UCliD~9i-!;JSO October8,1992 • December31, 1998. 
National Health, NHLBI - Postmonopausal Estrogen/Progestin 

September. 99 

(PEP!). UCSD#92-5242. August I, 1992- July 31, 1994. 

National 
Intervention 

.June 15, 

& 

for Relief 

Sex hormones, obesity and diabetes in older women. 
November I, 1993- October 31, 1994. 

of Health, NIDDK. NIDDM Primary Prevention Trial. 
I, 1994 to June 30, 2001. (Co-PI) 

Health. NHLBJ, Postmenopausal Estrogen-Prngestin 
Safety Followup Study; NOI·HV-48136, 

to December 14, !997. 
Postmenopausal Estrogen-Prngestin 

(PEPl) Safety Followup Analysis Study,NO!-HV
!,1994to July 3!,1997. 

Comparison ofRaloxifene HCL and Placebo 
Postmenopausal Women with Osteoporosis. 

I, !994to October 31,1999. 
A·Randomizcd, Double-Blind Placebo & Active 

Multicenter Study to Assess the Safety 
of 3 112 Day Combinations of 17B-Estradiol 

Acelato Transderma Delivery Systems 
Vasomotor Symptoms & Reduction 

Hype~plasiL UCSD#97-9!50. May 27, 1997 to 

M;~t:;A/S~;· 
1 
~Bo~n:~e~Min:ceral Content & Density in the Forearm, 

:d. Ultrasound Attenuation in the Calcaneus: 
Notml ~nge in US Caucasian Females & Males, 2().80 years of age. 

#9~·9010. Junel5,1997 to December 31,1997. 
Osteomtoete~r:~~;~nh AIS. Fomnn Mineral Density in the Normal Caucasian Female 

p, in the Calcaneus: Normal Range in US Caucasian Females & Males. 
of Age. UCSD 97-9099. December 15,1997 to January 31, 1997. 
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Merck & Co. A • Year. Double-Blind. Randomized, Placebo-Controlled Extension 
Study to amine the Long-Term Safety & Efficacy of Oral Alendronate 
In ?ostme opausi.l Women Who Previously Reccived Alendronate in 
Conjuncti with the FractllrO Intervention Trial (FLEX) UCSD #98-9051. 
January 3 1998 to October 30, 2003. 

National Institute of Health. Soy Health Effects (SHE). !ROI HL5TI90-01. April!, 1997 to 
March 31 2000. 

National Institute of Health/NJDDK. Diabetes Primary Prevention Program (DPP). SUO! 
DK48339 04, September 10.1994 to June 30,2001. · 

National Institute of Health, Comparison of Medical and Surgical Treatment for Abnormal 
Uterine B eeding Post-Menopausal Women (Ms?). September 30, !996 to September 
29,2001. 

Eli Lilly & Co. oxifene Hydrochloride or Placebo in Postmenopausal Women 
At Risk f r Major Cardiovascular Events. UCSD #98·9146. September 4, 
1998 - Se !ember 30, 2005. 

National Institu of Health. NIA. Gender Differences in Osteoporosis (OSTEO Ill) 
UCSD #9 285. December !, 1998 to November 30, 2002. 

National Institute of Health, Osteoporotic Fractures in Men (MR. OS). UCSD 
#98-6088. December 10, !998 to November 30, 2003. 

MEDICAL QUALIFIC TJONS: 

Licensure, Flori 1965 
Licensnre, Califo · 1970 (iiC-32076) 
Diplomate, Ame can Board oflntemal Medicine, !968 
Diplomate, Natio a! Board of Medieal Examiners 

PROFESSIONAL soojETY MEMBERSHIPS: 

Fellow, Ameri College of Physicians (Publications Committee. !988·90) 
Fellow, Council n Cardiovascular Epidemiology, America Heart 

Associati (Chair, !989) 
Fellow, Royal S iety of Health 
Fellow, Amerl College of Preventive Medicine 
Fellow, Ameri College of Nutrition 
Fellow, The Roy Society of Medicine 
Member, Venereal Discaae Association (Vice-Prea!dent, !977·1978) 
Member, Ameri an Federation for Cliniea! Research 
Member, · tion of Teachers of Preventive Medicine (Board of 

Directors 1987-90) . 
Member, lnfecti us Disease Society of America 
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Member, Intern ·anal Epidemiological Association 
Emeritus Mem er, American Society of Tropical Medicine and Hygiene 
Member. Socic for Epidemiologic Research (President, 1983) 
Member, Assoc ation for Practitioners in Infection Control 
Member, Califo ·a Academy of Preventive Medicine 
Member, Weste Association of Physicians 
Member, Ameri an Epidemiological Society (President. 1993-94) 
Member, Ameri an Diabetes Association 
Consultant. Vet rans Administration Hospital. Miami, 1969 
Consultant/Lee er in Internal Medicine (Infectious Diseases), U.S. 

Naval H spital, San Diego, 1970-85 
Consultant, Me Hospital, San Diego, 1970-85 
Consultant, Am ·can Medical Association Department of Drugs, 

Cbicago 1976 
Member, Hospi al Infection Control Committee, University Hospital, San 

Diego, 1 70-1972 (C!talrman 1975-1977) 
Member, Hospi al Infection Control Committee, Veterans Administration 

Hospital La Jolla, 1971-85 
Member, Res Committee, Zoological Society of San Diego, 

1978-86 
Member-at- e, Research Peer Rrnew Sui>-Committee, American 

Hcan sociation, California Afliliate, 1977 ·1981 
Member, Ad · Committee for Genetic Disorders. California 

September, 99 

De!l3!'tt*ntofHealth,1974-197S 
Study Section, Center for Disease Control, Atlanta, !97!-!972 

Member, Ex Advisory Committee, Food & Drug Administration, 
Rockvill , 1972-1977 

Member, Ad · Council on Immunization Practices, Center 
for · Control, Atlanta, 1973-1977 

Member, Prcve live Medicine and Public Health Test Committee, 
Natio Board ofMeclieal Examiners, Pbiladelphia,1974-1980 
(Cbair, 977-1980) 

Member, Epid · ology Worlcing Group, National Commission on 
Artbritis aod Musculoskeletal Diseases, Boston, 1975-1976 

Ad hoc Mem , National Institute of Allergies and Infectious 
D' Committee, HEW/NIH, 1977 

Member, Co ltant Task Force for the Study of Health in 
Egypt d Future U.S. Development Assistance 

Alternatives, N tionallnstitute of Medicine, 1978 
Member, Natio Institute of Allergies and Infectious Diseases 
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Committ . 1978-1982 
Member. Americ Tropical Medicine Delegation to China. American 

Society o Tropical Medicine and Hygiene, 1978 
Member, The ·can Geriatrics Society, 1987-prcscnt 
Member, Medi Research and Development Advisory Panel, Review 
Group Concern with Parasitic Diseases, Walter Reed Army 

Institute o Research, Department of the Army, 1979-1982 
Member, Special onsultants to Department of Defense Overseas 

Medical search Laboratories, US Department ofDefcnse,l980 
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ACCUSATIONS- SQUALENE 

1. What is squalene? 

Squalene is a naturally oc uning substance found in plants, animals, and humans. It is manufactured in 
every human body as part of the process of making cholesterol and hormones. Squalene is also found in 
a variety of foods. cosmet cs, health supplements, and over~the~counter medications. (Links to 
commercial s ualene sou ces 

Squalene has been used an adjuvant (a substance used to improve the body's response to a vaccine) in 
some investigational vacc nes manufactured in the U.S., including vaccines to protect against HIV 
disease. Squalene is appr ved by European health agencies for use in an influenza vaccine. Whatever the 
arguments for or against ualene as a vaccine adjuvant, the fact is that none of the vaccines that were 
administered to U.S. troo s during the Gulf War contained squalene as a vaccine adjuvant. This includes 
the anthrax vaccine, whic does not contain squalene and never has contained squalene. The FDA has 
licensed only aluminum Its (e.g., aluminum hydroxide. aluminum phosphate, aluminum potassium 
sulfate) as adjuvants. 

The Department ofDefen e (DoD) has never exposed any military member or civi1ian to any 
squalene-containing inv · gational product without the person's informed consent. abiding by FDA 
regulations. The DoD has conducted five human clinical trials using investigational vaccines containing 
squalene (investigational accines for the prevention of malaria and HIV infection) in FDA-approved 
vaccine studies. Two of e malaria vaccine studies involving a total of 17 human volunteers were 
conducted before or durin the Persian Gulf War. Although it is unlikely, some of these subjects may 
have been involved in the Gulf War. Nevertheless, these investigational vaccines were part of 
FDA-approved studies t followed FDA guidelines for the use of investigational vaccines. including 
the infonned consent oft e participants. · 

2. Did DoD have anthra vaccine tested for the presence of squalene? 

Yes, and the vaccine was ound to contain no squalene. To determine whether squalene was present in 
the anthrax vaccine, the OD recently contracted with an independent civi)ian laboratory. Stanford 
Research Institute (SRI) I temational of Menlo Park, California, to test for the presence of squal~ne in 
every lot of the anthrax v cine released to DOD. SRI International tested 14lots of anthrax vaccine and 
formally reported that no qualene was detected in any of the 14 lots. The test they used is sensitive 
enough to detect the sq ene naturally present in the oil in a human fingerprint. The DOD will test all 
other lots of anthrax vacc ne in the stockpile when the allegations arose. Graphic images of the test 
results are posted at tt · www ant .osd il/Si ilesllot doc men I ot d uments menu.h . 

3. Has DoD ever reques ed that MBPI change the formula for licensed anthrax vaccine or develop 
a new anthrax vaccine t include squalene? 

No. DoD never requested MBPI to change the formula for the licensed vaccine or to develop a new 
anthrax vaccine with any Juvant, including squalene. 

4. What are the faets be ind the atcusations about squalene? 

In their effort to explain e health problems of some Gulf War veterans, a few investigators have 
theorized, and the press amplified their theories, that a vaccine adjuvant may have caused an 
autoimmune disease in v terans. A recent Vanity Fair article "The Pentagon's Toxic Secret" (May 1999) 
alleges that the DoD ibly used "an illicit and secret anthrax vaccine" on its own soldiers. The 
writer's interpretation an presentation of the facts regarding the Department's use of anthrax vaccine 
are speculative, inflamm tory, and wrong. His allegations and the reported "clinical evidence" are not 
new. Since 1997, reports in the Washington Times and its magazine insight on the News have made 
similar allegations regar ing an experimental "anti-HIV vaccine." 
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The investigators cited in the Vanity Fair and Insight on the News articles (Pamela Asa. Ph.D., 
Memphis, TN and Robe Garry, Ph.D., Tulane University School of Medicine, New Orleans, LA) 
report that they have dev loped and patented a test for anti~squalene antibodies. Autoimmune 
Technologies, LLC, ofN w Orleans. has an exclusive license on the use of the test. With their test the 
investigators report that ey have detected anti·squalene antibodies in the blood of ill Gulf War 
veterans. Their method s published in the February 2000 issue of the journal "Experimental and 
Molecular Pathology." ether or not this test has any clinical meaning will be settled by medical 
experts over time. For no , it is sufficient to recognize the conclusions of the authors: .. It is important to 
note that our laboratory·b ed investigations do not establish that squalene was added as adjuvant to any 
vaccine used in military other personnel who served in the Persian Gulf War era tt 

5. What did the GAO s about squalene testing and what are DoD researchers doing? 

The U.S. General Acco ting Office (GAO) has released a report "Gulf War Illnesses: Questions about 
the Presence of Squalene tibodies in Veterans Can be Resolved" (GAOINSIAD-99-5). The 
Department of Defense d s~greed with the GAO's opinion that "the first step is to determine the extent 
to which they [antibodies to squalene] are present in a larger group ofsick Gulf War·era veterans." 

To investigate the squale e hypothesis, a scientifically proven test for squalene antibodies is needed to · 
ass~ss whether Gulf War eterans have antibodies to squalene. In response to a DoD solicitation for 
research on illnesses amo g Gulf War veterans, a DoD investigator and nationally recognized expert on 
antibodies to cholesterol d other lipids submitted a research proposal to detennine the feasibility of 
developing a test for anti odies to squalene. The funded research project to determine whether . 
antibodies to squalene st has five main objectives: I) Development and validation of an 
enzyme· linked immuno rbant assay (ELISA) for antibodies against squalene. 2) Evaluation and 
potential development of ther assays for antibodies to squalene. 3) Development of a positive control 
antibody to squalene. 4) roduction of the positive control antibody to squalene for use in the assays. 5) 
Testing of normal human serum for antibodies to squalene by ELISA and other methods. This study 
should provide adequate cientific evidence to resolve the issue of whether squalene antibodies exist and 
can be detected in human serum. Only if this kind of preliminary evidence indicates that it is possible to 
create and measure anti- ualene antibodies can one contemplate the next step. The next step would be 
to determine whether the resence of anti-squalene antiboclies differs between two groups. For example, 
one might want to comp e (I) deployed vs. nondeployed veterans, (2) veterans with vs. without 
symptoms attributed toG lf War illnesses, or (3) some other comparison. These steps will take a couple 
years to work through. 

The proper first step is to show that the test measures what the test claims to measure. Further, the 
medical significance and e origin of antibodies to squalene, even if their existence is corroborated, 
remain unknown. Witbou such infonnation, Gulf War veterans get only speculation about the meaning 
of the test result and its i plication for their health. Gulf War veterans deserve objective evidence and 
recommendations based n sound science. 

6. What does the U.S. S nate say about squalene? 

sses among Gulf WBI veterens, the Senate Special Investigations Unit (SIU) 
found no credible info tion indicating that vaccines used during the Gulf War contained squalene 
( 1998, page 123). In its r rt, the SIU stated that according to the Food and Drug Administration 
(FDA), squalene can be c ntained in a vaccine due to two different processes: 1) as an adjuvant, which 
is an agent to enhance th immune response; or 2) in minute quantities in vaccines manufactured using 
eggs. since eggs are rich· squalene rutd cholesterol. The FDA verified that none of the vaccines used 
during the Gulf War cont 'ned squalene as an adjuvant 

0912412000 4:08PM 



lage 674x900 pixels 

• 7 May !99'l 
William Y. Ells 
Chief, Department of Chemicallnlonnation 
Division of Ex · ental Therapeutics 
Wal"' Reed A= Iosti!U.ta of Research 
Washington. 0C 01-5100 

Dear Sir. 

nus letter reports our preliminarY !indUtgs 00 the de!ermirmtion of squalene ir) vials of an 

anthrax vac:citte aration.. 

Thr .. vials of ANifHllAXV ACONE ADSORBED, M=>factured By M!OI!CAN 
OEP ARTMENT F PtJ!lUC REAL 1M. Lansing. t.fic:higan, 48909. U.S. License No. 99, LOT 
FAVO<tJ, EX1'6 99, were received onZl April1999. 

We ha11e develop a sel'ISit±ve. rapid assay method for squalene using high perfomwu:e 
liquid ehromato hy. The assay specificity is based on chromatographic retention til:ne and 
on the uv absorp · n ~of the aoalyte. The method sensitiVity is -o.7 nl!llogm 
squalene/10 · L injection. based on squ;lene in 2-poopanol The method linearity is 0.7 
nanogm to '225 nogm/10 miaoL in;ectitm with r2 =.999. also based on squalene in 2~ 
propanol. The m thod i:s cumntly undergoing validation. 

We find no me 
would be iess 
dooe. 

urable amount of squalene in the vials. 1f any squalene were present. it 
70 nanogw per 0.5 miRU.. vua:tne preparation. which volume is the 1abd 

Wewillpr 
an~ submit our~ report as soon as the M'tldy is completed. 

(};c_,.......,_ 
Peter Lim. Ph. . 
Principal Inv 'gator 
Camlysis and . Chern. Qqpt. 
Pure and App ed Phy. Ch<im. Oiv. 

SRI lnt rnational 

2-t/Jd:.?r.:rrR 
Assistant Principal Investigator 
Catalysis al\d A,nnl. Chern. Dept. 
Pl.lreoutd Applied l'hy.Chem. Oiv. 
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Rockville, MD 2085 

re: DepiU'Iment of Defense (DOD) 
Repon To Congress: GulfWar Illness 
"DeyoJopment and Validation of an Assay 
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To Test for the Presence of Squalene Antibodies" 

Dear Commissioner enney: 

In its report provided to Congress this month. the DOD made the following statement in its 
Executive Summary: 'The FDA verified that none of the vaccines used during the Gulf War 
contained Squalene a an adjuvant." ' 

Unfortunately, the D D report did not provide a site reference for their statement. Please 
provide copies of the written documents in which your verification was provided to the DOD. 

Specifically, please p ovide answers to the following questions: 

I. What vacc nes were tested? 
2. What Jot n mbers of those vaccines were tested? 
3. Who did t e testing? 
4. Where w the testing done? 
5. What spec fically was being looked for during the testing? 
7, Were any ditional adjuvants identified during the testing? 

Please respond withi 14 days. Thank you for your attention to this matter. 

Sincerely, 

Jack Metcalf 
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DEPARTMI.."'lT Of 

The Honorabl 
House of Rep 
Washington, 

TH &. HUMAN SERVICES 

MAR 2 0 2COG 

Jack Metcalf 
esentatives 
.c. 20515-4702 

Dear Mr. Met alf: 

\..=. \,_., .c .i. v £. ..:_.; 
Food and Drug Administration 

• ..,.,,. MD '"f.M 2 3 20CO 

Thank you fo your letter dated January 31, 2000, addressed to 
Dr. Jane E. enney, requestinq information from the Food and Drug 
Administrati n (FDA) concerning squalene and vaccines used during 
the Gulf War. We apologize for the delay in responding. 

Your letter eferenced a Department of Defense (DOD) Report to 
Congress whi h you indicated had included the statement that ~The 
FDA verified that none of the vaccines used during the ·Gulf War· 
contained s alene as~~ adjuvant." Your letter re~~ested both 
that verific tion to DOD and responses to a number of questions. 
FDA was unfa.:: iliar with the DOD report you cited. On March 9, 
Ms. Jarilyn upont of my staff discussed this with Ms. Nor.ma 
Smith of you district office and she provided FDA with :he DOD 
Executive s ry referred to in your letter. In reviewing the 
DOD Executiv Summary, it appears that the statement DOD made' was 
in reference to a statement contained i~ a report from the Senate 
Special Investigation Unit (SIU) of the Senate Veterans' Affairs 
Committee wh ch conducted a comprehensive review of Gulf War 
illnesses. hat report indicated that the FDA verified that none 
of the vacci es used during the Gulf War contained squaler.e as an 
adjuvant. (R ort of the Special Investigation Unit on Gulf Wa:r 
Illnesses~ p qe 123, footnpte 33ll • 

In fact, FDA did verify to the Senate Special Investigations Unit 
on July 23, 997, in a telephone conversation with Committee 
staff ot the SIU, not with 000, that neither the licensed 
vaccines kno to be used in the Gulf War, nor the one 
investiqatio al product known to have been used, contained 
squalene as n adjuvant in the formulations on file with FDA. 
FDA also has provided this information, and the information 
provided bel w1 to the General Accounting Office (GAO) as part of 
an audit on qualene and Gulf War illness. 

Currently, t. e only 
aluminum com ounds. 

adjuvant in licensed vaccine formulations 
Squalene, an intermedia~e in the 

are 
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biosynthesis of cholesterol~ is not approved for use as an 
adjuvant in lie nsed vaccines. Vaccines are not routinely tes·ted 
for the presenc or absence of squalene by the manufacturer or by 
FDA's Center fo Biologics Evaluation and Research (CBER). 
Manufacturers p rform specific tests as outlined in their license 
application. T e tests for Anthrax Vaccine Adsorbed i~clude 
Sterility1 Gene.al Safety, Potency, Aluminum, Formaldehyde, and 
Se~zethonium Ch oride. Samples for the Anthrax lots and 
corresponding p_ otocols containing the test results are sUbmitted, 
to CBER. CBER as the option to perform additional testing on 
lots submitted or lot release. 

Very limited te tinq of Anthrax Vaccine, Adsorbed, conducted by 
CBER in 1999 de ermined that there were only trace amounts of 
squalene in the lots tested. After a.n article appeared in the 
May 1999 issue f Vanity Fair entitled "The Pentagon's Toxic 
Secret," CBEP. t sted in its laboratories the two lots ;nentioned 
in the article FAV020 and FAV030) fer squalene. Three other 
Ar.thr~x lots ( V038, FAV043, FAV047) and two other lots o·f other_ 
bacterial. vacci es {Wyeth Diphtheria and Connauqht ~etanusl 
containinq alum adjuvants were randomly selected for comparative 
purposes. Due o the inability to detect trace amounts of 
squalene parts e: million, CBE:R developed a. test to detect the 
substance in pa ts per .billion. The trace amounts of squalene 
were determined by qas chromatography with flame ionization 
detection. The squalene content of the lots was determined to be 
in the level of low pa:~s-per-billion and was comparable to 
levels determin d in three other lots of the anthrax vaccine and 
the other biola ical products that were tested. . In addi <:ion to 
squalene, lots ~V020 and FAV030 were also tested for aluminum~ 
formaldehyde an Oenzethonium chloride. 

We trust this i formation responds to your concerns. If we may 
be of any furth r.assistanc~, please contact us again. 

Sincerely, 

elinaK.~ 
Associate Commissioner 

of Legislation 



September 22, 2000 

Congressman Jaclc Me calf 
2930 Wetmore Avenu , Suite 9-E 
Everett, WA 98201 

P.B2/22 

BAYLOR 
COu.EGEOF 
MEDICINE 

D~gf~ 

One ~r Plaa. SCMM-M929 
Hcuston. nc· 77030-3498 
Tel:. 7\3-79W0$4 
"""" 713·798-3700 

As you know, ualcnc Ls not approved for usc as an Umnune adjuvant; however, there is 
evidence that very s all amoU!llS of the Anthrax Vaccine given to Gulf War participants 
contained this campo 

The tests done by SRI Intcrution.al wore perfonned using a fairly sensitive teolmique 
called High Pressure uid Chromatography(l!PLC). This technique is commonly used to lind 
trace chemicals of gs in a test specimen compared to a control speCimen. However. as I 
understand this case, much more m:sitivo test ueing J!!!! ehromatogrephy, wbieh ;,stead of 
cx2mining the test sp · en as a liquid, vaporizes it whi~ makes it a much more sensiti:ve 
toebniquc, fotmd low I vels of squalene in Anthrax vaccine samples. 

· The real issue is whether squalene in parts per billion was add~ to the vaccine 
preparations given to e milita:y, as well as whether this eoncon!ntion of squalene could alter 
the immune !'Csponse. 

More research eeds to be done to answer these questions. but it is posstble that very 
small amounts of a bi logically aeti~ product could induce m iinmwlc response, either to the 
molecule itself or it d 'boost immune responses to otfm a~:cnts in the mixture. In any case. 
the discrepOllcy betwoo the SRI test end thai done by q!ER noads to be invostigiUed. 

Sincerely, 

~:::. 
Asaociatc Professor of' 

DEVtfs 
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The Honorable 
Secretary ofDetiense 
Department of 
The Pentagon 
Washington, 2 

WASHINGTON, DC 20510-1005 

September 13, 1999 

If":' 
I II 

,. " I ll f~"'o; Ll l ,_. .., . 

COMMITTEES: 
AMall$EIMaS 

CQMM(.-.c( 

GOIIE-NT"'-.,_ 

,.......-~ 

I have en the o;mo@mity to forward to you an email I recently received from one of 
my constituents. (bX6) is concerned with possible exposure to chemical agents during his 
service in the War. I have keen interest in the questions that 6 bas raised. I 
woUJd appreciat specific answers to his three questions and look forward to hearing from you 
soon. 

MC:arv 
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n-s ..... s.w 
--Go\~ 10001,_..,, 

I II T.....,s,., 
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~~{k\cr~O 
Max Cleland ' 
United States Senator 
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:_>c ?Ul 
Sen. Cleland • 

From: 
Sent: 

. To: 
Subject: 

nobody@ftpS.senate.gov} 
22. 1999"11:49 PM 

-GA 

un•1A,.~~,,rl what I am writing abo\Jt since you are a vet also. 
going on at this time with the Kosovo peace fiasco, CRoton's Chinagate (hopefully an 
important domestic issues tlke keeping the Liberals from watering down the First and 

but this issue personally involves me [and thousands of my fellow veterans} and I don't hear 
in Congress doing anyming to find out what has happened and/or what can be done. 

(Desert Storm) and during Desert Shield, my unit, the 11th Signal Brigade received 
mJE!<:Vcms. We received routine injections and flu shots and Anthrax and an unknown injection. I 

I was part of the immunization team. The immunization team assisted the medics 
Force MASH. We had no medics in our unit because of a shortage and what there 
line attack units. So anyone with medical experience was sent to the MASH unit 

I was part of that team. I also was the only one in almost the entire brigade who was 
passenger vehicles (PAX) like the 56-passenger bus they acquired. I picked up the 
vaccine in this bus and shuttled them back and forth. I also assisted administering 

OISJ~Wle hypodermics so they were ready for the nurses to inject the soldier! 
in this manner, about 2400 soldiers and attached units. After preparing the injections 
fill out the soldiers' shot records (a small yellow folded •bookj they carried with 

transcribed (supposed to be) to their permanent medical records. 
the Antrhax shot because of it being so new. But many of us, espec!ally those 

~r!tmini~~tlr\n wondered why were told it was a classified substance on a particular 
was supposed to put in their shot record as to what they were receiving (and then the 
head nurse said write in 'Vaccine A". 

and one hundred days later it ended. Sometime before it was my tlme to leave with 
ncc,uQiuc:u ,,.,,lt connoa1nv I began getting chronic dlarreha. It would happen for no reason. Then I would 

come and go and Joint pain. I had found out I had a tight case of arthritis previously, 
that • although cafcium pills had seem to be helping that. Then I would get these 
etc. 

did some tests on me. They checked me for illness and also for parasites I 
account for the diarreha). Nothi~ . Not explainable. Now remember, this was 

~ •• r~ .......... was getting around as to the explanation. They even gave me a diabetes test 
Ch<)~sterpl was skyrocketing for no apparent reason. I was active and doing my physicaJ training and 

time, so it was not explainable. 
1994 and was going through my VA physical and the doctor gave me a Persian Gulf 

asked me if I was near the bUrning oil fields, which I was for only about three days. Then 
QUeSlJOirtS which I answered. I have not t5een called back since and I don't remem.ber them taking 

chronic ever since and I wiU get tired for no apparent reason. I h_ave had some serious 
pneumonia, but nothing else. 1 don't know whether this is from the Gulf, but the 

having to relieve myself IS frustrating. I have always had good health and it is 
about it 

tnV4!SP!~auons have revealed that squalene has been found in the blood samples of soldiers and 
rec1eiVEtd by injection. It Is an adjuvant for the Immune system to speed up the antibody 

approved for humans. I was worried about the same thing about the Anthrax shots 
:atir'l'lin,,ct,_,l'tl't to us but was told this was approved for humans. Everyone knew that was why it 

,...,.,.,v," because previously it was only found in cows. 

Page9 



So, on behalf of my If and the thousands of others. 1 would like to ask the following questions and wonder if 
anyone in CongrE!S$ going to push this matter to the front of the table. • 
1) 'Nhy do antibodies r the experimental immune system adjutant- squalene • and not approved tor human use 
beyond h~hly con experimental use - show up in the bloodstreams of gulf-war veterans who are sick with a 
variety of Illnesses ap tty not related to any known biological or chemical agent? 

• 2) 'Mlat inoculation administered was administered to the gulf-war veterans that may have contained 
squalene, was it the • injection? 
3) 'Why have thousa of gulf-war veterans told i~tors that they have been administered shots of secret 
contents which have t been identified 4 'Mlya have mditary doctors, nurses and medics told Investigators that 
they were ordered to minister Shots of ·secrer contents to soldiers and then ordered to destroy the records? (I 
was not ordered to rrf'J personal shot records, but It never showed up In rrf'J pennanent otficiaf records, to 
inc:fucfe the anthrax- e injection known as "Vaccine Aj 
-4) 'Mwtre are the shot rds and why didn't they show up In our personal medical records? ('Nhen I mustered 
out the VA couldn't t1 arry such vacane I described -to Include the Anthrax vaccine and date(s) given). 

This subject Is a · J concem. My son was conceived after returning from the Gutf War and he was born with 
a mild birth defect - hy . tia. It was surgically correded and I had always wondered if all of this "syndrome• 
and secre.t vaccines n't have something to do with it Fortunately it was correctable, but I will always wonder. 

Soldiers, sailors, rines and airmen know they are taking chances when fullfilling their military obligation, 
~lly when our d(lty cans to serve in a combat zone. But we were never meant to be guinea pigs for some 
weird science project it-Walter Reed hospital 

'Nhen is someon~ing to quit trying to hide this matter and get down to helping those of us who have any of 
these symptoms. t t myself lucky because they also Issued us ·anti-nerve agent" pills and were told not to 
take them unbl Orde . to cfo so. My unit was fortunate to have a level-headed commander who cared a great 
deal for those under h command. He never ordered us to take them and when the appropriate time came he 
ordered us to flush down the toilet 

Tragically. there we some commanders who went ahead and ordered this new drug to be taKen and the result 
was horrible. I knew officer from one of those units whose hair fell out and a rash developed and other terrible 
symptoms. Those of s with NBC (Nuclear-SioloQical-Chemlcal) training know that there is nothing know so far 
that will cure or preve t harm by nerve agents. The only thing the military has is something that will keep the 
soldier going tor a littl bit longer, and I believe they even discontinued that recenlly. 

Please find out wha is.e.=:o~in~o:;:..n ..;.;with.;;;;. ;.:...;;,;th ... is .... -----....... 
Thank you fer your ti 

Page 10 
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The HcnolL"a!:~ Jack Metcalf 
RAt:lrAsentati vas ·. _ .... . 

D. C. 20115-4702 

Dear Mr. 

Thank you 
Dr. Jane 
Adainiatra 
the Gulf 

your letter dated January 31, 2000, addressed to 
ftenney, requesting information frC'I'III the Food and Drug 

(~) ecmoe~zag e-aualene and vaacines used during 
We ~lov~z• for the delay 1D responding. 

Your letter referenced a Department of Defense (DOD) Report to 
Congress you indicated had included the stat...nt that 0 The 
1'i"DA verifi t l!lCbe of the vaccines usecl during the CUl~ Wa:r: 
contained aa au adjuvaat.• Yourlatter requested both 
that veri£ ation to DOD and responses to a num1:>ar of qM&tJ.ons. 
FDA was 1ar with the DOD report you cited. On March 9, 
Ms. Jarily.n DUpont of my staff diaouased this with Ms. Nor.ma 
saith of district office and 8h8 proVided FDA with the }JOD 
Executive referred to in your letter. In reviewing the 
DOD Execu .Sw.llla~y, it ap~1'CI that the statement DOD made waa 

r~fArAn~al tO a statement COntained in a report from the S~&te 
tigation l1111t (Sto) of the Senate Vet e rans 1 Af fai r s 

ch conducted a comprehensive review of Gulf War 
That report indicated that the FDA verified that none 

• ..,.~ ... ,~·•• used during the Gulf War contained squalene as an 
of t.he Special Inve•t.igat.:lon CllUt on Gulf War 

123, footnote 331) • 

In fact, did verify to the Senate Special Investigations Unit 
on July 2 19t?~ in a telephone conversation wit.h Comlllit.tee 
a1:ar~ of SIU, not with DOD, that neither the licensed 
vacainea to be used in the GUlL War, nor tha one 
investigat product known to have bean used, CODtain•d 
equaleD• ~· an acljuvut in the fotaulatic:ma on file with rDA. 
i'bA alao has ded this Infor.mation, and t:ha Information 
provided be , to the General ACecuntiQ; Office (GAO) all part of 
an audit on .aqu.altNS• and CiP11l:f War illnecsD. 

Currently, 
a1uminua ea*PtlUilda 

adjuvant in licenaed vaccine fo~lationa are 
Squalelle, an inter.mediate in the 
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bi.o•Jiltl!-••1 of chol••t•zo:t., is not a,Pproved for use ~ an 
a.djts'f'At ~n 1 aeaeed vaccines . • vaccJ.nes are not routJ.nely tested 

for the pre ence or eaence of lqllaleno by the manufacturer 01: by 
~·• Cente for tiolocries Evaluation Mel Research (CBD) • 
Muufacture perform .pecJ.fic torts as outlined in their licenae' 
•appiieatian The tests for Antbtax Vaccine Adsoi.b8d include 
Sterility, G neral safety, Potency, Aluminum, rom&lcs.hyde, and 

lenzethOZLiUJa Chloride. Sapl,a for the AlltJu:u lots and • : ... 
· corresponcU q protocols containing the teat ~eulta . •~• 11\1b111~tted. 
to CBD.. D\ has the option to perform eddit . .tonal testing on ' 
lots submi te.d fot lot release . ·· - · 

Very limite testing of Anthrax Vaccine, M•oz·.bec:l, conducted by 
e•sa in 199 dater.atfted t hat there were only trace amounts of 
aque.lene in the loti tested . Aftu an article appea~ed in the 
May 19i9 i.l • of Vanity rau entitled ,.'J.'he Pentagon Is lfoxio 
seeret,~ C t••t•d iD ltiSlLaboratories the two lot• mentioned 
in tha arti le (P.Avnzo and ~V030) for ·~aleue. ~·• other 
Anthrax lot (nV038, I'AVG43, ~V047) and two other lots of other 
bacte~1al v ccines (Wyeth D1Pbtheria 'and connaugbt Tetanus) 
containing alum acljuvantawere X"UJdoalY•elacrtecl For comparative 
purposes . e to the inability to detect trace amounts of 
squalene par s per million, CBER developed a test to detect t he 
substahcs i parts par billion . The trace mounts of squalene 
were de term· ned by 9u chromatography wlth flu.e ionization 
deteet!on . The aqualene content of the l ots ••• detewDed to be 
in the leve of low parts-per-billion and was comparable to 
levels dete ined Intbrae other lots of the anthrax vaccine and 
the other iologic81 products that were tested. In addition to 
equale~e,lo s PAV020 and ~V030 wero also tested fo~ aluminum, 
f ormal dehyd and ben~ethonium chloride, 

We trust th s infor:rb.atian responds to your concerns . If we IIQy 
be of any fur her aaai~tance. please contact us again. 

...._.... 

Sincerely , 

Mel inda K. Plbiaiar 
~aociat• cammi8aioft~ 

of Legislation 
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March 29, 2001 

The Honorable Donald H. Rwnsfeld 
Secretary of D fense 
The Pentagon 
Washington, C10301-!000 

I am ting regarding the Defense Department's Anthrax Vaccination 
Immunization rogram (A VIP) and my continuing seriousreservati.ons regarding DOD's 
implementatio and management of the program During the Last Congress, the 
Committee is a report entitled, The Department of Defense Anthrax Vaccine 
Immunization rogram: Unproven Force Protection, and held two hearings on this issue. 
On May 16.20 01 I joined 34 of my colleagues in 'Wl'i.ting a letter to former Secretary 
Cohen outlinin our concerns. We asked former Secretary Cohen to suspend the A VIP 
program until comprehensivero-examina.titln occurred in light of growing evidence 
questioning th safety and efficacy of the vaccine, as well as significant legal and 
production irre arities in the manufacturing process by BioPort Corpomtion, the sole
source supplie of the vaccine. DOD declined to suspend the program, or at a minimum, 
to make it vol tary until such time as the irregularities and inadequacies could be 
addressed. s· e that time, DOD bas had to restrict mandatory immunization of the Total 
Force to only ose personnel assigned to Southwest Asia for more than 30 days because 
of continuing roblems at the BioPort facility. 

I have ecently been infonned that the Centers for Disease Control and Prevention 
(CDC) will co duct1wo research studies on the Anthrax vaccine used by DOD. These 
studies could I ad to a better understanding of the vaccine's capabilities and changes in 
the way it is a · · tered. These are exactly the types of studies that should have been 
conducted prio to DOD's implementation of the program in the spring of 1998. It is my 
understanding t the current supply of vaccine will be exhausted this fall and the 
program will veto be suspended until BioPort is certified by the Food and Drug 
Administration (FDA). It is uncertain when, or if, the FDA will certify BioPort. 

U06509 /01 
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The Hooorable Donald H. Rumsfeld 
Secretary of D fense 
March 29, 200 

Since e implementation of theA VlP program, approximately 450 
servicernembe have declined to be immunized out of a finn and sincere beliefthat to do 
so would them. Most ofthese personnel arc acknowledged by their commanders to 
be superior pe ormers, and are individuals who want to continue to serve their country. 
However, in a ost all of the cases, the military has felt compelled to punish them for 
their well~fo ded fear of the Anthrax vaccine, many with prison terms, and then 
separate them ith unfavorable discharges. Two prominent recent examples ate: 

J, · John Buck. USAF- Captain Buck is a physician stationed at'the base 
hospi at Keesler APB, MS. He is to be tried by general court-martial in early 
May 2 01 for declining immunization with the current Anthrax vaccine. Based 
upon s medical backgrmmd, training and experience he hasserious reservations 
regar g its safety. A conviction could result in a dismissal from the Air Force, 
impri nment, and fmes. Additionally, a felony conviction could jeopardize his 
ability o practice medicine. 

2. P 3~'~~ s D v· P r USN-POPonderisassignedtoNaval 
Cons ction Battalion 74 (•SeaBee') and is stationed at Gulfport, MS. He was 
trird b special court-martial for declining to receive the Anthrax vaccination. He 
was se need to 60 days confinement and a reduction in rank. He testified 
before the Committee last fall. He was acknowledged to be a superior performer 
by his ommander. 

The D fense Departr:ncot currently holds the position that there is no evidence of 
significant ad erse health complications attributable to the Anthrax vaccine. At the same 
time, DOD is le to provide any compelling medical explanation to hundreds of 
scrvicememb who have complained of seriollS. ailments immediately after taking the 
shot 

end that DOD's A VIP program be suspended, at a minimum, pending 
the results of e CDC's studies of the current vaccine, and a comprehensive 
re-eum:ination by you of how the Services have implemented and administered the 
program to da . I would appreciate the opportunity to meet with you at the earliest 
possible date o discuss this issue. If you have any questions, please have your staff 
contact Tho s G. Bowman, Senior Counsel, at (202)225-5074. 

Chainnan 
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Tho Honorable illiaun Cohen 
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I app~Ceiato that e United States Air F~ was compassionllte enough to allow M~or Sonnic 
Bates to resign h commission after the retaliation be suffored for testifYing before tho 
Government rm Commilloe in October 1999. Although this decision waa slow in coming. 
lbe Air Force did the right thing. 

1 continue to be isturbed about tho mamner in which individuals in all services who refuse the 
anthrax vaccine re being diaciplined. Navy E who declined to take the vaccine 
earlier this year, been shipped to Okinawa to fi1ee court-martial charges instead of allowing 
him to remain in ..ouilriana. The practical offcct is that he is placed thousands of mile. fioom his 
family, and il is irtUally impoas1'ble for him to obtain civilian legal counsel. The aatimalcd up· 
front c::osl for ci lian legal couTU~el to assist in his defense in Okinawa is SSO,OOO. Of courso, 
such counsel is n out of his reach as an enliatcd man. 

~~-__-. an Air Force Academy graduate and pilot oftbe 45Th Airlift 
a Air Force Base. ref\lsod the vaccino, ~md accepted an Article 1 S, for whieh 

he was fined ov 1hrac thousand dollara. He his since faced aevcro retaliation. Ho requested to 
resign his comm sslon and leave 1hc Air PoJCC with an honorable discharge and was rejected. 
Immediately ron wing the rcfw;al of hit Commanden to process his rcqum, he rcocivcd 
notification that c was being discruqcd by mean.& that may include other than honorable. Thia 
af\cr a year of s ere retaliation, inclgding dcnyina him tho opportunity to continue serving as a 
mentor to youns hildren in an established aervice program at AndreWI. Just as you did the right 
thing by Sonnie al I ask the S IIJY..Of:.thct vy and the S~ir Force to do 
the righl thing and 6 PJoasc rctum~\o the U.S. 
There is no j · cation for forcina him to face a. court martial in Okinawa. Please allow both 
men to rcsisn receive honorable dischargOJ. 
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learned about tho lack of science, the admission that between S and 35 
percent of individ ats will have a i)'ltcmic reaction to the vaccine, which em iru:lude muscle 
wclusG, joinl ucbes heudache., malaise. rashes, ehills, low-grade fever, and rut~ as well as the 
experimental natu ofutili:dng the anthrax vaccine for prophylactic prol.ection against inhalatlon 
exposure ofbiol "cal warf'arc anthrax, membClS of the armed services are justified in their 
eoncems for the p ation of their own health. These concerns are jus\ifled given the large 
number of Gulf ar Veterans who have suffered from Gulf War Syndrome, for which we do not 
yet hav(!o oonclusi e evidence of caue and have not b~ able to coneluti.vely rule out the 
anthrax vaccine a culpriL 

The concerns or embers of the militruy have been confinncd both the Committc"s report which 
recommends susp ing the mandatory anthrax vaccine immunization program. and the interim 
report of the Insti te of Medicine (!OM). Tho!OM reported: 

"There ill paucity of published poc:r-revlewcd literature on 1hc safety or the 
anthrax v · .... The published studies have found transient local and systemic 
effects... the anthrax vaccine. There have! been no studies ofthe antlmlx 
vaccine in which the long-Lcrm. hc:alih outcomes have been S)'Slcmatieally 
evaluated ith active surveillance •.. The committee concludes 1hat in the peer
reviewed •ternture there is inadequaW insufficient evidence {0 dctenninc 
whether association docs or doc;s. not cxi&l. bel ween anthrax. vaccination and 
lona-tcrm adverso health outcomes." 

On Friday, Csn 's ChiefMilitmy Judge, Col. Guy llrais, threw oot a oourt-martial action and 
ruled iliat an C~m ·un Air Foree SergCIUlt who refused the (U.S. manufactured) anthrax vaccine 
during the Gulf ar because he felt it was unsufc was MQting within his rights. saying tblll 
"evidence indica lhe vaccine was .. unsafe and hat.atdoua." 

ThoMay9DOD 
entirely inadcq 
jurisdlctloo ofth 

l again reiterate 
suspended. Too 
military careers, 
the misinforma · 

nse to om letter requesting inrormation Oll the ireatment ofrefusnllll in 
. lt shows a clear decision by the Department to subvert the ovca;igbt 

Oovemmen1 R.elbnn Committee. 

you that the mandatoiY anthrax vaccine lmm'Wlization program should be 
y 1ivos have boon advcrsoly affected through the loss ofhealth, the loss of 

nd maybe saddest of all the loaa of lru5l in the military loadcnhip because of 
campaign& that have boon waged to enforce thii program. 

<'.c: HQn'"'-hle ichard DauJg, Secretary ohho NaY)' 
Hcmorablc • Whith.'Tl Pctcn. Sccrctuy of the Air Force 
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DUC11 

an Shays, Representatfve BJa9ojev!ch and Distinguished Committee 
m honored to appear before your Committee today to address your 

questions out the Department of Defense (DOD} Anthrax Vaeelne Immunization 
. Program (A P). I am Major General G. Robert Claypool, Deputy Assistant Se<:retary 

for Health rations Policy. I am accompanied today by Rear Admiral Michael L. 
Cowan, De uty Director for Medical Readiness, Joint Staff; Colonel Frederick E. 
Gerber, Di ctor, Health Care Operations, Office of the Arrey Surgeon General; and 
Colonel Re ata J. M. Engler, Chief Allergy Immunology Service, Walter Reed Army 
Medical er. At your request, our testimony w!H specifically address A VIP 
imptemen n, communication and medica! protocols for deferrals and adverse events. 

c 
onal Security Strategy places our SeJVIce Members In a posture of global 

to Shape the international environment; Respond to the full spectrum of 
pare Now for an uncertain future. The strategic deployabi1ity of our 

Amled For places our men and women at significant risk from the proliferation of 
biological w apons. Anthrax clearly tops the annual Intelligence threat lists from a host 
of hostile ntrles known to have stockpiles and the offensive ways and mean& to 
deploy anth against our force$. Regional, transnational, asymmetric threats and 
prolif&ratio of biological weapons grows each year. We face a clear ~nd present 
danger fro anthrax. 

Death is the predictable outcome of lnhalatlonal anthrax In unvaccinated persons. 
Once cllnl symptoms appear, death Is assured, despite the most heroic, state of the 
art, past-e osure medical Intervention and treatment given. 

The g news is- death from anthrax is vaccine preventable. Immunization with 
Anthrax Va AdSOJbed, l!censed ·as safe and effective by the Food & Drug 
Administrat n (FDA} in 1970, provides our men and women with their only chance of 
survival. pertenced reviewers at the FDA found Anthrax Vaccine Adsorbed (AVA) 
safe and e ective In preventing anthrax in human beings. Furthermore, DOD now has a 
stockpile anthrax vaccine enabling us to begin vaccinating our Armed· Forces. 

PRINCIPLES' 

an Shays, as you requested, my testimony will focus on the DOD's 
assess and assure the safe dellvel'f of anthrax vaccination. I wlll review our 
vaeelne safety surveillance programs and discuss our comprehensive 

on programs to explain the value of anthrax vaccination to Sari ice 
their families. Additionally, I will describe our consensus medical 

r diagnosis, evaluation and disposition of persons Who develop physioJogic 
r receiving a dose of anthrax vaccine. 

. -· 
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COORDINATED SURVEILLANCE FOR ANTHRAX VACCINE SAfEIX 

Defense conducts-an aggressive, multi-faceted surveillance 
vaccine safety. In fact, the safeguards of vaccine administered to 

I meets or exceed every standard for vac:eine administration to the 
Table A clearly outlines over 14 discrete safety lnttlatives OOD 

by Federal programs. Our program includes a 
be grouped Into three main scientific mathod 

: ~nlcal studies 0: vaccfne recipients themselves; database analysis of 
automated medical records; and spontaneous mports. I will 

for you, as well as describe the adverse events that have 
FDA or both. 

-
Comparison of Federal Vaccine Safety Programs 

I 
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Each P! _these selentif!c methods has advantages and disadvantages. As the 
Control & Prevention {CDC), the FDA and trained epidemiologists 
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over time disr?vered, these methods need to be used in tandem, to fu[ly understand 
whethe_r .~!:f'I an adverse event was caused by a vaccine or merely coincided In time 
with the vCICl ·nation. Coincidental events are sometimes referred to as temporal 
(pertaining t or limited In time) associations. 

DOD fi llows the convention of CDC, FDA, and the nation's ptlblic health and 
epidemiologi specialists In distinguishing adverse events and adverse reactions. 
Adverse eve ts are adverse outcomes, for which a cause-and-effect relationship with 
an expcsure 1~, a medication or vaccine) has not yet objectiwly been determined. An 
adverse ev; l'u becomes an adverse taaction once objective evidence is avalta!)le to 
establish a u~d-effect link between an exposure and an adverse outcome. Table 
B lists some of the criteria proposed many years ago by famed·epldemlologlst Sir Aus.tin 
Bradford Hill that help us make the d'etermlnation of causal association. 

Tab! B: causal Association Criteria 

1. How strong Is the assceiation between the exposure and the 
outcome? 

2. What is the quality of the evidence for an association? 
3. Is there a dose-response relationship? 
4. Is there consistency among several studies? 
5. Is there a specific cause for the effect observed? 
6. Old the cause exist before the effect occurred? 
7. Is the outcome plausible, given what we know about biology? 

Ada ~.!fom: Rothman KJ, Greenl~d 5. Modem Epidemiology, 20<1 ed, PhiTadelphla: 
upplrcou~Raven, 1998:24-28. 

Let me now review the three scientific method categories of evaluations. 

CUNJ9AL S!UO!ES 

COnics studies are active studies that have the advantage of compiling data that Is 
valid and ret able. They are expensive and time-consuming. Good cinical studies are 
often narro~ ly focused. Great care must be taken in designing clinical studies to avoid 
pitfalls that pldemiologlst experts call sa/ecllon bias and recall bias, among others. The 
challenge is to design a study that eliminates alternative explanations. As descriled 
below, num rous ellnical studies have been conducted on the safety of the anthrax 
vaccine. 

4 
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Some ofth& original safety data on anthrax vaccine was coll&oted through active 
monitoring f vaeclne recipients from the Brachman study of 1 ,330 mill workers in the 
northeas.te United states {Am J Pub! Health 1962;52:83245). Brach man showed that 
mfld Joca/11 ac:tfons, consisting of 1 to 2 em of redness, plus slight local tenderness. 
occurred In about 30% of recipients. Moderate local lnflammatkm (a defensive reaction 
to Irritation) (> 5 em In diameter), occurred In 4% of recipients. More ssV9/e local 
reactions o ~fred less frequent(y and consisted of extensive swelling of the foreann, In 
addition to cal inflammation. Systemic reactions (reactions beyond the limb into which 
the vaccinE was injected) occurred in fewer than two per thousand(< 0.2%) recipients. 
These rea ons included malaise, and even less frequently, fever and chil!s. 

'' '~•~Snmv 

Stud\ ~ on the safety of four lots of anthrax vacx;ine in the late 1960s, Involving 
approximat ly 16,000 doses administered to approximately 7,000 people, were 
submitted I support of vaccine licensure to the National Institute of Health (NIH) 
Division of lolog!cal Standardization (now the Center for Biologics Research & Review 
of the FDA by the Communicable Disease Center (now the Centers for Disease Control 
& Preventi n). With sctill& querying and examination of vaccine recipients, mild local 
reactions ( = 3 an) were reported after 3% to 20% of doses administered, Moderate 
reactions ( 3 em to< 12 em) were reported after 1% to 3% of doses. SsV919reacfions 
(>= 12 an) were reported after fewer than 1% of doses. Systemic 19Bctions, reported In 
four indMd als (fewer than 6 per 10,000 doses), consisted of fever, ch!Ils, nausea and 
general be jJv aches, which resolved spontaneously. 

FT. OY 

Startir~v~ far baek as the 1950s, 99 male laboratory workers at Fort Detrick, 
Maryland, rw~e foUowad for up to 25 years, after being vaccinated against multiple 
diseases, i eluding anthrax. Regrettably, these studies did not include control groups 
considered adequate by today's standards, While there were some minor elevations In 
liver and ki ney function tests and white blood cell counts in these men (which cannot 
reliably be istinguished from the simple effects of aging), none of these men developed 
any unu~~ I dlaeases or unexplained 8'/mptoms that could be attributed to the repeated 
doses of~ ltlpie vaccines {Annals of fntemsl Medicine 1965;63:44-57; 1974;81:594-
600; Bulle n of the Johns Hopkins Hospital 1958;1 03: 1 83-981. 

co., RAM SA~ STuDY 

ln. a~ E:~er clinical study begun in 1973, a study group of 1 ,.590 people working in 
the u.s._,., 1,,,y Medical Research Institute of Infectious Diseases (USAMRliD). received 
10,451~~~ t«:.s of anthrax vacelne, as part of USAMRIID's Special Immunization Program 
(SIP). s-F on visits to an occupational health clinic (the USAMRIID Special 
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lmmunlzatio~ Clinic), 4% of doses resulted in a fecal reir:tlon consisting of redness, 
induration ( area of hardened tissue), Itching, and son or pufiY sweUing (edema) at 
the llljectlon site. Systemic reactions of headache, fever, chill a. malaise (discomfort, 
uneasiness) muscle and joint aches occurred after 4 per 1,000 doses. All local and 
systemic_~; ctions resolved without any lost time from work. hospitalization or long-term 
effects. The fe employees continue to be examined and tested annually for medical 
conditio~s.~l ce their last visit, yet no diseases or unexplained symptoms have been 
obseNed-~~ t would not be expected In an unvaccinated group of comparable age and 
other dem"l raphlc characterlstlcs. 

~.B l~, ·•~·ov 

In yet nother DOD sponsored' clinical study, USAMRIID investigators actively 
assessed th safety of booster doses of anthrax vaccine in 1992-93, given to 486 U.S. 
Anny soid~ at Fort Bragg, North Carolina who had been previously vaccinated 
against ant rax during the Persian Gulf War 1990-91. Of these soldiers, 21% had local 
redness an or swelling In the arm where the boostervaccinatlon was administered. In 
5%, the red ess and/or swelling was >= 5 em. No reaction caused lost time from work 
or hosp~ ~~nand all reactions resolved without lasting consequences. One or more 
systemic re r-Uons occurred in 44% of recipients during the first 30 days after 
vaccination, most commonly muscle aches (30%), malaise (16%), headache (16%), 
rash (16%), r joint aehes (12%). We should note thal'th6$e troops were engaged in a 
field exerci at the time of this study. Therefore, the role of the anthrax vaccination 
cannot reas nably be separated from the rigorous physical exertion (alternative 
explanation commonly associated with Special Forces field deployments. 

$AF!;'TV STuDY 

A Can dian sponsored, actively monitored study of vaccine reactions in 576 
Canadian S ~i.ce Members who receiVed anthrax vaccine in 1998 mvealed that mild 
local reacUo s (<= 5 em} after 9.5% of doses., moderate local reactions (> 5 to 12 em) 
after 0.5%, ith no S8V818 local react/OilS occurring. Systemic reactions occurred after 
1.4% of dos~. Five people developed a fever with or without chills, twa reported 
transient (te~porary) indigestion. One vaccine recipient developed a transient nerve 
disorder. 0 ~·Individual reported havln_g a persistent lump (nodule) at the inJection site 
and multi~ L~odules at several distant sites, but it Is unknown whether those lumps 
existed unn puced before the vaccination. . 

Reouc~o ov 

In ano!her DOD sponsored pllot sb.ldy, USAMRJJD actively collected safety data 
during a pil t sb.ldy to evaluate a reduced schedule for administering the anthrax 
vaccine {th current protocol requires administration of six doses, given at 0, 2 and 4 
weeks and [.'_:~ and 18 month intervals with an annUal booster). The safety of the 
standard SCJ~~:NUle of the first three doses (0, 2, 4 weeks) Into the subcutaneous fat 
layer under~ skin (a subcutaneous Injection) was compared to two doses given 
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subcuian us and also compared to two injections Into the muscle in the upper arm (an 
intramuscul r deltoid ln}eetlon), In a study total!ng 173 ·people. Systemic adverse events 
were unco men and their incidence did not differ among the three groups. After the first 
dose, tne s de effects noted were headache (14%); malaise (9%); loss of appetite (3%}; 
nausea or omltlng (3%); muSCle ache (3%); Itching (3%) and low grade fever (3%). 
Redness d swelling at the Injection site occurred more commonly among those given 
subcutan us injections, compared to intramuscular injections. Male vaccine recipients 
developed njection-site reactions less frequeltt!y after subcutaneous injectlon (5% to 
32%) than emale vacclne recipients (39% to 66%), but the rates were comparably low 
for both ge ers when the vaccine was given by intramuscular injection (5% to 7%). 
Subcuta s nodules, which resolved spontaneously, were common among recipients 
of subcuta eo us lnjectlons, but were 'not observed among recipients of intramuscular 
Injections. ubcutaneous nodules were usually not noticed by the vaccinee and 
resolved ontaneous!y. This pilot study provides compelling evldenee that local 
adverse e nts are leS$ common when the intramuscular route is used to administer 
anthrax v · 

U R!ID presented these preliminary findlngs tG the FDA in December 1998, 
showing fe er doses by a less reactive route produce comparable levels of protective 
antibodies. The FDA requires an additional study of more than 900 anthrax vacclne 
recipients fore It will consider to definitively assert the change in route and schedule 
is compa bly safe and effective as the current route and schedule. This conflrmatocy 
trial is beln planned at this time, under the sponsorship of the Joint Program Office for 
Biological 

The lfferenee In Injection site reactions between men and women Is Interesting. 
The biolog I explanation for this phenomenon may involve chemicals that transmit 
signals een cells in the blood or hormonal variations. This is intriguing to biological 
scientists both eivlllan and m!Htary health t:are and needs to be assessed further. The 
pursuit of nswering this question under the support of the A VIP or another agency is 
the subfe of ongoing discussions. 

ext study collecting data on the safety of the anthrax vacclne that ! will 
a prospective, population-based survey conducted at the Trlp!er Army 

Medical nter (TAMC), Honolulu, Hawaii. Called the TAMC-600 study, the sulVey 
Included B 3 TAMC personnel who are phy$1clans, nurses, medics and other medical 
support p rsonne\ who augment U.S. medical forces In Korea In the event of military 
contingen es. Note that the people surveyed are a highly educated, medically 
experten population who would be more able than the norm to describe any adverse 
events th might occur (and Introduces a potential population bias}. The objectives of 
this study ere to compare the TAMC data to previous studies and to evaluate the 
TAMC d against spontaneous reports submitted through DOD and FDA channels. 
Overa.U, th incidence of local reactions, spscifloally subcutaneous nodules and muscle 
soreness, re higher than previous surveys or studies, approximately 70% and 65%, 
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respective . Systemic 1'88Ctions were not remarkably different from previous clinical 
experience About 55% of vaccine recipients reported no systemic symptoms; about 
20% repor1 ~symptoms that they personally judged could be ignored; 15% reported 
symptoms hat affected their activity for a short time but did not limit their ability to 
perfonn du ·as; 8% reported symptoms that affected their act!Yity for a short tlme that 
was re!iev by self~treatmentwlth nonprescription medication; and fewer than 2% 
reported th~ their symptoms were unrelieved by medication and that their ability to 
perform _ttu fir duties was Umhed for a short time. In this group of vaccine recipients, the 
relative fre uency of alde effects for each oftha flrst four doses was measured. The 
frequency ~£sports of muscle aches was roughly 15%, which represented the most 
frequently eported systemic complaint The results for all systemic complaints did not 
substantlatlv'val)' between dose #1 .. dose #2, dose #3, and dose #4. Muscle aches 
typically Ia ted between 7 hours and 3 days. In thi:i group, three spontaneous reports 
{the FDA rm VAERS-1) were submitted and only one person lost more than one day 
of work an none were hospitalized. 

Unf!E states Air Force researchers are finalizing a multicenter pilot study of the 
effects of nthrmc vacclno on visual acuity. The first phase of this study assessed 354 
alrcrew ~ mbers vaccinated against anthrax and 363 unvaccinated a!rcrew members. 
V!Sion cha l':s~ over the course of one year occurred In 12% of vaccinated 
crewmem ers compared to 16% of unvaccinated crewmembers. Additional data are 
being aCCl ed to Increase the precision of this analysis. 

C N "• IN""""' '< VACClNOS 

The fatetv data on anthrax vaccine compare very favorably with safety data for 
other vacc nes licensed In the United stateS. For hepatitis A vaccine, soreness at the 
injection s ·~ ~as reported by 56% of aduft vaccine recipients. Headache was reported 
by 14%. F r the typhoid polySaccharide vaCCine, local tenderness was reported by 98%, 
paln by ssPio, malaise by 24% and headache by 11%. The pneumococcal VB:COine has a 
71% rate f r \oca!Jzed soreness. The recently licensed Lyme disease vaccine produced 
localized ~~ In 93% of recipients and feverln 2.5%. The hepatl!ls 8 vaccine reports a 
local mac an rare of 17% and a sy.ttemic reaction Jate of 15% In adults. 

Ea~ o1 these nine clinical safety studies alone, as well as ali the studies in 
aggregate (totaling 12,599 people), confirm that the principle adverse reactions 
asso~~ with anthrax vaccine lnvolve the Injection site or minor, transient systemic 
events.!.~ malaise or headache. It Is Important to note all the events that did not occur 
during the survelHance described above. No deaths occurred following doses of anthrax 
vaccine, n r any cases of severe allergic hypersensitivity reactions (known as 
anaphylru s). The anthrax vaccine clearly ttas a more favorable slde.affect profile. 
compared to other vaccine.s commonly uaed by the civilian population. 
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D ONAl LONG -TE DY 

On J ly29, 1999, the AothraxVacefne Immunization Program will convene a team 
of civilian nd military medical experts to design a set of studies to assess the long-term 
safety of a thrax vaccine, in response to requests from Service Members, their families 
and recom endations of the Genena! Accounting Office. In designing these studies, we 
wiU draw fr the accumulated experience of some of the nation's best vaccine 
researche at CDC, FDA. and civilian universities. 

This • n summarizes the cNnlcai studies performed to date and those 
anticipated in the neartenn. RecaH that clinical studies are limited In thetr ability to 
detect rare events. Thus, I would li1se to discuss the neld category of scientific study 
method, d tabase analyses. 

DATABASE ANAJ..yse:s 

Da se studies are aetllfe inqulr1es that can be completed more quickly than 
clinical stu Jes, If data of Interest have already been compiled in electronic databases. 
Database ies are only as valid and reliable as the quality of the data ln the 
database. ey are relatively inexpensive, after the Investment In compiling the 
database I taken into account and they are the one of the best means of assessing 
rare adve events. 

The efense Medical SurveUiance System (DMSS) Is coordinated by the Army 
Medical S rvelllance Activity (AMSA), under the supervision of the U.S. Army Qmter for 
Health otion & Preventive Medicine {USACHPPM). The OMSS offers the capabUity 
to analyze hospitalizations, outpatient visits and other automated records. We intend to 
use the D SS to measure the impact of anthrax vaccine, If any, on health outcomes 
among va lnated Se~ Members, to see If It differs from unvaccinated Service 
Members. !ans are being developed now for more studies of this type, assessing both 
short-term and long-tenn questions of vaccine safety, as discussed in the previous 
sections. 

Havi g dlseussed1he various sct/ve studies already accomplished and those we 
are plannl g, I win now explain our softcltatlon and analysis of spontaneous reports of 
adver.se e nts, a passive form of surveillance. 

SPONTANEOUS REe9RTS 

Spo taneous reports are unedited reports of Individual patient-clinician 
experien . But clearly, spontaneous reports are rarely sufficlentto assert that the risk 
of an adv e event Is higher In a group of vaccine recipients than in a comparable 
group of u acclnated people. CDC and FDA agree that spontaneous reports are 
important or generating signals of Issues to address further, but $pontaneous reports 
cannot d rmlne cause-and-effect directly. Spontaneous reports. are uncontrolled, 
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Jacking co atison groups. Spontaneous reports are an important part of the national 
lnfonnatlo atherlng effort to assess vaccl~ safety In general. 

V NT 

The apartment of Defense takes advantage of a world class program for 
conecting pontaneous reports of adverse events coinCidentally associated with 
vaccinatio . ThiS program was developed coUaboratlvely by the FDA and CDC and is 
called V RS, tile "Vaccine Adverse Event Reporting System•. 

VAE S is known as a passive SU!Y8/IIancs system. Passive In tftis case means 
VAERS relS$ on the Initiative of health care professionals and patients to report 
adverse ents after Immunization. I should note that VAERS reports, by definition, will 
Include a mbinatlon of events caused by the vaccine and coincidences that are only 
temporally associated with immunization and have no ca1.1se-and-effect relationship with 
the vaccin . 

Mlllta health care professionals have been Instructed repeatedly in multiple 
media and over many years to report tJdverse events. Naturally, we are most Interested 
in serious events, but \Ware also interested In reactions at the injection site, 
what are o en called "local reactions: Let me atrJ again, DOD enwurages our health 
care p ionals to report aU adverse events that they consider important and 
clinically r levant. 

DOD JOINfl ON ON 

The uty to report adverse medication events has been codified for many years in 
the joint i mun!zation instruction (Army Regulation 40-562, Br,ueau of Medicine & 
Surgery In trudion 6230.15, Air Faroe Joint Instruction 48~110, Coast Guard · 
Command nt Instruction M6230.4E, datecl November 1, 1995). The joint regulation 
requires s bmisslon of a Fonn VAERS-1 for all adverse events resulting in more than 
24 hours f lost duty time or any period of hospitalization. These requirements represent 
a higher s dard than in comparable cMJian community health care settings. VAERS 
reporting i strictly voluntary for olvllian health oare providers. DOD VAERS reporting · 
channels re depleted in Figure 1, below. 

DO has have been consistent wHh CDC Instructions to civilian health care 
professio s forVAERS reports and MecfWatch (for reporting adverlJe events related to 
medicatlo other than vaccines). Full .and completa reporting ofVAERS, MedWatch, 
and their redecessor programs ltas been the DOD pol!ey for decades. 

Cop· of Form VAERS..1 are readily avaftable at the phannacy of every military 
medical tr atment facility, as well as from multiple clinics and departments within the 
facility {e. ., pediatrics, Internal medicine, Immunization clinics, emergency department, 
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Additioflally, DOD emphasizes/encourages Form VAERS-1 reporting in the 
following pU: llcatlonslpol!cleslinltlatlves: 

+ The Apr 99 updated DOD "Force Health Protection Against Anthrax leaders 
Briefing·.:~ uired to be given for all Service Members and DOD Emergency Essential 
Civilians by upervlsors/comrnanders prior to receMng the anthrax immunization. Slides 
12, 13, 14 cl arly state for example, for both the AC and RC, uany vaccine associated 
adverse eve t may be reported through VAERS by either the patient of provider .•. in 
writing o:"'~y cal~~~ 1.800.8~.7869 ... reportlng Instructions are available on the Internet 
at .fa. ov/ Iva .~ 

+ Th Apr 99 updated DOD "Anthrax Vaccine tmmunizatloo Program Health Car$ 
Providers B 'efing", slides 31, 32, 33 provide clear clinical guidelines forVAERS 
reporting ln ddition to the guidance provided In the Leaders Briefing above. 

• DO Pol!cy Memorandum "Policy for Reporting Adverse Reactions Associated 
with the An rax Vaccine Immunization Program (A VIP)" created 30 Jun 98, issued 21 
Apr 99 fo~ ~ rvice coordlnatlonlimplementation outlines clinical protocols and algorithms 
for submittl E'~AERS. This policy also requires submission of an ~Anthrax Vaccine 
Adverse Re rvuon Supplemental Form~ In addition to the VAERS. 

+ oop Policy Memorandum •Ensuring Reeervlsts Have Full Accass to 
Department of Defense (DOD) Medical Treatment Facilities (MTF) for Treatment of 
Adverse Ev nts from DOD Directed Immunizations" staffed May 99, clearly outlines 
patlent or p vlder submission of Form VAERS·1. The Memo w!!l be accompanied by a 
Patient lnio jmatlon 'walk-away' brochure outlining facts about the anthrax vaccine, local 
and system reactions and adverse event reporting options, phone numbers, 
instructions, Internet access, etc. 

+ DOb Clinical Practice Guidelines for the Management of Anthrax Vaccine 
Adsorbed~ ~8rse Events. were finalized during the 25-27 May 99 Annual DOD 
Conference for Blologlcal Warfare Defense Immunizations. Over 150 personnel 
attended th · A VIP Agency sponsored conference from the Services and lnrerctgency 
participants (CDC, OHHS, Johns Hopkins University, FDA, George Washington 
University, WE.s. JVAP, CHPPM, USAMRUO, GAO, etc. The Guidelines outline clinical 
protocols, p e~treatments, specialty referral processes, contraind!cations, categorization 
of local and systemic reactions and associated treatment algorithms. The Guidelines 
clearly o~~ e patient or proVIder reporting of Fonn VAERS..1 with an assoCiated phone 
and Intern~: access numbers. In addition to normal Service distribution of the 
Guidelines, jth8y can also be found on the www.anthrax.osd.com web site .. 

+ ~~ tn VAERS-1 reporting options, sources of information, downloaded copies of 
the form a1 a prominent feature of our newly revl$6d anthrax website 
""""'ll!l!l!l!l~l§l!.mil. with separate hot button acceas to adverse reporting. 

12 



+ Th A VIP Agency's 1.877.GETVACC hotline, scheduled for i Aug 99 
implemen ·on will prominently feature patient.or provider reporting of adverse events. 

+ A VIP Open House/Speakers Bureau effort routinely addresses adverse 
evant repo ing, sources of information, etc. 

+ Th A VIP Agency continues to encourage advertising VAERS reporting 
awareness n each of the Services automated Immunization Tracking Systems. The 
Army's Med cal Protection System (MEOPROS) began such advertisements on 7 Jun 
99. 

-+ Th AVIP Agency highlights VAERS reporting in their silent training aids 
product line in addition to other key themes such as dosing schedule, recording all 
\laccinallon , threat. safety, efficacy, etc. 

N ND F RS-1 

lndlvi ual Service Members or their family members are free to submltVA!:::RS 
repor!:E dl to FDA If they wish. However, this procedure has a number of 
disadvarrt:a es I would !ike to make you aware of. Ftrst. reports submitted by lay people 
may not be ufflclently detailed to allow grouping with similar reports causing potentially 
missed tren s. Second, reports that go to FDA first, shared laterwfth DOD, have 
information redaded. This redaction prevents DOD from categorlzlng demographic or 
geographic ctors that otherwise helps us assess trends. 

As yo are weU aware, several groups of reports of adverse events associated 
with anth vace!nation have been reported Dover Air Force Base, Delaware and the 
11ri" Fight r \'V!ng, Battle Creek, Michigan. In each case, local medical officers 
redoubled t elr efforts to assure optimal VAERS reporting at their facilities. Reports 
from these clllties and all other DOD medical treatment facilities are Included in the 
Fonn VAE S-1 Summary below. 

M 

Once VAERS reports are received at the central offices, an Independent 
iew panel we call the Anthrax Vaccine External Committee {AVEC) 

evaluates ch report received. The AVEC represents a special panel of experts 
commlssio ed by theAVlP AQency In earty 1998 to review and Identify any signaling 
event that ould Identify problems stemming from the anthrax vaccine. These experts 
come from he Health Resources & Services Administration (HRSA), a component of 
the De ent of Health & Human Services sponsored Vaccine Injury Compensation 
Program CP). To date, the AVEC has found no problems stemming from the anthrax · 
vaccine. AVEC uses expl!clt crlter!a for attributing cau~Htlity to adverse events 
coincidenta associated with anthrax vaccination, based on work begun by the 
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Canadian A visory Committee on Cauiality Assessment {htlp:/lwww.hc-
sc.gc.ca/mai cdclweb/hldfdilacca:_e.html). 

Fo y 

reports flow steadily and reliably through our analytic processes. To be 
consistent, a will report our findings as of July 1, 1999.Mof1hatdate, FDA received a 
total of215 AERS reports. Note that the number 215 are the number of Form VAERS-
1 submitted. It does not correspond to a number of people in whom an event occurred. 
Nor does it rto 215 events, because the same event may have been submitted 
through dup cate channels on separate pieces of paper by different reporters or 
advocacy g ps encouraging mass reporting. Re~nlzlng that the number 215 
property ref rs to Form VAERS-1 submitted, we will simply refer to them as 'Rep om;• or 
'VAERS Re 'for the remainder of this discussion. 

Of the 15 reports, 17 4 have been reviewed by the AVEC, up through their most 
recent meet on 29 Jun 99. Of these 174fuUy reviewed reports, 50 reported local 
reactions at injection site only; 95 reported various systemic reactions only; 29 
reported bot local and sYstemic reactions. 

flcally asked about the frequency of VAERS reports among Service 
e active (AC} and reserve {RC) components. Aa of 1 Jul 99, 153 VAERS 

ed AC members, 17 reports Involved RC members, and four Involved 
report this data with a high degree of confidence although there Is no block 

on Form V. RS 1 to specifically record AC or RC status. You recall thatVAERS 
reports sub tttad directly to FDA have personal information redacted. These direct FDA 
submission limit our ability to fully categorize the AC or RC component of the person 
reporting. us, 88% were from theAC and 10% were from the RC. The reporting rates 
were 153 re orts from the 285,164 AC personnel vaccinated against anthrax (54 reports 
per 100,0QO vacclr1e recipients). And 17 reports aros.e from the 26,662 RC personnel 
vaccinated ( reports per 100,000 vaccine recipients). The total reporting rate among 
RC personn I is only slightly higher than among active-duty personnel, a difference that 
could easily be explained by the slight Imprecision of our ability to attribute reports to AC 
or RC perso ne!. None of the 17 RC generated involved hospitalization. Six of those 17 
reports lnvo eel lost duty tlme. As expected, there is no Indication that reservists are 
burdened a greater risk of adverse events than their active-duty colleagues. 

Eight r orts discussed Service Members hospitalized with an IHness 
coinch:lental y related to anthrax vaccination. Five have recovered completely. Among 
the fiVe Ice Members who recovered, the reports described the events as one case 
each of Gu· ain-Barre' syndrome, multiple sclet0$ls, angioedema involving the left jaw, 
aseptic me ·ngitis, and severe Injection .site inflammation. Three of the eight Service 
Members h pitalizec:l wlth an illness coincidental to anthrax vaccination have ongoing 
conditions: ipolar psych/atria disorcifJr, diabetes mellitus and systemic lupus 
erythema us. You wiJI notice that the serious adverse events reported to date are aD 
isolated s. Only one of each condition was reported, with each condition being an 
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event that 
of multiple 
described 

lso occurs among unvaccinated people. There are no reports of outbreaks 
of same disease, other than alleryic-type (hypersensitivity) reactions, 

eiow, that are expected with all vaccines and many medications. 

The VEC judged that there was no evidence that the ongoing conditions or the 
angfoede a were caused by an1hrax vaccJnatlon. 1he AVEC found evidence submitted 
through v RS in the case of the alleged Guii/Bin-Berre' synWome was insufficient to 
reach a co elusion and they are awaiting ~t of additional !nfonnatlon. For the cases 
of multiple clerosis, aseptic miJflfngltis, the AVEC judged the events ware Incompatible 
with a ca I association and unrelated to anthrax vaccination. Notably, the AVEC 
judged the injection site inflammation event as the only case likely caused by the 
vaccine. 

Ther have been three reports of serious illness coincidentally associated with 
vaccinatio that required loss of duty t!me greater than 24 hours. These reports involved 
urticaria (g ralized itching) with hypersensitivity pneumonia, spondyloarthropathy (a 
vertebra j nt disease) and urticaria with dizziness. The AVEC members Judged the 
eases of u lnarla, an allergic~type reaction slmllar to that seen in other vaeclne studies, 
l!k.ely caus by the vaccine. The case of aggravation of pre=extstfng 
spondyloe ropathy was judged to be unclass!fiable, not worthy of further review. 

The 00 uses a broader definition of serious adverse events. as we cast a 
broader n t than the FDA definition of"serlous." Twelve VAERS reports were subm\Hed 
for Servl Members who lost dutt time greater than 24--hours, but were not 
hospital· d. These 12 reports outlined some of the following temporary symptoms: 
dizziness, nausea, fatigue, ,1\aiThea, double-vision, abtlominal pain, "ffu" -like symptoms, 
urticaria, c:k stiffness, abdominal a-amps, Inflammation at the injection site, migraine 
headache mood swings and hair loss. Some of these events have been seen In other 
anthrax v ceine studies and are fully expected. Some are caused by multiple factors. 
The AVE judged all these events "not serious". 

To pltulate, the AVEC reviewed 174 reports; eight reports reflecl:ed 
hospital ·on and 15 reflected other "seriousn events by either FDA or DOD definition. 
All the r ainlng 151 VAERS reports reviewed by the AVEC through29 Jun 99 were 
not serlo . That is to say, the remaining 151 reports were a mixture of expected skin 
reactions r transient flu~like symptoms due to the vaccine, or coincidental events the 
AVEC jud ad to be unrelated to vaccination. 

The ight reports of hospitalization came from elgtrt different geographic locations. 
Obviously there Is no geographic clustering of adverse events severe enough to 
warrant h sp!tallzatlon. Similarly, the 15 other "serious.~ events by either FDA Or DOD 
definition ere not clustered by geographic location. 
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NoV ERS reports were submitted regarding microbial contamination of vaccine 
lots. When he VAERS reports were compared to the Jot of vaccine administered, there 

lations between lot and number of reports received. 

EooCATJON & COMMUNICATION 

The 0 partment of Defense is committed to fuUy educating our Selvice Member 
population d their families on the purpose and value of anthrax vacdnatlon in an 
unprecec:l ted manner. We use each of1he following communications media to 
accomplish this goal: 

+ A phisticated anthrax spticffic website www.antbrax.QSd.ml! with multiple 
layers of l rrnation and methods for communicating with our Service Member 
population, their faml!ies, other DOD beneficiaries and concerned members of the 
American p bile. 

Setvlce specific anthrax website$ hyper-linked to all known mil!tary and 
ites discussing anthrax, biological weapons, health care, domestic 
, terrorism, VAERS reporting, preventive medicine, Infectious disease, etc. 

Tri-fotd information sheets Individually tailored for Service Members. 
Family M rs and Civilians. DOD issued Tri-folds to each Service Member since 
administari g the first doses of anthrax vaccine In March 199S. The Tri-fold explains the 
threat of bi logical weapons, the benefits of anthrax vaccination and the known risks 
from the v ·ne. The Tr!-fokl is currently under revision to become a Quad-fold to 
include RC specific information on accessing care. 

D Leaders Briefing required to be given to all Service Members prior to 
e anthrax Immunization. Distributed by each Service and prominently posted 

rax. .m· website. 

D Health Care Providers Briefing given to all DOD health care providers 
who then s rve as teachers, coaches, mentors for supervisors, commanders, Service 
Members nd their families. Distributed by each Service and prominently posted on the 
WNW.a hr x · website. 

+ 0 en House/Speakers Bureau briefings and open educational forums for aU 
Service mbers and their families. 

• A .877.GETVACC telephone hatline scheduled for 1 Aug 991mplementation, 

+ A ariety of anthrax vaccine 'silent training aids'. These highly visible training 
aids em ph size the key themes of the anthrax threat, safety and efficacy of the vaccine, 
adverse e nt reporting, etc. 
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+ Forces lnfonnation Service news media; local installation print, radio and 
television n ws service initiatives. 

+ A of the art Anthrax Education CD..R.OM which provides Service Members, 
families, su ervlsors, commanders and health care providers with tailored, multimedia 
lnfoiTTlatlon the anthrax threat; safety and efficacy of the vaccine; signs, symptoms 
and preven on of anthrax. Underdevelopment for over none months, the CD is 
scheduled r release In Sep 99, 

rax Vaccine Immunization Program VIdeotape explaining the threat, 
safety, effl r::t of the vactlne. The video features prominent civifian and Government 
scientists a d vaccine experts explaining and endorsing the vaccine. Under 
deve!opme for over six months, the Videotape is scheduled for release 19 Jul 99. 

+ DO is currently collaboraHng with CDC to array this information in the fonnat 
of Vaccine I rmatlon statements (VIS} thaf civilian health oare providers around the 
country glv America's children, adolescents, and adults during routine vaccinations. 
Our DOD Sis currently In draft with an expected Implementation date of 1 Sep 99. 

THE BEST INDMOUAUZED CARE 

-o Clinil Gi Fe entAnt ·ne 
ve e Ev ~is our DOD written and produced document providing 

diagnostic nd treatment protocols for adverse events coincidentally associated with 
anthrax va ·ne. These Guidelines help individual health care provider5 who see and 
treat Servl Members in their practice of medicine. The Gyjdelines enable consistent 
care and m ical work-ups to best serve the individual health needs of Service 
Members, wen as providing guidance about when to Issue mecUcally appropriate 
waivers or eferrals from further doses of anthrax vaccine. 

C!ini I Guidelines were issued in draft form In May 1999, based on a consensus 
panel of civ !ian and military physicians experienced both in immunology and the 
general pro · ion of health care. The 11na!ized Guidelines were e/ectron!cal!y transmitted 
to all milita medical trea1ment facilities in early July 1999, as well as being posted on 
the www n x . i A VIP website. Gujdel!oes represent DOD's concerted effort to 
standardize the evaluation and care of people who have adverse events after 
vaccination against anthrax. 

DE NG 

Wed fine a waiver as a long-term postponement from receiving additional doses 
Of anthrax ccine. A~ is a temporary delay, such as during the course of an 
acute illn , pregnancy or similar short-term condition. Although the Services 
co.lfabora:te n designing the administrative and medical crtterla for waivers and 
deferrals, h 5ervfce reports waivers or defenals according to the needs of the 
individual S ·cas. The U.S. Army can Identify locally and centrally all doses 
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admini~~ ~· as well as aU administrative and medical waivers and deferrals, In Its 
Medical P teotlon System {MEDPROS} database. The U.S. Navy and U.S. Marine 
Corps can identify local doses administered using the Shipboard NoMactical Automatic 
Program/ futamated Medical System {SNAP/SAMS), but does not collect information 
about wai ers or deferrals. The U.S. A!r Foree tracks local dOses administered, as well 
as waiver. and deferrals, using its Military Immunization Tracking System (MITS). All 
four serv! ~~nsmit data to the central Defense Enrollment Blglbluty Reporting 
System ( EERS) database. 

Mo c 

Man· oring and compliance using guklel!nes discussed In the preceding 
paragraph are an ongoing quality assurance/quality improvement responsibility of bo1h 
individual ~edical treatment facilities and the DOD military health system. Overarching 
guidance · established In a variety of ways, Including standards printed In the joint 
immunize on instructton, "Immunization and Chemoprophylaxis Regulation~ (Army 
Regu!atio 40-562, Bureau of Medicine & SurgeJY Instruction 6230.15, Air Force Joint 
lnatructio 48-110, Coast Guard Commandant Instruction M6230.4E), dated 1 
Novembe 1995. This regulation represents the current standard for Immunizations and 
chemopro hylactlc practices within the military health system. In addition to this joint 
regulation~h. Service format anthrax Immunization implementation plan addresses 
clinical as r''::_~,of vaccine administration. Furthennore, we have begun additional 
programs~ train health care providers before the next major expansion of the an1hrax 
::~r ~~n::r~:Crogram. tn May 1999, theA VIP Agency sponsored the "First 

ua Co ce for I • I · ·at Fort Detrick, 
Maryland, to train c!!nlcal experts in anthrax Immunization. These trainers w!!l further 
train and dvlse medical treatment facilities within their Service specified geographic 
areas or ~ions. 

TION 

The are several other quality assurancelqualfty Improvement measures 
common! adopted in medical treatment fac!l!tles to ensure the highest clinical 
standards are fulfilled. All clinical encounters {e.g. immunizatlorls administered, sick call 
\llslts, hos itatlzatlons, etc.} are documented In the patient's health record (HREC}. 
Each dos of anthrax vaccine is recorded il'l service-specific and DOD-wide tracking 
systems. fh~ service-specific tracking system reports when a service-member is due 
the next d se or has. been wa!ved or deferred. 

CL!N CAl. PANELS 

A~ tl e facility level, health care providers use panels called morb!dlty-&-mortaltty 
committe! s to discuss and Investigate negative outcomes such as death (none of which 
have bee reported to date from anthrax vaccination). Medical treatment facilities have 
phar~na:~ & therapeutics {P&n committees to review and encourage reporting of all 
medicatio ..related adverse events (including those involving vaccines). Treabnent 
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facilities su mit reports of their quality assurance/quality improvement programs to each 
Service me ical headquarters for corporate review and analysis. To monitor and assure 
compl!~~. all Services report any adverse events weekly to their higher medical 
headquarn fs. 

A DO inspector general {!G) study begun Nov 98 is still underway to measure 
comp!la~ with requirements to document anthrax vaccination. Data is still being 
collected .. d a finaiiG report Is scheduled for October 1999. 

n•PL · -u•n••c• 

Guid nee to Service Members, Emergency Essential Civilians and contractor 
person~~...: ~jwlng deployment eUgibillty involving anthrax vaccine is found In each 
Service dl1 il_lrax immunization implementation plan; In the DOD Country/Theater 
Clearan;! ~~Ide; and the •one Day PoUcy" issued 30 Mar 99 by the Secretary of 
Defe~ ~ r""~Ushlng a policy requiring anthrax immunization for duty In any of the 
current hig ·threat areas of one day duration or more. According to the Service 
implement ~~n plans for anthrax immunization, DOD force-protection policy states a 
Service M mber wiU be COO$idered deployable if he or she received the first dose of the 
six-dose s ties, regardless of whether or not the series is complete. In those rare 
instances hen an individual Is unable to start or continue the anthrax vaccination 
series dUe~ medical or administrative reasons, as with aH DOD vaccines required for 
worldwide eployment, the Service Member Is still deployable, but is the clear exception 
to the ~~~:The DOD goal Is to receive the first three immunizations {at 0, 2 and 4 
weeks) ut:• Pre entry Into high threat areas because of the high degree of protective 
antibodies onferred. This alleviates some of the comp!exltles of having to vaccinate 
personnel a high threat area whl!e trying to focus on contingency operations. Anyone 
unable to Pmply with vaccination prior to deployment begins or continues the 
vaccinatio series upon arrival. Clearly the DOD objective is to begin Total Force 
vaccinatlo s once the anthrax vaccine stockpile is assured in older to elininate these 
dep!oymeJ confounders. 

Our 1~tional and Military Security strategies are founded on a posture of global 
engagemern: and emergency response, often requiring no-notice or short-notice 
deployme of AC and RC units and individuals who deploy, fight and $upport as teams. 
DOD is co mitted to protecting Service Members and Emergency Essential Civilians 
and eontra~rs with a full anthrax vaccination series. Our program Is sufficiently flexible 
to allow fo individual waivei'S and deferrals when in the individual's best Interests, 
based on bjective scientific, cfinlcal expertise and operational requirements. 

RES5R\IE COMPONENT RETENTION 

As of July 1, 1999, our records reflect 311,826 Service Members received at least 
one dose f anthrax vaccine. These Include 286,164 members of the AC (91 %) and 
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26,662 me bars of the RC (9%). Most of the reservists vaccinated to date are In rapid 
response nits, primarily Air Force units. We consider it much too earty in the process of 
vaccinati people in the Reserve Compon"ent to assess the effect, If any, of the 
Anthrax V celne Immunization Program on Reserve Component retention. 

lso ·ng the effect of anthrax vaccination on RC retention In a turbulent 
environme t, when so many variables are.s!t'"ultaneously changing, Is very difficult to 
cichieve. you know, Mister Chatrman, reserve units are experiencing unprecedented 
high !eve of operations tempo {OPTEMPO), personnel tempo (PERSTEMPO), 
consollda n of units, chang~ in missions and equipment (e.g. sea, ground, air major 
combat pi tfonns}, downsizing, deactivations, realignments and other factors. The 
Assistant cretary of Defense for "Reserve Affairs is currently conducting a series of 
exit surve of individuals leaving reserve service to Identify trends about which you 
inquired. 

CONCLUSION 

DOD conducted serious .studies to assess the safety and efftcaoy of the anthrax 
vaccine. e have found no serious, long-tasting advers& reactions due to anthrax 
vaccine. Independent panel of civilian academic experts, from some of America's 
best clini I institutions confirms our findings. I assure you, the Department of Defense 
is and will ntJnue to be vigilant in our surveltlance for any rare, unexpected reactions 
to anthrax vaccine. We are committed to fully investigating aU allegations against the 
safety of a thrax vaccine and continuing full and complete cf!Sclosure of all risks, based 
on objecti evidence. 

ow anthrax kills and vaccination protects. We know death from anthrax is 
ventable and that DOD has a safe and effectlve vaccine to protect !ts 

SeNice M bers. Vaccinating men and women we place in hanns WfliJ to prevent 
death or rious Injury is our moral and ethical duty- a leadership responsibility we 
pertonn w full and unfettered confidence. 

Tha k you for !lstening. I am now prepared to answer your questions. 
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Author: l(b)(6) I at Internet 
Date: 7/ 20/2000 9:~4 PM 

TO: senator at Nickles -DC 
Subject: Gulf War Il l 1 esses and Co A 402d TSB, 95th DIV, Lawton, OK 
--------------------- ---- - ------- --- Message Contents 

,...,..,....,....,.,....-------. 
Dear Senator Nickles; You may remember me, I am llb)(6) l former IRS 
Revenue Officer in thel~(b)(6) !office. I helped resolve several congressional& 
filed by SW OK. taxpay~rs who felt they had been mistreated by certain employees 
of the Lawton office's Collection Division. YOU may also recall helping me 
secure a medical (war} man's Comp) retirement from the IRS/Dept. of Labor, 
This is to make you a, are that several r::-=e.I.,s of Co A have and or displ ay ing 

symptons of the GWI. pur Commander, MAJl{bj{6) I USAR, died of cancer last 
year. Several have di~played chronic fatigue syndrome,lower back pains (severe), 
joint problems and var ous types of sexual dysfunctions. 
Only A Company 
recived the full vacc'nations/inoculations as we were llBravos, Infantrymen. 

To the best of my know edge no one in the other MOS's has had any of these 
problems. The reason ~e received the full compliment of shots,vaccines, etc is 
that it is common know edge t hat the reservist infantrymen were going to fulfill 
any levy Ft. Sill rece ved for infantrymen. "Vaccine A" was an unapproved 
vaccine Desert Storm s ldiers have received. This vaccine was suspended in an 
animal protein to be a~ministered. The effects of this appears to be mycoplasma 
and an auto-immune dis rder . The auto-immune disor der has been theorized to 
cause AIDS among veter ns . Have you seen the p ictures of soldiers who are 
dying, have turned pu~ple and have tubes in every orafice? I have and it is a 
terrible thing to see. I have read on various sites that Lawton/Ft Sill has a 
very high rate of GWI. My own health has deteriorated since my retirement. 
Doctors say that I hav the heart and eyes of a 70 year old, col 

on of a 65 year old 
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Director, Gong essional Liaison Services 
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Washington, C 20510 
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SP&CIAL ASSISTANT 
,.OR 

GVLF WAR lu.NESSIES 

Honorable Don 
United States S 

OFFICE OF THE SECRETARY OF DEFENSE 
1000 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1 000 

SEP 2 72000 

I have re eived your recent inquiry on behalf of your constituent, In 
his letter he exp ssed the belief his health and that of those who served in his Gulf War unit has 
been adversely a ected by vaccines they received. In the past three years, my office has 
extensive! inves ·gated this issue. I hope the following information is useful to you and (b)( 

(b)(6) 

In partie ar, b 6 referred to "Vaccine A" administered to him before Operation 
Desert Storm. H believes it was not an FDA-approved vaccine. Two vaccines, anthrax and 
botulinum toxoi were administered to those at greatest risk for exposure to biological warfare 
agent attack. Bee use the vaccine supply was very limited, approximately 150,000 
servicemembers eceived the anthrax vaccine and 8,000 botulinum toxoid. Operational leaders 
were particularly concerned that Saddam Hussein not know which units were vaccinated, 
therefore, the itW rmation was protected. In some cases, units protected the information by using 
codes, such as " ace A" and "Vaccine A, " as shorthand for the anthrax vaccine. Many veterans 
have talked to us bout receiving "Vaccine A." 

Given the safety and security risks, it was common to withhold vaccination-associated 
information from servicemembers in theater. Many didn't know what vaccine they received or 
why. Even after e war, when the information should have been fully entered into individual 
shot records, this wasn't routinely done. Consequently, many Gulf War veterans incorrectly 
believe they recei ed unapproved vaccines, 

vaccine is a cell-free filtrate, produced by a strain of anthrax that does not 
cause disease. vaccine contains no whole bacteria, dead or alive. The vaccine was 
developed in the nited States during the 1950s and 1960s for humans and was licensed by the 
FDA in 1970. s· ce then, it has been safely and routinely administered to at-risk wool mill 
workers, veterin · , laboratory workers, livestock handlers and military personnel in the 
United States. Th anthrax vaccine is not suspended in an animal protein for administration and 
has not been scie tifically connected to mycoplasma, autoimmune disorder or AIDS. Additional 
information abou the anthrax vaccine is available on-line at http://www.anthrax.osdmil. 

also is concerned about cancer. The information we have available on cancer 
......... '->....0~--r-' 

veterans comes from evaluating data collected from the Department of 

F£C£AAJ... R&CYCUNG PIIOGRAM 0 PRINTED ON RECYCI.!:O PAPER 



Defense Compre ensive Clinical Evaluation Program (CCEP). Cancer is rare among CCEP 
enrollees and pe ons in the Department of Veterans Affairs' (VA) Registry. Physicians have 
diagnosed cance in 52 individuals (.3 percent). According to American Cancer Society 
published data, is rate is far lower than the general population rate of cancer occurrence (1.65 
percent for men d 1.95 percent for women) in the 20- to 40-year age group. The majority of 
Gulf War vete are in this age group. In the general population, as age increases, the risk of 
cancer rises co spondingly. Gulf War veterans are no different in this respect. Lymphomas are 
the most frequen cancer diagnosed in CCEP participants; lymphomas also are the most common 
types of cancer ong the 20- to 40-year age group in the general U.S. population. The second 
most frequent c cer diagnosis for CCEP participants is skin cancer - again, one of the most 
common malign cies in the age-matched U.S. general population. Cancer also is rare among 
individuals in th VA's Registry. The Gulf War veteran population does not appear to have 

cancers. 

incidence of any specific type of cancer. Deaths due to illness and disease 
War veterans than the general population, including a lower incidence of 

""""""'....;....;.-~ also expressed his belief that the Fort Sill/Lawton, Oklahoma area has a 
higher-than-usual rate of undiagnosed illnesses. In reviewing CCEP admissions records, we 
found the numbe of Gulf War veterans reporting symptoms in the Lawton/Fort Sill, Oklahoma 

ther military communities. 

Finally, mentioned his unit, A Company, was experiencing symptoms other 
units' members d not report. Much of what we have learned about the events of the Gulf War 
comes from thee ewitness accounts of veterans likJ(b)(6) ! To date, we have spoken by 
telephone with m re than 13,000 veterans. We would like to incorporat""&..UII.LU:~---' 
observations into our database. My staff members are available Monday through Friday from 7 
a.m. to 11 p.m. If e is willing to assist our investigation, please ask him to contact us at his 

the toll-free number, (800) 497-6261. 

Thank yo for the opportunity to address your constituent's concerns. I hope this 
information is bel ful to you. 

Bernard Rostker 
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St tement of Rep. Christopher Shays 

February 17, 2000 

Today we release an versight report entitled, "The Department of Defense Anthrax Vaccine 
Immunization Progra : Unproven Force Protection." Based on testimony from more than 50 
witnesses at six sub mmittee hearings and many thousands of pages of DOD and FDA 
documents, we cone! de the program is not sustainable In its present form. It is an 
unrealistically broad u dertaking built on a dangerously narrow scientific, medical and 
industrial base. 

Plagued by unstable upplies, uncertain safety and unproven efficacy against the anthrax 
threat, the mandatory, force-wide immunization program should be suspended until DOD gets 
approval to use an im roved vaccine. Meanwhile, except in very limited circumstances, the 
current vaccine would be used only when service members give their informed consent. 

The recommendation o suspend the program should come as no surprise. Due to the inability 
of the vaccine manu turer to pass Food and Drug Administration (FDA) inspection. DOD has 
already been forced defer the next two phases of the program. In this repcrt, we are simply 
asking DOD to end th mandatory inoculations whiJe focusing on the research and testing that 
should have been do e before the program began. 

Designed in the 195 and 60s, the vaccine was licensed in 1970 for protection against 
cutaneous (under the kin) anthrax infection. Before the Gulf War, it had not been widely used. 
After the war, DOD sc entisls acknowledged the vaccine caused adverse reactions and 
contained inconsisten amounts of the desired antigenic protein. 

They also knew tt wa unsuitable for broad military use due to the elaborate, arbitrarily 
established inoculatio schedule of six shots over 18 months, plus annual boosters. DOD 
began, but did not ag ressively pursue, research and testing on a purer, safer vaccine and an 
optimal shot course. 

We would not ask our armad forces to fight a battle using rifles and tanks designad in the 
1950s. We should not ask them to risk their lives by relying on 1950s vintage medical 
technology, when mo ern science has the capacity to produce a safer, more effective vaccine. 

When Defense Seers ry William Cohen announced the Anthrax Vaccine Immunization 
Program (A VIP), he s t four explicit condttions on implementation of what he apparently knew 
then would be a com lex and controverBial program. They were tlle right conditions. Had they 
been more than cos tically addressad, there might be no need for a report like this. 

FirBt, to address con rns about vaccine safety raised by deficiencies at the manufacturing 
plant uncovered by F od and Drug Administration (FDA) inspections, Secretary Cohen 

2118100 3:06 PM 
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ordered supplemental esting of stockpiled vaccine lots. But when more than half the lots failed 
the supplemental revi , DOD exempted Blots from the tests even though they had been 
produced under the s me deficient condnions as all the others. 

Second, to address co cems about lax medical record keeping, such as occurred in the 
Persian Gulf War, Sec etary Cohen required an accurate inoculation tracking system to assure 
compliance with the v ccine's lengthy dosing schedule. But we found the unified tracking 
system unreliable. Ev n the Secretary of Defense got his fourth shot three weeks early. Many 
others missed schedul d shots, sometimes by weeks or months, particularly members of 
ReseJVe and National uard untts. 

Third, the Secretary r uired each military service branch to finalize A VIP operations and 
communication plans. But witnesses testified AVfP operational protocols, particularly with 
regard to vaccine wai rs and adverse event reporting, were not being followed. A DOD 
witnesses acknow!edg d communication to reserve component members had not been 
effective. 

Finally, Secretary Coh n assured service members the program would be subjected to an 
independent medical nd scientific review. But we discovered only a cursory review of DOD 
materials by a friend o the Department who, while well meaning, acknowledged he had no 
expertise in anthrax. 

Because the anthrax accine is still being studied as a possible causative or contributing factor 
in Gulf War veterans' i lnesses, its use in a vastiy expanded and demographically diverse 
population should be onitored carefully. Women report adverse events after receiving the 
vaccine at twice the ra e among men. But we found DOD's reliance on a passive reporting 
system very likely, if n predisposed, to understate the true health effects of the vaccine. 

To address that probl m we recommend DOD enroll all vaccine recipients in a comprehensive 
clinical evaluation and treatment program for long term study. Because DOD has concluded 
the vaccine is essenti I •body armor'' that cannot be removed, we concluded it ought to come 
with a health insuran policy just as permanently attached. 

The strength of this re ort flows from the personal courage and sacrifice of the men and 
women of the military ho testified before our Subcommittee. 

Some had taken the v ccine and become ill. Captain Michelle Piel, a C-5 Galaxy pilot from 
Dover Air Force Base ost her flying status when she developed chronic fatigue, dizziness joint 
pain and other debHita ing symptoms after taking the vaccine. She doesn't care what made her 
sick. She just wants t get better and start flying again. But the resistance she encountered to 
the mere suggestion h r i!lness was related to the vaccine frustrated her, hurt her, and 
discouraged others fr m reporting post-inoculation symptoms. 

Capt. Jon Richter, an ther C-5 pilot at Dover AFB, suffered chronic joint pain after receiving 
two anthrax inoculatio . Because doctors could not definitively attribute his condition to the 
vaccine, no waiver wa offered and he was ordered to take another shot. For the sake of his 
health, it was an orde felt he could not follow. 

Others had refused th vaccine and given up a career of service they loved. Major Thomas 
Rempfer, an Air Foroe Academy graduate and active duty veteran, was an A-10 pilot with the 
Connecticut Air Nalio al Guard. When his questions about the vaccine program could not be 
answered, and his ch in of command stopped trying, he lett betrayed. He and several of his 
colleagues left the Gu rd or transferred to non-mobility positions not requiring the vaccine yet. 
To this day, DOD lead rship refuses to acknowledge any impact of the A VIP on National 
Guard retention or mo ale. 

Still others shared the r struggle to decide which path to take. Major Cheryl Hansen, an Air 
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Force Reserve nurse, ound DOD communications about the risks and benefits of the vaccine 
one sided. She wante to finish her career in the Air Force reserves. But she expressed a 
legitimate fear of bein ignored or abandoned in the event she suffered a serious, albeit rare, 
reaction to the vaccin . 

These people were no troublemakers or conspiracy theorists. They were not malingerers 
looking to duck tough uty. They are among the most level-headed, dedicated and patriotic 
Americans it has ever een my privilege to meet. They deserve a better vaccine, and a better 
vaccination program. 

2/18100 3:06PM 
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DOD ~~~;;~~;T~O~~TH~E,~STAFF REPORT OF THE HOUSE GOVERNMENT 
REFORM'S ON NATIONAL SECURITY, VETERANS AFFAIRS, 

AND INTERNATIONAL RELATIONS ENTITLED, 
"THE DEJ~A)tT~~EIUOF DEFENSE ANTHRAX VACCINE IMMUNIZATION 

PROGRAM: UNPROVEN FORCE PROTECTION." 

no 
still being connection between the renowned gruups 
potential causative anthrax vaccine and the Gulf have found no evidence of a 
contributing factor Gulf War illness. A connection link between the anthrax 
War veterans• · (Pg. between the two is unlikely. vaccine and Gulf War 
l,par.l) veterans' illnesses. 

The Institute of Medicine 
(1995) concluded that there is 
no evidence that vaccines 
caused the non-specific 
complaints associated with 
service during Operation 
Desert Stonn. 

The Presidential Advisory 
Committee on Gulf War 
Veterans• lllnesses (1996) 
concluded that it is unlikely 
that the health effects reported 
by Gulf War veterans resulted 
from anthrax vaccine used 
alone or in combination with 
botulinum toxoid vaccine. 

NIH and Defense Science 
Board also concluded that the 
anthrax vaccine did not 

the reported chronic 
associated with GWI. 

Against the 
"asymmetric•• to U.S. that this is a valid and serious of the Joint Chiefs of Staff, 
conventional threat. Several fonner and anthrax is a major threat to 
superiority posed a potential adversary nations our troops. Anthrax is the 
growing range possess weaponized anthrax in primary biological warfare 
and biological the several forms ~ enough to threat faced by U.S. forces. 
anthrax vaccine world1s population More than 7 countries, 
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Line. a fixed fortifi ation and Russia have or are 
protecting against ttack from suspected of developing this 
only one direction. Pg. !, par. biological warfare capability. 
3) 

Anthrax is the biological 
weapon most likely to be 
utilized because it is highly 
lethal, easy to produce in large 
quantities, and remains viable 
over long periods of time. [tis 
colorless, tasteless. odorless 
and very difficult to detect. 
One deep breath is enough to 
kill an unprotected person. 

Our vaccine protects against 
all known strains and all three 
forms of the disease. To not 
use it because it only protects 
against anthrax - the CIA and 
DIA i~entifi.ed Bio~Weapon 
of choice -would be ill 
advised. Protective gear is 
used in conjunction with 
vaccination. Research is 
ongoing to improve and 
develop detection equioment. 

The A VIP lacks a pnsistent DoD has very sound Clinical Clinical Practice Guidelines 
standard of care.(P .l,par2) Practice Guidelines and for administering the vaccine 

standards of care as well as a and for managing adverse 
sophisticated tracking system. events after vaccination, are in 
It also has a responsive and place and very 
effective adverse reaction comprehensive. 
reporting and follow-up 
system. This includes an Our system is designed to tell 
independent civilian review what person received what 
committee. shot on what day and from 

what lot 

Unlike other vaccines that 
afford protection after a single 
dose, anthrax vaccination 
requires 6 doses over 18 
months. So, we must begin 
administering the vaccination 
to the entire force early, in 
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·order to protect the active and 
reserve forces for future 
conflicts. 

The A VIP ... is desi loed to All of our servicemen and In at least two major theatres, 
reach far beyond th seat risk. women are potentially at risk. thousands of troops go to 
(pg. !, par2) work every day under the 

threat ofweaponized anthrax. 
Many others fly or sail in and 
oUt of these areas. Many 
more are listed as first 
responders and as reinforcing 
units. AU of our force is 
subject to terrorist attack by 
antlu'ax. At least two groups 
have it. One has tried to use 
it It is strategically unwise to 
wait for an attack before 
implementinR. the oro2I'aiO. 

Heavy handed, one- ided DoD's infonnatkmal materials "With respect to risk 
infonnational mate alsonly are straightforward and fact communications, again a 
fuel suspicions the rogram based. Adverse reaction risks major change is taking place. 
understates adverse reaction are stated exactly as we know For this and future such 
risks in order to lJlal lnilY the them and as recorded by FDA programs, the troops are being 
relative, admittedly ~nal, and V AERS. The benefits are clearly advised, up fron4 why 
benefits of the vacci e (Pg. 2, anything but marginal. the vaccination is needed. 
par. 3) what vaccination they are 

receiving, the safety and 
efficacy of the vru:cine, and 
what potential adverse effects 
could occur. It is important 
that the troops understand the 
benefits as well as the risks, 
though very low. of anthrax 
immunization. When the 
program starts in a particular 
unit, troops are given the 
opportunity to ask questions 
of the Commanders and 
medical personnel." Prepared 
statement of Dr. Sue Bailey, 
Assistant Secretary for Health 
Affairs, DoD, NSVAIR 
Anthrax Hearing (1). 

The statements in our 
infonnational materials are 
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The decision to 
em vaccine, whic requires an 
elaborate inoculati regime 
of six shots over 1 months, 
presents daunting, rhaps 
insurmountable. I gistical 
challenges to reac a force of 
2.4 million active uty and 
reserve compone members. 
(Pg. 2, par. 5) 

There are many vaccines that 
were developed in the 1950's 
and earlier that are currently 
still in use in the United States. 

This one was. for the record, 
actually licensed in 1970 and 
represents an improvement 
over the 1950's vaccine. lt 
was re-evaluated in 1980 when 
biomedicine responsibility was 
transferred from NIH to FDA. 
At that time it was re-certified 
safe and effective. 

DoD is aware of the logistical 
challenge with the dosing 
schedule. Services use 
automated tracking systems to 
manage the administration in 
accordance with the FDA 
approved dosing schedule. 

Shi · and distribution of 

medically responsible, 
scientifically accurate and 
professionally ethical. 
Although suspicions have 
certainly been fueled, we 
would contend they have been 
motivated by opponents of 
A VIP, of vaccines in general, 
of strong national defense. 
etc., and not by our 
infonnational materials. 

Education of commanders and 
medical personnel is 
accomplished through 
standardized briefings and 
other infonnational materials. 
These educational materials 
were a major component of 
A VIP execution from the 
beginning of the program in 
Mar98. 
''The only known effective 
prevention against anthrax is 
the anthrax vaccine. 
Treatment of cutaneous 
anthrax infection involves 
administration of antibiotics. 
ln the case of pulmonary 
anthrax infection, therapy has 
been of limited benefit, except 
when given immediately after 
exposure". Statement by 
Kathryn C. :Won, Ph.D. 
Director, Center for Biologics 
Evaluation and Research, 
Food and Drug 
Administration. Department 
of Health and Human Services 
Before the Subcommittee on 
National Security, Veterans 
Affairs, and International 
Relations Committee on 
Government Reform, U.S. 
House of Representatives, 
Apri/29, 1999 
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the anthrax vaccine is a world- ' "Prior to use of the anthrax 
class successful operation. vaccine, cases of human 

anthrax infection in the United 
States were much more 
prevalent. According to data 
from the Centers for Disease 
Control and Prevention. 
(CDC) there were 
approximately BO reported 
cases of anthrax infection per 
year at the start of this 
century. In the past decade, 
there have been years with no 
reported cases of human 
anthrax infection in the United 
States. It is difficult to assess 
exactly how much of this 
dramatic reduction is due to 
the vaccine, but immunization 
with the anthrax vaccine of 
people at risk. along with 
vaccination of animals against 
anthrax, have likely 
contributed to this favorable 
decline. Elsewhere in the 
world, human anthrax cases 
continue to be reported, 
especially in countries with 
predominately agricultural 
economies."' Kathryn C. Zoon, 
Ph.D. Director, Center for 
Biologics Evaluation and 
Research, Food and Drug 
Admlnistration, Department 
of Health and Human Services 
Before the Subcommittee on 
National Security, Veterans 
Affairs, and International 
Relations Committee on 
Government Refarm, U.S. 
House of Representatives, 
April 29, I 999 

'~Based upon their review of 
available data, the Advisory 
Review Panel recommended 
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that the anthrax vaccine 
manufactured by Michigan 
Department of Public Health 
be classified as a Category I 
product and that appropriate 
licenses be continued based 
upon substantial evidence of 
safety and effectiveness of 
tbis product. The safety data 
from the CDC trials and the 
efficacy data fro.rn the 
Brachman et aJ. trials were the 
basis for these findings. These 
findings were published in the 
Federal Register on 
December 13, 1985." 
Kathryn C. Zoon, PhD. 
Director, Center for Biologics 
Evaluation and Research, 
Food and Drug 
Administration, Department 
of Health and Human Services 
Before the Subcommittee on 
National Security, Veterans 
Affairs, and International 
Relations Committee on 
Government Reform, U.S. 
House of Representatives, 
April 29. 1999 

The GAO recognized the 
DoD's ''well designed and 
administered packing and 
shipping" of anthrax vttccine 
in its Oct 99 report: .. DoD 
Faces Challenges in 
Implementing Its Anthrax 
Vaccine Immunization 
Prognun." 
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The sole-source pr urement The cos.t of AVA is<me of the Sate-source vaccine 
strategy leaves the rogram lowest for any vaccine. production is common in the 
vulnerable to suppl shortages Several foreign countries have US. Many vaccines licensed 
and price increases. (Pg., 2, offered to pay from 2 to 5 in the US are from sole-source 
par. 6) times the DoD contracted vendors: Japanese 

price. encephalitis, Lyme 
borreliosis, Measles, Mumps, 
Plague, Poliovirus inactivated, 
Rubella, Typhoid (oral), 
Chicken Pox, and Yellow 
Fever. 

DoD is aware of possible 
vaccine shortages and 
designed a phased 
implementation to address this 
challenge. Phased 
implementation is directed in 
each Service Implementation 
Piau 

CDC's web site lists the cost 
of many vaccines. Adult 
vaccine costs range from $16 
to $35 per dose. AVA 
increased from $4.44 per 
dose, in the first contract, to 
$10.64 per dese in the second 
contract. CDC Pricetable, 2 
August 1999. 
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As a result (of sol ·source DoD has elllered in a "The BioPort Corporation 
procurement) Do and the cootractual basis with facility in Lansing, Michigan 
sole vaccine mak are locked BioPort Corporation to is the only manufacturer 
in a mutually d~ ~dent produce AVA. Anthrax licensed by FDA to 
relationship. ( Pg. 2, par. 6) vaccine is a key element in manufacture anthrax vaccine. 

protecting service members Originally) the facility was 
against the lethal threat of operated by the Michigan 
anthrax. DoD is working with Department of Public Health. 
BioPort, the only licensed In !996, the facility became 
anthrax vaccine manufacturer known as the Michigan 
to ensure there is a supply of Biologics Products Institute 
this safe and effective vaccine. (MBP}), an entity controlled 
Statement by Brigadier by the State Government of 
General Eddie Cain, Joint Michigan Currently, the 
Program Manager, Joint facility is known as BioPort 
Program Office for Biological Corporation based upon the 
Defonse, Falls Church, September 1998 transfer of 
Virginia, Before the National ownership from MPBI to 
Security, Veterans Affairs and BioPort Corporation. •• 
international Relations Kathryn C. Zoon, Ph.D. 
Subcommittee on Government Director, Center for Biologics 
Reform, First Session, JOdh Evaluation and Research, 
Congress, Anthrax Vaccine Food and Drug 
Immunization Program (AVJP) Administration, Department 
April 29, 1999. of Health and Human Ser~ices 

Before the Subcommittee on 
We are also pursuing a second National Security, Veterans 
source. but in order to meet Affairs, and International 
FDA requirements at a new Relations Committee on 
facility) this effort will require Government Reform, U.S. 
several months to years to House of Representatives, 
complete. April 29, 1999 

A second manufacturer would 
be required to submit a 
supplemental application and 
pass dendled FDA approval 
inspections. 
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' -n;; ~began.; . d d lin their 26 Nov 99 
to reopen a plant wi 

~· 
orporatton continue an response addressed to 

checkered history. completed renovation of the Congressman Dan Burton, 
clings to a captive AVA production suite and is FDA stated. 
(Pg. 2. par. 7) now in the nonnal process of "A review of inspection 

FDA certification under a reports from 1972 to 1998 
Biologics License Application shows the Anthrax Vaccine 
(BLA) Supplement. Adsorbed was covered as part 

of the inspection on 12 
BioPort Corporation produces separate occasions either by 
four other products sold to record review, observation of 
domestic and international manufacturing areas or 
markets so they are not interview with engineering 
dependent on a single and manufacturing staff." 
customer. This FDA letter is never 

acknowledged in the 
Subcommittee's Report. 

"The FDA conducted an 
inspection ofMBPI in 
November 19%. During that 
inspection, FDA investigators 
documented numerous 
significant deviations from the 
Federal Food. Drug. and 
Cosmetic Act, FDA's 
regulations and the standards 
in MBPI's.license. Based 
upon the documented 
deviations, FDA issued a 
Notice of Intent to Revoke 
Letter (NO!R) to MBPI in 
March 1997. The N01R letter 
did not mandate the closure of 
the facility or lead to seizure 
of finished product The letter, 
however, did state that if 
MBPI's corrective actions 
proved to be inadequate, they 
would run the risk of having 
their license revoked. 

MBP! responded to the NO!R 
with a 11Strategic Plan for 
r, · to 
FDA·i~~l997. This~ 

9 



---

called for the periodic 
submission of data to FDA 
that would serve as evidence 
ofMBPl's progress towanls 
achieving compliance with 
FDA's regulations. Under the 
plan, FDA would review this 
data and then monitor MBPI's 
progress through follow-up 
inspections. In February 1998, 
FDA conducted a follow-up 
inspection of the MBPI 
facility to evaluate MBPI's 
compliance with its strategic 
plan. 

The February 1998 inspection 
disclosed significant 
deviations from FDA's 
regulations. These deviations 
included, but were not limited 
to, the manufacture of the 
anthrax vaccine. In addition. 
the inspection resulted in a 
request by FDA that MBPI 
quarantine 11 lots of anthrax 
vaccine held in storage, 
pending review of additional 
infonnation to be submitted 
by BioPort... These lots are 
still in quarantine, and will 
remain in quarantine until the 
company submits required 
information to the Agency. 
FDA noted that MBP! had 
made progress in achieving its 
compliance goals, but 
additional work remains in 
order to correct the deviations 
related to the manufacture of 
the anthrax vaccine. 

~wmtroiBp~~cfilie 

MBPI facility in September 
1998, BioPort agreed to abide 
by the strategic plan and other 
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commitments for corrective 
actions made by the 
management ofMBPI. 
It should be noted that MBPI 
halted production of anthrax 
vaccine sublots in January 
1998 to begin a 
comprehensive renovation of 
the anthrax production 
facilities." Kathryn C. Zoon, 
Ph.D. Director, Center for 
Biologics Evaluation and 
Research, Food and Drog 
Administration, Department 
of Health and Human Services 
Before the Subcommittee on 
National Security, Veterans 
Affairs, and International 
Relations Committee on 
Government Reform, U.S. 
House of Representatives, 
April 29, /999 

BioPort now has a very 
modem production suite run 
by knowledgeable 
professionals. They have 
satisfactorily resolved the 
majority of noted 
discrepancies. The others are 
in work. Approval for new 
production is expected by fall 
of2000. 

BioPort Corporation also 
. produces Diphtheria-Tetanus 
(DT) Pediatrics. Rabies 
Vaccine Adsorbed, Immune 
Globulin (Human), as well as 
Albumin (Human), which 
target domestic and 
international markets. 

Adverse events folio j.ing This was found to be true in Adverse events (local 
vaccination are repo ed by two DoD studies, however, a reactions) following 
women at twice the r \te significant number of the vaccination are reported by 
among men. (Pg. 3..:.,! iu. I) reactiom reported were minor women at twice the rate 
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local reactions and readily compared to men. 
spontaneously resolved. 

"With regard to safety data, 
FDA and CDC jointly operate 
a system called the Vaccine 
Adverse Event Reporting 
System (V AERS). FDA uses 
this system to track adverse 
events possibly associated 
with licensed vaccines. 
Reporting of adverse events 
associated with the use of 
anthrax vaccine is voluntary 
for individual heaJthcare 
providers. 1be vaccine 
manufacturer, however, must 
report to FDA all reports of 
adverse events of which they 
are aware. The report of an 
adverse event to V AERS is 
not documentation that a 
vaccine caused the event, only 
that the event occurred after 
the vaccine was administered. 
Doctors and other healthcare 
providers are encouraged to 
report serious or unexpected 
adverse events following 
vaccination, whether or not 
they believe that the 
vaccination was the cause of 
the adverse event. Since it is 
difficult to distinguish a 
coincidental event from one 
truly caused by a vaccine, the 
V AERS database contains 
events of both types. It sbould 
be emphasized that adverse 
event reports can be made by 
a health care professional, a 
patient or anybody e1se. If a 
patient's physician does not 
file a V AERS report, the 
patient can do so. FDA 
encourages individuals to 
report to V AERS any 
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clinically significant adverse 
event occurring after the 
administration of any vaccine 
licensed in the United States. 
Reports to V AERS may be 
made in writing or by calling 
a toll-free number, 
1-800-822-7967. Reporting 
instructions are available on 
the Internet at www.fda.gov/ 
cber/vaers.html." 
Kathryn C. Zoon, Ph.D. 
Director, Center for Biologics 
Evaluation and Research, 
J<Ood and Drug 
Administration, Department 
of Health and Human Services 
Btfore the Subcommittee on 
National Security, Veterans 
Affairs, and International 
Relations Committee on 
Government Reform, U.S. 
House of Representatives, 
April 29, 1999. 

A CDC-supervised study is in 
progress to detennine gender 
differences and, if appropriate, 
to recommend. to the FDA, a 
reduced shot regimen, as 
female immunity appears to 
increase faster than male 
immunitY. 

Preposterously lo adverse We disagree. VAERS reports "From the time the V AERS 
report rates genen fed by DoD can be filled out by any system started operating in 
point to a program far more medical person giving the 1990 until April!, 1999, there 
concerned with pu lie shots, any person receiving a have been 101 reports of 
relations than effe tive force shot, or any person treating a adverse events associated with 
protection or the p ~~eof suspected reaction. There is use of the anthrax vaccine 
medicine. (Pg. 3, 

"'"· 1) 
no time limit in when they can reported to the V AERS 
be submitted and they are not system. Of those, 87 were 
discouraged in any way. non~serious events and 14 

were considered serious 
DoD updates all educational events. Non-serious events 
materials regularly, reflecting included the following 
the most up-to-date side effect symptoms: injection site 
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and adverse event data edema (swelling with fluid in 
available in order to keep its tissue), injection site 
patients fully informed. hypersensitivity, rash, 

headache and fever. 

Of the 11 serious reactions 
reported during the current 
anthrax vaccination program, 
most individuals have 
recovered. 1bree patients 
were hospitalized for injection 
site reactions. One individual 
experienced a more 
widespread allergic reaction. 
One individual was 
hospitalized with a confirmed 
case of aseptic meningitis nine 
days after vaccination. 
Another individual 
experienced Guillain-Barre 
syndrome within 24 hours of 
the third dose. He was Wtable 
to walk for nine days. He 
gradually recovered and his 
symptoms resolved within 
five months of the 
vaccination. Three weeks after 
receiving the vaccine. another 
individual experienced a 
bipolar disorder and thus for 
has not recovered. 

lt should be emphasized, once 
again, that it is not always 
possible to attribute a cause 
and effect relationship 
between a reported event and 
a vaccination. With the 
exception of injection site 
reactions. all of the adverse 
events noted above do ()CCur 

in the absence of 
immunization. 

While the data gathered from 
the V AERS system can serve 
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as a useful tool in spotting 
potential problems, the data 
gathered from the VAERS 
reports on anthrax vaccine, 
thus far, do not signal 
concerns about the safety of 
the vaccine. As more people 
receive the vaccine, the 
numbers of adverse events 
reported will increase." 
Kathryn C. Zoon, PhD. 
Director, Center for Biologics 
Evaluation and Research, 
Food and Drug 
Administration, Department 
of Health and Human Services 
Before the Subcommittee on 
National Security, Veterans 
Affairs, and International 
Relations Committee on 
Government Reform, U.S. 
HQUse of Representatives, 
Avri/19. 1999. 

Administration of th anthrax FDA has confinned repeatedly Immunization with Anthrax 
vaccine for mass pro hylaxis that A VA use against Vaccine Adsorbed is 
against biological biological warfare is not an recommended for individuals 
should be considered ~off- off-label use. DoD requested who may come in contact 
label use of the prod ct to in writing an opinion on this with animaJ products such as 
treat an indication fo which it issue from the FDA prior to hides. hair, or bones which 
is not explicitly licen fed. (Pg. the announcement of the come from anthrax endemic 
3, par. 3) program. areas and may be 

contaminated with Bacillus 
anlhracis spores; and for 
individuals engaged in 
diagnostic or investigational 
activities which may bring 
them into contact with B. 
anthracis spores. It is also 
recommended for high·risk 
persons such as veterinarians 
and others handling 
potentially infected animals. 
Since the risk of exposure to 
anthrax infection in the 
general population is slight, 
routine immunization is not 
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recommended. If a person has 
not previously been 
immunized against anthrax, 
injection of this product 
following exposure to anthrax 
bacilli will not protect against 
infection. Anthrax Vaccine 
Adsorbed Package Insert, 
BioPort Corporation, 
Lansing, Michigan U.S. 
License No. 1260. 

Letter from Dr. Michael A. 
Friedman, Lead Deputy 
Commissioner, Food and 
Drug Administration to Dr. 
Stephen C. Joseph,. The 
Assistant Secretary of 
Defense of Health Affairs, 
March 13, 1997 reads: 
"While there is a paucity of 
data regarding the 
effectiveness of Anthrax 
Vaccine for prevention of 
inhalation anthrax, the cunent 
package insert does not 
preclude this use. The 
original efficacy trial clearly 
showed that the vaccine 
conferred a high level of 
protection against cutaneous 
exposure. None of the 5 
inhalation cases in this trial 
occurred in Antluax Vaccine 
recipients, but these data 
alone are insufficient to allow 
definitive statistical 
conclusions. Results from 
animal challenge studies have 
also indicated that pre-
exposure administration of 
Anthrax Vaccine protects 
against inhalation anthrax. 
Therefore. I believe your 
interpretation is not 
inconsistent with the current 
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. 
label." 

From the FDA's 26 Nov 99 
letter addressed to 
Congressman Dan Burtori, 
.. Use of the vaccine for 
protection against both 
cutaneous and inhalation 
anthrax exposure is not 
inconsistent with the labeling 
for Anthrax Vaccine 
Absorbed." Further, "There is 
presently no basis for 
concluding that the anthrax 
vaccine, a licensed product, 
when used in accordance with 
current labeling. should be 
used pursuant to an IND 
application or, as requested in 
your letter, that FDA •place 
the anthrax vaccine back 
under IND status'." 

The contents of this letter are 
never referenced in the 
Subcommittee's report. 

DoD's operational seofa DoD's service implementation At risk individuals who start 
standard of "ftmcti nal plans and all subsequently the series of anthrax 
protection" after thJ e published policies direct and vaccinations are required to 
inoculations constit tes a de emphasize the adherence to the continue them. After 
facto alteration oft] e FDA approved dosing receiving the first three doses, 
approved six shot r gimen. schedule of six doses over 18 studies indicate that 93-95 o/o 
(Pg. 3, par. 3) months. We do not. have not of the individuals will have an 

and do not plan to immune response. That does 
intentionally deviate from not mean that DoD deviates 
FDA's approved dosing from the protocol. It is only a 
schedule. sign that if one were exposed 

before completing the 
protocol. he or she would 
have a better chance of 
survival than an unvaccinated 
person would For individuals 
remaining under the program, 
the FDA protocol is only 
interrupted due to events such 
as illness, absence from duty 
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or an adverse reaction. This 
point was made several times 
during sworn testimony. DoD 

. does not understand how this 
allegation can continue to 
show up in subcommittee 
documents. 

The A VIP is a well- A VIP is an appropriate Force health protection 
intentioned but ove broad response to the threat. encompasses both preventive 
response to the anth fax threat. and medical intervention as 
(Pg. 4. par. I) well as personal protective 

equipment and procedures. 
We have good protective 
clothing and equipment. but 
you cannot fight in it for long 
periods of time. 

In addition, our troops might 
not be wearing the gear when 
the invisible spore-containing 
aerosol is dispersed. We may 
not know an attack has 
occurred until members 
become iJl or symptomatic. 

We have some early state of 
the art detectors. but they lack 
the sensitivity and quick 
analytical capability to be 
effective. 

Anthrax kills and kills 
quickly. The enemy has it 
and it is easy to employ. If 
you breathe it, and are not 
vaccinated. you will die. 

The lethality of inhalation 
anthrax was impressively 
demonstrated by the 
numerous fatalities that 
occurred after the 
unintentional release of 
anthrax spores from the 
factory in Sverdlovsk. Russia 
in 1979. 

' 
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Vaccination will save the lives 
of our service men and 
women if exposed. It is also a 
huge deterrent to the use of 
weaponized anthrax and to 
other bio-weapon 
development. It would be a 
dereliction of duty not to 
orovide such orotection. 

The A VIP is vulner ble to DoD has confidence that the Research and development on 
supply shortages an price manufacturer will comply with a second-generation, 
increases. ( Pg. 4, p lu-. 2) the contract The cost of AVA recombinant vaccine would 

is one of the lowest for any take years to accomplish and 
vaccine. would not have as much 

safety history as the current 
The DoD constructed the licensed vaccine. 
implementation of the program 
in three phases to A second source of production 
accommodate a stockpile of is being pursued, as well as a 
vaccine and knowledge that a second site for testing, 
new production suite would certification, storage and 
reauire FDA certification. shinnin•. 

The A VIP is logisti pillytoo DoD policy is to adhere to the Management tools are used as 
complex to succeed .. Using FDA schedule. predictive, current and trailing 
an artificial standar that indicators of performance and 
counts only shots n ~rethan DoD is aware of the logistical timeliness of vaccinations. 
30 days overdue, D D challenge with the dosing 
tolerates serious de iations schedule and had the Services Protocols are not always 
from the Food and prug have designed automated precise to the hour and the 
Administration (FD f\l tracking systems to manage day. but they are very close, 
approved schedule. Pg. 4, par. the administration in 
3) accordance with the FDA The number of vaccination 

approved dosing schedule. sites has been increased to 
ease this challenge, by using 
VA and civilian hospitals and 
clinics. Deployable medical 
teams are also available when 
required. 

Safety of the vaccin is not Recognizing that this is the The DoD Safety program was 
being monitored ad quately. largest use of AVA, a safety described in detail during 
(Pg. 4, par. 4) program was designed by DoD testimony to the 

and articulated during the Subcommittee on National 
multiple Subcommittee Security. Veterans Affairs and 
hearings. 1nternational Relations. None 

of this testimony is reflected 
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in the Subcommittee's report. 

As reported by Major General 
Claypool, "'DoD conducts an 
aggressive, multi-faceted 
surveillance program to assess 
vaccine safety. In fact. the 
safeguards of vaccine 
administered to DoD 
persormel meets or exceeds 
every standard for vaccine 
administration to the civilian 
population. The DoD 
program uses three scientific 
methods to evaluate safety, 
clinical studies, database 
studies and spontaneous 
reports (passive surveillance). 
The extent of this safety 
surveillance far exceeds any 
vaccine program in the United 
States for both childhood and 
adult vaccines." 

... DoD institutiona resistance There is no institutional Every person taken ill either 
to associating heal effects to resistance to associating health before or after vaccination 
the vaccine. (pg. 4, par. 4) effects with the vaccine. receives treatment, diagnosis 

and follow-up. It is 
unfounded slander against our 
doctors, nurses, and other 
medical professionals to make 
such a statement. 

Efficacy of the vac ine against The FDA and many prominent "With respect to efficacy, a 
biological warfare s groups have sited A VA as FDA Advisory Panel stated in 
uncertain. (Pg. 4, ""· 5) efficacious against inhalational 1985 that there is sufficient 

anthrax bacillus. evidence to conclude that the 
anthrax vaccine is effective 
under the limited 
circumstances for which this 
vaccine is employed. 
In a March 13, 1997 
memorandum, the FDA 
confinned that the pre-
exposure administration of the 
FDA-licensed anthrax vaccine 
for the prevention of 
inhalation anthrax is not 
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' 
inconsistent with the current 
product label. In addition, the 
Committee on Infectious 
Diseases, American Academy 
of Pediatrics (1994), states 
that 'the vaccine is effective in 
preventing or significantly 
reducing the occurrence of 
cutaneous and inhalation 
anthrax in adults'." Prepared 
statement of Dr. Sue Bailey, 
Assistant Secretary for Health 
Affairs, DoD, NSVAIR 
Anthrax Hearing (1). 

"Several studies perfonned at 
the USAMRIID have 
demonstrated the efficacy of 
the FDA-licensed anthrax 
vaccine against inhalation 
anthrax in rhesus monkey 
challenge studies. These 
animal studies showed that the 
FDA-approved anthrax 
vaccine provided greater than 
95% protection against high-
dose aerosol chaiienge with 
anthrax in the monkey model. 
Human antibody response to 
the FDA-licensed vaccine 
provides further suggestive 
evidence that the FDA-
licensed anthrax vaccine will 
protect against inhalation 
anthrax." Prepared statement 
of Dr. Sue Bailey, Assistant 
Secretary for Health Affairs, 
DoD. NSVAIRAnthrax 
Hearing (1). 

The Brachman study (1962) 
involving four mills in the 
northeastern United States 
reported of 5 cases of 
inhalation anthrax (4 fatal) 
that occurred in the 
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:n;;;-
vaccinated population, 
working in the same mills, 
had no cases of inhalation 
anthrax and no deaths. 

ln the Soviet Union, at 
Sverdlovsk a release of 
aerosolized anthrax caused at 

1 

:~t 68 deaili~; ~who 
lA I DoD 
A VIP program plru I·· (Pg. 8, deliberative process .. spanning conducted the independent 
par.4) almost four years, prior to review, was Dean ofYale 

approval of this program. University Medical School, 
special advisor to the 

It then requested an President for Health Affairs, 
independent expert to review David Page Smith Professor 
the health and medical aspects of Medicine, a professor of 
of the program. Obstetrics and Gynecology 

and was a noted participant in 
and research. 

'pll fns were d _
1 

d" h. 1plans~e 1 plans were 
approved centered a eta1 e m t e service p ans developed and implemented 
"tri-fold" be given and are much more elaborate within each Service. DoD ' 
to service (Pg. 8, than distribution of a single Commanders and Health Care 
par.4) "tri-fold". Provider briefmgs and 

brochures were developed 
through working groups 
representative of all of the 
Services and DoD. 

' 
All service plans and training ' 

' material have been distributed 
electronically. in written 
format or via the web site 
www.anthrax.osd.mil. I 

' 

In addition, lectures have been 
given. films have been ' 

produced and a "1-800" ' 

hotline phone number was i 
established to provide 24 ' 

' hour-a-day question and 
' I ~;":;!",capability (1-877-GET 

I 
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On May 18, 1998, S cretary Supplemental testing is on "The Secretary of Defense 
Cohen pronounce~ t e four going. Only anthrax vaccine (SecDef) annoWlced in his 
conditions fulfilled a d lots both released by the FDA December 15,1997 press 
approved the total fo Ice and supplementally tested are release that the Anthrax 
program, which b-~~ m used in the DoD A VIP, Vaccine Immunization 
September with troo s in Program (AVIP) would start 
Korea. (Pg. 8, par. 5 only after several conditions 

were met. One of those 
conditions was 'supplemental 
testing to assure sterility, 
safety, potency and purity of 
the vaccine'. FDA had 
previously released these 
anthrax vaccine lots for use. 
DoD, however, for added 
assurance directed JPO-BD to 
contract with BioPort. 
fonnerly Michigan Biologic 
Products Institute (MBPI), to 
conduct supplemental testing, 
with external oversight, on all 
lots of anthrax vaccine in the 
DoD stockpile. The 
supplemental testing is based 
on tests required by FDA for 
lot release, and provides an 
added level of confidence in 
the potency and purity of the 
anthrax vaccine in our 
stockpile. BioPort has 
performed, and continues to 
perfonn supplemental testing 
on all licensed lots of anthrax 
vaccine that were in DoD's 
original stockpile. MitreteJc 
Systems Inc. perfonns 
independent oversight and 
provides a quality assurance 
function for DoD within the 
BioPort production facility. 
Mitretek's staff observes all 
aspects of the supplemental 
testing and provides a written 
report to JPDBD on the 
acceptability of the testing and 
test results. JPOBD reviews 
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all data prior to releasing any 
lot for shipment and use. 
Supplemental testing began in 
January 1998, and originally 
was scheduled for completion 
in November 1998. As of 
Aprill999, eight licensed lots 
have passed all supplemental 
testing requirements. JPOBD 
has approved these eight lots 
for use." Statement by 
Brigadier General Eddie 
Cain, Joint Program 
Manager, Joint Program 
Office for Biological Defonse, 
Falls Church, Virginia, 
Before the National Security, 
Veterans Affairs and 
International Relations 
Subcommitlee on Government 
Reform, First Session, JOt/' 
Congress, Anthrax Vaccine 
Immunization Program 

I IAVJP) APRIL 29, 1999 
Subsequent FDA view of the Efficacy is based in part on the "Conducting lethal challenge 
studies in 1985 co eluded the Brachman study and further studies in hwnans is 
vaccine was safe, fairly well substantiated in Rhesus c<.msidered unethical and, 
tolerated," and effi ftive monkey trials. since there is no study 
against cutaneous jmtluax, but population identified as being 
that data from bot hwnanand at high risk for inhalation 
animal tests was i sufficient to anthrax, directly determining 
support a finding f efficacy the efficacy of the vaccine in 
with regard to aifl: me humans against aerosol 
exposure (Pg. 10, pa,-.3) exposure to anthrax spores is 

not possible. There have been 
numerous studies of the 
anthrax vaccine involving 
animal models. Several 
studies performed at the 
USAMRIID have 
demonstrated the efficacy of 
the FDA-licensed anthrax 
vaccine against inhalation 
anthrax in rhesus monkey 
challenge studies. These 
animal studies showed that the 
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FDA-approved anthrax 
vaccine provided greater than 
95% protection against high-
dose aerosol challenge with 
anthrax in the monkey model. 
Human antibody response to 
the FDA-licensed vaccine 
provides further suggestive 
evidence that the FDA-
licensed anthrax vaccine will 
protect against inhalation 
anthrax." Prepared statement 
of Dr. Sue Bailey, Assistant 
Secretary for Health Affairs, 
DoD, NSVA/R Anthrax 
Hearing (1). 

The Brachman study 
indicating that NO cases of 
inhalation anthrax have 
occurred in fully vaccinated 
subjects while the risk of 
infection CQntinued. These 
observations lend further 
support to the effectiveness of 
this product ''This vaccine is 
recommended for a limited, 
high-risk of exposure 
population along with other 
industrial safety measures 
designed to minimize contact 
with potentially contaminated 
material. The benefit-trrrisk 
assessment is satisfactory 
under the prevailing 
circumstances of use. " 
Federal Register, 21 CFR 
Part 610, December 13, 1985. 

In the nonhuman primate 
studies, a total of62 (94%) of 
the 65 animals vaccinated 
with AVA survived a highly 
lethal challenge of aerosolized 
anthrax. Whereas, of the 18 
controls (unvaccinated 
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animals) that were challenged 
with the anthrax aerosol, 
NONE survived. 

Rabbits have also been used 
to evaluate AVA. 114 (97%) 
of 117 rabbits vaccinated with 
A VA survived lethal aerosol 
challenge, while none of 88 
controls survived the 
challenge. 

The rabbit, in contrast with 
the guinea pig, resembles the 
nonhuman primate in that 
AVA vaccination confers 
excellent protection against 
aerosol challen2e. 

In March 1997, the DA The Subcommittee's report The statement in the 
warned MBPI that s ~pswould leaves out infonnation that Subcommittee report left out a 
be taken to revoke reduction would clarify the FDA's sentence, which would have 
licenses, including 1'thrax intention. clarified the FDA's intention. 
vaccine, unless inun diate 
actions were taken t correct DoD supports FDA actions to Based upon the documented 
longstanding deficie cies. (Pg. ensure the quality of vaccine deviations, FDA issued a 
11, par. I) production by MBPL Notice of lntent to Revoke 

Letter (NOIR) to MBPI in 
M..-ch 1997. The NOlR letter 
did not mandate the closure of 
the facility or lead to seizure 
of finished product. The letter, 
however, did state that if 
MBPI's corrective actions 
proved to be inadequate, they 
would nm the risk of having 
their license revoked. 
MBPI responded to the NOIR 
with a "Strategic Plan for 
Compliance" presented to 
FDA in Aoril 1997. 

Vaccine production resumed BioPort is currently Vaccine must be produced as 
in May 1999. but ne therthe undergoing the nonnal FDA part of the FDA's process 
renovated facility 11( rany certification process. validation. Its usc is subject 
newly produced vac ine lots to FDA release. If it is not 
have been approved by the proven to be potent, sterile 
FDA. (Pg. II, . I safe or effective, it will not be 
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In 1992, Secre 
Army Togo Wes 
approved a requ 
iodemnifY the an 
manufacturer, th 
Biologics Produ 
(MBPI), against 
(Pg, l 5, par. 2) 

est r 
vaccine 

d ichigan 
ctl lstitute 
all iability ... 

enu ... DoD supplem 
program have rai 
regarding the val 
procedw-es and 
of reference lots. 

testing 
sed questions 
idi of test 

the election 
(P _ 13, par_ 

l) 

- . 

--

Indemnification of a vaccine 
manufacturer is for reasons 
quite similar to those that led 
Congress to establish the 
Vaccine Injury Compensation 
Program (VICP) and is an 
appropriate, costReffective 
method to address potential 
liability issues for vaccines not 
covered by the VICP_ 

There is no problem regarding 
the validity oftest procedures 
and selection of reference lots. 

--

used_ 

The U.S. federal government 
first indemnified vaccine 
manufacturers in 1976, to 
enable production of the 
swine influenza vaccine that 
year. Since 1986, the federal 
government has limited the 
liability exposure of 
manufacturers of the most 
conunonly used vaccines in 
America, primarily those 
given to children. The 
Vaccine Injury Compensation 
Program (VICP) accomplishes 
this. The 1999 Secretary of 
the Army memo indenmifies 
BioPort Corporation for 
claims arising from 
administration of anthrax 
vaccine to service members. 
Indemnification of BioPort 
Corporation for potential 
claims related to anthrax 
vaccine ensures the 
availability of anthrax vaccine 
to protect the nation's Anned 
Forces against the threat of 
biological weapons. It does 
not indicate a lack of faith, 
confidence or compliance. 
Additional testing needed to 
meet the supplemental testing 
schedule put increased 
demand on the animal colony 
resulting in aberrant results 
and in response. DoD sent a 
team of external experts to 
assist BioPort in identifYing 
the cause of these unexpected 
results. They found the 
animal colony was too small 
in number so that smaller 
animals had to be used fur 
testing which caused the 
aberrant results. At the same 
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time FDA requested BioPort 
develop a new evaluation 
method for the potency test. 
The FDA and BioPort are 
cWTently finalizing the 
approval process for a new 
evaluation method. It will not 
reflect a compromise of either 
quality assurance or 
compliance with standards. 

Following the Gul War, and Prior to and during Desert The process to develop AVA 
prior to adoption c the DoD Stonnl Desert Shield, DoD by another manufacturer 
immunization poli yin 1993, investigated the possibility of would require that 
and the mandated VIP in alternative production sites to manufacturer to obtain a FDA 
1998, Pentagon of tcials meet requirements for a license, which would take 
considered and rej f<:ted sustained conflict The several years to accomplish. 
alternative anthrnx vaccine conflict resolved before this This cannot be accomplished 
production sites. 1 stead, an became necessary. quickly, as it is a very 
acquisition strateg was demanding process, negating 
adopted focusing s Iely on the the immediate or near term 
MBPIJBioPort vac ine. (Pg. use of a second source. 
17, par. I) 

The Army AnthriD Vaccine DoD maintains that the This message has been 
Immunization PI~ directs minimum reporting would be disseminated in the Policy for 
medical personnel "'report anyone hospitalized or loss of Reporting Adverse Events, 
severe adverse rea tions duty for 24 hours or longer. dated 1 S Oct 99 as well as in 
(resulting in hospi iaHzation or This does not inhibit others the educational mediums of 
more than 24 hour lost from from initiating VAERS the ''trifo!ds", health care 
duty) ... (Pg. 19, p . 3) reports. providers briefing, leaders 

briefing and individual 
briefings. 

V AERS guidance DoD continues to address this This message has been 
recommends recor ing any issue of "clinically significant" disseminated in the Policy for 
clinically significa t symptoms. DoD encourages Reporting Adverse Events, 

I symptoms occurri 
~. 

anyone to submit a Form dated IS Oct 99 as well as in 
s~uent to vacc V AERS-l no matter what the the educational mediums of 
administration, wh ther or not symptom or temporal the ''trifolds', health care 
a causal relationsh p has been relationship. providers briefing, leaders 
established betwee the briefing and individual 
vaccine and the ad erse briefings. Members are 
reaction. (Pg. I 9, ar. 3) encouraged to report any 

symptom they feel could be 
an adverse reaction. 

Once the testing p oblems All lots have been subjected to AftertheSecDefs 15 Dee97 
became apparent, accine Jots supplemented testing. This I press announcement. DoD 
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not technically in th stockpile testing was established to contracted for 32lots of the 
when the A VIP was verUY that there were no existing vaccine in the 
announced were not subjecred changes in approved vaccine stockpile, cwned by DoD but 
to the supplemental l'ssays since FDA certification. It stored by BioPort, to be 
under the rationale eFDA was an extra step to ensure supplementally tested even 
was requiring the sa In• tests safety" though they had passed the 
for lot release" All ~ e lots FDA lot release test DoD 
submitted for suppl mental subsequently awarded 
testing had also und frgone the another, new contract to 
same FDA lot relea ~ purchase additional lots of 
protocols" (Pg" 24, 1rr· 3) newly manufactured vaccine 

after MBPI's sale to BioPort 
in Sep 98. Because these lots 
still had to be tested and meet 
FDA lot release criteria, 
redundant supplemental 
testing is not necessary and 
was never contracted. 

Without a proven m pdel in When a disease is fatal, the use "Today, it would be difficult 
animals that is knov In to of drug or vaccine animal data to repeat the efficacy studies 
correlate to protecti nm is the only way to demonstrate because there are no evident 
humans, animal da~ remains protection in humans. populations in the United 
only suggestive. (P . 25, par. Obviously, it would be States where prophylactic 
2) unethical to conduct them on vaccine protection could be 

humans. In circumstances of evaluated in a clinical field 
this kind, reliance on animal triaL" Kathryn C Zoon. Ph.D. 
data is necessary and Director, Center for Biologics 
appropriate Evaluation and Research, 

Food and Drug 
Administration, Department 
of Health and Human Services 
Before the Subcommittee on 
National Security, Veterans 
Affairs, and International 
Relations Committee on 
Government Rtiform, U.S. 
House of Representatlves, 
Apri/29, 1999" 

Even according to the 
testimony prepared by Dr. 
N ass, "data suggests that the 
vaccine can protect humans 
against inhalad anthrax"" 
Subcommittee on National 
Security, Veterans AfiQ.irs and 
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International Relatiom Report 
dated I 5 Febroary 2000. 

Vaccine-acquired fnthrax Our vaccine has proven Its use of protective antigen 
immunity may also be limited effective against every strain suggests effectiveness against 
or overwhelmed w en the of anthrax against which it has other existing strains as well. 
subject is challeng ~with been tested, including the 
variant anthrax stai s. (Pg. 26, Ames Straln, which is one of. 

I par. 1) if not the most, lethal strain. 
When one U.S. la! ratory The author of the press release Scientists from Los Alamos 
studying the rele~ of anthrax corrected the release to make it National Laboratory described 
at Sverdlovsk impli dthe more accurate after normal identification, using gene 
Russian mixtures o anthrax scientific discourse with probes, of multiple strains of 
strains might overc me the researchers from the US Army anthrax in tissue specimens 
protection afforded by the Medical Research Institute of obtained from victims of the 
anthrax vaccine, D D Infectious Disease 1979 Sverdlovsk anthrax 
persuaded the auth r''to (USAMRIID). It is inaccwate incident. The laboratory press 
correct the press re ease to to describe this normal release implied that mixtures 
make it more accw ~e. (Pg. scientific discourse among of anthrax strains might 
26, par. 5) research professionals as an overcome the protection 

unethical persuasion. afforded by the US anthrax 
vaccine. After discussions 
with USAMRIID researchers, 
the author of the press release, 
Dr. Walt Kirchner, DoD 
Programs Office, Los Alamos 
National Laboratory, agreed 
to correct the press release to 
make it more accwate. The 
modification stated, in part, 
'' ... there is no experimental 
data or evidence to suggest 
that such a mixture is resistant 
to the FDA-licensed anthrax 
vaccine used by the US 
military." 

Hearing testimony end Admittedly, even one is too "Except in a very small 
correspondence fro n many, but there have been no number of cases, Anthrax 
Reservists and Nati nal Guard failures of mission Vaccination Program is not 
members suggests pto30 accomplishment in any of our the detennining factor behind 
percent of some uni Is would units. a member's decision to 
resign or seek to tra sferdue withdraw from military 
to the anthrax progr am. (Pg. service." Statement by 
28, par. l) Charles L. Cragin, Principal 

Deputy Assistant Secretary of 
Defense for Reserve Affairs, 
to the Subcommittee on 
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National Security, Veterans 
Affairs. and International 
Relations Committee on 
Government Reform, 
September 29, 1999. 

Mr. Cragin also provided a 
written statement to the Sub-
Committee. Many units have 
retention that is in fact better 
than the five years prior to 
implementation of AVIP. 

Safety is also an iss fe for There is no known link When Persian Gulf War 
some because the a thrax between AVA and Gulf War veterans returned and started 
vaccine is one ofth Illness and no reason to reporting symptoms, some 
exposures under stu y by the believe one will be found. people asked if vaccines 
National Academy f administered during the Gulf 
Science's Institute f War might have caused the 
Medicine (!OM) to symptoms. 
the Persian Gulf W Veterans 
Act of 1998, enacte as Title Several independent expert 
XVI ofthe 1998 On iffibus panels addressed this and 
Appropriations Act. P.L. 105- other questions head-on. 
277. The law direcc 10M to These panels consisted of 
revtew assoctat1ons fbetween Veterans, civilian academic 
illnesses and wartin 

" 
experts, scientists, health-care 

exposures that :wrr: jnta professionals, and policy 
presumption of serv ce- specialists. Each of these 
connection for sick PulfWar panels included some of the 
veterans. That study ;, nation's best scientists, who 
ongoing. (Pg. 28, p r. 2) spent months or even years 

listening to veterans, 
reviewing the evidence, and 
deliberating the issues. 

In each case, the independent 
expert panels found that there 
was no evidence of any I ink 
between any vaccines and any 
Gulf War illness. To let you 
read these reports for yourself, 
hot links appear below. Some 
of these documents are rather 
leogthy, so we listed page 
numbers that refer to 
vaccines, to speed your 
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• Presidential Advisory 
Comminee (PAC) on Gulf 
War Illnesses Final 
Report, December 1996: 
p. 114, states: '!he 
committee concludes it is 
unlikely that health effects 
reported by Gnlf War 
veterans today are the 
result of exposure to the 
botulinwn toxoid or 
anthrax vaccines, used 
alone or in combination." 
<hm!://www.gwvi.ncr.gov 
/toc~f.html> Pages of 
Interest: second page, 
Executive Summary, plus 
pages 112-114 of the 
original document 
(Chapter 4 in the web 
version). 

• Health Consequences of 
Service During the Persian 
Gulf War: 
Recommendations for 
Research and Information 
Systems, National 
Academy of Science 
Institute of Medicine 
(!OM) 1996: p. 55, 2"' 
paragraph: concerning 
adverse interactions due to 
multiple exposures ... "All 
of these possible drug 
interactions {and others 
not mentioned) cause 
acute and short-term 
problems. The committee 
knows of no evidence of 
any chronic effect." 
<htt~J/books.na:Q.cdu!boo 

ks/0309055369/html/l.ht 
ml> Pages of Interest: 49~ 
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52, 55, 100. 

• The Persian Gulf 
Experience and Health, 
NIH Technology 
Assessment Workshop 
Panel, JAMA, August 3, 
1194-Vol272, No.5, 
p.391-395, p. 394, 
vaccines: general 
discussion including 
botulinum and anthrax 
vaccines .... "No Iong-tenn 
adverse effects have been 
documented." 
<httg:://text.nlm.nih.gov/ftr 
s/tocview/ Select report 
#14. See the third section, 
under the caption 
"Vaccines." 

• Defense Science Board 
Task Force on Persian 
Gulf War Health Effects, 
June 1994. 
<hiti1;://www.gulflink.osd. 
mil/dsbrnt/index.html> 
See chapter Vlll, section 
E.2. 

• The postwar 
hospitalization experience 
of U.S. veterans ofthe 
Persian Gulf war. New 
England Journal of 
Medicine 1996;335:1505-
1513. 
<htt[!:://www.nejm.orgLcon 
tent/1996/0335/0020/1505 
~This study 
concluded that "During 
the two years after the 
Persian Gulf War, there 
was no excess of 
unexplained 
hospitalization among 
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Americans who remained 
on active duty after 
serving in that conflict.'• 

• The risk of birth defects 
among children of Persian 
Gulf war veterans. New 
England Journal of 
Medicine 1997;336:1650-
1656. 
<httv://www.nejm.or!Vcon 
tent/1997/0336/0023/1650 
~ The authors 
concluded "This analysis 
found no evidence of an 
increase in the risk of birth 
defects among the 
children of Gulf War 
veterans." 

• Mortality among U.S . 
veterans of the Persian 
Gulf war. New England 
Journal of Medicine 
1996;335:1498-1504. 
<htt12:/ /www .nejm.on.?/con 
tent/1996/0335/0020/1498 
~The authors 
concluded: "Among 
veterans of the Persian 
Gulf War. there was a 
significantly higher 
mortality [death] rate than 
among veterans deployed 
elsewhere. but most of the 
increase was due to 
accidents rather than 
disease. a finding 
consistent with patterns of 
pootwar mortality among 
veterans of previous 
wars." 

Problems with supp mental The promise of supplemental The Secretary ofDerense 
testing underscore _v fccine testing is being fulfilled on the ordered supplemental testing 
safety and producti o Jssues. original stockpile. of all lots of anthrax vaccine 
The failure to test a! lots in the Lansin• stoclroile, when 
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produced before the !ant 
closed suggests to sopw the 
promise of supplem ntal 
testing was not fulfil ed. (Pg. 
29, par. 3) 

------------ ----- -------

he authorized the Anthrax 
Vaccine Immunization 
Program in December 1997. 
Supplemental testing repeats 
the original FDA tests for 
sterility, purity, potency, and 
general safety. Supplemental 
tests are performed by the 
manufacturer and overseen by 
an independent contractor 
(Mitretek, Inc., McLean, 
Virginia}. 

Supplemental tests are not 
perfoiTiled on 1ots 040 or 
higher, because these lots 
were not part of the DoD 
stockpile in Dec 97, in fact, 
were not purchased by DoD 
until after the MBPl sale to 
BioPort. These newer anthrax 
vaccine lots have undergone 
{or will undergo}the same 
tests for sterility, purity, 
potency. and general safety 
required by the FDA to 
determine whether the lots 
meet approval criteria for 
FDA release. 

Supplemental testing results 
may be accessed at the A VIP 
web site: 
http://www.anthrax.osd.millsc 
anned/articles/articles.htm 

Supplemental testing 
problems were identified and 
corrected with testing 
resumed on the 32 lots in the 
original stockpile. Statement 
provided by Dr. Robert Myers 
to the Subcommittee on 
National Security, Veterans 
Affairs, and International 
Relations, Aoril 29, 1999. 
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An informal Surve of Except for a small number of Even one serviceman or 
Reserve and Guar units cases, A VIP is not the woman who resigns as a result 
shows more than 7 0 current detennining factor behind a of not taking a vaccine that 
or likely departure due to the member's decision to was designed to be good for 
AVIP. The survey can be withdraw from military him or her, is one too many. 
found at: service. Statement by Charles DoD seeks the cooperation of 
http://www/dallas w.quik.com L Cragin, Principal Deputy the Congress and the "No 
/cvbere\1/Anthrax/ hron Info. Assistant Secretary of Defense Group" to stop encouraging 
html (Pg. 28. Foo ote) for Reserve Affairs, to the individuals to disobey orders 

Subcommittee on National 
Security, Veterans Affairs, and A review of current units who 
International Relations have lost members due to the 
Committee on Government anthrax vaccine indicate that 
Reform, September 29, 1999. they are mission capable. 

There is normally a waiting 
list tt?: join most units. 

Contrary to subse< uentDoD DoD reviewed all data prior to A civilian medical advisory 
characterizations. pe Secretary of Defense's panel to the Food & Drug 
promised outside, xpert, announcement to start this Administration reviewed all 
scientific review o the progr.ID!. bacterial vaccines in the early 
program was only ery 1980s, revoking a few 
general in nature. AVA in conjunction with other licenses for lack of evidence 

force protection elements is of safety or efficacy. When 
Others question th necessity used as a deterrent. that panel considered anthrax 
of the program, as ·ng vaccine, they reaffinned all 
whether it betrays lack of Vaccination was unanimously previous NIH and FDA 
confidence in dete1 fence and recommended by the Joint decisions about the vaccine. 
other force protec on Chiefs and specifically The report can be found in the 
elements, and sug esting a requested by two Theatre 1985 edition of the Federal 
vaccine program n '"'es CINCs. We are satisfied with RegiSter, volume 50, pages 
anthrnx attack mor , not less, the outside expert scientific 51002-117. 
likely. (Pg. 30, pa . 3,4) review and the credentials of 

those who participated. Second. the Armed Forces 
Epidemiological Board 
(AFEB), a civilian body of 
scientists and physicians. 
provides recommendations 
regarding vaccination use and 
other me~cal issues to the 
Assistant Secretary of 
Defense for Health Affilirs 
(ASD(HA)). AFEB has 
specific responsibilities in 
DoD Directive 6205.3, 
ImmWlization Program for 
Biological Warfilre Defense. 
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The AFEB assists in 
providing recommendations 
on vaccines and immunization 
protocols necessary to 
enhance protection against 
validated BW threats. 

The external Department of 
Defense Anthrax Vaccine 
Adverse Event Task Force 
reviewed adverse events on 3 
August 1998 and provided a 
report on 10 August 1998. 
The Task Force recommended 
that reviews of adverse event 
reports.,. received as a result of 
the anthrax immunization 
program, be performed at 3 to 
6 month intervals. Based on a 
review of the adverse events 
reported to date and the 
apparent safety of the anthrax 
vaccine, the Task Force 
recommended no other 
change in the current DoD 
anthrax immunization 
program. They also 
recommended a review of 
Vaccine Adverse Event 
Reporting System (V AERS) 
reports at service level for 
completeness. 

AFEB also suggested a small 
prospective study {"a small 
records review study") to 
record all reactions. This led 
to the survey performed at the 
Tripier Army Medical Center 
that involved 603 medical 
personnel and collected data 
on symptoms, side effects and 
reactions subsequent to 
vaccination. 

Third, an independent review 

37 



-- - . 

of the health and medical 
aspects of the program was 
completed by Dr. Gerard 
Burrow. Dr Burrow was 
immensely qualified for this 
review. He is currently 
Special Advisor for Health 
Affairs to the President of 
Yale University, and he 
previously served as Dean of 
the Yale University Institute 
of Medicine, Vice Chancellor 
for Health Services of the 
University of California (San 
Diego), Dean of the School of 
Medicine of the University of 
California (San Diego), and 
Member of the Institute of 
Medicine, National Academy 
of Sciences. He completed his 
review on 19 February 1998. 

Fourth, the Anthrax Vaccine 
Expert Commitree (AVEC) is 
a panel of civilian physicians 
convened by the Health 
Resources & Services 

- Administration of the 
Department of Health & 
Human Services to review all 
V AERS reports submitted to 
the FDA. This independent 
external review panel meets 
every 6 weeks or so. To date, 
the committee has identified 
no unexpected events after 
anthrax vaccination. 

Today, there is a broad 
consensus that the FDA~ 
licensed anthrax vaccine is 
safe and effective for people 
at high risk of exposure. 

Recent publications of the 
CDC f ftv:llfto-cdc.govloub/ 
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04.pdf) and the Johns Hopkins 
Center for Civilian 
Biodefense Studies 
[bttg://www.ama-assn.ora/sci-
J2Ubsfiournals/archive/jamalvo 
1 281/no 18/jst80027.htm] 
recognize the anthrax vaccine 
as part of the national 
preparedness against 
biological terrorism. 

Anthrax vaccination is needed 
because the threat is real and 
lethal. The Chairman of the 
Joint Chiefs of Staff named 
anthrax as the # 1 biological 
threat. The current world 
threat environment and the 
unpredictable nature of 
terrorism make it prudent to 
include biological warfare 
defense as part of our force 
protection planning. Weapons 
inspectors discovered during 
the Gulf War that Saddam 
Hussein maintained an 
anthrax arsenal sufficient to 
kill every man. woman and 
child on the face of the earth. 
By 1992, U.S. intelligence 
sources recognized that the 
fanner Soviet Union 
maintained a capability that 
dwarfed Iraq • s_ 

Inhalation anthrax following a 
biological warfare attack is 
almost invariably lethal to 
those who become infected, if 
not treated quickly. Even with 
prompt treatment, the 
likelihood of death is 80%. 
Bio-weapon attacks would 

not be detected until 

~ 
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become ill. 

The anthrax vaccination 
program is a critical 
component of DoD's multi~ 
component Force Health 
Protection Strategy to protect 
the force from the threat of 
this bio-weapon. 

Some who testified 
~lnesses 

While the overwhelming The Anthrax Vaccine Expert 
experiencing seriaL majority of reactions will be Committee (AVEC) is a panel 
they associate with he anthrax minor. the Department is of civilian physicians 
vaccine. (Pg. 31, p . 2) aware that serious reactions convened by the Health 

are a possibility. Because of Resources & Services 
that possibility, each service Administration of the 
member who reports an illness Department of Health & 
subsequent to a dose ofthls Human Services to review all 
vaccine. or any other. is V AERS reports submitted to 
evaluated and treated for his or the FDA. This independent 
her illness or symptom. external review panel meets 

every 6 weeks or so. To date, 
Some of those testifYing were the committee has identified 
later found to have had pre- no Wlexpected events after 
existing medical conditions anthrax vaccination. 
vice reactions. Some are still 
under study. There are many more 

individuals who have taken 
the AVA without any 
reactions. These individuals 
were not asked to provide 
statements to the 
Subconunittee. 

Over 1.4 million shots have 
been given to over 400,000 
personnel. Reactions reported 
to date are below those of 
almost all other vacciness. 

Entitled, "Anthrax accine Recognizing that thls is the The DoD Safety program was 
Adverse Reactions, • the largest use of AVA, a safety described in detail during 
hearing focused on !he program was designed by DoD testimony to the 
program's willi?~ ss to and articulated during the Subcommittee on National 
recognize and abilit to treat multiple Subcommittee Security, Veterans Affairs and 
adverse reactions to the hearings. International Relations. None 
vaccine in military 1ersonneL of this testimony was reflected 
Issues discussed inc uded the DoD medical professionals are in the Subcommittee's report. 
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extent the main adv i'rse event well trained and are capable of 
surveiUance system used by treating adverse events As reported by Major General 
DoD, the joint FDP CDC presented by service members Claypool, "DoD conducts an 
Vaccine Adverse E ent for a multitude of reasons. aggressive, multi-faceted 
Reporting System ( AERS), surveillance program to assess 
under-reporl'l adver >e events vaccine safety. In fact, the 
and adverse vaccin reactions. safeguards of vaccine 
(Pg. 31, par. 4) administered to DoD 

personnel meets or exceed 
every standard for vaccine 
administration to the civilian 
population. The DoD 
program uses three scientific 
methods to evaluate safety, 
clinica1 studies, database 
studies and spontaneous 
reports (passive surveillance). 
The extent of this safety 
surveillance far exceeds any 
vaccine program in the United 
States for both childhood and 
adult vaccines." 

Rep. Walter Jones i'IC) DoD opposes having the It could leave part of our force 
introduced HR 2543 ~~July vaccinations voluntary. unprotected and result in mass 
16, 1999. Entitled' casualties. It would also 
American Military ealth interrupt the established FDA 
Protection Act." the ~w:ld protocol for any participating 
instruct the DoD to service member who elected 
anthrax military va ination not to continue the protocol. 
immunization progr un 
voluntary for all me hers of 
the Armed Forces w til the 
FDA has approved new 
anthrax vaccine for ~wnansor 
the FDA has approv anew, 
reduced course of sh ts for the 
current anthrax vacc ne. This 
bill was referred to e 
Committee on Anne 

. 41 Services.~ fPo. 32. o, 

The FY2000 Defeiis 
\HR2S61) 

This is correct and action is DoD will fully cooperate and 
Appropriations Act ongoing to meet the Act's looks forward to the results of 
contained a provisio provisions. these new studies. We believe 
directing the Compt ioller these studies wiH validate the 
General to report on :effects many studies which have 
on morale. retention lmd alreadv done and will~ 
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recruiting; the civi ian costs our ongoing efforts. 
and burdens assoc · ated with 
adverse reactions r members 
of the reserve com Ponents; 
adequacy oflong d short 
term health monit fing; 
assessment of the inthrax 
threat. including b t not 
limited to foreign octrine, 
weaponization, qu lityof 
intelligence. and o her 
biological threats. DoD was 
directed to contrac with the 
National Research ~otmcil to 
conduct studies on vaccine 
adverse events and adverse 
reactions, particul ly among 
women; vaccine e 1cacy 
against inhalation fnthrax; 
correlation of anim 1 models 
to safety and effie yin 
humans; research ps; and 
other matters. (Pg. 32, par. 6) 

A VrP represents a ~octrinal DoD utilizes vaccines as pre- Vaccination is a cornerstone 
departure overemp /tasizing the exposure for prevention of all to fighting disease in the 
role of pre-exposu e medical types of disease that service United States. A major 
intervention in for: e members may encounter difference between this and 
protection. (Pg. 3 ,par. I) during deployment. other mandatory vaccines is 

that the decision to begin the 
series came late in our careers 
as opposed to being given in 
initial training. There are 
several mand3.torv vaccines. 

But in the absence of proven DnD has detennined that there There is some evidence that 
capability and inte t to use is a valid threat. CIA and D!A anthrax was used as a 
biological weapon • agree. Even the biological weapon (BW) on a 
vulnerability alone does not Subcommittee's report limited basis by the Japanese 
constitute a validat j.I threat mentions that clearly there is a in China during World War 11 
for purposes of det rmining real and imminent tlueat (Christopher GW, eta!. 
appropriate and ef ctive Biological warfare: A 
oountenneasures. Pg. 22, par. historical perspective. JAMA 
3) !997; 278(Aug 6): 412-17). 

Since then, several countries 
are believed to have 
incorporated anthrax into 

42 



··-.. 

biological weapons. 
Intelligence analysts believe 
that at least seven potential 
adversaries have an offensive 
BW capability to deliver 
anthrax - twice the number of 
countries compared to when 
the 1972 Convention on the 
Prohibition of the 
Development, Production and 
Stockpiling of Bacteriological 
(Biological) and Toxin 
Weapons and on Their 
Construction (commonly 
called the Biological Weapons 
Convention) took effect. The 
Biological Weapons 
Convention was designed to 
prohibit such activity. 

traq admitted to the United 
Nations in 1995 that it loaded 
anthrax spores into warheads 
during the Gulf War. In the 
post-cold war era, the former 
Soviet Union admitted to 
having enough anthrax on 
hand to kill every person on 
the planet several times over. 

The accidental aerosolized 
release of anthrax spores from 
a military microbiology 
facility in Sverdlovsk in the 
former Soviet Union in 1979 
resulted in at least 79 cases of 
anthrax infection and 68 
deaths and demonstrated the 
lethal potentia! of anthrax 
aerosols. 

So the threat remain tactically Conflicts have traditionally The following concept is 
limited and regional . The been regional not giobal, expressed in the instructions 
A V1P is universal. Worldwide deployability of all entitled, Joint lnstructio!k 
(Pg. 39, par. 3) forces, active and reserve Immunizations and 

component, mandates Chemog:roQh~laxis1 AFJI 48-
universal vaccination with the ll 0 AR 40-562, 
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anthrax vaccine. BUMEDINST 6230.15. and 
CG COMDTINST M6230.4E: 
Current health threat 
assessments based on disease 
prevalence in specific 
geographic regions are 
maintained by each Service 
preventive medicine authority 
using federal, DoD. and other 
relevant sources of 
infonnation and are 
disseminated appropriately to 
all units within their 
respective jurisdictions. 
Specific immunization 
requirements are based on 
special disease threat 
assessment. 

Full protection against anthrax 
is afforded only after the 6 
doses are administered over 
18 months, so anthrax 
vaccination must begin now to 
pro1e(:t our forces in the future 
and to prepare members who 
will be rotating through the 
wtits. 

That study was c01 ducted, for DoD undertook a detailed, This "WaS conducted in the 
the most part, bebi d closed deliberative process over more normal business processes 
doors. However, th than three years that that DoD uses to determine 
docwnentation pro fided to the culminated in the decision to decisions and policy. It 
subcommittee by oD implement a mandatory, force- included input and research 
describes a proces more wide AVIP. from medical, scientific, 
predetennined thru university research laborarory 
deliberative, as the obvious and many other activities. 
operational benefit of 
passive, pre-expos e DoD believes that if members 
protection ... (Pg. 0, par. I) of the Connnittee and 

Subconunittee had conducted 
the same research that we had, 
they would agree with the 
program we have 
implemented. 

The mission profil for the This statement in the Conceptually, a new anthrax 
improved vaccine alled only Subcommittee report was vaccine could provide 
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for inoculation of d ployed 
and rapid deploym nt units 
based on intelligen e 
estimates of the pot ntial for 
use of specific BW gents 
against U.S. forces .... Other 
military personnel ill be 
vaccinated prior to eparture 
to BW threat areas. An 
accelerated immur zation 
program will be co ducted 
under certain alert r 
mobilization condi ons. (Pg. 
41, par, 3) 
Shortcomings of th currently 
licensed vaccine w re seen as 
the "serious logisti lru 
obstacles, especiall for 
reserve force "pose by the 
approved six~shot s hedule 
and reports that sug est "this 
vaccine may not pr vide 
universal protectio against all 
anthrax strains." (P . 41, par. 
4) 

lifted from a DoD 
"Operational Requirements 
Document (ORD) for 
Improved Anthrax Vaccine"; 
report dated 2 Oct 1995. It 
was an evolving step to an 
evolving threat. 

DoD recognizes that the FDA 
approved dosing schedule 
represents a challenge. To this 
end. we mandated use of 
automated immunization 
tracking systems to manage 
the program. For Reserve 
Component (RC) forces in 
particular, DoD established 
several initiatives through the 
Public Health Service, the VA, 
and a private sector contract to 
increase access for vaccination 
and treabnent. 

DoD believes that the current 
anthrax vaccine would be 
effective against all strains of 
anthrax because of its 
incorporation of protective 
antigen. 

protection after only a single 
dose. If this were true, this 
new vaccine could be 
administered like other 
vaccines DoD administers, 
just prior to deployment to 
forces at risk. This has no 
bearing on the current A VIP 
which uses the currently FDA 
licensed vaccine requiring 6 
doses given over 18 months 
for full protection. 

DoD now maintains 
agreements with the Division 
of Federal Occupational 
Health, Public Health Service; 
the Department of Veterans 
Affairs; and Arora Group, Inc 
to provide vaccinations and 
treatment to military 
personnel through a preferred 
provider network at more than 
12,000 locations throughout 
the US. This greatly 
facilitates RC adherence to the 
dosing schedule. 

The current U.S. licensed 
anthrax vact:ine is considered 
to be highly effective against 
naturally occurring strains of 
anthrax, including antibiotic~ 
resistant strains. This is 
because anthrax vaccine 
targets the key disease
causing protein common to all 
strains of anthrax. 

DoD is aware of the Russian 
research effort recently 
reported in a British scientific 
journaL Russian scientists 
reported using technology to 
introduce two foreign genes 
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into anthrax. The potentia] for 
a genetically altered virulent 
organism is of concern to us 
and we are anxious to Jearn 
more about this organism. 
Hamsters, vaccinated with the 
Russian Jive attenuated 
anthrax vaccine were not 
resistant to challenge with 
their engineered strain. There 
are substantive scientific 
questions about this report. 
First, the validity of the 
animal model that the 
Russians used needs to be 
addressed, because hamsters 
may not be predictive of 
results in other animals and 
humans. Second, the strain 
produced may not be stable, a 
fact the Russians admit. An 
unstable organism would not 
be a candidate for 
weaponi.zation. 

There have been ongoing 
efforts by OSD Coopemtive 
Threat Reduction Program, 
the National Academy of 
Sciences~ and the International 
Science and Technology 
Center to evaluate the 
possibility of a potential threat 
from genetically modified 
strains, and to ensure that our 
vaccine is effective against 
them. We believe that the 
current anthrax vaccine would 
be effective against altered 
genetic strains based on the 
biologic principles of the U.S. 
vaccine, which is different 
from the Russian vaccine. 

Briefmg materials reduced During the nonnal course of Concurrent with the A VIP 
by the U.S. Army edical DoD decision-making. all pros using the currently FDA-
Research Institute f and cons are assessed, licensed anthrax vaccine, DoD 
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Infectious Disease evaluated, and debated. The is pursuing research to 
(USAMRJID) in 19 4listed DoD decision to implement produce a new anthrax 
the following probl I= with the A VIP considered all these vaccine using recombinant 
the current vaccine: factors. technology that hopefully will 
Prolonged imm on result in fewer required doses 
schedule and fewer side effects than the 
Reactogenicity: currently licensed product. 

Systemic rea tions: .7-
1.3% This is responsible pursuit of 

Significant I 
~~%) 

better medicine technology. It 
reactions: 2.4 -3.1)11/o does not, however, exist 
Vaccine componen today. Unfortunately, the 
completely undefine in terms threat does exist. It would be 
of characterization a d irresponsible not to use the 
quantitation of the P , and available protection -an FDA 
other bacterial prod ctsand licensed and approved, safe 
constituents present and effective vaccine. 
Significant lot-to-lo variation 
in the PA immunoge content 
Human trials with s· milar but 
not identical vaccine showed 
protection against 
cutaneous anthrax hi t 
insufficient data to ow 
efficacy against inh ation 
anthrax 
Made from spore-fo 

~,:: strain requiring dedi 
production facility. Pg. 41, 
par. 5) 
At the same time, D D DoD does not have ''In completing an Industrial 
interest in an impro d reservations concerning the Capabilities Assessment, it 
anthrax vaccine dim nished suitability of anthrax vaccine was determined that while a 
shcuply. Reservati~n about adsorbed and it has not kept us series of alternatives were 
the suitability of the ld from pursuing a better vaccine available, onJy two options 
vaccine were put asi e once it for the future. were realistic in meeting 
was made the center ieee of DoD's requirement: !)Seek 
the proposed inunur zation alternative manufacturing 
effort. (Pg. 42, par. ) sources and 2) maintain 

current capability ... the only 
viable alternative that will 

I 

support the current policy of 
total force vaccination is to 
continue with the current 
manufacturer. In evaluating 
the industrial base in the 
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biological defense area, DoD 
found little interest by U.S. 
commercial finns." Statement 
by Honorable John J. Hamre, 
Deputy Secretary of Defense 
lo Subcommittee on Military 
Personnel House Committee 
on Armed Services, First 
Session, 1 06th Congress, 30 
September, 1999. 

None of Mr. Hamre's 
statement was included in the 
subcommittee's report. 

Concurrent with AVIP using 
the currently FDA-licensed 
anthrax vaccine, DoD is 
pursuing research to produce a 
new anthrax vaccine using 
recombinant technology that 
hopefully will result in fewer 
required doses and fewer side 
effects than the currently 
licensed nroduct 

One statement of c emlbio DoD policy maintains The first protection we rely on 
defense doctrine n fu<s foree vaccination, as disease is deterrence. We hope it is 
protection strategi sas prevention. is but one pillar of successful, but we know it 
follows: force protection. At this point will not a!ways work. Next 

" ... The mo ~effective in time, it is the best protection we rely on intelligence and 
and singularly mo important available. hope to thwart the attack 
prophylaxis in detl ""' before it occurs. Our 
against biological warfare intelligence is not perfect We 
agents is physical ijm>tection. cannot always count on it. 
Preventing expost (e of the We have good protective 
respiratory tract ru ~mucous clothing. but we cannot wear 
membranes ... to i fectious it 24 hours a day and cannot 
and/or toxic aeros Is through fight in it for long periods of 
use of a full-face spirator time. We have detectors and 
will prevent expo~ ju-e. and warning devices, but we onJy 
should, theoretical y, obviate have a few and they are early 
the need for additi ~· state~of..the~art. The best and 
measures. Chemic protective most effective piece of the 
masks effectively ilter Bio-Protection suite is our 
biological hazards FDA licensed, safe and 

... All med cal effective vaccine. 
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prophylactic modaJi ies 
described should be rewed The vaccine would protect our 
only as sWlndary ( .e. setvicemen and women in the 
backup). and are not to be instance of an unannounced, 
relied upon as prim 

!';:gent 
undetected release of anthrax 

protective measures. aerosol. The aerosol is 
exposures near the s puree of tasteless, odorless and 
dlssemination will b high, invisible and could infect our 
and likely to overw elm any forces at a time when they are 
medical protective easure." not wearing protective gear. 
The A VIP malces m dical 
prophylaxis is a pri 

~nand aspect of force protc 
CBW deterrence. ( g. 44, par. 
_!)_ 
The vaccine policy !so DoD uses vaccination as one Early warning detection 
reflects a lack of co fidence in prong in the policy of force equipment is in its 
current force protec -on protection. Our mask. suits developmental stages. 
equipment (Pg. 46, par. S) and detectors continue to be Service members would be 

improved. unable to wear protective gear 
twentywfour hours a day, 
seven days a week.. This 
leaves service members 
vulnerable to attacks with 
biological agents and points to 
the need for vaccination. as a 
prong of force protection. 

Use of the vaccine provides 
an avenue of protection that 
more gear and intelligence 
cannot provide in an 
unannounced silent attack. 

Even this doctrina1 r lianceon Deployment possibilities are Many vaccinations, for 
the primacy of medi a! worldwide and do require example hepatitis A, are given 
protection does not ~essarily universal vaccination. universally to service 
demand the universa , pre- members during basic training 
deployment inocula on that to prepare them for worldwide 
characterizes the A~ fP· (Pg. deployment. 
48, par. I)_ 
Other inoculations a: ~ The Anned Forces Medicine is a support function 
required pursuant to [nedical, Epidemiology Board (AFEB) for the line units. 
not military comman recommends vaccinations that 
authority, and they a te . . are necessary for force health Anthrax shots are as safe and 
required primarily to mamtain protection in the DoD. effective as other vaccines and 
and orotect the heal of are accom ied ~y_ 
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personnel from na jrrally 
occurring diseases r 
pathogens endemic to specific 
duty or deploymen areas. 
(Pg. 50, oar. 1) 

Although the threa of natural 
anthrax. "remains a significant 
problem in numero s 
countries througho t Africa, 
the Middle Eas~ Ej>ro,Pe and 
Asia." the general ~mhtary 
immunization poli y contains 
no reference to the anthrax 
vaccme. (Pg. 50, jar. 1) 

.. Deploying civilia 
employees who de line to 
participate in the 1 TRA-A VIP 
will be required to execute a 
"Statement of Infojmed 
Declination" attes ng to the 
Agency's offer of lmthrax 
immunization and ~e 
individual's decisi n to 
decline. (Pg. 50, Pf· 4) 

DoD policy is currently being 
revised to include anthrax 
vaccine. It just wasn't part of 
our program when the policy 
was last published. 

The Defense Threat Reduction 
Agency rescinded this policy. 

comparable adverse reactions. 

The following concept is 
expressed in the instructions 
entitled, Joint Instruction. 
Immunizations and 
Chemoprophrlaxls. AFJ148-
110, AR 40-56b 
BUMED!NST 6230.15, and 
CG COMDT!NST M6230.4f, 
dated Nov 1995: Current 
health threat assessments 
based on disease prevalence in 
specific geographic regions 
are maintained by each 
Service preventive medicine 
authority using Federa1, DoD, 
and other relevant sources of 
information and are 
disseminated appropriately to 
all units within their 
respective jurisdictions. 
Specific immunization 
requirements are based on 
special disease threat 
assessment. The 1995 policy 
included FDA licensed 
vaccines for endemic diseases 
worldwide. No vaccines for 
hie-warfare were listed or in 
use at that time . 
Emergency-Essential civilians 
and contractors who perfonn 
mission essential services are 
part of our war-fighting team 
and as such are expected to 
take the vaccine when 
deploying with our forces. 

The applicable documents 
include the following: 

DoD Directive Number 
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1404.10, April!O, 1992, 
Emergency-Essential (E-
E) DoD U.S. Citizen 
Civilian Employees. 

- DoD Instruction Number 
3020.37, November6, 
1990, Continuation of 
Essential DoD Contractor 
Services Durine Crises. 

DoD concluded, but annot Vaccine is known to be safe "The only known effective 
prove, that individu antibody and effective against anthrax, prevention against anthrax is 
response to the vacc ne equals This is not just a DoD opinion. the anthrax vaccine. 
protection from anti pxattack. Treatment of cutaneous 
(Pg. 50, par. 5) anthrax infection involves 

administration of antibiotics. 
In the case of pulmonary 
anthrax infection, therapy has 
been of limited benefit, except 
when given immediately after 
exposure." Statement by 
Kathryn C. Zoon, Ph.D. 
Director, Center for Biologics 
Evaluation and Research, 
Food and Drug 
Administration, Department 
of Health and Human Services 
Before the Subcommittee on 
National Security, Veterans 
Affairs, and International 
Relations Committee on 
Government Reform, U.S. 
House of Representatives, 
April 29, 1999 

Antibiotics must be given 
before symptoms develop to 
be effective, Since the spores 
are colorless, odorless and 
tasteless, normally one would 
not know they had been 
exposed until symptoms 
developed. 

Animal studies: -1n support 
of the clinical studies, two 
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rabbit animal protocols were 
completed to develop an in 
vitro correlate of irrununity in 
a relevant animal model. 
These studies also 
accomplished a comparative 
pathology evaluation between 
rabbit and non-human primate 
models. 
References: 

(1) Protocol Number F96-17. 
Development of an in vitro 
correlate of immunity for 
anthrax in the rabbit model 

(2) Protocol Number F97-08. 
Confirmation of an in vitro 
correlate of immunity for 
anthrax in the rabbit model 
using AVA LotFAV032. 

ln the nonhuman primate 
studies, a total of62 (94%) of 
the 65 animals vaccinated 
with A VA survived a highly 
lethal challenge of aerosolized 
anthrax. Whereas, of the 18 
controls (unvaccinated 
animals) that were challenged 
with the anthrax aerosol, 
NONE survived. 

Rabbits have also been used 
to evaluate AVA. 114 (97%) 
of 117 rabbits vaccinated with 
A VA survived lethal aerosol 
challenge, while none of 88 
controls survived the 
challenge. 

The rabbit, in contrast with 
the guinea pig, resembles the 
nonhuman primate in that 
AVA vaccination confers 
excellent protection against 
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Nevertheless, DoD oncludes 
enrollment in the A lP equals 
protection for purpo_Fs of 
satisfying the need tpr unifonn 
force protection. (P . 52, par. 
I) 

In tactical tenns, the 
protection afforded~ 
vaccination would I needed 
only during the tim between 
detection and the 01 er to 
deploy individual an 
collective physical I fotective 
measures (suits, ~ f's. tents, 
etc.). Better detectio 
capability, improved masks 
and a battlefield docfrine to 
deploy protective m F~s 
earlier could limit o eliminate 
the need even forth t small 
window of protectio 
provided by the va<> lin•· (Pg. 
52, par. 2) 

The sole-source prl) :jurement 
of a vaccine that req ires a 
dedicated productio facility 

DoD policy is to follow the 
approved FDA dosing 
schedule to gain the proven 
protection needed. 

DoD utilizes vaccines as pre
exposure prevention of many 
types of disease that Service 
Members may encounter 
during deploymenL 

BioPort Corporation renovated 
and modernized the A VA 

I production suite and now is 

aerosol challenge. 
Numerous studies support this 
finding. No studies disprove 
it. 

Vaccination is a cornerstone 
to fighting disease in the 
United Sta1es and has been for 
many years. 

The anthrax attack that would 
endanger our members would 
be disseminated in a manner 
to best utiJize its colorless, 
odorless, tasteless and 
difficult-to-detect character. 
Therefore, it is not guaninteed 
that members will be afforded 
tha opportunity to use the 
physical protective measures 
available to them. 

«Post-exposure vaccination 
following a biological attack 
with anthrax [vaccine} would 
be recommended with 
antibiotic administration to 
protect against residual 
retained spores .•. " Journal of 
the American Medical 
Association, May 12, 1999, 
Vol. 281, No. 18, p 1740. 

Such treatment is helpful if 
given within 24-48 hours of 
exposure, and prior to the 
development of symptoms. 
Once a member becomes 
symptomatic, however, such 
treattnent would likely be too 
late and no1 be lifesaving. 
The anthrax vaccine works. 
No one who has taken the 
vaccine is known to have 

53 



leaves DoD capti.,. to old 
technology and a s ngle, 
untested company. (Pg. 53, 
par. I) 

Research and dev Iopment on 
a second-generatiop. 
recombinant vacci e would 
allow others to co pete. (Part 
53, par. I) 

DoD has built a fi tee-wide 
program on the n tf:rowest 
possible industrial base. (Pg. 
53, par. 2) 

FDA inspection fi dings on 
the renovated faci ity contain a 
number of observ tions 
repeated from the February 
1998 inspection. Pg. 55, Dar. 

involved in the normal process 
of FDA certification under a 
Biologics License Application 
(BLA). 

This may be true, but it would 
be years away, and the threat 
is now. We are pursuing the 
second-generation vaccine as 
well. 

The same is true for most other 
vaccines. However, a second 
source will be pursued. 

BioPort Corporation renovated 
the AVA production suite and 
is now involved in the normal 
process of FDA certification 
under a Biolmdcs License 

contracted inhalational 
anthntx; Whether one 
considers it old or current, the 
vaccine is effective. 

The new BioPort fucility is 
one of the more modern of its 
kind in the cowttrv. 
"In completing an Industrial 
Capabilities Assessment, it 
was determined that while a 
series of alternatives were 
available, only two options 
were realistic in meeting 
DoD's requirement. 1) Seek 
alternative manufacturing 
sources and 2} maintain 
current capability ... the only 
viable alternative that will 
support the current policy of 
total force vaccination is to 
continue with the current 
manufacturer. In evaluating 
the industrial base in the 
biological defense area, DoD 
found little interest by U.S. 
conunercial fmns." Statement 
by Honorable John J. Hamre, 
Deputy Secretary of Defense 
to Subcommittee on Military 
Personnel House Committee 
on Armed Services, First 
Session, 1 otJh Congress, 30 
September, 1999. 
None of Mr. Hamre's 
statement was included in the 
subcommittee's reoort. 
Such a solution is months to 
years away, while the threat is 
real now. 

"The February 1998 
inspection disclosed 
deviations from FDA's 
regulations. These deviations 
included, but were not limited 
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I) Application (BLA). to, the manufacture of the 
anthrax vaccine. In addition. 

GAO also found the the inspoction resulted in a 
dependent relati~ "p request by FDA that MBPI 
between DoD and ·aPort quarantine ll lots of anthrax 
unusual and risky. Vhi!e vaccine held in storage, 
sole-source procure ~ents for pending review of additional 
vaccines may be 001 fnnon, information to be submitted 
those producets usu Jy have by BioPort. .. These lots are 
other product Jines enerating still in quarantine, and will 
income from other c stomers. remain in quarantine until the 
(?g. 59, par. I) company submits required 

infonnation to the Agency. 
One vaccine produc hr FDA noted that MBPI had 
operating a single p oduction made progress in achieving its 
site also points to St urity compliance goals, but 
risks. (Pg. 59, par. 2 additional work remains in 

order to correct the deviations 
GAO observed, .. Bu if we are related to the manufacture of 
relying upon this va cine as the anthrax vaccine. 
part of the backbone of our Pursuant to its purchase of the 
defensive biological program, MBPI facility in 
the question ofvuln rability to September 1998, BioPort 
a single site become an issue. agreed to abide by the 
If you made a decisi n with strategic plan and other 
respect to that vu!ne rability commitments for corrective 
that led you to want "'hnve an actions made by the 
alternative site, then we management of MBPI. 
probably should be I Poking at It should be noted that MBP1 
establishing a secon source." halted production of anthrax. 
(Pg. 59, par. 2) vaccine sublets in January 

1998 to begin a 
comprehensive renovation of 
the anthrax production 
facilities." Kathryn C. Zoon, 
Ph.D. Director, Center for 
Biologics Evaluation and 
Research, Food and Drug 
Administration, Department 
of Health and Human Services 
Before the Subcommittee on 
National Security, Veterans 
Affairs, and International 
Relations Committee on 
Government Reform, U.S. 
House of Reoresentatfves, 
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anthrax among 
unavoidable risks 
service. They do 
option, an nnnmtu,,;" 
assume risk made 
essential civilian 
the Defense 

avoidance

to 
of 

physical rather 
pharmacological teflmol•ogy. 
(Pg. 97, par. 4) 

But DoD 

As previously stated. a second 
source will be pursued, 
however, this cannot be 
accomplished immediately. 

BioPort Corporation also 
produces Diphtheria-Tetanus 
(DT) Pediatrics, Rabies 
Vaccine Adsorbed, Immune 
Globulin (Human), as well as 
Albumin (Human), which 
target domestic and 

effective protective vaccine 
immunizations are mandatory. did not exist. such a choice 

might be prudent. Given the 
availability of safe and 
effective protection, it would 

uses as one 
prong in the policy of force 
protection. 

be highly irresponsible to send 
troops into battle without it 

warning detection 

~~~·:~~~.~is~ifn~i~~~:s. ' Service 
members would be unable to 
wear protective gear twenty
four hours a day, seven days a 
week. This Jeaves service 
members vulnerable to attacks 
wi!h biological agents and 
points to the need for 
vaccination as a prong of 
force 

appropriate changes to the 
AVlP, if and when the FDA 
approves changes to the 
licensed dose schedule and 

agent is now; therefore, DoD 
has an urgent need to protect 
the force now and cannot walt 
for the reduced dose study. 

~~~--.b!!!~ 
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based on the science (Pg. or two to complete. to the comptetion of the 
100, par. 3) necessary clinical studies. 
To address the dom stic DoD works with and does DoD is participating in and 
bioterrorism threat, ~ actively support the DHHS in will be anxious to have the 
Department of Heal ~and this endeavor. results of this effort. 
Human Services' N tional 
Institute of Allergy nd 
Infectious Diseases ormed a 
working group to de elop and 
test a second-genen tion 
anthrax vaccine, anc the 
Institute has funded !Orne 
researeh. DoD shoul support 
those efforts. (Pg. I 00, par. 4) 
With regard to an in proved DoD Force Health Protection The APHA policy was 
anthrax vaccine, the Ameri<:an cannot effectively be a adopted after a presentation 
Public Health Assoo ation volWltary program, and the that only covered the 
adopted a policy sta ment in threat is now. opposing viewpoint. DoD 
November 1999 urg fngDoD offered to present our views 
to "delay any furtheJ and findings but the offer was 
immunization again: t anlhrax declined. Adopting a policy 
using the current v~ cine or at after hearing only one side of 
least to make immw "zation an issue is inappropriate. 
voluntary" and to co venea 
commission of milit f'Yand 
non-military public ealth 
experts to review sa: tyand 
efficacy evidence fo the 
current vaccine, atte "pt to 
determine when an · (nprnved 
vaccine might be av ilable, 
and make reconunen :lations 
about continuation o the 
current program. (Pg 101, par. 
I) 

DoD expended sigci: cant DoD and the manufucturer The Comparative Study to 
time and resources i 1994 pursued this research in the Determine the Best Two-Dose 
and 1995 on plans an past and continue this effort Schedule and Route of 
programs to demons [ll(e the now. Administration of Human 
safety and efficacy o a shorter Anthrax Vaccine, by Dr. 
anthrax inoculation r os!me, Phillip Pittman, sponsored by 
and a different route f Dr. Robert Myers, MBPI 
administration, but a; pears to (now BioPort) was submitted 
have all but abandon ~those to the FDA in Fall 1998. The 
efforts when J>!annin: for the results were favomble but the 
A VIP ~an. Suppor for the FDA requires a larger pivotal 
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FDA application t reduce the study. Funding has been 
shot course seems to have obtained and DoD is working 
been redirected to vaccine in conjunction with the CDC, 
acquisition and A IP NIH and the sponsor 
logistics. (Pg. 10 , par. I) (BioPort) to complete this 

study. 

"In November 19 l, the A study of irnmunogenicity is DoD will anxiously await 
Division of Biolo ics currently being conducted these results. 
Standards, NIH, ted an under CDC oversight. 
apparent increase n reports of 
adverse reactions fter 
individuals receiv ~booster 
shots. The Divisi n considered 
it advisable to ree aluate the 
need for annual bt >Oste" and 
possibly the amo t of the 
booster dose. Altl ough the 
record is unclear to whether 
or not NIH reque ted a 
reevaluation, to d te, no such 
reevaluation has peen done." 
IPg. 102, par. 5) 
For this purpose. 'suitable" DoD disagrees given the FDA is Congressionally 
should not just m an FDA threat. charged with the mission of 
approved, but de onstrably as approving for litensure only 
safe and effective as possible those drugs. vaccines and 
for the intended ilitary use. devices that are safe and 
A vaccine that tal es 18 effective and thus suitable for 
months, and ann I boosters. human use. 
to confer immuni ~should not 
be considered sui table uoder 
the policy. (Pg. 03, par. !) 

In terms of incre ed safety, Tile term intravenous ~ The Comparative Study to 
there is also som evidence an incorrectly used in this Detennine the Best Two-Dose 
intravenous injec ·an would sentence: the correct tenn is Schedule and Route of 
produce fewer si e effects and intramuscular. Administration of Human 
adverse reaction than Authrax Vaccine, by Dr. 
subcutaneous ad inistration. In the past, the DoD and the Phillip Pittman, sponsored by 
(Pg. 104, par. 5) emphasis manufacturer have pursued Dr. Robert Myers, MBPI 
added) research on using alternate (now BioPort} was submitted 

routes of administration and to the FDA in Falll998. The 
continue in this research effort results were favorable but the 
now. FDA requires a larger pivotal 

study. Funding has been 
obtained and DoD is working 
in conjunction with the CDC, 
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NIH and the sponsor 
(BioPort) to complete this 
study. 

DoD only recently !<gan "to In 1970 when the vaccine was To date, at least t2 human 
design a set of studi s to better licensed, the FDA did not studies have assessed the 
evaluate the long te fm safety require post-marketing studies. safety of anthrax vaccination. 
of the anthrax vacc · I'< ... to FDA changed this requirement These studies, some stretching 
conform wj~ ~ t-day, to improve product back almost SO years, reported 
post-marl<eting prac ice"(Pg. infonnation and safety. adverse events after 
106,par.2) vaccination, in varying 

This said, there exists more degrees of detail. 
long-tenn safety data on the 
anthrax vaccine than many The following paragraphs list 
other vaccines currently the studies. 
routinely administered to 
populations in the U.S., such Among the studies listed 
as hepatitis A and B and below. one of two vaccine 
chicken pox (varicella). fonnulations was used. The 

Brachman study and the early 
Fort Detrick studies used 
anthrax vaccine manufactured 
according to the original 
1950s formula developed at 
Fort Detrick, Maryland. 
ln the 1960s, the production 
process for anthrax vaccine 
was improved to increase the 
concentration of the active 
ingredient, protective antigen, 
(1hus increasing the vaccine's 
potency) and to decrease the 
amount of other bacterial 
components in the vaccine 
(thus increasing purity). This 
purer, more potent vaccine, 
manufactured in Lansing, 
Michigan, was licensed by the 
FDA in 1970. 
The CDC observational study 
involved people who received 
either the original vaccine or 
the improved vaccine, or both. 
The other studies described 
below used anthrax vaccine 
manufactured according to the 
improved 1960s formula, the 
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same vaccine used throughout 
the United States today. 

Details of each study appear 
on following pages. The 
twelve studies include: 

a. The Braclnnan Study (the 
pivotal field trial evaluating 
the safety and efficacy of 
anthrax vaccination). 

b. The CDC Observational 
Study (the fullow-on study 
between the Brachman Study 
and vaccine licensing in 
1970). 

c. The Fort Detrick Multi-
Dose, Multi-Vaccine Safety 
Studies (evaluations of Army 
laboratory workers vaccinated 
hundreds of times with dozens 

: of vaccines). 

' d. The Fort Detrick Special 
Immunization Program (SIP) 
Safety Study (a continuation 
of the previous study among 
more workers into modem 
times). 

e. The Fort Bragg Booster 
Study (an evaluation of 
additional doses of anthrax 
vaccine among soldiers 
vaccinated several years 
earlier during the Persian Gulf 
War). 

f. The USAMRIID Reduced· 
Dose I Roule-Cbange Study (a 
study of anthrax vaccine 
administered by two different 
injectable routes of 
administration). 
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g. The Canadian Forces 
Safety Survey (a study of 
Canadian Service Members). 

h. The TAMC-600 Survey (a 
study of adverse events after 
anthrax vaccination of 
medical personnel at Tripier 
Anny Medical Center). 

i. The U.S. Forces Korea 
Records Study {a study of 
adverse events among service 
members serving in Korea). 

j. The USAF Vision Study (a 
study of visual acuity among 
vaccinated and unvaccinated 
aircrew members). 

k. The USAF Air Combat 
Command Study, Langley Air 
Force Base (a study of 
outpatient medical care 
among Air Force personnel 
after return from Southwest 
Asia). 

l. The reports involving 
Anthrax Vaccine submitted to 
the FDNCDC Vaccine 
Adverse Event Reporting 
System fY AERS). 

SUMMARY: Like all 
vaccines, anthrax vaccine may 
cause soreness, redness, 
itching, swelling, and lumps 
(a subcutaneous nodule) at the 
injection site. About 30°/a of 
men and 60% of women 
report mild local reactions, 
but these reactions usually last 
only a few days. Lumps can 

I oersist for a few weeks, but 
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eventually completely resolve. 
For both genders, between 1% 
and 5% report moderate 
reactions of l to 5 inches in 
diameter. Larger reactions 
occur after about one in a 
hundred vaccinees or less. 
Beyond the injection site, 
from 5% to 35% will notice 
muscle aches, joint aches., 
chills, fever. headaches, 
nausea, loss of appetite, 
malaise. or related symptoms. 
Again, these symptoms 
usually go away 3.fter a few 
days. 

To monitor rare or unexpected 
adverse events associated in 
time to any vaccine. DoD 
health care providers have 
participated in the Vaccine 
Adverse Event Reporting 
System (VAERS) since its 
inception in 1990, when it was 
established by the Department 
of Health and Human 
Services. ln addition, each 
V AERS report is reviewed by 
an independent panel of 
civilian physicians. To date, 
this panel has detected no 
patterns of unexpected 
adverse events related to 
anthrax vaccination. 

There are no known long-temt 
patterns of side effects from 
the anthrax vaccine, based on 
an ongoing series of studies at 
Fort Detrick, Maryland, and 
elsewhere. The first report in 
this series was published in 
1958. 

Despite the extensive body of 
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knowledge regarding the 
safety of anthrax vaccine, 
safety monitoring continues, 
as is prudent for all vaccines 
and medications. 

Therefore,"'a membe of the Adverse events linked to DoD- Office of the Assistant 
Reserve Component may directed immunizations are Secretary of Defense for 
present themselves r initial treated the same as any other Health Affairs memorandum 
treatment and evalw ,~on at line of duty injury or iHness subject: Ensuring Reserve 
any military treatme t facility, per Title 10, United States Component Have Full Access 
after vaccination dw nga Code for the Anned Forces. to Department of Defense 
period of duty. The itember (DoD) Military Treatment 
will be examined an provided Facilities {MTF)for 
necessary medical c Ire· Once Treatment Evaluation of 
treatment is rendered or the Adverse Events from DoD 
individual's emerge Directed Immunizations, 
condition is stabi~ a Line dated 20Jul 1999, states: 
of Duty and/or Notic of "Title 10, United States Code 
Eligibility status will be for the Armed Forces directs 
determined by the m i:mber's that members of the Reserve 
unit, as required. No treatment components who incur or 
beyond that justified to aggravate any injury, illness, 
stabilize the conditio or or disease while performing 
emergency is autbori f;e<J until active duty for less than 30 
Service connection i days, or inactive duty training 
validated." (Pg. 106 par.4) are entitled to medical care 

appropriate for the treatffient 
of the injury, il1ness or 
disease. Adverse reactions 
from DoD-directed 
immunizations are line of duty 
illnesses. Therefore, when a 
member of the Reserve 
component presents for 
treatment at an MTF, 
expressing a belief that the 
condition for which treannent 
is sought is related to 
receiving an immunization 
during a period of duty, the 
member must be examined 
and provided necessary 
medical care." 

The Department has initiated 
a network of health care 
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facilities to support Reserve 
Component (RC) personnel. 
not only for anthrax 
vaccination and/or vaccine-
related reactions, but also for 
medical care. 

But requiring an im lnediate Line of Duty and/or Notice of 
determination of se lvice- Eligibility will be determined 

Office of the Assistant 
Secretary of Defense for 

connection for vac c ne related as soon as possible. Health Affairs memorandum 
health effects mean many Commanders initiate the subject: Ensuring Reserve 
short tenn, and mo t long investigation process once Component Have Full Access . 
tenn, adverse react i ns will he/she has been notified by the to Department of Defense 
not be monitored b DoD service member. (DoD) Military Treatment 
physicians. (Pg. 1 7, par.!) Facilities (MTF} for 

Treatment Evaluation of 
Adverse Events from DoD 
Directed Jmmunizatio!IS, 
dated 20 Jul 1999, states: 
"Tide 10, United States Code 
for the Armed Forces directs 
that members of the Reserve 
components who incur or 
aggravate any injury, illness, 
or disease while perfonning 
active duty for less than 30 
days, or inactive duty training 
are entitled to medical care 
appropriate for the treatment 
of the injury, illness or 
disease. Adverse reactions 
from DoD-directed 
immunizations are line of duty 
illnesses. Therefore, when a 
member of the Reserve 
component presents for 
treatment at an MTF, 
expressing a belief that the 
condition for which treatment 
is sought is related to 
receiving an immunization 
during a period of duty, the 
member must be examined 
and provided necessary 
medical care." 

Enrollment of eve vaccine Enrollment of2.4 million Through its automated 
recipient in a clini a! people in a comprehensive immunization tracking 
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evaluation and trea~ ent 
protocol would allo DoD to 
capture a unique au< valuable . 
data set for use in th ir 
longitudinal studies, avoiding 
disputes over coho~ selection 
bias and other meth ~ological 
issues. (Pg. 107, p~. 2) 

While an improved accine is 
being developed, us. of the 
current anthrax vacc ne for 
force protection agai~ 
biological warfare s ould be 
considered experime tal and 
undertaken only pur uant to 
FDA regulations go eming 
investigational testi for a 
new indication. (Pg. 10 8, par. 
I) 

treatment protocol is not 
warranted by the adverse 
reaction data collected and 
evaluated to date. Neither the 
FDA, CDC, AVEC, nor the 
Longitudinal Studies Concept 
Committee have found any 
adverse events, not otherwise 
expected, nor have made a 
reconunendation for such an 
evaluation and treatment 
protocol. Such a protocol at 
this time is neither standard 
medical practice~ 
recommended, or cost 
effective. 
FDA has confirmed that A VA 
use against biological warfare 
is not an off-label use, nor is it 
subject to FDA's 
Investigational New Drug 
(IND) regulations. 

systems, DoD captures all 
vaccine recipients and each 
anthrax vaccine immunization 
event in an automated 
database. This infonnation is 
being used in database and 
potential cohort studies, and 
will facilitate any evaluation 
and treatment protocols that 
may be recommended in the 
future. 

Letter from Dr. Michael A. 
Friedman, Lead Deputy 
Commissioner. Food and 
Drug Administration to Dr. 
Stephen C. Joseph, The 
Assistant Secretary of 
Defense of Health Affairs, 
March 13, 1997 reads: 
"'While there is a paucity of 
data regarding the 
effectiveness of Anthrax 
Vaccine for prevention of 
inhalation anthrax, the current 
package insert does not 
preclude this use. The 
original efficacy trial clearly 
showed that the vaccine 
conferred a high level of 
protection against cutaneous 
exposure. None of the 5 
inhalation cases in this trial 
occurred in Anthrax Vaccine 
recipients. but these data 
alone are insufficient to allow 
definitive statistical 
conclusions. Results from 
animal challenge studies have 
also indicated that pre
exposure administration of 
Anthrax Vaccine protects 
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against inhalation anthrax. 
Therefore, I believe your 
interpretation is not 
inconsistent with the current 
label." 

Fwthermore, a FDA 26 Nov 
99 letter from Melinda K. 
Plaisler, Associate 
Commissioner for Legislation, 
in response to a letter from 
Congressman Dan Burton 
states. "Use of the vaccine for 
protection against both 
cutanoous and inhalation 
anthrax exposure is not 
inconsistent with the labeling 
for Anthrax Vaccine 
Absorbed."' and "There is 
presently no basis for 
concluding that the anthrax 
vaccine, a licensed product, 
when used in accordance with 
current labeling, should be 
used pursuant to an IND 
application or, as requested in 
your letter, that FDA 'place 
the anthrax vaccine back 
under IND status'."' 

Under FDA regulat i~ns. use of The anthrax vaccine is a FDA~ "Inununization with Anthrax 
an FDA-approved p oduct in licensed vaccine and is being Vaccine Adsorbed is 
an Wlapproved way , or for an used per the indications and recommended for individuals 
tmapproved purpos can only usage on the package insert. who may come in contact 
be undertaken purs jmtto with animal products such as 
clinical trial protoco s The FDA in repeated hides, hair, or bones which 
contained in Investi l!ational testimony to Congress last come from anthrax endemic 
New Drug (IND) ap lications. year and in written areas and may be 
(Pg. 108, par. 2) communications continues to contaminated with Bacillus 

maintain that DoD's use of the anthracis spores; and for 
anthrax vaccine for protection individuals engaged in 
against inhalation anthrax is an diagnostic or investigational 
appropriate use of the vaccine activities which may bring 
and is in accordance with the them into contact with B. 
package insert anthracis spores. It is also 

recommended for high-risk 
persons such as veterinarians 
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and others handling 
potentially infected animals. 
Since the risk of exposure to 
anthrax infection in the 
general population is slight, 
routine immunization is not 
recommended. If a person has 
not previously been 
immunized against anthrax, 
injection of this product 
following exposure to anthrax 
bacilli will not protect against 
infection." Anthrax Vaccine 
Adsorbed Package Insert, 
BioPart Corporation, 
Lansing, Michigan U.S. 
License No. 1260. 

Letter from Dr. Michael A. 
Friedman, Lead Deputy 
Commissioner, Food and 
Drug Administration to Dr. 
Stephen C. Joseph, The 
Assistant Secretary of 
Defense of Health Affairs, 
March 13, 1997 reads: 
.. While there is a paucity of 
data regarding the 
effectiveness of Anthrax 
Vaccine for prevention of 
inhalation anthrax, the current 
package insert does not 
preclude this use. The 
original efficacy trial clearly 
showed that the vaccine 
conferred a high level of 
protection against cutaneous 
exposure. None of the 5 
inhalation cases in this trial 
occurred in Anthrax Vaccine 
recipients, but these data 
alone arc insufficient to allow 
definitive statistical 
conclusions. Results from 
animal challenge studies have 
also indicated that pre-
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exposure administration of 
Anthrax Vaccine protects 
against inhalation anthrax. 
Therefore, I believe your 
interpretation is not 
inconsistent with the current 
label." 

Further, FDA 26 Nov 99 letter 
from Melinda K. Plaisler, 
Associate Commissioner for 
Legislation to Congressman 
Dan Burton states, " Use of 
the vaccine for protection 
against both cutaneous and 
inhalation anthrax exposure is 
not inconsistent with the 
labeling for Anthrax Vaccine 
Absorbed." and "There is 
presently no basis for 
concluding that the anthrax 
vaccine, a licensed product, 
when used in accordance with 
current labeling, should be 
used pursuant to an IND 
application or, as requested in 
your letter, that FDA 'place 
the anthrax vaccine back 
under IND status'." 

Despite the fact the vaccine The package insert does not "Immunization with Anthrax 
was approved as sa and specify or limit the use of the Vaccine Adsorbed is 
subsequently deem effective vaccine for exposure to only recommended for individuals 
only against cutane us anthrax the cutaneous fonn of anthrax. who may come in contact 
infection, DoD asse rts use of with animal products such as 
the FDA-approved VA as The FDA in repeated hides, hair, or bones which 
prophylaxis against testimony to Congress last come from anthrax endemic 
weaponized, inhala ion year and in written areas and may be 
anthrax does not co stitute an communications continues to contaminated with Bacillus 
off-label use agains anew maintain that DoD's use of the anthracis spores; and for 
indication because bile the anthrax vaccine for protection individuals engaged in 
package insert for tl is vaccine against inhalation anthrax is an diagnostic or investigational 
is nonspecific as to the_ route appropriate use of the vaccine activities which may bring 
of exposure, DoD h i's long and is in accordance with the them into contact with B. 
interpreted the scop of the package insert. anthracis spores. It is also 
license to include i ~ation recommended for high-risk 
exposure, including that which persons such as veterinarians 
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would occur in a bi logical and others handling 
warfare context. (P 108, potentially infected animals. 
par. 4) , Since the risk of exposure to 

anthrax infection in the 
general population is slight, 
routine immunization is not 
recommended. If a person has 
not previously been 
immunized against anthrax, 
injection of this product 
following exposure to anthrax 
bacilli will not protect against 
infection." Anthrax Vaccine 
Adsorbed Package Insert, 
BioPort Corporation, 
Lansing, Michigan US. 
License No. 1260. 
Leuer from Dr. Michael A. 
Friedman, Lead Deputy 
Commissioner, Food and 
Drug Administration to Dr. 
Stephen C. Joseph, The 
Assistant Secretary of 
Defense of Health Affairs, 
March 13, 1997 reads: 
"While there is a paucity of 
data regarding the 
effectiveness of Anthrax 
Vaccine for prevention of 
inhalation anthrax, the current 
package insert does not 
preclude this use. The 
original efficacy trial clearly 
showed that the vaccine 
conferred a high level of 
protection against cutaneous 
exposure. None of the 5 
inhalation cases in this trial 
occurred in Anthrax Vaccine 
recipients, but these data 
alone are insufficient to allow 
definitive statistical 
conclusions. Results from 
animal challenge studies have 
also indicated that pre-
exposure administration of 
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Anthrax Vaccine protects 
against inhalation anthrax. 
Therefore, I believe your 
interpretation is not 
inconsistent with the current 
label." 

Further, FDA 26 Nov 99 letter 
from Melinda K. Plaisler, 
Associate Commissioner for 
Legislation to Congressman 
Dan Burton states, •• Use of 
the vaccine for protection 
against both cutaneous and 
inhalation anthrax exposure is 
not inconsistent with the 
labeling for Anthrax Vaccine 
Absorbed." and "There is 
presently no basis for 
concluding that the anthrax 
vaccine, a licensed product, 
when used in accordance with 
current labeling, should be 
used pursuant to an IND 
application or, as requested in 
your letter, that FDA 'place 
the anthrax vaccine back 
under IND status'." 

Since 1997, the Del' 'prtmentof Anthrax vaccine is not Covered extensively above. 
Defense 

~hemical 
investigational. It is an FDA-

Nuclear/BiologicalP approved vaccine and has been 
(NBC) Defense- A nua/ licensed since 1970. 
Report to Congress 135 

referred to medical BW 
countenneasures pn.: ven safe 
because they have " x:en 
widely used to treat ther 
medical conditions.' 'The 
report cites pyridost "gmine, 
bromide, the botulin m toxoid 
vaccine, both used rCB 
prophylaxis only pUl uantto 
INDs, and the ~tim vaccine. 

I iP•. 109, par. s) 
So the A YIP's cumt rsome The threat ofweaponized The new vaccine study, which 
logistics, additional osts, and anthrax to our troops is real is a tech~based effort to 
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increased risk of ad rse and is now, The A VIP' s use of develop a new vaccine 
reactions all flow di ~ctly the current FDA-licensed candidate against anthrax, 
from an unwillingne stodo anthrax vaccine is an includes the following 
the research and tes ~gto appropriate, timely response to aspects: 
develop a better vac ineor the current threat. Meanwhile, • Genetically engineering a 
improve the safety a d DoD continues to pursue a new vaccine candidate 
efficacy of the curre tAVA. new, hopefully better vaccine based on Protective 
(Pg.lll,par.4) through ongoing research, and Antigen. The new vaccine 

continues an unprecedented candidate is called rPA 
program to monitor safety of • Evaluating, selecting and 
the current vaccine. optimizing an expression 

system. 
• Developing purification 

schemes. 
• Evaluating and selecting a 

vaccine adjuvant. 

• Demonstrating efficacy in 
animal models. 

If DoD were to cone !>de Anthrax vaccine is a licensed Covered extensively above. 
administration of A A against product and is not 
inhalational battlefie d investigational. 
exposure is an off I !><I use, 
informed consent w u!d3~ reauired. (P•. 112, lad 
"A distinction must pe made The FDA in repeated In addition to the Department 
between treatment w d testimony to Congress last of Defense, other agencies and 
experimentation. It "'y be year and in written groups advocate or support 
asserted that anthrax vaccine communications continues to the use of the anthrax vaccine. 
(unlike pyridostigmi e maintain that DoD's use of the The Food and Drug 
bromide as used in e Gulf anthrax vaccine for protection Administration· licensed the 
War or anti~botulinu In against inhalation anthrax is an anthrax vaccine in 1970. The 
vaccine) constitutes appropriate use of the vaccine Centers for Disease Control & 
'treatment,' or that it is not and is in accordance with the Prevention, the World Health 
experimental becam of being package insert. Organization, the Armed 
declared safe and ef ~iveby Forces Epidemiological 
FDA .... In fact, the ~thrax Board, and many ather 
vaccine was licensed by the respected public health 
FDA before efficacy ~~udies organizations support the use 
were required. Its e lC<tcy of the vaccine in persons at 
against inhalational lothrax risk for exposure to Bacillus 
has been questioned .... British anthracis. 
epidemiologist sugg !Sted that 
troops be publicly ra lwomized Information about the A VIP 
to receive active vac ineor and the anthrax vaccine is 

I nlacebo clear!v imn I in• that available on the Internet in a 
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many consider the fu:cine to variety of DoD web sites and 
be experimental." ( g. 113. in web sites such as the Center 
par. 2) for Disease Control & 

Prevention and the Food and 
Drug Administration web 
sites. The web sites include 
facts about the vaccine, its 
history, side effects, purpose 
and more. 

Evidence for the efficacy of 
the anthrax vaccine is 
sufficient for it to be included 
in standard medical reference 
books in the United States and 
around the world. These 
references include: 

• Control of Communicable 
Diseases Manual,l61

h ed. 
Abram S. Benenson, ed. 
"An official report of the 
American Public Health 
Association," Washington, 
DC. 1995. 

• Guide for Adult 
Immunization, 
Philadelphia: American 
College of Physicians, 1994 
edition. 

• Immunisation Against 
Infectious Disease. Her 
Majesty's Stationery 
Office, London: British 
Joint Committee on 
Vaccination and 
Immunisation, 1996. 

• Report of the Committee on 
Infectious Diseases, 241h 

edition, Elk Grove Village, 
IL: American Academy of 
Pediatrics, 1997. 
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• JmmunoFacts: Vaccines & 
immunologic Drugs. Saint 
Louis: Facts and 
Comparisons, Inc., 1999. 

• Merck Manual on Drugs & 
Therapeutics. West Point, 
PA: Merck and Company, 
1999. 

Anthrax vaccine is a 
prominent part of the World 
Health Organization's 1998 
Guidelines for the 
Surveillance and Control of 
Anthrax in Humans and 
Animals (www.who.int/emc-
documents/zoonoses/whoemc 
zdi986c.html). 

Similarly, anthrax vaccination 
is specifically endorsed in the 
Working Group on Civilian 
Biodefense position paper on 
preparedness against anthrax 
(!oglesby et al. Anthrax as a 
biological weapon. Journal of 
the American Medical 
Association) 1999;281:1735-
45; (www.ama-assn.org/sci-
pubsljournals/archiveljama/vo 
I_ 281/no _18/jst80027.htm). 

Officials at the CDC 
confirmed the validity of the 
vaccination guidelines in 
!oglesby's paper (MMWR 
. !999;48(Feb 5):69-74). 
ftQ:/IftJ2.cdc.gov/I!ub!Publicati 
ons/mmwr/wk/mm4804.odf 
The U.S. Department of 
Agriculture lists anthrax 
vaccine as a condition of 
employment for persormel of 
the Animal & Plant Health 
Inspection Service (APHIS), 
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if potentially exposed on the 
job. 

The AAPS recomrr ndeda Anthrax vaccine is not an Covered extensively above. 
careful examinatio of the investigational new drug 
medical ethics invo ved in (lND). 
military, and civili • 
vaccination efforts, noting the 
entire point of info tned 
consent in combat i 'not to 
prevent soldiers frc m 
obtaining whatever protection 
may be afforded th m by an 
investigational age t that has 
not been adequate! tested, but 
rather, it is to give em the 
choice of whether >ey think 
the 'protection' is ' orth the 
risks of adverse effi oct"' (Pg. 
72, oar. I) 

Although DoD'~~ ck record Anthrax vaccine is not an IND. Covered extensively above. 
administering IN or This has no bearing and should 
informed consent aivers is be deleted from the report. 
not exemplary, cur nt 
procedural safegue fds, 
adopted since the ulfWar, 
provide far more p jotection to 
service members n ceiving 
investigational pro !Iucts than 
the A VIP now pro ides. (Pg. 
72, oar. 3) 
In November 1997 ,the This portion of the report has Covered extensively above. 
Subcommittee pro iosed, and to do with PB as an IND and 
the full Govemme t Reform not with the anthrax vaccine. 
and Oversight Con /mill<e This portion of the report 
approved, an overs ght report should be deleted since 
on Gulf War veter; Ins' anthrax vaccine is not 
illnesses containin 18 experimental, is not an JND, 
findings and 18 but is an FDA-licensed 
recommendations. j'\mong vaccine. 
them was the find" g that "the 
FDA was passive · granting 
and failing to eofo cthe 
conditions of a ~ erto 
permit use ofPB DoD" and 
the recommendatio that 
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"FDA should grant a waiver 
of informed consent 
requirements for the f'se of 
experimental or 
investigational drugs by DoD 
only upon receipt of 
Presidential finding f 
efficacy and need." ( g. 72, 

~4) 
Legislation reflectin that This has to do with IND drugs Covered extensively above. 
recommendation was and anthrax vaccine is not an 
introduced in both c ambers IND. 
of Congress. The 19 ~ 
Defense Authorizati Act 
contained provisions codified 
at 10 USC 11 07(1), 
implementing the 
recommendation by 
strengthening notice 
requirements and by t5uiring 
a presidential authori lz.ation for 
any waiver of infonn 

~) consent(Pg, 73, pru 
In view of the news atutory Anthrax vaccine is not an lND Covered extensively above. 
provision, FDA on C tober 5, so this portion of the 
1999 revoked the 19 0 interim Subcommittee report does not 
final rule and issued new apply. 
regulation to govern PoD 
compliance with IN 
conditions and infon ed 
consent waivers. (P . 73,par. 
3) 
On September 30, 19 9the Anthrax vaccine is not an IND. Covered extensively above. 
White House issued ptecutive This Executive Order 13139 is 
Order 13139 establi ~ng the for granting permission to use 
procedures by which the an IND drug or vaccine; 
president would com ly with therefore. it does not apply to 
the new law. The EO says anthrax vaccine 
"[w]aivers of inform d 
consent will be grant ~only 
when absolutely nee ssary" 
and only upon a wri en 
detennination by the president 
that obtaining conse tis not 
feasible, is contrary t the best 
interest of the servic member 
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or is not in the int st of 
national security. l 
a waiver is grante 
Secretary must not fY 
Congress and pub! sh a notice 
in the Federal Regi ter. No 
waiver may last m re than one 
year. Waivers may be renewed 
based on a new. fi ly 
documented requ "(Pg. 73, 
ar.4) 

76 



. ' 
- ----- -----

::8a [(b)(6) l@otsg.amedd.army.mll on 0310912000 12:13:04 

To: SAGWI 
cc: 
Subject: GW Records Puestion 

LCDR I(b)(6) I. 
As discussed, i27 is the question I mentioned. The entire document is 
attached. 

27. Please explain the administrative lapses that occurred during 
the Gulf War, which conveniently 

dele ed shot and medical record information pertaining to 
anthrax and other ~accinations received. 

<<CurryAnthrax Q\; estionsl.doc>> 

Thanlt you, 
(b)(6) 

~-r~~·~~~~-----------------~ 

http : //www.antbra).osd.mil 
1-871-GE'l'VACC 

IE . eurovAnlhrax ~tions1 .doc 

CMAT Control t @ 
2000098-0000003 



'0. Please expla n the administrative lapses that occurred during the Gulf War, 
which convenle ly deleted shot and medical record lnfcrmation pertaining to 
anthrax and oth r vaccinations received. 

Answer: 

There were NO D D or Service-directed policies or administrative procedures intended 
to have "conveni ntly deleted shot and medical record information pertaining to anthrax 
and other vaccina 'ons rsceived. ~~ 

POLICY: In Jan ry 1991, USCENTCOM and Army messages, originally classmed as 
SECRET and sin declassified, provided policy guidance for the theater-wide anthrax 
and botulism im unization programs. Both messages cautioned recipients of these 
vaccines not to iscuss them with anyone, then stated that the vaccinations may be 
recorded on the llow shot record (PHS 731), or on the Immunization Record (SF 601) 
as: Vacc A and ace A·2 (for the anthrax series), and Vacc B and Vacc B-2 (for the 
botulinum toxoid eries).' If shot records were not available. medical units were to 
create rosters of hose who received the shots. 2 A later memorandum Indicated these 
vaccines may aso have been recorded as "Anthrax," "A Vaccination," "A-Vax," 
"Botulinum," "Bot- ox," "B-Vax," or something similar.3 

In the case of bo ulinum toxoid, personnel were required to sign an information sheet 
about the vaccine indicating that they had read and understood the information and had 
voluntarily submi ed to this immunization.• This information sheet appears to have 
been designed to serve as a roster for vaccine recipients, as well as a "consent form" 
for this investigat nal vaccine. 

There were no pacific guidelines in the original messages for the maintenance or 
forwarding of the esters and information sheets for official recording of the information 
while the person el were in theatre. After the conflict was over, the Army Surgeon 
General ordered a copy of all rosters be sent to the Office of the Surpeon General 
(Army) in order t create an audit trail of where the vaccines were given. Not all units 
complied with thi order. A Marlne Corps message, released in March 1991, directed 
that, ~feasible. e tries of anthrax and botulinum toxoid vaccines should be recorded in 
the Individual he lth record " ... before personnel depart the AOR," and that units that 
had already retu ned back to the US should have their entries made at the earliest 
possible date.' 

' USCENTCOM Messap:, U INCCENTfCCSG to COMUSARCENTMAINJSG ~ al., Subject: "Biological Warlilre Vi!Ccination OukklinC!i," 
171832ZJilll 91; Army ge, from. ARCENTICG.Subjcc:t: "Biologi.cll\ Warf~tt VGC:iaation Guidelines." 0600700ZJan 91. 
2 Army Message. CROUSA 0 to AJG 12153. Subject.: ~Mcdic:allitccord'l 11111 Rosters RelaTed to lmmllllizati<lll Agail»t Biological Warfare 
(BW) Agents," 091300Z Jul 1991, www.p]Rlnk.~miVde<:lmdoc:slptq/19970107J9701 07_sep96_decls32.J)OOI.html. 
1 Army MelllOill.ndum, from SOPS-PSP. Subject~ ~Medical Rcam:band RostcB Related 10 Vaccination Agalrtst Biolog~eal Warfare 
Agcllts," May 21, 1991, .gvlflillk.osd.milldeclassimagcslotsg/1996\02PJ"I008%_sep96_d«lsl3_0001.htm1. 
4 CENTCOM Mes.age, US CENTICCSG toCOMUSARCENTMAINISG ct Ill.~ Subject; ~Biologio;al WWR: Vm:cinati.on Guidelines," 
171832Z .fall 91. 
'Army Memonmdum. fmm GPS-PSP. S11bject .. Medical Records and Rosters Relaltd 10 Vru.:cinatiOil Apinrt Biological Warfare 
Agents, R May 21, \991, ww .gulflillk.C$d.milldeelassimagesf01Sg/l9%1028fl OOS9(i_scp96_da;lsl3_001ll .htmL 
0 MariuCorps Menage, PIRST MARDIVICO 10 ALL f1RSTMARDIV, Sl>bject "Biological Warfar~: Vaccination Program,H 
!009327MAR91Z 

.. ····---·__L _______________ _ 



PRACTICE: V ina documentation in theater varied from good to poor. Although 
some service me bers' records were properly annotated with regard to anthrax and 
botulinum toxoid immunizations, many were not. Some were not transcribed from 
rosters into the p rmanent health records because of unit movement and the records 
not being in the rea of operation? While there are reports that personnel signed the 
botulinum toxoid ccine consent forms, there are also cases of no consent forms being 
available, and c es where the botulinum toxoid vaccine was ordered to be given 
without informed consent.~ 9 This lack of documentation has left many Gulf War 
veterans confuse and upset over which shots they actually received. 

In an effort to ertsin what practices occurred in the field, telephone interviews of 
some heatth care personnel from the GuK War Era were conducted. The health care 
personnel include all ranks, services, and components (Reserves, active duty, National 
Guard, those pe onnel who had left the service, were retired, and those who are still 
serving). The in rviews yielded a wide range of comments about the immunization 
program in the G K region. Some medicel providers recalled that the program posed no 
problem, that rds were updated, service members were informed of the botulinum 
toxoid vaccine a had the option to refuse it, and signed copies of these documents 
were retained. thers spoke of the problems involved and the rushed nature of the 
programs. In gen ral it was felt that the secretive conduct of the Immunization program 
for anthrax and b tulism was just as confusing to some of U1e medicel personnel as It 
was to many of th non-medical service members. 

In many cases th vaccine documentation policy was followed. The DoD recognized 
the problem with immunization documentation and tried to rectify the problem with 
messages to the nits to properly document the special immunizations in July 1991.10 

Many military pe nnel have sent to the Office of the Special Assistant to the Deputy 
Secretary of Del nse for Gull War Illnesses copies of their shot records and medical 
records, showing e correct recording of vaccines given during ODS/S, in accordance 
with CENTCOM uidance. 

1 Special AssiSIIIDlfor Gulf ar Illnesses. MMllilary Medical Rec<m:lkeeping Owing and After the Gulf Wart lnfmnatiOD Paper, Augnst II, 
1999. 
1 Lead Sheet#\480!, IDterv' w of ANG Clihie Manaser, May 13. 1998. 
•LeadSheet#l4806, lntl:Tvi w,offligbtSorpo, May6, 199&. 
'" Anny Message, from CD COM, "Medical Rileords And Rosters Rcla!eel To lmmmnization Against Biologic:lll Wlllfare Ageof$.'' 
091JOOZJni9L 



POLICY 

1. If Anthrax i the threat that DOD is telling us ills, then it is a logical weapon 
tor terrorist to use here In the U.S. Why are we not requiring the emergency 
personnel, police, hospitals, firefighters, etc., to take this series ot shots? 
Additionall , all of our embassies are potential targets for terrorism, so why is 
the State apartment making this shot voluntary and not mandatory for 
personnel ssigned there. 

THE DEP RTMENT OF STATE (DOS) AND THE DEPARTMENT OF 
DEFENSE (DOD) ARE 1WO DIFFERENT US GOVERNMENT AGENCIES 
AND HAV DIFFERENT MISSIONS. THE DOS ANTHRAX VACCINATION 
PROGRA IS VOLUNTARY, AS ALL THEIR VACCINATIONS ARE 
VOLUNTA Y, BECAUSE THEIR EMPLOYEES WILL BE EVACUATED PER 
INTERAG NCY AGREEMENTS AS THE THREAT INCREASES. THE DOD 
ANTHRAX VACCINATION PROGRAM IS MANDATORY, AS ALL THEIR 
VACCINA IONS ARE MANDATORY, BECAUSE THEIR MISSION 
REQUIRE FORCES TO STAY IN HIGH-THREAT AREAS DURING 
CONTING NCIES AND FIGHT THE NATIONS' WARS. THE CENTERS 
FOR DISE SE CONTROL & PREVENTION (CDC) IS CONSIDERING 
RECOMM NDATIONS FOR CIVILIAN EMERGENCY PERSONNEL, BUT 
MANDAT RY RECOMMENDATIONS ARE UNLIKELY. 

2. One more hing that I would like to remind you off is that President Clinton 
signed an xecutive Order tine end of September 1999 authorizing the use of 
non FDA a proved experimental drugs on our troops without their consent. 

EXECUTI E ORDER (EO) 13139 DOES NOT APPLY TO "EXPERIMENTAL" 
DRUGS, UT ONLY TO "INVESTIGATIONAL NEW DRUGS (INDs)" USED 
FOR FOR E HEALTH PROTECTION. THE DISTINCTION IS IMPORTANT. 
THE EO S MPLY IMPLEMENTS EXISTING LAW PASSED BY CONGRESS 
(10 USC DE 1107). SECTION 1107 REFLECTS A CONGRESSIONAL 
RECOGNI ION THAT WHEN AN IND IS THE ONLY MEANS AVAILABLE 
TO PROT CT AGAINST A LETHAL CHEMICAL OR BIOLOGICAL 
WEAPON, THE LIVES OF INDIVIDUAL MEMBERS, THE SAFETY OF 
THEIR CO RADES WHO RELY ON THEM, AND THE SUCCESS OF THE 
MILITARY MISSION MAY REQUIRE UNIFORM USE OF MEDICAL 
PROTEC ION. USE ON ANY IND REQUIRES THE INFORMED CONSENT 
OF THE I DIVIDUAL UNLESS THE PRESIDENT UNDER A 
NON DEL GABLE AUTHORITY AUTHORIZES A WAIVER UNDER THE 
STRINGE T PROVISIONS OF SECTION 1107 AND THE EO. WAIVERS 
OF INFOR ED CONSENT WILL BE GRANTED ONLY WHEN 
ABSOLUT EY NECESSARY. (THE ANTHRAX VACCINE IS FULLY 
LICENSE Y THE FDA FOR THE PURPOSE DOD IS USING IT; 
ACCORD! GLY, ANTHRAX VACCINE IN NEITHER EXPERIMENTAL NOR 
AN IND). 



ANTHRAX VACCINE IS 180 DAYS FOR THOSE INDIVIDUALS WHO ARE 
SEPARATI G OR RETIRING FROM THE MILITARY SERVICE AND ARE 
NOT CUR ENTL Y ASSIGNED, DEPLOYED, OR SCHEDULED TO DEPLOY 
TO A HIG THREAT AREA. COMMANDERS MAY OVERRIDE 
ADMINIST ATIVE EXEMPTIONS TO MEET MISSION REQUIREMENTS. 

5. The Nure berg Code requires informed consent prior to being injected with 
experimen I or investigational new drugs. Why the need for Executive Order 
13139, whi hallows for experimental and investigational new use drugs to be 
used w~ho t informed consent under the guise of Force Protection? 

EO 1107 IMPLY IMPLEMENTS THE INTENT OF CONGRESS. INDs ARE 
NOT EXP RIM ENTAL. DRUGS AND VACCINES THAT HAVE NOT BEEN 
APPROVE BY THE FDA FOR GENERAL COMMERCIAL MARKETING 
FOR THE PECIFIC USE INVOLVED ARE CLASSIFIED AS INDs. 
TYPICALL INDs ARE FDA-APPROVED FOR SOME USE. THE ONLY 
INDs THA WILL BE USE;p FOR FORCE HEALTH PROTECTION ARE 
THOSE W TH SAFETY RECORDS COMPARABLE TO APPROVED DRUGS 
AND VAG INES, AND FOR WHICH THE EVIDENCE FOR EFFICACY 
CLEARLY UPPORTS USE OF THE IND. IN NO UNCERTAIN TERMS, 
USE OF I Ds UNDER EO 13139WILL BE FOR FORCE HEALTH 
PROTECT ON, NOT "UNDER THE GUISE" OF IT. 

6. Why is DO ignoring the Congressional Reform Committee's report urging 
the A VIP ram to be suspended until a safer vaccine is developed? 

DOD REV EWED THE CONGRESSIONAL REFORM COMMITIEE'S 
REPORT ND RESPONDED TO THE SUPPOSITIONS CONTAINED IN 
THE REP RT. DOD REMAINS COMMITIED THAT THE ANTHRAX 
VACCINE MMUNIZATION PROGRAM IS BASED ON SOLID SCIENCE 
AND MEE THE TEST OF MEDICAL RESPONSIBILITY. SUSPENDING 
THE PRO RAM WOULD LEAVE THE FORCE UNPROTECTED FROM 
THIS GRA E BIOLOGICAL WARFARE THREAT WITH THE POTENTIAL 
FOR LAR E NUMBERS OF VACCINE PREVENTABLE CASUALTIES. THE 
DOD REB TIAL MAY BE FOUND AT WWW.ANTHRAX.OSD.MIL 

7. Secretary ohen has repeatedly likened the use of the anthrax vaccine as 
sending a Idler into battle with a helmet. Would you be willing to wear a 
helmet 24 ours a day for the rest of your life? What if the helmet 
mysteriou ly swelled to 6 times ~ normal size 20 years later'? 

VACCINA IONS ARE NOT WITHOUT RISK, HOWEVER, THE BENEFIT OF 
BEING P OTECTED FROM A LETHAL BIOLOGICAL AGENT FAR 
OUTWEI HS ANY RISK OF VACCINATION. ANTHRAX IS HIGHLY 
LETHAL AN UNVACCINATED, UNPROTECTED INDIVIDUAL IF NOT 
TREATED IMMEDIATELY AFTER EXPOSURE. BECAUSE ANTHRAX 



INHALATI NALANTHRAX IS 99% FATAL IN UNPROTECTED, 
UNVACCI ATED INDIVIDUALS, LEFT UNTREATED. ONCE SYMPTOMS 
DEVELOP IN INFECTED INDIVIDUALS, EVEN IF TREATED 
AGGRES IVELY IN THE FINEST MEDICAL FACILITY, INHALATIONAL 
ANTHRAX VICTIMS' DEATH RATE EXCEEDS 80%. 

EFFECTS 

12. Given the pparent correlation between systemic and/or chronic symptoms 
and anthr (healthy before the shots, unhealthy after the shots based on 
Dover AF testimonies), why Is the burden of proof in favor of proving the 
symptoms era caused by the shots instead of caused by something other 
than the s ots? 

IN BRIEF, HE ANSWER IS BECAUSE THE ADVERSE EVENTS OR 
SYMPTO S REPORTED.'ALSO OCCUR AMONG PEOPLE WHO HAVEN'T 
BEEN VA CINATED; THE KEY ISSUE IS WHETHER THESE ADVERSE 
EVENTS ( E) OCCUR MORE COMMONLY AMONG VACCINE 
RECIPIEN S THAN THOSE NOT VACCINATED. MONITORING VACCINE 
SAFETY I A COMPLEX AND SHARED RESPONSIBILITY BETWEEN THE 
INDIVIDU L WHO REPORTS HAVING AN AE AND COMMITIEES 
CONVEN D TO REVIEW THE INFORMATION FOR CAUSALITY. 
CAUSAL! ASSESSMENT IS DETERMINED BY EVALUATING SEVERAL 
IMPORT A T FACTORS: FREQUENCY OF OCCURANCE OF THE AE; 
SIMILAR VENTS KNOWN TO OCCUR WITH OTHER DISEASES; 
WHETHE THE EVENT IS KNOWN TO BE RELATED TO A PARTICULAR 
VACCINE; WHETHER THE EVENT IS EXPLAINABLE BY THE BIOLOGICAL 
PROPER IES OF THE VACCINE; WHETHER THE INTERVAL BETWEEN 
THE VAC !NATION AND THE EVENT IS COMPATIBLE; WHETHER THE 
PERSON AD A SIMILAR EVENT IN THE PAST PRIOR TO GETIING 
VACCINA ED; CONCOMITANT DRUG THERAPY; AND/OR DID THE 
INDIVIDU L HAVE A PRECEDING MEDICAL CONDITION POSSIBLY 
RELATIN TO THE EVENT. KNOWLEDGABLE PHYSICIANS MUST 
COMPLE E THE ABOVE EVALUATION. THAT IS WHY THE BURDEN OF 
PROOF I DETERMINED USING A SOUND, SCIENTIFIC, LOGICAL 
APPROA H RATHER THAN INDIVIDUAL STORIES OF UNDEFINED 
ILLNESS S. 

13. How can OD state that they have found no evidence of long term effects 
when they also admit that there are no studies of long term affects? 

DOD HAS CONDUCTED LONG-TERM STUDIES. THERE IS MORE LONG
TERM DA A ON ANTHRAX VACCINE THAN HEPATITIS A, LYME 



PRIVATE EALTH CARE SECTOR, DOD HAS ALWAYS MADE IT 
MINIMALL MANDATORY FOR (NOT LIMITED TO) EVENTS RESULTING 
IN EITHER HOSPITALIZATION FOR ANY LENGTH OF TIME OR LOSS OF 
DUTY GR ATER THAN 24 HOURS. VAERS IS OUR NATIONAL 
REPORT! G SYSTEM AND HAS ALWAYS ALLOWED ANYONE TO FILE A 
FORM. TO EMPHASIZE AND CLEAR UP THIS POSITION, DOD 
INCREAS D ITS EDUCATION EFFORTS IN THIS REGARD. VAERS 
REPORTS ACT AS SIGNALING EVENTS FOR ASSOCIATED RARE 
ADVERSE EVENTS FOR ANY VACCINES AND SHOULD NOT BE USED 
TO DETE MINE REACTION RATES. IN THE LAST SEVERAL QUARTERS, 
THE FDA ECEIVED A GREATER NUMBER OF REPORTS OF MILD, 
PREDOMI ANTL Y LOCAL INJECTION SITE EVENTS, BUT THE SAME 
VERY LO NUMBER OF SERIOUS EVENTS. 

!6. If very few f the severe reactions are judged by the AVEC to be caused by 
anthrax va lne, what are the rest of the reactions caused by? 

THE EVE TS DETERMINED UNRELATED TO THE VACCINE ARE SIMPLY 
TEMPO LLY RELATED. A GENERAL STATEMENT CANNOT BE MADE 
ABOUT W AT CAUSED THOSE REACTIONS. THERE ARE A WIDE 
VARIETY F SYMPTOMS REPORTED ON THE FORMS AND EACH ONE 
IS CONS! ERED INDIVIDUALLY. 

17.11 both va ·nated and unvaccinated are exposed to anthrax, why do both 
have to un ergo the same intensive antibiotic treatment? 

PROMINE T PHYSICIANS CONSIDERING THE MEDICAL MANAGEMENT 
OF PATIE TS AFTER THE USE OF THE BIOLOGICAL AGENT ANTHRAX 
RECOMM ND THE VACCINE AS PRE-EXPOSURE PREVENTION OF 
DISEASE ND THE VACCINE AND ANTIBIOTIC THERAPY AS POST
EXPOSU E TREATMENT. VACCINE ADMINISTRATION EVOKES THE 
IMMUNE ESPONSE AND WORKS TO PROTECT AGAINST RESIDUALLY 
RETAINE SPORES AND SHORTENS THE LENGTH OF ANTIBIOTIC 
TREATM NTS. 

GWS 

18. If no corre ation between GWS and the anthrax vaccine exists, explain why 
troops wh were vaccinated but did not deploy show signs of GWS and 
French tro ps who deployed but were not vaccinated do not show signs of 
GWS. AI , British and Canadian troops who received US anthrax vaccine 
have suffe ers of GWS. 



this in subs uent congressional hearings, and I have repeated my opinion on 

More often han not, opponents of the program choose to ignore my current opinion 
because it s not suit their purposes. Let me repeat myself one more time to clear 
up any rem · ning doubt about my position: There is no rational evidence to lead any 
responsible on to conclude there is a connection between the anthrax vaccine and 
the medical roblems reported by Desert StollD veterans." 

LTG BLAN K IS RETIRING AFTER 32 YEARS OF SERVICE IN THE ARMY, 
AFTER FU FILLING HIS FULL FOUR-YEAR TERM AS ARMY SURGEON 
GENERAL HIS RETIREMENT IS NOT "EARLIER THAN EXPECTED." 

TESTING 

D stop indepe~dent testing o! the vaccine? 

DOD HAS OT STOPPED INDEPENDENTLY MONITORED 
SUPPLEM NTAL TESTING. SUPPLEMENTAL TESTING OF VACCINE 
LOTS IN T E ORIGINAL STOCKPILE AT THE TIME OF THE SECDEF'S 17 
DEC 97 P ESS RELEASE CONTINUES TODAY. SUPPLEMENTAL TESTS 
ARE NOT ERFORMED ON LOTS 040 OR HIGHER, BECAUSE THESE 
LOTS WE E MORE RECENTLY MANUFACTURED AND NOT 
PURCHASED BY DOD UNTIL SEP 98, SO WERE NOT PART OF THE 
SUPPLEM NTAL TESTING CONTRACT. RATHER, THESE VACCINE 
LOTS HA E UNDERGONE (OR WILL UNDERGO) THE SAME TESTS FOR 
STERILI , PURITY, POTENCY, AND GENERAL SAFETY, AND THE DATA 
HAVE BE N (OR WILL BE) REVIEWED BY THE FDA TO DETERMINE 
WHETHE THE LOTS MEET APPROVAL CRITERIA FOR FDA RELEASE. 

21. Why does 't DOD destroy anthrax vaccine that !ailed supplemental testing? 
Secretary ! defense William Cohen referred to approximately 1 million doses 
that failed sting but were still being stored. 

DOD DOE NOT PLAN TO REQUEST BIOPORT DESTROY THE 
ANTHRAX VACCINE IN THE 'EMERGENCY" STOCKPILE. THE VACCINE 
REMAINS AFE, POTENT, AND EFFECTIVE. THE ISSUES RELATED TO 
THE VAC INE IN THE "EMERGENCY' STOCKPILE ARE NOT RELATED 
TO SUPP EMENTAL TESTING, BUT RATHER DIFFICULTY 
RECONS RUCTING SOME OF THE REGULATORY DOCUMENTATION. 
IN THE C SE OF A NATIONAL EMERGENCY, THIS VACCINE COULD BE 
OFFERED IF NO OTHER LICENSED VACCINE IS AVAILABLE. THIS 
WOULD R QUIRE CLOSE COORDINATION WITH THE FDA AND 



24. Given DO 's track record with regards to radioactive testing, Agent Orange, 
Swine Flu, nerve agent and chemical agent testing during the 50's and 60's, 
etc., whys ould anyone believe DOD's claims of product safety? Why should 
service m mber concerns get them labeled as a troublemaker? (Latest is the 
fielding of ulty chemical protective gear.) 

DOD IS V RY CONCERNED WITH THE SAFETY OF THE ANTHRAX 
VACCINE ND THE A VIP. TO VALIDATE BOTH, DOD HAD THE VACCINE 
AND THE ROGRAM CAREFULLY SCRUTINIZED AND VALIDATED BY 
INDEPEN ENT EXPERTS. THE VACCINE HAS BEEN SAFELY 
ADMINIST RED IN THE U.S. TO AT-RISK VETERINARY AND 
LABORAT RY WORKERS, LIVESTOCK HANDLERS, AND SERVICE 
MEMBER SINCE LICENSURE BY THE FOOD & DRUG ADMINISTRATION 
(FDA) IN 1 70. WE HAVE NOT AND WILL NOT LABEL SERVICE 
MEMBER AS "TROUBLEMAKERS". SOME SERVICE MEMBERS HAVE 
GENUINE ONCERNS ABOUT THE VACCINE AND THE PROGRAM; OUR 
GOAL IS 0 EDUCATE THEM AND ANSWER THEIR CONCERNS. 

PRESCRIPTION 

25. Given that FDA approval is only applicable when following the prescribed shot 
regimen a d its strict schedule, how can deviations from the schedule be 
justified? ( hey were going to send Shawn with only 1 shot {at least 3 
preferred). 

IT IS DOD POLICY TO ADHERE TO THE FDA DOSING SCHEDULE FOR 
THE ANT RAX VACCINE. ANY DEVIATION FROM THE DOSING 
SCHEDUL IS THE EXCEPTION RATHER THAN THE RULE. 

26. Please e lain the administrative lapses that occurred during the Gulf War, 
which con eniently deleted shot and medical record information pertaining to 
anthrax an other vaccinations received. 

There w reNO DoD or Service~directed policies or adminislralive procedures 
intende to have "conveniently deleted shot and medical record infonnation 
pertain£ g to anthrax and other vaccinations received." 

POLIC : In January 1991, USCENTCOM and Army messages, originally 
classifi as SECRET and since declassified, provided policy guidance for the 
theater- ·de anthrax and botulism immunization programs. Both messages 
caution recipients of these vaccines not to discuss them with anyone, then 
stated th t the vaccinations may be recorded on the yellow shot record (PHS 731), 
or on t e Immunization Record (SF 601) as: Vacc A and Vacc A-2 (for the 



In an e art to ascertain what practices occurred in the field, telephone interviews 
of som health care personnel from the Gulf War Era were conducted. The health 
care pe onnel included all ranks. services, and components (Reserves, active 
duty, N ional Guard. those personnel who had left the service, were retired. and 
those o are still serving). The interviews yielded a wide range of comments 
about t e immunization program in the Gulf region. Some medical providers 
recall that the program posed no problem, that records were updated, service 
membe were informed of the botulinum toxoid vaccine and had the option to 
refuse i , and signed copies of these documents were retained. Others spoke of 
the pro lems involved and the rushed nature of the programs. In general it was 
felt tha the secretive conduct of the immunization program for anthrax and 
botulis was just as confusing to some of the medical personnel as it was to many 
of then n-medical service members. 

In man cases the vaccine documentation policy was followed. The DoD 
recogni d the problem with immunization documentation and tried to rectify the 
preble with messages to the units to properly document the special 
immuni ations in July 1991.10 Many military personnel have sent to the Office of 
the Spe ial Assistant to the Deputy Secretary of Defense for Gulf War Dlnesses 
copies f their shot records and medical records, showing the correct recording of 
vaccine given during ODS/S, in accordance with CEl'i!COM guidance. 

'USCENTCOM Mes! e, USCINCCENTICCSG toCOMUSARCENTMAIN/SG eta\.. Subject: "'Biological Warfare Vaccirwklb 
OuideliliCS,~ 171S32Z an 9!; Anny Message, ftom ARCENI'/OJ, Subjecr: "Biological Warfare V~na!loo GuideU~~a, H 0600700Z 
Jan91. 
2 Arrlly Message, C SA'IWO to AIG 12\S), Subjec:l: "MediCJ.l Rcconls ano:l Rostm Re!ateo:l to lmmunintion Apinsl Biological 
Warfare (BW) Agenl!l, '091300Z l\!ly 199!, -w.gulf1lnk.osd.mi111kclass00cslotsg/191170!071970107 _sep96_deels32_0001.luml. 
3 Army Mcnwnndwn. from OTSGISOPS-PSP, Sabje1:1: "Mcdk:alRI:wfQs and Ros!i:D Rela«:d to VIICI;ination ApiMI Biologi~al 
Warfare Agenl5." May 21, 1991. www.gulnink.o&d.mi!ldeclanimagesfotsgfl9961028fl00896_$Cp96_declsll...J)OOI.I!tml. 
•cENTCOM Message USC~CCEf>."1'/CCSO to COMUSARCEm'MAINISO el a! .. Sabject MBiolagical. Warfwt VaceinltiOD 
Gtlidelim:s,"l7!831Z 11%191. 
) Army Mcmor.mdum, frcm OTSGJSGPS-PSP, Subject MMedical R=nb ll!ld Rosl= Related to V...dnati011 Apin$t Biological 
Warf<1re Agents." MB 21. 1991, www.gulfliuk.osd.miVdeclass.imagl:S/olllfVI996! 028/100896_~ep96_dec:IsllJl00l.lttml. 
~Marine Corps Mess c, CG FIRSTMARDIVfCG to ALL FIRSTMARDIV, Subject: "Biolosical Wllrlm Vaccin:ttioo Progr.un," 
1009l27MAR91Z 
1 Special Assi~llll>! for ulfWar Ulness.c.s. "Mi!itaty Medical Reo::~ins During >1nd After !he GalfWD.Tt lnfuttn:tllm Pap:r, 
Aua.ustll.l999. 
1 LeadSheet 11148011. 
9 l..eac1Shee! #14806, 
10 Army Men~ge. f 
AgeD IS," 091300Z Jul 

terview of A.'iG Clinic Maru~ger, May ll. 1998. 
terview, of !ligbl Swgeon, May 6. 1998. 
CDRFORSCOM. "Mediellllleccmis And ltOMm Related Tolmmuni;t.ttion Against Biological Warfare 
l. 

D allowed to redate vaccine that has expired? 

DOD DO S NOT RE·DATE VACCINE THAT HAS EXPIRED. ONCE THE 
VACCINE IS LABELED WITH THE EXPIRATION DATE, THAT DATE DOES 
NOT CHA GE. VACCINE RELEASED TO DOD IS HANDLED ACCORDING 
TO MANUFACTURER'S INSTRUCTIONS AND PROPERLY STORED VIALS 
MAY BE SED AFTER OPENING UNTIL THE LABELED EXPIRATION 
DATE. LO SCAN HAVE THEIR POTENCY EXTENDED BY THE FDA IF 

10 AnnyMemge. CDRFORSCOM, "Medienl Reo::ordsAnd ROSiels R~Iated To lmmuni~~tion Apiml Biological Wufan:: 
Agenrs." 0913002 Jul 1. 



QUALITY ND PURITY CHARACTERISTICS THAT THEY ARE 
REPRES NTED TO HAVE. 

MISCELLANEOUS 

30. As recent ill testimony shows, the Tricare system is woefully inadequate to 
take care f the troops. Obviously they are not prepared to provide for 
treatment I folks with problems from the Anthrax vaccination that DOD Is 
pushing re ardless of the congressional recommendations. 

TRICARE S FULLY CAPABLE OF PROVIDING HEALTH CARE TO THE 
ACTIVE F RCE, FAMILY MEMBERS AND RET! REED BENEFICIARIES. 

3 I. It was disc osed recently that all of the military's chemical warfare suits are 
being reca led for defects, however this has been known for more than 5 
years. W y the lapse in action and how long to secure new suits for all 
military pe sonnel? Shouldn't this be the first line of defense? ., 

CHEMICA PROTECTION SUITS ARE BUT ONE PART OF THE ARSENAL 
OF COMP IMENTARY MEASURES DESIGNED TO PROVIDE THE FORCE 
PROTEC ION NECESSARY TO ACCOMPLISH THE MISSION. FOR ALL 
THE PRO ECTION SUITS OFFER, THEY ARE NOT COMFORTABLE TO 
WEAR FO LONG PERIODS AND ARE VERY DIFFICULT TO FIGHT IN 
EFFECT! LEY. BECAUSE ANTHRAX IS COLORLESS, ODORLESS, AND 
TASTELE S, EXPOSURE CAN OCCUR WITHOUT PRIOR WARNING. IF 
UNVACCI ATED, ONCE EXPOSED TO ANTHRAX SPORES IN THE 
LUNGS A DAFTER THE ON-SET OF SYMPTOMS, DEATH IS VIRTUALLY 
CERTAIN. 



POLICY 

I. II Anthrax · the threat that DOD is telling us H is, then it is a logical weapon 
for terrorist to use here in the U.S. Why are we not requiring the emergency 
personnel, olice, hospttals, firefighters, etc., to take this series of shots? 
Additional! , all of our embassies are potential targets for terrorism, so why is 
the State partment making this shot voluntary and not mandatory for 
personnel igned there. 

The Departme t of State (DoS) and the Department of Defense (DoD) are two 
different US G vemment Agencies and have different missions. The DoS 
program is vol ntary because their employees will be evacuated per interagency 
standards to a dress a continuing threat. The DoD mission whose program is 
mandatory is t stay in high-threat areas during contingencies. 

2. One more hlng that I would like to remind you off is that President Clinton 
signed an ecutive Order the end of September 1999 authorizing the use of 
non FDA proved expetlmental drugs on our troops without their consent. 

3. pparently among the first vaccines to combat biowarlare or 
bioterroris . I understand that there are dozens of additional vaccines under 
developme I. Does this mean that service members will be receMng dozens 
more vacci ation shots, and are they being investigated for interrelated side 
effects cau d by recelvlng multiple injections at the same time? 

Immunizations are essential to protect against biological warfare threats for US 
personnel and therefore, as potential biological warfare threats are identified, 
DoD is workin wHh the FDA to determine appropriate protection mechanisms. 
Vaccines are ing developed, whenever appropriate, lor all validated biological 
threat agents. Anthrax vaccine can be administered concurrently with other 
vaccines, usin separate syringes and different anatomic sHes. Expected 
reactions to v ines may be additive when anthrax vaccine is given along with 
other immuniz tions. 

4. In some pil t's unHs, up to 30% of members have quit or transferred - leaving 
manpower rHically short. The cost to train new pilots exceeds 1 mUiion 
dollars ea . Probably more costly is the loss of combat experience wHh 10 
to 20 years of service. Why continue a program that threatens miiHary 
readiness nd negatively impacts morale and retention so much more than 
the percei d threat of anthrax. 

By continuing Anthrax Vaccine Immunization Program, our service members 
are afforded th best protection available. Vaccination will save the lives of our 
service men a d women if exposed to anthrax. It is also a huge deterrent to the 
use of weapon zed anthrax and to other bio-weapon development. It would be a 
dereliction of d ty not to provide such protection. 



S. DOD is fin izing exemptions based on previous reactions to the vaccine. 
What are t e proposed thresholds for the exemptions? 

The proposed threshold for exemption to the anthrax vaccine is 180 days for 
those individu Is who are separating or retiring from the military service and are 
not currently ssigned or deployed to a high threat area. Commanders may 
override exe ptions to meet mission requirements. 

6. berg Code requires informed consent prtor to being injected with 
experime or investigational new drugs. Why the need for Executive Order 
13139, wh ch allows for experimental and investigational new use drugs to be 
used with ut informed consent under lhe guise of Force P rotectlon? 

7. Why is D D ignoring the Congressional Reform Committee's report urging 
the A VIP rogram to be suspended until a safer vaccine is developed? 

DoD has revi wed the Congressional Reform Committee's report and has 
responded to e suppositions contained in the report. DoD believes that the 
Anthrax Vaoc ne Immunization Program is based on solid scientific studies and 
meets the te of medical responsibility. Suspending the program would leave 
the foroe unp tected from a deadly threat with the potential tor massive 
casualties as result. 

8. ohen has repeatedly likened the use of the anthrax vaocine as 
sending a oldier into battle with a helmet. Would you be willing to wear a 
helmet 24 hours a day for the rest of your !He? What if the helmet 
mysteriou ly swelled to 6 times its normal size 20 years later? 

Vaccinations re not without risk, however, the benefrt of being protected from a 
lethal biologi I agent far outweighs any risk of vaccination. Anthrax is 99% 
lethal to an u vaccinated Individual. 

9. One of th things that DOD is telling you is that only a small percentage of 
folks are using the shots. My son refused the shot and received a general 
discharge under honorable conditions. Reason given was for minor 
infractions and not refusal of the shot. 

GEOPOLITICS 

10. In 1990, a DOD threat report stated that there were 9 or 10 countries wilh the 
ability to age biowarfare. This is the same number of countrtes In the report 
represent as the impetus for the A VIP program. Why the change In attitude 
to the sa e level of lhreat? 
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II. Didn~ the S supply Iraq wilh a significant portion of its biowartare equipment 
during its ar with Iran? 

12. The Japan se cult Aum Shinriyko has released anthrax as a terrorist act at 
least 8 tim s, yet no illnesses or deaths have been reported. This doesn~ 
seem to s bstantiate DOD's claims of anthrax toxicity. 

EFFECTS 

13. Given the pparent correlation between systemic and/or chronic symptoms 
and anth (healthy before the shots, unhealthy after the shots based on 
Dover A testimonies), why is lhe burden of proof in favor of proVing the 
symptoms re caused by the shots instead of caused by somelhing other 
than the s ots? 

14. How can OD state that they have found no evidence of long term effects 
when they lso admit that there are no studies of long term effects? 

a recently released a report in which she found conclusive 
evidence squalene antibodies in GWS and anthrax vaccines, but not in 
control gro ps. If we assume that DOD's statements that they never used 
squalene s an adjuvant, shouldn~ DOD at least investigate whether the 
anthrax va ine (possibly combined wHh other vaccines received at the same 
time) cau natural production of squalene antibodies? 

16. initially, V ERS forms were only accepted for review if the service member 
was hospi lized or missed more than 24 hours,of duty time. After severe 
criticism of these extreme requirements, the VAERS policy was amended to 
allow anyo e to file a VAERS report for any reason. Are there current 
statistics s ing more accurate reaction rates after the threshold was 
reduced 1h t exclude the previous skewed data? 

the severe reactions are judged by the AVEC to be caused by 
ine, what are the rest of the reactions caused by? 

18. If both nated and unvaccinated are exposed to anthrax, why do both 
have to un ergo the same intensive antibiotic treabnent? 

GWS 

19. If no carrel lion between GWS and the anthrax vaccine exists, explain why 
troops wh were vaccinated but did not deploy show signs of GWS and 
French tr ps who deployed but were not vaccinated do not show signs of 



GWS. Als , British and Canadian troops who received US anthrax vaccine 
have suffe ers of GWS. 

20. Army Sur on General Ron Blanck stated in Senate Report 103-97, B Dec. 
1994 that although the anthrax vaccine had been considered approved prior 
to the Pe ian Gulf War, it was rarely used. Therefore, its safety, particularly 
when give to thousands of soldiers in conjunction with other vaccines, is not 
well establ shed. Anthrax vaccine should continue to be considered as a 
potential use for undiagnosed illnesses in Persian Gulf milital)l personnel 
because ny of the support troops received the anthrax vaccine, and 
because OD believes that the incidence of undiagnosed illnesses in support 
troops rna be higher than in combat troops." Why the change of heart by 
General B anck and has he announced his reasons for retiring earlier than 
expected? 

TESTING 

21. Why did D D slop independent testing of the vaccine? 

22. Why does ~ DOD destroy anthrax vaccine that failed supplemental testing? 
Secreta~)' f defense William Cohen referred to approximately 1 million doses 
that failed esting but were sHU being stored. 

23. Didn't the OD testing, which only shows effectiveness in animals and not 
humans, nly use a single strain of the approximately 2 dozen naturally 
occurring trains and none of the bio-engineered strains? In some follow-up 
independ nt testing, some of the other strains killed virtuaily all of the 
vaccinate animals. Any comments? 

24. Lffe mag ·ne reported in November 1995 that Guff War vets in both US and 
England ere having babies wtth severe unexplainable birth defects at a rate 
exceeding 4 times the national average. No studies have been done on the 
reproducti e side effects for anthrax vaccine. Comments? 

25. Given DO 's track record wtth regards to radioactive testing, Agent Orange, 
Swine Flu nerve agent and chemical agent testing during the 50's and SO's, 
etc., why hould anyone believe DOD's claims of product safety? Why should 
service m mber concerns get them labeled as a troublemaker? (Latest Is the 
fielding of ulty chemicai protective gear.) 

PRESCRIPTION 

26. Given tha FDA approval is only applicable when following the prescribed shot 
regimen d Hs strict schedule, how can deviations from the schedule be 



justified? ( hey were going to send Shewn with only 1 shot (at least 3 
preferred). 

It is DoD poli to adhere to the FDA dosing schedule for the anthrax vaccine. 
Deviation fro the dosing schedule are the exception rather than the rule and 
must be docu entad by bonafide reasons such as pregnancy, active infection, 
etc. Accordin to USAMRIID, new studies show that the vaccine induces an 
antibody resp nse in almost all of the recipients alter 2 doses. Even with 100% 
antibody resp nse, your defense system can be overwhelmed given exposure to 
sufficient nu ber of spores. 

27. Please e lain the administratiVe lapses that occurred during the GuffWar, 
which niently deleted shot and medical record information pertaining to 
anthrax a d other vaccinations received. 

28. Why is D D allowed to redate vaccine that has expired? 

DoD does no re-date vaccine that has expired. Once the vaccine is labeled wah 
the expiration date that date does not change. Vaccine released to DoD is 
handled acco ding to manufacturefs instructions and properly stored vials may 
be used after paning until the labeled expiration date. 

SUPPLY 

ns to A VIP if Bioport is unable to gain FDA certification before 
kpiles run out? 

The A VIP continue with the program through CYOO on the remaining 
stockpiles. D D is confident that BioPort, Corp. will gain FDA certffication before 
current stock iles run out. 

ion plant MBPI was not examined by the FDA from 1970 until 
1993. In 996 FDA found significant quality control problems. In 1997, FDA 
issued a ' otice of Intent to Revoke' due to continued problems and in 1996 
finally halt d production. Bioport took over and built a larger facility on site. 
This new acility was inspected in November 1999 and the FDA found more 
than 30 s nificant problems Including quality control, sterility, potency, 
temperat e monitoring and other issues. How can service members be 
assured t at every dose isn1 contaminated, doesn't contain too much 
protective antigen (testing indicated as much as 4000% variation between 
samples), hasn1 previously expired, hasn't at some point exceeded its 
storage te perature, is given following the proper protocols (shaking the 
bottle bet re each dose, swabbing the bottle cap, asking questions before 
giving the shot, etc.), etc., given the fact that all Phase 1 doses were 
manufact red during the time of the quality control problems. Can you 
understan the apprehension service members have about the shot? 



. 

Service mem ers can be confident about the safety, sterility, potency, and purity 
of evef\1 dose hey receive. The Food and Drug Administration ensures 
manufacture of vaccines conform to the Federal Register on Human and 
Veterlnaf\1 Or gs: Good Manufacturing Practices and Proposed Exemptions lor 
Cerlain OTC roducts. The FDA ensures that drugs and vaccines meet the 
safety require ants of the act and have the identity and strength and meet the 
quality and pu 'ty characteristics that ~ is represented to have. 

MISCELLANEOUS 

31. As recent ill testimony shows, the Tricare system is woefully inadequate to 
take care I the troops. Obviously they are not prepared to provide for 
treatment I folks w~h problems from the Anthrax vaooination that DOD is 
pushing re ardless of the congressional recommendations. 

32. It was disc osed recently !hal all of the miiHary's chemical warfare su~ are 
being reca led for defects, however this has been known for more than 5 
years. W the lapse In action and how long to sectJre new suits for all 
milllaf\1 pe nnel? Shouldn't this be the first line of defense? 
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Introduction 

Mr. Chairman and Members of the Committee, I am Dr. Kathryn Zoon, 
Director, Center for Biologics Evaluation and Research (CBER), Food and Drug 
Administration (FDA or Agency). I appreciate this opportunity to discuss with 
you vaccine licensing generally, and specifically, the safety and efficacy of the 
anthrax vaccine, currently manufactured by BioPort Corporation (previously 
known as Michigan Biologics Product Institute (MBPI) or prior to that, 
Michigan Department of Public Health (MDPH)). Let me begin with a brief 
overview of the process for a vaccine to be licensed. 

Background 

CBER is responsible for evaluating the safety, purity, efficacy and potency of 
the products we regulate. These products include biological products such as 
vaccines, products derived from human blood, and many products produced by 
recent advances in biotechnology. The scope of regulatory responsibility 
extends to both licensed or approved products and unlicensed products under 
investigation. 

From a regulatory perspective, there are four stages in vaccine development: 
I) the pre-Investigational New Drug (IND) stage (before the product is used in 

people); 
2) the IND stage (where human use occurs under lintited study conditions); 
3) the license application stage for vaccines (where FDA reviews the results of 

the clinical studies and the manufacturing process); and, 
4) the post-licensure stage (following approval of the product for marketing). 

Before a new vaccine can be studied in people, a sponsor must submit an IND 
application to FDA1

• In the application, the sponsor: 
1) describes the composition, source. and method of manufacture of the product 

and the methods used in testing its safety, purity, and potency; 
2) provides a suuunary of all laboratory and pre-clinical animal testing 

performed; and, 
3) provides a description of the proposed clinical study and the names and 

qualifications of each clinical investigator. 

1 Sponsors may be individual physicians, a university, a hospital, or a commercial fmn, as well~ 
Government agencies, such as the Department of Defense or one of the institutes of the National Institutes 
of Health. 

1 
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Once the sponsor submits the IND, FDA has 30 days to review the application to 
determine whether or not the study may proceed. FDA may prohibit a sponsor 
from conducting a study for a number of reasons, including when the study 
volnnteers will be exposed to nnwarranted risks, by putting the IND on "clinical 
hold". 

The IND process generally is described as having three phases prior to product 
approval; however, the distinctions between these phases are not absolute. 
Phase I trials are focused on basic safety and, for vaccines, Phase 1 trials also 
usually evaluate the immune response elicited by the vaccine. These trials are 
usually small - generally between 20 and 100 subjects -and they frequently are 
done in healrby "normal volunteers .. and may last just several months. Phase 2 
trials often include several hundred subjects, are often randomized, and last 
anywhere from several months to several years. These trials usually include 
individuals who are at high risk for the infectious disease of interest. Unless 
severe reactions or a lack of effectiveness surface during the first two phases, the 
sponsor may decide to perform one or more Phase 3 studies that can include up 
to several thousands of people. These Phase 3 trials are intended to provide the 
definitive measure of effectiveness, as well as continue the evaluation of the 
product's safety. The size of the efficacy trial will be affected by the expected 
incidence of disease that the vaccine is intended to prevent. If at the end of 
Phase 3 trials the manufacturer believes there are adequate data to show the 
vaccine is safe and effective for its intended use, the manufacturer submits a 
license application to the Agency. 

Licensing a new vaccine is only one stage of FDA's oversight of vaccine safety. 
Following issuance of the license, there is continued postm.arketing surveillance 

of the product by monitoring adverse events. e.g., the Vaccine Adverse Events 
Reporting system (VAERS), and of the manufacturer's production activities, 
including compliance with good manufacturing practices. Manufacturers 
generally submit samples of each licensed vaccine lot and the results of their 
own tests for potency, safety, aod sterility to the Agency before release of each 
lot of the licensed product, because of the complex manufacturing processes for 
most biological products. In addition, licensed establishments are inspected 
regularly by FDA. 

Let me now tum to anthrax. 
Anthrax Disease 

Anthrax is a highly infectious disease caused by spores of a bacterium known as 
Bacillus anthraci.s. These spores resist destruction and may be present in the 
soil for decades, occasionally infecting grazing animals that ingest the spores. 
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Goats, sheep and cattle are examples of animals that may become infected. 
Human infection may occur by three routes of exposure to anthrax spores: 
cutaneous, gastrointestinal, and pulmonary. Skin contact with live infected 
animals, or with the hide, hair or bones of an infected animal may lead to 
infection of a person·s skin, known as cutaneous anthrax infection. This is the 
most common manifestation of anthrax in humans. accounting for more than 95 
percent of cases. Untreated cutaneous anthrax infection is associated with a death . 
rate estimated to be approximately 20 percent. Eating undercooked or raw, 
infected meat can cause gastrointestinal anthrax infection. Breathing in airborne 
spores may lead to pulmonary anthrax, also known as inhalation anthrax. 
Experience has shown that inhalation anthrax has a very high mortality rate, with 
esthnates ranging from 80 percent to 90 percent or higher. 

Inhalation anthrax infection has two phases. During the first phase, which 
occurs within one to five days after inhalation of the spores. the patient has 
influenza-like symptoms, such as a cough, malaise, fatigue and mild fever. 
Several days later these symptoms may subside, but are rapidly foUowed by the 
second. more severe stage of disease. During the second phase. the patient 
experiences sudden onset of severe respiratory distress, and sometimes chest 
pain accompanied by fever. Chest x-rays may show fluid in the lung. Within a 
day, septic shock and death will likely occur. 

Treatment of cutaneous anthrax infection involves administration of antibiotics. 
In the case of pulmonary anthrax infection, therapy has been of limited benefit, 
except when given immediately after exposure. Prior to use of the anthrax 
vaccine. cases of human anthrax infection in the United States were much more 
prevalent. The only known effective prevention against anthrax is the anthrax 
vaccine. According to data from the Centers for Disease Control and 
Prevention, (CDC) there were approximately 130 reported cases of anthrax 
infection per year at the stan of this century. In the past decade, there have been 
no confirmed reports of human anthrax in the United States. It is difficult to 
assess exactly how much of this dramatic reduction is due to the vaccine, but 
immunization with the anthrax vaccine of people at risk, along with vaccination 
of animals against anthrax, have likely contributed to this favorable decline. 
Elsewhere in the world, human anrhrax cases continue to be reported, especially 
in countries with predominately agricultural economies. 

History of the Anthrax Vaccine 

PhilipS. Brachman et al. conducted clinical trials on the anthrax vaccine during 
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the 1950s 2
. This controlled field study involved workers in four mills in the 

northeastern United States that processed imported animal bides. This selected 
population was at risk because the mill workers routinely handled anthrax
infected animal materials. Prior to vaccination, the yearly average number of 
human anthrax infection was 1.2 cases per 100 employees in these mills. 

For this trial, employees who had not previously contracted anthrax were 
selected and divided into two groups. The groups were balanced with regard to 
their age, length of employment, department at the mill, and the particular job 
they performed. The trial was a single-blinded study, in which the participants 
were not told whether they received the vaccine or placebo. Individuals who did 
not participate in the controlled study [because they were ineligible (i.e., had a 
history of prior anthrax} or chose not to receive the injections] were also 
monitored for anthrax. These individuals who did not receive vaccine or 
placebo were referred to as the observational group. 

During the trial, 26 cases of anthrax infection were reported ar the mills - five 
inhalation and 21 cutaneous. Of the five inhalation cases, two individuals had 
received the placebo, while three individuals were in the observational group. 
Four of the five people who developed inhalation anthrax died. No cases of 
inhalation anthrax occurred in anthrax vaccine recipients. Of the 21 cutaneous 
cases~ 15 individuals had received tbe placebo, three individuals were in the 
observational group, two individuals were partially immunized and one 
individual was fully immunized. Based upon a comparison between the 
populations completely vaccinated versus the populations receiving placebo, the 
authors calculated a vaccine efficacy level of 92.5 percent. 

On Aprill4, 1966, CDC submitted an IND for the anthrax vaccine to the 
Division of Biologics Standards, which was then part of the National Institutes of 
Health (NIH), later transferred to FDA. The method of preparing this vaccine 
was similar, but not identical, to the vaccine used in the Brachman et al. study. 
The vaccines in both studies were based on the immunity induced by the 
protective antigen (PA). Persons receiving the vaccine made by the two 
different methods demonstrated similar pesk immune respouses (antibody 
concentration) following the initial three doses. Textile employees and 
laboratory workers were immunized under this IND. A number of lots of 
investigational vaccine used by CDC under this lND were manufactured by the 
MDPH. 

2 Bracbman, P.S., H. Gold, S.A. Plotkin, F.R. Fekety, M. Werrin & N.R. Ingraham. 1962. Field 
evaluation of a human anthrax vaccine. Am. J. Public Health 52:632-645. 
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The data submitted to the Division of Biologic Standards described CDC's 
experience with approximately 16~000 doses of anthrax. This vaccine was 
administered to approximately 7,000 study participant<. Reported local reactions 
at the immunization site ranged between 3 percent to 36 percent of the initial 
series of doses, and 3 percent to 33 percent of the booster doses, depending on 
the lot. Reported mild reactions were 3 percent to 20 percent of all doses. 
Reported moderate local reactions were I percent to 3 percent of doses. Severe 
reactions were reported for less than 1 percent of doses. Systemic reactions 
were reported in four cases during the five-year reporting period. These 
reactions included fever, chills, nausea and general body aches, and were 
reponed to have been transient. 

The Division of Biologics Standards determined that the data submitted by CDC 
supported licensure of the vaccine. On November 10. 1970, the Division of 
Biologics Standards issued a product license to MDPH to manufacture anthrax 
vaccine. 
Approved labeling for the anthrax vaccine states that immunization with this 
product is recommended for individuals who may come in contact with animal 
products that may be contaminated with Bacillus anthracis spores, and for 
individuals engaged in diagnostic or investigational activities which may bring 
them in contact with Bacillus anthracis spores. It is also recommended for 
persons at higb risk, such as veterinarians and others handling potentially 
infected animals. 

The approved labeling also states that anthrax vaccine is to be administered 
subcutaneously (injected under the skin). After the initial dose of O.Sml, further 
doses of 0.5m.I are administered at two weeks, four weeks, six months, 12 
month and 18 months, thereafter, with yearly boosters. 

The Panel Review 

The Public Health Service Act, under which biologicals such as vaccines were 
licensed, required evidence of safety, purity and potency. After the Division of 
Biologic Standards was transferred from NIH to FDA, expert panels were 
assigned to review information on biological product-;, including vaccines that 
had been on the market prior to the transfer. The review was initiated in order 
to verify whether existing data supported the safety and efficacy of marketed 
biological products. 

Biological products were divided into one of six categories. FDA assigned 
responsibility for initial review and recommendation for all products in these six 
categories to separate independent advisory panels of outside scientific experts, 
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collectively known as the Advisory Review Panel. The Advisory Review Panel 
also was charged with advising FDA, in the form of a report, on classification of 
these products into one of the following categories: Category I- safe, effective 
and not misbranded; Category II- unsafe, ineffective or misbranded; Category 
m - insufficient information, further testing required. 

Based upon their review of available data, the Advisory Review Panel 
recommended that the anthrax vaccine manufactured by MDPH be classified as a 
Category I product and that appropriate licenses be continued based upon 
substantial evidence of safety and effectiveness of this product. The safety data 
from the CDC trials and the efficacy data from the Brachman et a!. trials were 
the basis for these findings. These findings were published in the Federal 
Register on December 13, 1985. 

Today, it would be difficult to repeat the efficacy studies. This is because there 
are no evident populations in the United States where prophylactic vaccine 
protection against natural exposure to anthrax could be evaluated in a clinical 
field trial, such as was done in the Brachman eta!. study. Specifically, the 
incidence of naturally occurring anthrax in humans is iow and sporadic in 
occurrence, making identification of a trial target population difficult. Likewise, 
it would be unethical to perform challenge/protection studies in humans. In 
addition. human immunogenicity and safety data would be required. The safety 
database obtained by CDC under the IND would he considered a reasonable pre
licensure database for evaluating a safety study today. 

Post-Marketing Experience 

Since licensure in November 1970, livestock workers, veterinarians, lab workers 
and researchers who are at risk for infection have used the anthrax vaccine. The 
manufacturer provided FDA the following information regarding distribution. 
From 1974 to 1989, approximately 68,000 doses were distributed. In 1990, 
approximately 268,000 doses were distributed. Between 1991 and the present, 
we understand that approximately 1,200,000 doses were distributed. 

It is not possible to give a precise number of persons who received the vaccine 
prior to use in Operation Desert Shield and Operation Desert Storm. We 
estimate that approximately 7,000 subjects received approximately 16,000 doses 
of the vaccine during clinical trials conducted by the CDC. In addition. between 
1974 and 1989, our files show approximately 68,000 doses were distributed. 
This is sufficient to vaccinate about 11,000 people with the full six-dose regimen 
of the currently approved anthrax vaccine. It is possible that some doses 
distributed were not used, or that some individuals did not receive the full course 
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of the vaccine. Thus, it is not possible to accurately report the precise number 
of people vaccinated between 1974 and 1989. 

According to the CDC, from 1962 to 1974, 27 cases of anthrax occurred in the 
.. at-risk" populations in the United States. Of those, 24 cases occurred in 
unvaccinated individuals, one case after the person had been partially immunized 
with one dose of the vaccine and two cases after individuals had been partially 
immunized with two doses of the vaccine. No documented cases of anthrax 
were reported for individuals who had received the recommended six doses of 
the vaccine. 

Vaccine Adverse Event Reporting- Anthrax 

With regard to safety data, FDA and CDC jointly operate V AERS. FDA uses 
this system to track adverse events possibly associated with licensed vaccines. 
Reporting of adverse events associated with the use of anthrax vaccine is 
voluntary for individual healthcare providers. The vaccine manufacturer, 
however, must report to FDA all reports of adverse events of which they are 
aware. 

The repon of an adverse event to V AERS is not documentation that a vaccine 
caused the event, only that the event occurred soon after the vaccine was 
administered. Doctors and other healthcare providers are encouraged to report 
serious or unexpected adverse events following vaccination, whether or not they 
believe that the vaccination was the cause of the adverse event. Since it is 
difficult to distinguish a coincidental event from one truly caused by a vaccine, 
the V AERS database contains events of both types. 

It should be emphasized that adverse event reports can be made by a health care 
professional, a patient or anybody else. If a patient's physician does not file a 
V AERS report, the patient can do so. FDA encourages individuals to report to 
V AERS any clinically significant adverse event occurring after the 
administration of any vaccine licensed in the United States. Reports to V AERS 
may be made in writing or by calling a toll-free nnmber,!-800-822-7967. 
Reporting instructions are available on the Internet at 
www.fda.gov/cber/vaers.html. 

[Will update these data 1o Oct. 1 when available] Since the beginning of 
VAERSoperations in 1990, throughJu1y I, 1999,215 reponsofadverseevents 
associated with nse of the anthrax vaccine have been reported to V AERS. Of 
those, FDA considers 22 serious events. These reports are for diverse 
conditions, with no clear patterns emerging at this time. Some of these events 
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are described below. The remaining 193 reports describe a variety of 
symptoms, including injection site edema (swelling with fluid in tissue), injection 
site hypersensitivity. rash. headache and fever. 

The 22 serious events were reported to have occurred or been diagnosed at times 
ranging from 45 minutes to 4 - months after vaccination. Some individuals 
experienced adverse events following the first dose; others received up to 5 
doses before event onset. Most of these individuals reporting adverse events 
during the current anthrax vaccination program have recovered. Five patients 
were hospitalized for severe injection sire reactions. One individual experienced 
a more widespread allergic reaction. One individual was hospitalized with a 
confinned case of aseptic meningitis nine days after vaccination. Two 
individuals experienced Guillain-Barre syndrome. Three weeks after receiving 
the vaccine, another individual was diagnosed with bipolar disorder and has not 
recovered. One individual experienced onset of multi-focal inflammatory 
demyelinating disease and has since recovered. Another individual experienced 
onset of lupus and has not recovered. 

None of these events, except for the injection site reactions, can be attributed to 
the vaccine with a high level of confidence, nor can contribution of the vaccine 
to the event reported be entirely ruled out. It should be emphasized once again 
1hat it is not always possible to attribute a cause and effect relationship between a 
reported event and a vaccination. With the exception of injection site reactiom, 
all of the adverse events noted above do occur in the absence of immunization. 

While the data gathered from the V AERS system can serve as a useful tool in 
identifying }X>tential problems, the repons on anthrax vaccine received thus far 
do not raise any specific concerns about the safety of the vaccine. As more 
people receive the vaccine, the numbers of adverse events reported will increase. 
FDA continues to view the anthrax vaccine as safe and effective for individuals 

at risk of exposure to anthrax. 

Lot Release 
As mentioned above, because of the complex manufacturing processes for most 
biological products, each product lot undergoes thorough testing for purity, 
potency, identity, and sterility. The anthrax vaccine is subject to lot release. 
FDA reviews the lot release protocols showing results of applicable tests and lot 
samples are submitted for possible testing by FDA. The manufacturer may not 
distribute a lot of the product until FDA's Center for Biologics Evaluation and 
Research releases it. The lot release program is part of our multi-part strategy 
that helps assure product safety by providing a quality control check on product 
specifications. 
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Memorandum of Understanding (MOU) with the Department of Defense 
(DOD) 

On May 21, 1987, FDA entered into the current MOU with DOD. This 
replaced the previous MOU signed in 1974. The 1987 agreement established 
procedures to be followed by DOD and FDA regarding the investigational use of 
drugs, biologics and medical devices. The MOU affirms that clinical testing of 
new drugs will be done in accordance with application regulations concerning 
INDs and IRBs. 

The MOU addressed the possibility of a need for expedited review of an IND by 
FDA to meet DOD requirements concerning National defense considerations. 
Under the MOU, DOD is responsible for classifying medical research aod 
development as it relates to information that may be made public under Freedom 
of Information Act regulations. It should be stressed that this agreement, 
however. does not allow DOD to perform research on humans without 
submitting an IND and it requires DOD to cumply with all FDA regulations. 

FDA's Consultation with DOD 
Regarding the Anthrax Vaccine Immunization Program 

FDA bas not had an official role in the development or operation of the 
Department of Defense's Anthrax Vaccine Immunization Program, including the 
AVIP tracking system or the program's adverse event reporting system. In 
March 1997, DOD briefed FDA about their draft plan for the possible use of the 
anthrax vaccine to inoculate U.S. military personnel according to the FDA 
approved labeling for six doses administered on a specified schedule over 
eighteen months. Subsequently, FDA learned that the DOD plan had been 
adopted. 

In July 1998, CDC requested that Health Resources Services Administration, 
National Vaccine Injury Compensation Program (VICP) orgardze and coordinate 
a program to evaluate V AERS reports for the anthrax vaccine. In response to 
the request by DOD, a group of non-government medical experts was cunvened 
by the VICP in the fall of 1998 as the Anthrax Vaccine Expert Committee 
(AVEC). AVEC, coordinared by VICP, bas met eight times since 1998. These 
experts have been reviewing all V AERS reports for the anthrax vaccine. 
Representatives of VICP, FDA. CDC and DOD have attended meetings, and 
FDA has provided information to assist the committee in its deliberations. 

9 



Draft 10/6/99 

AVEC is unique in that it provides an independent civilian expert assessment of 
adverse events reported for the anthrax vaccine. 

Upon learning that some DOD personnel may be receiving their anthrax vaccine 
doses significantly later than the FDA approved schedule, both Dr. Jane E. 
Henney, Commissioner of Food and Drugs~ and I, sent letters to DOD. In the 
letters we asked DOD to expeditiously investigate this matter as we are unaware 
of any data demonstrating that any deviation from the approved intervals of 
doses found in the approved labeling will provide protection from anthrax 
infection. We have not yet received a response from DOD on thls matter. 
Although we are aware of some ongoing studies conducted by DOD on the 
Anthrax Vaccine Adsorbed, FDA has not received data for these studies nor do 
we have the authority to require DOD to submit such data. 

Conclusion 

Mr. Chairman, we believe the anthrax vaccine is a safe and effective vaccine for 
the prevention of anthrax disease - an often-fatal disease - when used according 
to the FDA approved label. Our confidence in this vaccine, like all vaccines, is 
based upon four components: first- the review of manufacturing and clinical 
trials and subsequent clinical laboratory experience with the vaccine; second -
ongoing inspections of the manufacturing facility; third - our lot release 
requirements; and fourth - our ongoing collection and analysis of adverse event 
reports. So far, the data gathered from VAERS reports on anthrax vaccine do 
not signal concerns about the safety of the vaccine. The Agency will continue to 
closely monitor and investigate reports of serious adverse events received on all 
vaccines, including anthrax, to assure that only safe products are on the market. 

I appreciate the Committee's interest in this very important topic and would be 
happy to answer any questions. 

~"f!:!::.~~~testl 

........._,_.__-11 0/2/99 
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The views (reports) on Bills letter should follow the following fonnat: 

The Honorable _________ _ 

Chairman, __ ----:-----::::-:---:-::c--=--
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WashingtOn, DC 20515 (House) 

20510 (Senate) 

Dear Mr. Chainnan: 

This is in response to your request for the views of the Department of Defense on H.R. 
__ (S. , 106th Congress, a bill '(give entire title of bill " 
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consideration of the committee. {Boilerplate for each report.} 
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HR25431h 

HR2543 IH 

106th CONGRESS 

1st Session 

H. R. 2543 

To make the Department of Defense anthrax vacdnatlon Immunization program 
voluntary for all members of the Armed Fon::es. 

IN 'THE HOUSE Of REPRESENTATIVES 

July 16, !999 

Mr. JONES of North Carolina Introduced the following bnl; whldl was 
referred to the CDmmittee on Armed Servloes 

·-- ·--·--·-----
A BILL 

To make the Department of Defense anthl'i3X vaccination Immunization program 
voluntary for aR members of the Armed Forces. 

Be It enacted by the Senate and House of Representatives of the United 
Stetes of Amerlca In Congress assembled, 

SEOION 1. SHORT lTilE. 

This Hi may be cited as the 'American Military Health Protection 
Act'. 

SEC. 2. FINDINGS. 

CDngress finds the following: 

(1) All brandies of the Armed Forces are faced- se11ere 
challenges In recruiting and retaining quality military 
personnel. 

(2) Time and again military personnel are asked to place their 
lives on the fine and to ultimately satr!ftce themselves and 
their famU!es In defense of the United States. 

{3) The Depa<tment of Defense hasln\tlatecl an antl1raX 
vaccfnation program, which a rapidly growing number of military 
personnel believe may Jeopardize their long·term health and 
safety as well as that of their families. 

(4) The lad< d a single, conclusive independent study regarding 
Page 1 
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the long-term health effects of the anthrax vaccine on humans has 
aeated additional o:mcerns among mU/tary personnel. 

(5) Despite assurances by the Secretary of Defense d minimal 
adverse reactions to the anthrax vaccine, the standards which the 
seaetary uses to determine adverse reactions are lnsuffident to 
support such claims. 

(6) As a resu~ of the lack of conclusive data on the long-term 
effects of the anthrax vaccine, many military personnel are being 
forced tD make decisions between the safety and security of their 
families and the~ dedication and commitment tD seJV!ng the 
United Stares. 

SEC. 3. REQUIREMENT TO MAKE THE DEPARTMENT OF DEFENSE ANTHRAX VACCINATION 
IMMUNIZATION PROGRAM VOLUNTARY FOR ALL MEMBERS OF THE ARMED FORCES. 

The secretary of Defense shall require that the anthrax vaccination 
fmmunlzatlon program be voluntary for all members of the Armed Forces 
until-

END 

(1) the Food and Drug Administration has approved a new anthrax 
vaccine for humans; or 

(2) the Food and Drug Adm!nlstratfon has approved a new, reduced 
course of shots for the anthrax vacdne for humans. 
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1. The following text provides OSAGWI comment on HR 2543, 1061h Congress, for your office 
to consider in preparing the views of the Department of Defense. The comments are organized 
in the sequence requested by Office of the General Counsel. 

2. a. The Department of Defense opposes the legislation. The bill grievously undermines 
not only the anthrax vaccination program itself, but also some fundamental principles of 
responsibility which guide the exercise of command in the U.S. armed forces. The bill is 
illogically conceived and based on a misapprehension of the relevant science. 

b. This legislation (unless repealed by another act) would seriously interfere with the 
Department of ~fense's ability to meet its responsibility to protect its service members from the 
biological weapon (anthrax) most likely to be employed against our armed forces during conflict 
and against U.S. citizens by acts of domestic terrorism. 

c. Rationale: 

( 1) The bill impugns the safety of the anthrax vaccine while paradoxically 
affirming that it meets the usual standards of safety to such a degree that it is safe for both 

. military personnel and civilians, including the family members of military personnel, to 
receive the vaccine on a voluntary basis. 

(2) The repeated references to the Jack of data on the long-term effects of the 
vaccine betray the naivete of the drafters. Such data is lacking for virtually all vaccines 
except for the efficacy of the vaccines in providing long tenn protection against the 
intended disease. Information on long-tenn adverse effects is generally Jacking for all 
vaccines. 

(3) This bill might embolden terrorists and rogue states to advance their 
weaponization of anthrax, since the bill will result in very low levels of protection of 
military personnel with anthrax vaccine. 

(4) The bill imposes a sham condition, namely the approval by the FDA of a new 
anthrax vaccine for humans. It seems highly improbable that any such new vaccine will 
be approved in the U.S., given the ethical barriers to demonstrating human efficacy. 
The inclusion of this condition in the bill suggests either scientific ignorance or 
unfortunate cynicism on the part of the drafters. 

(5) The legislative precedent being attempted by this bill ties the hands of the 
military in trying to protect all service members with any available means in anticipation 
of the risks of military service. 

(6) The bill demeans the integrity of the members of the Department of Defense 
by suggesting that the anthrax program was the result of ignorance, carelessness, or 
maliciousness. ~ 
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MCHL-YOUR OFFICE SYMBOL(40-38a) DATE: 1 November 2001 

MEMORANDUM FOR CHIEF, DEPARTMENT OF CL!l'i!CAL INVESTIGATION, 
WALTER REED ARMY MEDICAL CENTER 

Sl:BJECT: Request for Review of Research Activity Involving Human Subjects 
Request for Exemption from IRB Review 

Table 1 :Please answer the questions in this table to help us decide if your proposed research activity 
will qualify for exempt review procedures. A 'yes" answer does not automatically disqualify a project 
from exempt review (with the exceptions of questions E, F, I, and M). However, "yes" answers will 
require explanation in the description of the study section to ensure the study is eligible for 
exempt review Use instruction file ExemptReview-Ins doc to fill out questions in this application . ' ' v .. 

A. Will this project involve collaborators outside Walter Reed Anny Medical 
Center? 

B. Does the research involve contacting subjects in any manner? 

c. Does the project require the use of direct patient identifiers (like names or social 
security numbers)? 

D. Does the project require the use of indirect patient identifiers (such as a coding X 

system that uses a unique subject identification number and master list of names)? 
Not 

E. Does the project involve prisoners, fetuses, or pregnant women? Exempt 

F. Does the project involve activities which expose the subject to discomfort or !:lot 
harassment beyond levels encountered in druly life? Exempt 

G. Does the research involve the collection of sensitive infonnation (such as illegal 
conduct, sexual behavior, drug or alcohol use) from research subjects? 

H. Does the research involve the prospective collection of data or specimens? 

Not 
I. Does the research involve the use of investigational drugs or devices (IND)? Exempt 

X 

J. Are all of the samples/data already existing? 

K. Does the project involve genetic testing? 

L. Will data or samples be used by investigators outside WRAMC? X 

M. Does the research require DCI funding support other than travel? Not 
I .t.xempt I 

"-
X 

X 

X 

X 

X 

X 

X 

X 

X 

X 
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1. PROTOCOL TITLE: 

Vaccine Temporally Associated Adverse Events: Review of Clinical Cases Referred 
To A Tertiary Medical Center 

2. PRINCIPAL INVESTIGATOR: 

LTC Bryan L. Martin, MC 
Asst. Chief, Co-Program Direc~or Allergy-Im.mllllology Fellowship 
Aller~-ImmlllloloiDepartment 
Phone (b)(6) 
FAX: .....__ ___ __, 

Associate Investigators: 
COL Renata J.M. Engler, MC 
Tara E. King 
Mary C. Minor 
Jeannette F. Williams 
John E. Grabenstein 
Robert Labutta 
Kristen Barner 

3. I am requesting that the research project described herein be considered exempt frommB 
review based on the following AR 40-38 exemption category: 

B-6 Existing Records and Specimens 

4. Provide a brief description of the project: 
Joint Commission for Accreditation of Hospitals (JCAHO) requirements and continuous quality 
improvement programs for immunization health care delivery include monitoring the rates of 
adverse events temporally associated with vaccines. Improved Vaccine Adverse Events Reporting 
System (V AERS) submissions with prescription vaccines have become an even greater 
requirement. Concerns have been raised that service members who have received anthrax vaccine 
are experiencing temporally associated persistent adverse events without adequate visibility to the 
V AERS system. Questions have been raised at congressional hearings that the Department of 
Defense has not adequately reported or evaluated systemic illness in this setting. National 
criticisms of the Vaccine Adverse Events Reporting System (V AERS) have been linked with 
recommendations for quality improvement in V AERS reports to include follow-up V AERS on 
individuals with prolonged illness and/or disability. Specific case definitions for adverse events 
temporally related to any vaccination have been problematic. There is currently a Center for 
Disease ·control and Prevention (CDC) funded international collaborative effort called the 
Brighton Collaboration, which is designed to develop international consensus on definitions for 
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common clinical symptoms. Although the focus of this Collaboration is on pediatric vaccine 
related problems, there is a call to develop a similar effort for adult immunizations. In this 
context, a retrospective records review is being conducted of patients referred to the Walter Reed 
Allergy-lrrummology Department between May of 1998 and September of2001 for vaccine 
related adverse events or requests for medical exemptions. 

It is the goal of this project to document the spectrum of medical problems that have presented as 
adverse events temporally associated with anthrax vaccination as well as other standard 
immunizations. By detailing the frequency and timing of symptom patterns within the evaluated 
population, case definitions for improved reporting can be developed. 

5. List the research objectives of the project: To characterize the clinical features of vaccine 
related adverse events referred to a center of excellence in vaccine safety assessment 

6. Describe the characteristics of the subject population such as gender, age ranges, ethnic 
background, and health status. Indicate any special classes of subjects that might be 
included in the subject population (e.g., prisoners, minors, mentally disabled): The 
subjects involved service members andDoD beneficiaries referred to the Allergy-Immunology 
Department at Walter Reed Anny Medical Center. Research clinical records and quality 
assurance documents are available within the clinic and the Walter Reed National Vaccine 
Hcalthcare Center. There are no prisoners, minors or mentally disabled subjects involved. 

7. Describe plans (sources and methods) for data collection or specimen acquisition to 
include the following issues: 

A The retrospective data review for the period extending ftoml August 1998 to 30 
September 200 I. 

B. Data regarding subjects will be entered in a spreadsheet with unique identifiers. Any 
indirect linkages will be destroyed after compilation of data is completed. 

Cases with neurologic symptoms will be reviewed by Neurology staff participating in the project 
for input on which neurologic clinical data elements should be included in the analysis. 
Descriptive statistics will be generated using SPSS. 

8. List all variables to be included in the study (Please include Data Collection Sheets): 
The following variables are included in the analysis: 

a. Demographic data including gender, age and ethnicity. 
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b. Large local reactions including mild(< 5 em), moderate (5-12 em), and severe (> 12 em), 
pain, subcutaneous nodules, loss of range of motion, duration of reactions. 

c. Systemic reactions to include malaise, fever, and chills and those listed in the DoD Clinical 
Guidelines at the A VIP web-site (see attached algorithm). 

d. Detailed neurologic manifestations to include both focal and generalized and any 
associated diagnostic test results. 

e. Time lost from work or hospitalization temporally associated with the vaccine. 
f. Data regarding quality of life impact of the illness: e.g., change in physical training status. 

9. Describe any potential risks to subjects (physical, social, legal, or other): None 

10. Are you requesting travel funding from DCI? YES ( x) NO () If"Yes", please list 
the number of protocols that you have received funding for this fiscal year: None 

11. Is there be any Federal funding approved for this research project? Yes ( ) No ( x) 
(If yes, provide detailed information or submit a budget page about the transfer of 
funds.) Funding from non-Federal sources may not be considered under the Exempt 
mechanism. 

12. Provide the proposed starting date: 1 November 2001 
And completion date of the research activity: 1 November 2002 

13. Have yon completed the WRAMC Research Course? YES( x) NO() When? September 
1999. 

PRINCIPAL INVESTIGATOR 
LTC (p) Bryan L.Martin, MC 
Assistant Chief 
Allergy/Immunology Department 

DEPARTMENT CHIEF 
COL Renata J.M. Engler, MC 
Chief 
Allergy/Immunology Department 
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ANTHRAX VACCINE TEMPORALLY ASSOCIATED SYSTEMIC ADVERSE EVENTS 
REFERRED TO A TERTIARY MEDICAL CEI\>ER 

Bryan L. Martin, Michael R. Nelson, Robert Labutta, Tara E. Ring, Jeannette F. Williams, Mazy 
C. Minor, John E. Grabenstein, Renata J. M. Engler, Walter Reed Army Medical Center 

Background: There is increasing public interest in adverse events temporally associated with 
immunizations and the need for improved reporting of these events through the Vaccine Adverse 
Events Reporting System (V AERS). Walter Reed Army Medical Center Allergy-Immunology 
(AI) Department has initiated an immunization quality improvement program that includes 
follow-up V AERS reports for patients with anthrax vaccine related medical exemptions, 
particularly if symptoms are chronic and'impact on quality of life. Method: Clinical guidelines 
for categorizing and managing adverse events after vaccination have been developed within the 
DoD in order to educate providers and develop a standardized approach. These guidelines are 
available on the web (www.anthrax.osd.mil) and are used to categorize patients referred to the 
AI Department for evaluation of a vaccine related adverse event. This information was reviewed 
in order to prioritize patient reRevaluations for follow-up V AERS and validation of the original 
V AERS reporting. Results: Between May 1998 and July of2001, 82 patients were evaluated for 
complaints of prolonged systemic clinical problems whose onset was associated or attributed to 
anthrax vaccine exposure by the patient, referring provider or family member. Twenty-two 
(27%) experienced moderate to severe large local reactions along with a variety of systemic 
symptoms. The spectrum of systemic symptoms in this group is heterogenous with the reasons 
for referral including (but not limited to) one or more of the following features: non-injection site 
skin rashes ( 15% ); persistent headaches (12% ); tinnitus (16% ); other neurologic disease or 
symptoms (21%); prolonged fatigue with 50% functional loss for> 60 days (21%). Specific 
diagnoses are diverse with some patients manifesting prolonged disability. Conclusion: 
Concerns about serious adverse reactions to anthrax vaccine continue despite the fact that the 
majority of 520,000 vaccinated service members (757,540 personRyears January 1998 to 
December 2000) have tolerated the vaccine without persistent systemic symptoms. 
Epidemiologic evidence shows no population-based increased risk of disease in those who 
received anthrax vaccine compared to those who did not(3,430,459 person-years, Army, Navy, 
Marines, Air Force, and Coast Guard). However, for rare individual cases, causality cannot be 
proven nor disproved and there continues to be a need to improve our understanding of these 
clinical scenarios. 

From the desk ofRJM Engler, MD 
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DEPAIITMINT OP DEFENSE 
ARMED1'0RCD ~ IOAAD 

11• LB!UURG POCI ·. 
FALLS CHURCH VA 220414251 

11 July 2000 

MEMORANDUM FOR THE ASSISTAN'l' SECRETARY OF DEFENSE (HEALTH. AFFAIRS) 
THE SURGEON GENERAL, DEPARTMENT OF THE ARMY 
THE SURGEoN GEIIERJ\L, DEPARTMENT OF THE NAVY 
THE SURGEON GENERAL, DEPARTMENT OF THE AIR FORCE 

SUBJECT: Armed Forces Epidemiology Board {AFEB} Recommendations 
Regarding Review of the Paper, "Antibodies to Squalene in Gulf 
War Syndrome by P. B. Asa, Y. Cao and R. F. Garry." 

1. The AFEB was tasked by the Department of Defense {Health 
Affairs) to conduct an objective analysis of the above paper 
following a request by Congres.sman Jack Metcalf to Health 
Affairs. 

2~A special SUbcommittee was formed to review the paper. Results 
of the review a.nd the paper were distributed to the rest of the 
Board prior to the AFEB meeting. The Subcommittee's findinqs were 
presented to the whole ·soard at the AFEB Meetinq held 28-29 
February 2000 at Fort Sam Houston, Texas. After discussions and 
several additional reviews, the report was finalized. 

3. The AFEB has thorouqhly reviewed the paper by or. As a and 
colleagues who desGribe-a~aboratory-test-they feel~y-identify -
individuals ill with "~ulf War Syndrome." The followinq is a 
summary of the findinqs: 

a. THE RllSEARCH RllPOR'I'£0 IN THIS PAPER DOES NOT 
SUPPORT THIS CLAIM. 

b. '1'IIE PAPER CCN'l'l\INS lltlMEROtiS SHOR~NClS, 
SEVERAL 01' 'fiiEM SIIRIOUS, '!'11M COMBINE '1'0 
INYALIDA't'E '1'IIE AliTHOM• CONCWSIONS. 

c. IT tu:MAINS UNCLEAR II' THE ASSAY ACWALLY MEAStJRES 
ANTIBODIES TO SQUA1.111E, AS TilE AUTHORS ASSERT; 
THE ASSAY MAY MEAStiRE SOMETHING ELSE OR THEIR 
FINDINGS MAY BB A'NON-SPBCIFIC CHEMICAL REACTION. 

L.._ __________ _ 



AFEB (lS-la) 00-6 ll July 2000 

SUBJECT: Armed Forces Epidemiology Board (AFEBl Recommendations 
Regarding Review of the Paper, "Antibodies to Squalene in Gulf 
War Syndrome by P. B. Asa, Y. Cao and R. F4 Garry." 

4. The Board unanimously endorses and approves the above findinqs 
and the enclosed report. Details-of their findin;s can be found 
in the enclosed report. 

FOR THE l\RMEO FORCES EPIOEMIOLOGICI\L BOAII!l: 

• 

~-£4 
F. MARC LAFoRCE, M.D. 
AFEB President 

~-
NEOICT M. OINIEGA ~ 

Colonel, USA, MC 

3 Encls 
1. Report 
2. Tasking Letter 
3. cvs 

COpies furnished: 
Board Members 
OASG-ZH 
OASD {!IA)/HOP, Prog. Dir. ; 

Prev. Med. & Surveillance 
Ail!OS/SGOP 
OASG-HS-PM 

AFEB EXecutive Secretary 

HQ, USMC, PMO, CAPT Kenneth W. Schor 
Oep. Dir. Occup lllth ' Prev Med Div, l!UMED-DN 
CDR, IIRAIR 
CDR, USACIIPPM, ATTN: MCIIB-DC-C 
CDR, USAMP.IIC 
Navy Env. Health Center 
Dir, Ked Resources. Plans ' Policy Div. (N931) 
CDR Mark Tedesco, USPHS 
COL Andrew s. Warde, 

BvetMed Mac MRCVA 
LCol Maureen Fenaom, C!MS 
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REVIEW OF THE PAPER 

ANTIBODIES TO SQUALENE IN GULF WAR SYNDROME 
by PB Asa, YCao and RF Garry 

pubUshed In 
Experlmelllill1111d Molet:~~ll1r Pathology, Volume 68, pp 55-64 (2000) 

A REPORT FROM 
THE ARMED FORCES EPIDEMIOLOGICAL BOARD 

JUNE 22, 2000 

. .... .,. 

. . AFEB RIIYfow of 1 Piper by An II ol, 1'1111 1 or S 



SUMMARY OF FINDINGS 
The Anned Forces Epidemiolosical Board has thoroughly reviewed the paper by Dr. Asa 

and oolleosues who describe a laboratory test they feel may identify persons ill with "Gulf War 
Syndrome." The AFEB has ooncluded unanimously that the reaearoh reported in this paper doe& 
not aupport this claim. The paper contains numerous sbortoomings, several ofthem serious, thet 
combine to iiMIIidate the authors' ooncluai011s. It remains unclear !fthe ...,.y IIOIUaHy III8Uilrel 
antibodies to 11qualens, as the authors ISIOit; the way may measure aomething elie, or their 
findinp may be a nOD-SpOOific chemical reacl!011. 

AFEB RevieW of • Paper b)' All el .. pqe 2 or 5 



BACKGROUND 

The Armecl Foreoa Bpidemiolosical Board (AFBB) wu tasbd by the Depv!ment ofDefease 
(Health Allllira) to C01Iduct an objective 111111)'111 of the above caplloned paper by As& et al. The 
•omas ~is euclosecl. 

A specialsub<ommlltee1 oftho AFBB wu fonnocl to inltiale tho task. The Spodal 
Subcommittee rood the above captioned paper.by As& el a/. The subcommittee !Wiy di"""'sed 
ill imp,....ions, quostiODI and concerns, and diMIIoped a consensus doc:ument. The chair oftho 
subcommittoo than lbrmally presented the subcommitlee's findinss to the entire AFBB' which 
had been aupplied with the paper and lhe OOlllenauS doc:ument in advance ofthe meetins. Aller 
input from tho entire AFEB, this final report is oJI'ered to tbe IOQU.-by the AFEB president. 

FINDINGS 

The AFEB reviewed the psper with areatinterest. However, the AFBB found the paper to 
oontoin alaJBe number of scientllic flaws, aome of which are extremely grave. Theae flaws 
invalidste to an a! moot complete degree the conclusions rogarding squalene and the implications 
that proceed from them The mllior !lows include tho following: 

Controls: Despite assertiODI and dioclaimers. in tbe paper, there are no valid controls. 
• For a valid pooitive centro~ one needs aerum previously proven to contain aniiDodies to 

oqualene; only this can validate that the uaay can cleteol 01111"bodiea to oqualeno. What the 
aulhort uao u and usert is a positive..-! ue two ...a from individuals reportedly 
....mated (either once or throe timu) with an NIH trial vaccine oontaining aqualeno. The 
aulhort provide no pro-vaocilllllion dste to domonslrato that the activity dotootod in their 
usay wu not present before vaocination with a aqua! one adjuvant. 

• Neplive oontrols Ill> usential to prove that the way is not detectins something other than 
anti-squalene antibodies. Missing Ill> oontrols which omit serum oontoinlns the presumed 
anll"bodiu or which omit the avidin-oonjugoted horse radish paroxiduo. Also missing is a 
negative specificity control to rule out non-spodfio binding of nonnal IsG molecules to 
I!Ciualene. 

Blindi»a: It ia WIC!ear if the reaoard!en-. blirul u to IUneulwellness 1111tu1 ofllludy 
parCioipuita. 
• The paper uaerta at amnl pointa that thia ia a blinded atudy, but it tomains possible that the 

critical element ofknowins the UlneH/wellnuallalua or ca~egory may have been knowo, 
evoolf, u the psper statea, • ••. The ldentldeii or IliaCI number ofaarnplea from eaoh category 
were DOt made available ... "' 

'SMillie, a..lr,l!-oO!mlor,PI.aodri ... Moiallen;--llllllchod por-~of 
Coqm1D•n Metcalf' to Dcf'eale Sccn:tary CoJxm. u• ... ~ ua~J~fa.,,iactwiq: fdc!nr!llcatloa oldac vdao 
IIOpvridiDJthellllll,siloodtholt..-- ........ k 0 
'llllri»athe 30-31 Mo,y 2000 meedog of the AP1!B 111'1. Dllricl; MD. 

AFC8 RoviM cia Plplr by Mo II II, -3 of5 
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• TbuJ, the IWihora' userti- that they did not latow which subjecta had "Gulf War 
Syndrome" and which did not, ""'not convincing. If the autbcn knew which blood samples 
camo &om Gulf War-..., this oould have biased thair int01pmation of their teat 
lindinp. 

8Jiecjficity: Does tho ASA Assoy actually,.....,. antibodies to squalene? 
• In this type of blotting experiment, one normally demonstrates specificity of the rcadkm by 

blocking (or adsorbing) the antibody with the anrigen (m solution). This Is not demonstrated. 
• Hence, it is not possible to latow whal the ASA assay detects. It is a Western-blot iype 

aaaoy, and ia eitber positive(+) or nesamve (-). Since the paper descn'bes it belns used in 
only one dilution of parieot aerulli (1:400), it seems thO assay can det....Une only whetber 
"aomethins" was detectable or not, and this "something" is not proseotly definable. 

• Anb'bodies to squalene, or to any otber sub- for that matter, should be detectable across 
• ranaa of concentrad- .. antibody .... y ..... normally c:onstructed to demonsttlle this, 
the moat common form today being an enzyme-linked immunoassay (l!LISA). Tbe actual 
love! or conceottation of amlb<idy, nmslns &'om undetectable to just detectable through bigh 
coocenttltion, lllloul4 have medicallbiolo&ical oorreiadono and implicad<ins, with oome 
threobol4 point that correWes with the development of symptoms or diseese. 

• Nitrocellulooe ia a highly reactive sul>stance thai binds many materials. The pspar does not 
show that the squalene deposited on the membrane is aelually adll there II the eod of the 
assay. For """"Pie, one could imagine that iqualeno coul4 ''block" the nitrocellulooe 
membnne lens enough to protect the "dot" &om tho milk trootment and then be washed out, 
ao polyoxyothyleno aorl>itan leurate Ia a doterseot that coul4 remove a tipld like squalene. 
!his could !eave a Diked spot ofnitrocel!uloo to reac1 with aomo otber prolein. 

• If !his were a valid aaaoy k llhould work with another sub11111te (otber nylon mambranes, like 
lmmobilon). . 

• GMm tho J:Oiationobip between squalene and cboloaterol, do these oera reict with 
cboleatetol? The IWihora reiao the question but don't IIIIWer it. 

• Can one actually reiae imtiboclins, deliberately, to squalene? It is a common component of 
oells and llhould be proaentln amounts thai would swamp out any squslene-speclllc 
antibodies. 

Doie !JIIRODR' None Is apparent. 
• In tho fisuros of the Asa 11 a/ pspor,lha Is no obvious doae mponae in IOiation to tho 

amount of antigen (squeleno) deposited on tho nitrocelluloso membnne. 
• A diloe-responso lhlBIId be aeon with respect to antisen and antibody concenllalion; neitber is 

shown. 

CONCLUSIONS 
In JUIIIIIWy, tho clear failure to p!O\'ide positive contrnls and ~eptive con!IOls u well as 
unamb1suous blioclin& invalidllles tho .-than' abilky to arsue for tho nieaningftllness of their 
toot and any oonclusions they mishl draw &om thoiO results. This is true even before one sots to 
the more technical issue of the ~lleity of tho ASA assay. 



-----------------------------------==== 

~ the AFEB has little confldenee thai the patent-pendins ASA assay actually measures 
IDII'bodieo to equal- thoush we cannot entirely eliminate this possibility. 

Whalover the paper's flaws and since the AFEB CiiiiiOI exclude the remote poaaibility thai the 
lllllh011 haw idOJI!illod .a laboratoly 111C8111 of diatiniUiahlnS per&OIII with possible GulfWIIr 
Syndrome (GWS) !!om all otbers, n;pljcabilily beeomes the major IWe&Olvod issue. The AFEB 
ncopizea the dll!!cultieslnhetent In defining a poaaiblo oaao ofGWS since there is no 
standudizod caao dolinition. However, the AFEB feels thai the aymptom Hst in tho All ct al 
paper is a sood potential starting point, and that, 1br example, c:asos misht be selected !tom 
tertiary referral CODt«i tbr GWS sud! as the one at Walter Rood, with controls !!om a civilian, 
non-exposed worldbn:o. There1bre we reoommend that a suitable test of replicabilily be done in 
oooperation with the authOD and with attention to the following design elements: 
• selection of participants- cases and ccntrol subjeccs -by an independent ad hoc body or 

committee, chaired by a tenured academic !tom a well-known medical mcarch Institution 
• eatebllshing clear a priori "'lootion and oxclusion aiteria for casea and 1br coniRlls 
• serological teotins dona in a secure and absolutely blind manner with strict chain of custody 

rules and documentation in pisco 
• a sufticiont number of subjeciS to have statistical power to dlllecl a true dilference, if ane 

exists, with 80% likelihood and with a 5% chance or loss of finding a dift'erence due 10 
rondom chance alone. . . 

• a I!Udy design with atlaut two arms- testing dono as in the paper by the people who have 
llcenaed this patent•pendins technique, versus testing done by one or more lipid laboratories 
uslns more standard antibody techniques such as enzyme-linlcod immunoasaay to detect 
antilipid antigens 

We wish 10 be clear tluit we are not discussing a atudy to validate wbether the ASA asaay can 
detect IDII'bodiesto aqualene. llather, we are tryins to lesp over this intermediate obstaqle and 
get quiddy and inexpensively 10 a more maaninsf\11 boitom line: does the ASA aaaay clearly, 
rellably and unequivocally distinguish people with GWS !tom all otbers, and, if so, with what 
specilicity and sensitivity? Many caveata and qualifiers would have to be in pisco to assure 
mesnlnsfblness, aod the preceding bulletocltist oan (and probably should) be uaeft!Uy expanded 
and fUrther re5nod to belp assure thai any ensuins serologlcaii!Udy be definitive. 

The AFEB is exll01nely doubtful thai the assay reported by All et al is a valid or lCCWUetesl 
1br illness amons Gulf War veterans. However in an eflbrt to leave no stone untumed in 
Ovaluatins v-· complaints, tha AFEB feelJ it may be wonbwhileto repeat tiio atudy,llliu 
IIIIK"griat$ !!Cjentjf!c lllllhoda u gutljneol above. Thia RC<nnmudalion shouk! clollnitoly not be 
considered on eodonoment of !be paper by All •I al thai we have bcrewith reviewod. 

1'------·- ---------
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M110b, 1999 
Invited Psrdcipanl, Contmverues lllld Dilemmas in Eau!ocri1lology, Royal Collcge of 

Physicians oflldinburah, Sootland, March, 1999 · 

GRANTS: 

National !Dslitutes of Health, Upld Reoearob CliD!c, 
Vete:lllll Administration Hospllll, La loDa, CallforDia, 1970.1989 • 

Janssen Drns Study l'lllld, 1976-!978. 
Nadonal !Dslitutes of Health, Poriphetal Arterial Disease 

Gtant11J!1.2225'-0l,Aprill, 1978,-N.-30, 1980. 
American Heart Assoc:iatiaa, Califonda AliUil!c, 

Grant-IJ>.Aid, f8G.S114,luly I, 1980 •lillie 30, 198L 
Nat!onallostltute of Anhritls, Diabetes, Dlgesdve A 

Kidnoy Diseases, Epidemiology ofDIIbetos in an Adult 
Comrmmity II ROI AM31801,1uly I, 1983 -June 30, 1988. 
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UCSDISDSU Teacbing Nu:sillg Homo Project. #NIA A003990-01Al, 
May I, 1984 • April30, 1989. 

Nationallnstillltes ofHeahh, National Heart, Lung and Blood 

September, 99 

lnstilllto, PHS HL34S91, Endogenous Sex Hmmones & 
CardiovucularDisease Risk in Men, April!, 1986 ·Match 31, 1987. 

American Heart Association Califomla Affillate, Orange County 
Chapter Grant-in-aid-Dietary Facton, Blood Pressure and 
CardiovUClllar Discase.ll85-8116, July 1,1986 ·December 31, 1988. · 

Weight Watehon ·Analyzing in Detail EXtensive Database 
with Regard to Obesity and Heart Disease, January 1,1987 • 
Deoember31,1989. 

Nadonallnstilllto of Heaith • Nationallnstilllto of Aging· 
Sllldy of Risk Faeton for 0tteoporos1s in the Elderly. 
IOOHINIA I R37 A007181..01, UCSD 119().6518, 
August 1,1987 -July 31,199l(Merit Award). 

Nationallnatilllte of Health· Postmenopausall!strogcnl 
Progestin Interventions (PEP!). I!NIH 1001· HL40207-lll, 

UCSDii90-6SOO. September3,1987 ·August 31,199l. 
University of Califomla Anademic Geriatric Reaout<e 
Program-Intetdisciplinary Geriatrics Fellowsblp Program. 

1!87SD-C2D-2-lll,July I, 1987 -June 30, 1988. 
Nationallnstilllte of Diabetes and Digoative and Kldoey 

Disease&· Epidemiology ofNIDDM and IGT in an Adult 
Community. UCSD 1188·5256, July 15, 1988 ·June 30, 1990. 

American Association of Retired l'erlona.· '!be Effects of 
Husbands' Retirement on Their Wives. UCSD f87·6259, 
Jannary I, 1988 • Decembe: 31, 1988. 

Nationallnstil11te of Heaith, NHLBI • LRC Follow-up Sllldy-CPPT aud 
Plevalence. UCSD 1!8947,June 29, 1971 ·September 30, 1991. 

Nadonallnatitute of Health. NIA • Ahbelmm D!aease 
Reaearch Centet Competitive Supplemeni. UCSD 1189-6638, 
August 17, 1990. Match 31, 1994. 

NationaliDstitute of Health ·l'ledlctolt of Cardlovucular 
Discaacin the Elderly. UCSDII90-6070,January 1,1991· 
DeceiDbor 31, 1991. 

Nadonallnstilllte of Health, NIDDK • Epl4emiology ofNIDDM and lOT 
in au Adult CoiDIIlllllity. UCSD i191..fill83, December 1, 1991· 
November 30, 1996. 

NationaliDstitute of Health· Epidollllology ofNIDDM and lOT 
Supplement UCSD 1192-6591, luna I, 1992 ·February 28, 1993. 

National Institute of Health, NIA • Sllldy of Risk FactOIS for Oateoporosla 
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iD theEldorly (Osteom. UCSDII!Il-6122. August 1,1992-
!llly 31, 1997. (Merit Award) 

Me:ek, Simp 111d Dobmc, FractlltelnwveDiion Trial (Fl'l'), UCSD 1192-
5548, October I, 1991- March 31,1997. 

National Coffee Association, "Coffee/Caffeine/Bone Mineral Density". 
UCSDII92-6164,Febnwy 1,1992-January 31,1993.(nocost 
extonslon August 31, 1993). 

Solvay PhannJceuticals- A Double-Bilnd, l'lrallel Group Study of the 
Effects ofEsll'IICSI H.S. vs. PnmwiD iD Surgically Menopausll 
Women. UCSDII92-6838. iune 1,1992-May31,1995. 

Wyeth-Ayers~ Heart&: Es!rogeii/Propstbl Replacement Study (HERS). 
UCSD 1191-SISO. October 8, 1992- December 31, 1998. 

September, 99 

NatiDDallnstitute of Health, NHLBI- PostmeDopausal Estrogen/Progestin 
lnterventlnns (PEP!). UCSD 1192-5242. August!, 1992- July 31, 1994. 

Wcisht Walcbers. Ses hormones, obeaity and diabetes iD older women. 
UCSDII93-7!68. Novcmber1,1993- October31,1994. 

National Institutes of Health, NIDDK. NIDDM Primary Prevention Trial. 
UCSD 1194-S368,luly !, 1994 i!> 1UIUI 30,2001. (Co·PO 

Natiocallnstitu!o of Health, NHLBI, Postmenopausal Estrogen-P~ 
ln!orvention (PEP!) Safety Pollowup Study, NOI-HV-48136, 

1\1110 15, 1994 to December 14.1997. 
National Institute of Health, NHLBI. Postmenopausal Estrogen·Prosestin 

ln!orvention (PEP!) Safety Follo.,;,p Analysis Study, NOI·HV-
48136, August I, 1994 to Jlily 31, 1997. 

UUy Rcsean:h Laboratory. Compariscrl ofRa!Oldfene HCL and Placebo 
iD the Trealmellt of POSimellopauiol Wo111e11 with Osteoporosis. 
UCSD 119$-5368, November I, 1994 to October 31, 1999. 

Wyeth-Ayers! Laboratories. A Randomized, Doub1o·Bllnd Plac:ebo &: Active 
CDDIIOlled, Parallel, Multic:enter Study to Assess the Safety 
&: Eflicacy of 3 112 Day Combinatinns of 17B-Estradiol 
N01<thindrone Accta!o Tl'lllSderma Dellvety SyslomS 
for ReUef of Menopausal Vaao- Symptoms &: Reduction 
ofBnciometrial HyperplasiL UCSDI97-91SO. May 27, 1997 to 
Apri130, 1999. 

0steometer Meclilocb NS. Bnne MiDtnl (:ontont &: Density iD the Fotcalm, 
Speecl of Souod, &: Boradhllld tJllru!lund AtloDuation iD the CalCODCUS: 
Normal Range iD US C8ucasiiD Femllea & Males, 2~ years of age. 
UCSDI98-9010. 1unel5,19971o December31,1997. 

Osteomelor Meclitech NS. Forearm~ Density in the Normal Caucasi111 Female 
Population iD the Calcaneus: NOJDII! Ringe iD US Caucasian Fomales & Males, 
20-80 Years of Ago. UCSD 97-9099. Doc:ember 15, 1997to Jantwy 31,1997. 
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Meld< & Co. AS· Year, DoubJe.BHnd, Randomized, Placebo-Controlled Bxtension 
Study to l!xamine the tons-Term Slfety & Efficacy of Oral AlendiOnate 
In Poslmenopausal Women Who !'Rvioosly Receiv.d AlendiOnate in 
Conjunction with the Practure ln~tlon Trial (FLEX) UCSD 1198-9051. 
Januay 3, 1998 to October 30, 2003. -· 

Nationallnatitutos of Health, Soy Haalth B!fects (SHB). IROI HLS779().()!, April!, 1997 to 
March 31,2000. 

National Inatitur.. of HeallbiNIDDIC, Diabetes Primay Prevention Program (DPP). SUO! 
DK48339-04, September 10,1994 to Juno 30, 2001. 

Natlonallnatltutos of Health, Comparison ofMediealand Surgieal Tn:atment for Abnormal 
Uterine Bleeding Post-Menopausal Woman (Ms?). September 30, ·1996 to September 
29,2001. 

Ell Lilly & Co. Raloxifene Hydroehloride or Placebo in Postmenopausal Women 
At Rlllk for Major Cardiovascular Bvents. UCSD #98-9146. September 4, 
1998- September 30, 2005. . 

Nationallnatltutos of Health, NIA. Gender Diffenmces in OsteopOrOSis (OSTI!O ID) 
UCSD #98-6285. December I, 1998 to November 30, 2002. 

Natlonallnatitur.. of Health, Osteoporotic Fractures in Men (MR. OS). UCSD 
#98-6081. Dcccmbcr 10, 1998 to November 30, 2003. 

MEDICAL QUALIFICATIONS: 

Licensure, Florida, 19155 
Ute11S11n, Califotnla. 1970 (IIC-32076) 
Diplomate, .American Board of Internal Medicine, 1968 
Diplomate, National Board ofMcdlcal!lxamlncrs 

PROFESSIONAL SOCII!TY MEMBERSHIPS: 

Pellow, Atncrican College of Pbysicillll (Publications Committee, 1988-90) 
Pellow, Cow!cU on Cardiovascular Epidemiology, America Heart 

Assoclatlou (Chalr,l989) 
Pellow, Royal Society of Health 
Pellow, Atncrican Colloao of~ Medicine 
Pellow, Atncrican Collcae of Nutritioo 
Pellow, The Royal Society ofMedlclae 
Member, AmericaD Veaeml Ilileale Association (VIcc-Prealdcn1, 1977-1978) 
Member, AmericaD Pederatlon for Clidcal Research 
Member, Auaciatioil ofTachen ofl'rMatlvc Medlclno (Boiml of 

Di=tots, 1987-90) . 
Member, Infectious Disease Society of America 
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Member,ID-.Donal Epidemiolo&i<ol Asscciation 
Emeritus Member, America~~ Society ofTroplcal Medicine and Hygiene 
Member, Society for Epiclomiologic Resoarch (Pmldon~ 1983) 
Member, Association for Practitionm in lnfcc:tion Conuol 
Member, California Academy ofl'n:Vculivo Medicine 
Member, Western Association of Physicians 
Mombor, Amorlcan Epidemiological Society (President, !993-94) 
Member, Amorican Diabotos Association . 
Consultan~ Veterans Administtatlon Hospital, Miami, 1969 
ConsultantiLo<:turor in 1otema1 Medicine (Infectious Disoasos), U.S. 

Naval Hospital, San Diego, 19'10-85 
COIISII!tan~ Mt~ey Hospital. Sm Diego, 19'10-15 . 
Consul~ Amorican Medical Association Doparunent of Drugs, 

Chicago, 19'16 
Mombor, Hospital Infection Control Cornmiaoe, University Hospital, San 

Diego, 19'10-1972 (Cbakman 197S.1977) 
Member, Hospitallnfoction Conuol Cornmiaoe, Vetemns Administration 

Hospital. La Jolla, 1971-85 
Mombor, Researcl! Commiaoo, Zoological Society of San Diogo, 

19'18-86 
Member-at-Largo, Research Peer Review Sui>Commlaoe, American 

Heart Association, California Affillato. 19'17-1981 
Mombor, Advisory Commiaoo for Gettetic Disorders, California 

Dopattment oflkalth, 19'14-19'75 

September, 99 

Ad hoc member, Study Section, Center for Disease Conuol, Atlanta, 1971-1972 . 
Member, Eotpert Advisory Commlaoe, Food&: Drus AdmiDistration, 

Rocltvi1le, 1972-1977 
Member, Adviso<y Council on Immlltlizatlon Practices, Center 

for Dlseue Conbol, Atlanta, 19'13-1977 
Member, Pmantive Medicine and Publlc Health Test Commlaoe, 

National Board of Medical Eumintts, Philadelphia, 1974-1980 
(Chair, 1977-1980) 

Member, EpidemioiOS)' WOJkin& Groop, Nllional Commission on 
Althritis and Musculoskeletal Dl-. B- 19'1S.1976 

Ad hoc Member, NatiOIIIIIDstiiUII of Allergiea and Infectious 
Dlseuea Commlaoe, HEW/NIH, 1977 

Member, Coasultant Tuk Porco for tho Study of Health in 
EI)'Jit and Putu!e U.S.~~ Alslstance 

Altemativea, National Institute ofMedlciDe, 1978 
Member, NationollnstiiUII of Allergias and lnfcc:t!ous Disoasos 

• 



September, 99 

Committee, 1978-1982 
Member, American Tropical Medicine Delegation to China, American 

Socioly of Tropical Modlclno and Hy&lono. 1978 
Member, Tho American Geriatrics Sccioty, 1987-present 
Member, Medical Research and Development Advisory Panal, Review 
Group Ccmcomod with Parasitic DlJeuoa, Walto: Rood Army 

lnstibue of Research, Dopartmoatofthe Army, 1979-1982 
Member, Special Consultants to Dopanment of Defense Overseas 

Medical Research Laboratorlea, US Dopartmoat ofDofonse, !980 
Consultant, Task Fon:e, Institute of Modlclae, Division 

of lntematlonal Health, Health In i!iYpt: Recommendations 
for U.S. Assistance, Januaty, 1979 

Member, Core Faculty, Annual Semillara on EpiclolllioiOSY of 
Cardiovascular Disease, American Heart Association, !978-proaent 

Member, California Medical Association Scientific Adv!scny Panal; 
Pn>ventlve Medicine and Public Health, 1982-present 

Member, American Epidemiolo&ical Society Membership Commi-
1987-pmsent 

Member, Advisory Committee, RoJo ofBCO Vaccinations in the 
UDiled States, Research l'olmdatlon, 1983-1985 

Member, {San Dieao) Mayor's Task Fon:e for Aequiied Immunity 
Deficiency Syndrome (AIDS),I983-198S 

Mombor,l!piclemiology Research Unit, University ofT...., 1983-1986 
Member, National Advisory Comminee on Vital and Health Statist!.-, 

May 30, 1984- Februaty 28, 1987 
Member, American Public Health Auocladon, Epidemiology Section, 

(CIIair, 1989-91) 
Member,l!nropean Diebetes l!piclolllioiOJY Study Group, 1984- p!OSCDt 
Member, NHANBS.m Advisoty Committee (FACBB). !985 
Mombor,l'lwentivo Medicine Resideocy Advisory Commi-. San Olean 

(CIIair, 198S) 
Member,l!pldemlology and Biomeuy Propam WorkiDg Group, 
~of the Cllltical ~and Pn>ventlon 
Adv!aory Comm!UM (CiaACi, !ilationel Hwt, Lllns, and Blood . 
Institute, Betheada, Malylancl, l985-1987 

Member, Bllft"CIUJ)Is-Wellcome FuadiAmerican Collega ofl'lwentlvo 
. Medicine PlwmacoepidelilloloaY Awed Advisory Commi-, 
1986-1989 . 

Member, San Dieao Foundation for Modleal ear., !986-present 
Member, Reaomce Adv!aory Committee on the l!pidemioiOS)' of the 
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~Diseases of Aging of the National Archives of 
Computorizod Data on Aging, 1988-1994 

MembCr, Tcdmical AdviSOIY Commiuee for Diabetes Translation and 
Commwiliy ContrOl Progrma. Contaa for Diaeue ContrOl, 
l'ol>nwy 6, 1989 •lUDC 30, 1991. 

Member, lntemational Epidemiological Aatocladon (North AmeriCIII 
Conncillcr, 1990-presellt) 

Member, lntomational Sci..uific Commluee for the 3rd lntamational 
Cont.....,. on Provendve Canliology, 1989-1990 

Member, U.S. Atmy Resem:h and DeveiOpliiOIII AdviSOIY Committac. Ft. 
De1rlck, Froderick, Maly1and 1990-1993 

Member, lntamational Society and Fedemlion of CardiolosY. 
Section ofEpidemio!OsY,199G-ptae~~~ . 

Member, National Heart, L""B, and Blood lnadtute Task Force 
on Hypertension 1990-93 

Member, National Diabetes. Advi501Y Boa!d, National lnstit11tes 
ofHcalth, 1990-1994 

Member, Tho Royal Society of Mediclno, 1992-preacnt 
Member, Advi&OIY Board of the HERII'AGE S!Jidy, 1992-p!OIICI!l 
Member, Faculty, WHO Postgraduate Seminar on Diabetic Epidemiology 

(Ktakow, Poland), 1992 · 
Member, Data and Safety Monitoring Board, Womeu's Health !Didative, 

1993-present 
Member, Faculty of lntemational Society • Feclmlion of CardioiOsY 

Teaching Seminar 1993-preiOIII 
Councilor, Western Aasociedon ofl'hyslclans, 1994-97 
Member, HWDID. Subjects Program Review Committee, UCSD, 

1994-puclll 
Member, Tho New York Academy of Sclcocos, 199S·ptae~~t 
Member, Sclell1iflc Advi50IY Board, Osl01 !Diornadonal, Iuc., 199S·present 
Member, Raloxlfeae Advi&OIY !loW, Ell Ully and Company, 1995-p......m 
Member, American Feclmlion for AciD& Roaean:h, National ScieDtific 

AdviSOIY COllllllittae, 1996 · 
Member, Membership Committee.lnatitute of Medicine, 1996-1999 
Member, AtmcdForces EpldemioJo&Y Boa!d, 1996 • 
Member, Advi&OIY Council, Nadonallnad- of Aging-1996-
Mombor, Adviaory Council, Nadonallnad- of Agins. 1997 -
Board ofDIRetots, North Americoo Mcoopause Society, 1997· 
NadonallDitilues ofHealtbiWoi!IOII's Heallh Jnltiadve: 

Data and Safety MonltodDJ Board, 1997· 
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Member, Editorial Boazd. America!l loumal of Pleventive Medicine. 1998· 
SiJIDII Xi-Tho Scientific Reseateh Sllc!ety, 1998-
Member, NIIIOllll Lipid Education CouDcil, 1998· 
Member, ScieDce AdviSOJY Board, Colmty of SUI Dleso, 1999- . -· 
Member, Medical C'.ommittrA, Royal Nelberlands Acedemy of Ans and Sciences. 1999· 
Member, EDdocrlDe Sociely, 1999-

REVIEWER: 
Aluuols oflntemal Medlcine. 1974-pmenl 
Review ofRespirato:y Dlseases,1974-pmsel1! 
New Englaod Journal of Medicine, 1974-pn!OOIII 
Journal of America!l Medical Assoclatioa, 1975-pn!OOIII 
l'llbllc Health Reports, 1975-1985 
EmeriCIIC)' Medicine. 1975-1980 
Wcstcn1Joumal of Medicine. 1975-piOIOIII 
AmerlcaDJoumal of Tropical Medicine &lid Hygiene. 1979-present 
Anluitis and Rheumatism. i98l·p1010111 
AmericanJoumal ofEpidemio108)',1981-pmsel1! 
Reviews ofh!fectlous Diseases, 1982.-present 
Arterio5clen>ois, 1984-pmsel1! 
Circ:111111on, 1985-prosent 
JoumalofChmaic Diseue. 1982-prosent 
Pleventive Medicioe, 1988-p!Uellt 
InternntiOllll JOU!IIIl of Gyneco1oay & Obstetrics, 1994-pmsel1! 

EDITORIAL BOARDS: 
Amorlc111 Joumal ofEp!dcm!oloay 
AmericanJoumal ofJofectionControl.l981·1986 
AmericanJoumal ofl'leveative Medicine 
Aluuols of Ep!delllioJoay 
Aluuols oflntemal Medicine, 1979-82 
Canliovucular RlskFICIOm, 1995-p!OSODt (Member of AdviSOI)' Boanl) · 
Circ:1l1llloo 
InternntiOllll Joumal ofEpidemioloay 
Jounlll of Clinicallllvesliplioa (Couultlq Editor), 1995-1997 
.Reviews lD Qilllcal Cleroatoloay 
Sexually '1'roaszaitled Dlse-. 1977-81 
Tbe WOIIIOII'I Lotler 
Meoopause 
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llfi'ScMII: ... La Sdloal. 1959 
Ca" 11: 
Mt.clllciMIII: 

BolliaD Cdlcp. A.B. (mapa cam lalda), 1963 
Han.d. M.D., 1961 

~ 
...... tr. 

..... 

Co¥-.. W.CJpalit• Ganllfo!rplal, 1961-1961 
CllildlWIIbJ*al Medicll c... .... 

(Pediatric~), 1961-1970 
1.aa1bi Scbaal afHypM A Trcpical Neltici-. 19'76-17 
Diplamaat...WIWda oz.t-o, 1m 
Mllll:roi.Sciaaia~J~ 

Uaiveatity af'Lcadaa (wida diiti~M:tiaa), 1917 

M4MIIIt Sial Sdlool ofMedk:irai, Edlel R Wile Prateaar ofComlmmity lad Ptevaaw 
Mediciao ad ChtinDaa ~die ·Dop~nmeat ~Coaunuaity aad Pmead\'C Medida. 
1 ........ . 

Moat SiDII Sdlool ofMedlclae. Diroot«, Diviliaa olllawiroalnlllda aad 
OoaJpadoraal Meclidno, Doplnmeat ofCommuastty·IIMl Prewative Medici•. 
1915~ 

Moallt Sial SdlocalefMe&N. Proleuar ofPedialricl. 1915-PNa:lt. 

U.S. .............. Praeedl• A&tKJ, Sailor MYilortD1be Adminj•cm 
CID CliJda'ls.ldaiDII 6o Pavir'IJN- 1W7·1M. . 
~ Nil• flr0m81 ,drn .. ....., _. s....,. Dinc:a, DMtiaa 

aiSarwillaDI. ........... Pilld 51aNI. lf'79.1915. 
Cr II a ... Dtnntc.&ni.CirW.IIIvirCP l"~~.C.. 
..... lw.:c.Dhiii:S.-oliJ'dnJnkw.y •• 1,..1979. 

C 3 i ... Db 1Calni,Dillca,IJII a.tDMlop r.-rl 
SmBr • 8 1 • *tr..lm-19'14. 

Cr tc 1 r. Dlnnu c.rana, !pi+eltc "*"'• e S.W:. (IDS)~ 
1970-1973. . 



ltfcmbpshipt: 

--of-·1913 
AmericaD. Boanlof'Pte•Mtivt )l«ticfQo: 

a-aJPmoalive--n 
Ocx:upetime!Medici ... Jila3 

PhllfpJ.~MD. 



l'tllllp 1. I.andrijpm, M.D. 

UIIMnitr of Tokyo. V"lliliag PJ-of tile Faa~lly ofModiciDc, September 1989 
UaivenityofToiQ'o, Viollil>B-ofllle Ualvoni1y,1uly 1990 
Ullivenily of Cope TOWII Medlu1 Scball, V"llitiDs I'Joftooor,llcpaJtmtm ofCommualty Heald>. 

Man:h 19!12 
Medlul Collop ofPmaapn11la, Callleriao -SI\lrlPs V"ISiliDz Prabsorln Commualty lll1d 

PmoaliveMod ..... Man:h 19!12 
Natioaal UIIMnitr ofSioppore, V"llilila Exloraol-ln Occupatimwl Meclicine, 1994 
Dulre U-I)'ModlcalSohool, V"lliliiJcProfasaar,NIEIIS Cllaica!T!aiDioal'rqpmin 
~ MecliciDe, 199! 

Tbe Willie H-
)'mjdcntjtl A4l'iloly Commilloe 011 GulfWar v-~ 1995-1996. 

Ameriw>Aadom)- ofl'edlalria 
COIImliaoomi!Dvitouma¢a!Haanlt, 1976·- Clllilmaa, 1913-19117. 
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Pbllip 1. LllldrlpD, M.D. 

Nalioaal-Cowd 
NalioaolAcadomyofsa-, Auanblyofl.ifoSc- Boonloa TOidcolosY81Kl --lfaanll, 1918-1987;Vi~ 1981-1984. . 
Nalioao!AcadomyofS ........ ~lyofl.ifoScw.-,1981·1!182; 

CcnmioolOilm Lifo Scimois, 19112'1914. 
'"-ofModic:iDo, CommitiA:o !bra'"""'"" Slody lbr.., 0J1soio8 Study ore-of 

-.......m-llolatodHealthEft>ell, 19'19-1980. 
Nalicmal Acadomy orsoi-, l'allol 0111ho Pn>posod Air FOI'IlO Slody ofHerbiciclo Apllt 0nmp, 

19'79-1980. 
Nalicmal AcaQomy or sa-, Com-oalho Epidemiology or Air Poilu-. V....chainnao. 

1!184-1915. 
Nalioaol Acadomy orScieaces, Commiltoo on Noui'OIDxicoi"'IY in Risk~ 1987·1989. 
Nalioaol AcaQomy ors.=-, Commiltoo oa 1ho Soicotitlc Is- SIIIT01IIIding !be ilqpllaliOD of 

- in 111o Dicls or~ a CbildRa. Chaimwl. 198&-1992. 
Nalioaol AcaQomyors.=-, ilooRICil Sn ... Jnobfo Devolopmeot, 199,·1998. 

Nllll011011- ofHeollloiii.S. PubUc Healda Senke 
Nalioaolludilu,.. orli<ahb, Study Seotiollan .Epidemialosy 8IKI Disouo Ccmtrd, 1986-1990. 
Nalicmal 1ootitu1e or.&YifoammW Hoa1tb Scieaces, Tbinl Took Forcelbr Resoan:h PlaJIDiaa in !be 
--Soicacoo; Chaimwl, Subluk Force oa Resmci,.Stnoto,ioolbr 
......... orlllld illtoMI11ioa in lliMnlamootaJly Proclucocl Diseua, 1983·1984. 

Nalicmal lootitule for Occupallonal Safi:&y 8IKI Health, llooRI or Scientific Cauosol011, 199,·1997. 

Slato 01111 LocoiGooommeat 
Stale oiNow Yml<, Oownlots Bluo lb"bbon ~ oalbo Low Cual, 19'78-1979. 
Stale otNew 1CIIC)', MoaclowlaD c.-Ad.Yisoay-. Cbsir, 1987·1989. 
StalootNowYork,Asbootoa AdYiloly llooRI, Cbsir, 1987 • I'looout.. 
Stale otNow York, Now Yodc s-Adviauy Cowd oa Load Poi""Ding l'lovoDtioa, Chaimwl, 

1!193-I'looout. . 
CityorNewYml<, Mayor'sl.oadPaintPoismfvaAdviaory~,l991·1993. 
State orNew York, PubliG Health Priaritieo ~ 1996. 
State ofNow York, lkakhResooldl Scicacc llooRI, 1997 • I'looout. 

Academic 
Harwnl Scboal of Public Hoa1dl, Occupalima1 Hoa1tb Proamm. Resideiloy Roview ~ 

1981-1983; Chaimwl, 1981. 
NowYodcAcadmnyorMediciao, WoddagO..UpoalloasillgiiiXIHoollil, 1987-1989;Ciaimlao, 

1989. 
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,..,._..., IIIII Nal&cuflr P8oJoJ:r .a. 55--64 (2000) 

dol:JO.tCXIdlculp.l"'DS, -u.b&ICIDIIac ·llllp:II'WWw~.cvm 1111fll,l. 

Antibodies to Squalene In Gulf War Syndrome 

Pamela B._, Yan C...,• ""-.F. Gony' 

·~ ti lllkmbltAtJu 11/UlloiM:I~ Tldant Jltd!Nl Sda.Jd. UlD 71tlrM:t Aw111u. 
N- Oddn.r. ~ 70/I'Z 

CluU' War. S)'rodzcce. (QWS) k • ~ JllDcll 1d!Hc:tlq; 
mny OuU' w.-~ 'Ik ~ pullo!OJktl bull far 
ows .hal JICIC been tiUibtllhad. We ICII!Pt CQ delamlDe ,.,,.. Jbe 
~oftribodieatoiiJIIIlcaeccmlau:lwlthcM~ofllp. 

lllld I)'JDpCGIDI oC OWS. ~ .illlbll blinded colar.IIUJdy wen 
~lmJDDnizedbiCMxia.Daaat~sa:..--. 

19SI0-1991. T2le)o locloded 144 Q1:U WIHra vara. or tDUitar)' 
~ tst m 111c blinded .-,>. 48 tllood cloDCm,. o40 1)0-.lc 
lllplllel)"JJcm ..... ,.aa. 34&Wcone brull ~ JOdpioaa, ud ,......., _____ ,_ 
Weftftleiii.Wd.lll Gllf Jllllll Cbholt.lho """''nriallllljorisy (9S) ot 
o'vanl)' w cloJloYed OW$ jlllienca llld lldbadiel to .... All 
<100'6> aws pMieaa: tmmu"'= f«,..kle 1a Do&en. ~ 
JtonD wflv d1d IIIX doptay. bW bid Ills IIIDC lip &lid ~ a 
thDie who did drpJcty. l.d edbod1a to ........ hr. COIIliM. .,. 
(OS>) cl dJe ~ FcdiiD Oalf 'WIDIDIIIIX lbowhla aJ&ar; ud 
J)'mpm ot aws lllw aDtJbodicl to...._ Nellller pu~c~u widl 
idlopal!G MBnhttm;•ne dbello Dell' bllllhy coauula bid ""' "* 
ICIWII; 'dibadi- to ...... n. D$dq ofl)'*lph""'de <NIS 
pciadl bd MrWil andboclia to &lfllll-. e,. __..,_ 

The :DIDcsaes at1!icWJg mea IIXI womca wJio xmd bi 
lho millwy =!lict ln lho Ponlm Gulf dwiJ>a !HG-1!1!11 

cu tiCIDI't asm 
~CII_..It'.-.,_,_ 

,._...fl~la..,.--- " 

mD11n W-<lcfinod. A co....uatioD of sy-lnc:luciJna 
r.dpe,- -boo. an!n1Ps. myo!pu.!)'Dilll1ide. 
llOpldly, di.mca. momary 1osa. 8'"ftJJ'IIIIV80 tiJyrojcl dJs
cuc, .iDcreaxd P11cqics aad a=aidvi~ to cnvironmcmaJ 

- .... ......oleafcal --- coll..,;vely ... 
fared to as GuU'War Sync!rwM (GWS) haw beer:! described 
ln-from liDs =!lict (PenW> Gulf-Coonfi. 
Dlllaa Jloud. 198S;Gndy" aL, 19!18; FaloKiul al., 199&; 
llDwln d ol., 1999; Coker 11 aL, 1999). A~ 
cue ddbdtioo ofGWS has mcendybeell dfi&ctfbcd (Fukuda 
« .Z.. 1998), Wht1o GWS paticaao ln .....,m do not
Cmm cldsic meumatk: ctiseuos, tbc sips and S)'JilJXoml 

m mn'mscent or entities. suc:b as anhrllJia, flbromyaJJia. ; . 
~.-lhyn>fd-.-fa. tlaac_mallr_ ... __ .. , .... 
sy.IDJitOmS IISIOCia.~ wilh Yll'ious · amxinmmne coadtdoas 

.............. -· ... _.tc-~111 
pm. ro be used u 1111 fnmmnolcshal a&tiuvant f« vtcdDCS 
111ma11 ., a1., 1999: s._ 1999: H,..... er aL, 1996). 
ME)>,lloot.-,of-Upud_..,. .. _., 
~ "' ....,,,.., by .,...... (1llnnllo. 19111; 

- ., ol., 1!1901 --(!(- ... be"'"' 
lho !!OOpO oflhl!! popcr. SaoJoabl-dea lncladin& 
hypelpmmaafobuliDemi• ud. abaamW MrUal poceiN 
b>ve booa ...,....S In 4S'Ib <Jf GWS pod=u (Gra!ly n t>l., 
1!19&).A.....,ofpaalble""'''-doDaf"'GWShavobeon. 

JII'PI"'d. The - <hdf - Coonll!!a!lna --!he ..... (!(~- ..... bldojpool 
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weapoosto......,tfi>i"tbaeillllesses(PeiSWtGulf
Coanl~ Boord, 199.1~ llaley " aL (19!11) pouped 
VarioUs tqXl<fld - lnto six dilf"""t S)'lldromes 
based upca solf.Iq>Q<fld paoslble .._.. to cbomlcals ia 
die: PcrsfaD Gulf. lt hal beea aaJFS'Od that a combination 
of -calll!d ~- CXpoBliJO may IICCOII .. 
for GWS illocs,.. Aboll-Donla., ld. (199.1) ........, die 
...., e!fecu of ppt-;pn .. bromide afld <JiiiiiCIPIIoo
phatc-in-aod ..... ted that ... toxicity 
ob&cncd may be similar to that suffered by Gulf War vCU~~
ou. ADollla' ..plaadoo tarGWS ia thu hIs pollb'Wmlllc 
·-sy- (Hyuns ...... 1996). 

lt has allo boca sugesced duu: GWS may be due to expo-
.,... ro bioloaical weapons. clysMplatlcn of die inmmno 
I)'!WO (Rook ., tU., 1!191~ cr imbslsru:o in ""' nu11112 
J'lfJo. cilher as an adverse ftliCCion to the iDrcnsc YICCinatioa 
scbedule or as a JCSUlt ~ exposure to bioloaical qcnl5 iD 
the- OuiC (Rook .. "'·· 1!198). 

0111! War ~ and artondant civililll pc,rsonDel ... 
cdveda vario<yofimn>mliat!aos in ~for possible 
dcploymoot to die...,...., Gulf-A sinu'lar -.e 
....,.,.,...,. Jqi111011 wullso uood ill Bridsb -(David 
« ld., 19!11). EpldomioJoak:a!IIIU<Iics inilioa!& tl]at muldple 
-ot'vacc:ioaticnapinstbiologicolwad'alo
are die flc:toD wid!: 1he hilbat co.rreladon witll GWS synp"""""'011' (llawlll ., al., 1999). · 

We have: idend&d a poap of GWS patiems who BCl'YCid 
in Amcrktn and Brilisb mWtuy for;c& orwulccd as civillan 

""'J'Joye<s "' dlell.S. mlli1ory .. - ·-_, 
Dam Sh!ddlllelort SIOtm in lbel'mlsn Gulf, 1!190-1!191. 
These patieats """"' in oll l>riadw of tile ml1lwy ll!d 
nooived ""' ...,..,., -- 'l'hey ....... lhroup 
... die Paoian Gulf, iadudJoa OOIIhiJIO of the lJ.S, NaVy" 
llQ( in comblt ar QpOICd to CDVircDmeutaliDXins az: JA)tiDd 
lovol.WeMvefoon<I.-IOiq\lllene,ancxperimeaoal 
lmmonologicol odjuvam, ia a hiah _..., of -
GWS-. 

Padew wac admiUcd to dlc aQJdy 'bDcG upon acrvlce ill 
tile l1Ditod s- cr lbe lla!IOd x..- ml1lwy or u 
ciYllian ""'J'Joye<s oldie u.s. mlliluy "' - -
ill die - Gulf dariDa 19!10-1991.- -
...... of tho IOidy ... the - """ - of1D011111 
wilh Olhcr vcreram IIJd wen emalled COJlSOC'IKivcly on a 
--,. basis. No r ... wore poid by die SDbjeots or ro 

die subjects who pudcipa!Od ia tills 11111dy. 'lnclvded ....., 
iodMduols who fit the n:celllly Jll1lllC*CI - ddinitioa 
for GWS (Pukuda <1 a!., 1!198) 111111 otbal - GWS 
-· Sc:M<:e.occumocl ill llelert Shlddlllosat s..,., 
Opcnlioo Provide Comfort (In - ltoq wbeno -
wore no dleuW:ol weapoos1 CBNTCOM ia Soudl Anlrio, 
KUWIIi~ Camp 4 (lloot lines), aod medical ml1u In -
localoDs in Saudi Arabia. Some wac :ia thcatl:r for maadiL 
Othen ...... - due to- ollor .. 1IUio u 48 
h afta- arriYal and bd'oJe lhc Mil' COIUD'''A f:ed, We tcsral 
dcplOJ'fld pcraoonci who scriad. iD. vuiOUI parts in tbca!ct 
cMiDJ the war. but were and etc aM sick. We leltlld paticms 
referred to u aondeployod v-., 1bolc immlm1zed for 
duty in die ...,..... Gulf, bot who did no! leave lhe Ulllted 
Swcs or were deployed elsewhcR. None Jmdcipatcd ia 
NIH eaporimenuol vaa:lnatiott rrials, llthaorb our poslti.., 
CGitrcl lllb]ioots bad pudcipa!Od ;, IIICh lrials .... ...... 
kDowD to haw'MCCivcd ~ ac{fuv&DthUt:e
dODS. Farther controls had idiclpaiJlk auiOiumlwae.diseas!C 
or s~ breast implants or were llealz:hy ~~oibjecm witb no 
stiplata of-di-. 
Pllient-lllld hiSUlries ...... obuillodfnm> theOu!C 

w ...... panlcipalllL --JlloumatoJoslsls, .... 
n>lopts, andefldocriDo!oSista mode oll dl-. Compila
don of dBla. ineludiag cozmnercillllb t'CIIIlls. was done by · 
dwtrcvlewby one invc:sdgatm-(P.B.A.) and was rwicwcd 
by board...mfied ~· Serum amplcs -
IOidy panldpa11ts wen: collecled by ]"""""""' ........-I 
vla aWHiud phlebotomy~ usm, wcmaincr cubes 
aDd ba~y ueecDes and,.WCR: um:d ar: -WC until they 
_, shipped w 'IIWule Uniwzllty Sdloo1 of ModlciDe ill, 
New Orleans. Samples from. .Gulf War-aa vereraas 'MeR! "' 

blinded. The - e~·~ of • ..,.. -
eac:h ~was not: made ava.D.tble to 1he Tulane lahora-
""Y 1l!lt!l - Cl!mp!atiott of .!be ~ ........ All 
~~mp~es .... tcmdtwilleuodertbc,....-Rosalts 
fn>m oll S8lllples lD both - wa'O Coalilllllt. Aldie efiCI 
oflhe IlDdy, podellt dota - - willl the -
of lite .. a-aqualooe ana'bocly (J\SA) III8Y 111111 ftsults 
wtto. cabulated. 

An/1-spa/ ... Anl/bDdy A.slo] 

The ASA uu.y measwes !be bJadJDa of smzm lmnmao
&lobulht (laG) .. squalooe i'""""'""'"' ... - ...... It 
iasim!JariD fanaattD die lllllipolyma'IDtibady(A!'A) IIIII' 



for ponially polymoriwl ~ ('l'eoooba&m ., td., · 
19!17). ScropoohiYity oa 1bo APA ""l' bas boca sbowa ro 
com:la&c with scvac musculolkttetal sips snd syD1J'tOm5 

- io aouboc! of sU~ooao-..lmplanttoelp!eo1o(Teo
cnbowna ol.,1997). Fo<the bliaded atud~ squal,..(>9911> 
pllrity) - dilut<d 10.., 100.., 1000.., ODd 10.000..fold io 

distillad ·-. applied "' - mcmbraoaa, 811<1 
.no-t to a!r-dty. The oiuacelJulooe mmbnnes....., thea 
cut into4-,.._widc suips, piiiCCdio 20-well uays, lllldrinsed 
in wasb buffcr(1ns.b11fferal saline contibdog 0.3% polyox· · 
yelhyl,.. &OibiumiJIOJIO!Jwlle ODd O.ClO.I!& tlUmorosal, j,H 
7.4). '!be mps.,.... iocobalaliJI2 101 blocldn&buffor(T,;,.: 
bulfaod saHoo =!al•illl 5!1> powdond ...... , milk, 4!1> 
goat .. _ and 0.008!1> lbilnelOSal, pH 7.4) for 45 min 
prior to the addldon of 5 !'I of .. lieolsera (1:400 diiUlioD) 
foDowcd by a fmther90-mllll!x:ullllion.Thi$ di!UlioJI fllCIDr 
was dlosco based upoo lbc very 1111mg antibody...,..... 
fOWid io GWS palieots. All incubslk>os and - _, 
carried cut_at roam ~pcraan em a roc:k:iag platform. 'lbe 
bloc:king buffer was theri removed and U1C strips were 
wubcd with wasbinJ buffer (t!!au timel far~ mln each). 
Afwtt the strip; were washed, 2 mt of bloc:kin&' buffer con
..Was m.lin conjoptedro p1 ami·......., laG (Khl<en. 

..... It Pcny Lobonorories, Gal- MD~ dihncd 
1:1000, was added. Aft«. a 60-min ineubaliac, the Jlrips 
wcae a,ain washed as abo~ aDd 2 pJ of btockina botfer 
.......... avidin-conjupled- ponWdue (lsdc
IOOimmunoRaouch, WcK Glove, PA), diluwll:500, wu 
lddecL Following another 60-mi:D inc:ubadon.lhf: strips w. 
wasbcd, as aboYe, and 2 ml of doro<:lloo-bolfcred saHoo 
.......... 30\li melbanal. 0.6 ..,. 4-cbl .... l·nsplbol. 
0.03!1> eydn>pn peiOlddo; pll7.4) was added. '!be-.., 
was aDowed to pzocced far IS . miD ud was atcpped by 
rinaiag ths Sllips iD distiDtd Willa'. 1hc lbipl wea atllowed 
10 air-4ry for visual acodnJ on a ICI!e of 0 to +4. 

SfQI/.rJicol AnoiJOi.o . 

The ........ of blmrry n:lallcmsbi .. WI&- ..... .r 
-of lolepaud<oce. !bls p.-wu a feasiblllly -Y· 
~y ••• -- """'potformocl. 

RESU!.l"S 

Pn...r,SIM4Ju 

'Ib ~Ebatourassaycoulddclcctann~tosqua
lellc, we llacl poailive OOJllnlls wl1oWCll: two lllbj- who 

• 

TAII1J! I 
Sqllllae. Re.c&lvity of NIH Vaedae 'Md l'altlcfputs ..... 

A 
B 

""""""""" I 

' 

57 

.. ... _ 
+I 
+3 

hid volwncereCito pmicipalc in a veccine trial at the NIH 
ilwolviq the. use of a squalene-containiag 1djuvaot (Ttb1c 
I~ Sabseq1lenlkl vaccinalioa,lhe)'de..topcd a mulllsystom 
disorda'aimillrrodsatofPasianOulfvc=uts. Tllelrsymp
toms are Jisrcd io nble 2. 

PaliCDIAreceivedas!Dsielojoodonaodbcoamo Wwllhln 
3 week&, wilb sigm: and I)'JDpfpmS includiDg arquids, fl. 
b:omya(gia, lymphadonopalhy, ~ ..... fa. 
llp,hcadacbcs,8ndf ............... Thlspadclllhldl ..... 
- ....,... acotylchol.......,. and hlsrl>loskol cvlcla!oe 
of lgG·mcdiated demyelialndon. The NIH vaociDe siUdy 
oode wu """'""' only adjuvam coa!alnlng squalooe had 
been adnDnisrered as a placebo. This patie.at was weakly 
poailive for ASA. Pa!ienl B WCDllluw&b lho complete ex
perimental vacdnstion protOCOl befom msnifcsdng a similar 
set of signs and symptoms and was. +3 Cor ASA. 

Pukuda8nd<O-wodcers(l998) bave...,.....tlwladlvic!
uals deployed 1a lbc Petslaa Oulf-WIIo became slcl: have a 
c:lvoJIIc Jmlllkys= -- .The - of ows paiicms 
.in our amdy have many sips ancl aymptoms of autoimmune 
--"• liss1x IIIHI neuroloskal disease whh anhrids 
-).fibn>myolala(94!&).1ympllodeaopalby(94l&),nahe& 
-). wealau:5s (86!1>). fmlaue (81!1>), chrolllc headaclles 
(78!1>). andlliOI!lOty loas (72!1>) as lbc _, fRquent symp-
IOOII(Toble3~ · 

It should be llOIOd,lwwcvct,lblllllOOI poliallS did --

........ R_.,. -lboiCIIIIall~--
""""""" ., .... ,_ .,.,..._ 
FUc'l ......... 

lftupboeydc lallnla IIIQIIId -- duue. --Linnir "- aanDII im:ll cf ~ 



sa 
TABU!3 
S)'llllltOm Uld ~ IA bOW'S Nul GloJp5 

"" n.w ND-11 llJ(.j) 

l"l , .. , ,., 
"'' ....... .. • 10) "" - .. • "" 10) 

4=+l I • 11111'1 .. 0 10) 10) ...... .. 0 10) 10) 
Pk'Mmlthol,.... ... 0 

., 100 

"""'"""' 17 0 ., 100 

""""" .... ll 33 10) 100 .,.... ......... " 0 "" 10) 
A~ IIOdy hllr bl .. • " " Nortd'• P:lalcdau 42 • ., .. -- .. • " .. - 47 I 100 .. - .. 17 100 .. ......,. .... 72 " IQJ .. ...... 14 •· "' .. -- 72 • " 100 -- .. • .. .. 
+PANA 20 • "' u-.. ........,. 14 • - u-.. 
t:-0adC4 . 14 • ........ u-.. - 14 0 ., ...... .,,.._ ...... 14 • 30 u.-
Smlcd BSR llJot CRP " • " -.... 17 • "' v.-... 3 • - -IJ.3 I • • • lrol,]uad'a pbiiGIDIIIIOD 42 • " .. 
IJI:Wnll'•~ • 0 v-.. 33 

""""'"""" 
,. • " .. -- .. • .. .. 

LoWpclafeftn " • a ... 
/4tk, 0.S. MpiO)'ed. ~ 1/1 • Jl): 0-W, .....,.... 'IIWIIIt f/1 - 12); 

101. ~.a (N. 8); ux.o, deploJed, ~ t1K. (II• 3). 

an optiD'81 wmkup ftw ~ \1Sme aad ~ · 
aumimmune dilellel bec:lul of dJc Jimi»d IUOUIICei iD 

.... -· - balplg)s «mllllll)' I!Gopl101s. -allpodaun:palalh=_lbo __ _ 

lkm....ally-{lllk*<to/.,1998).111-
w!lb a pri« Sillily (Grody., ol., 1998),-of-GWS 
.,..;-aloohad -lobanrayval- iliCiudlaJJIO'I· 
lho•llli..,clearoa-.., (ANA;1'1'J&~ lllllkldlNA (14!0), 
""" C3 and C4 (14!0), ....... (14!0), lllli-dlyroid -
IIIIJDII anUbadics (14!0). 1111 d.- ESR _. CRP 
(22!0). A lllil!Ciily of IYJl_.dc paliemlmet cliqr>oatlc 
c:ritaia far dusicalautobuncne diww, iDcJudiDg Sjo
JIIIO'S.,..,.,.,. (ll&),llllllli]>le ,.,_ (3!&), ALS (Ill&), 
and .,._., b1pus ..,.,..._.. (17!&). 

IJKwix, mlliwy """""""' rn.D d!o t1ol!ccl ~ 
havo shown lbe amc am.y ot' ai&Da.ud ~ ulhose 
from d!o Un!IO<I sra .... Thdr -~~~~- iDc1udod 
llthrilb (100!0), ~a (100!0). 1YJlllllwl...,..,y 
(100!0), ....... (100!&), duooic fallp (100..), -
-.,..(10090),and""'"'"'f1 ... (66!&),1..1bora!<xydal0 
m: DOl U118Vailablc for tbls Jl'OIIP· They allo bad tDalar 
l'llhoo, JlayNud pbeftOUIOIICICI, llld Jicca syadn>mes. Thus, 
ourc:ol!oJt_.,.a subselof-tl!atdlsplays manl
fC!ICarion' of GWS. The se...crity of sympcoms in oar cohon 
... be explained by a sdf-sdect!OII bias In !bat !he pal!CDU val- for ow """'>'· 
--rodoploywbo..., --.but did 

nee deploy fer a variel;y ofrcasoAS, bad au may of lips and 
fi'JIJipiOtDS wltheven higher fRqucmdcs ofe.rdlritb (lQiliJ,), 
llbJomyalala (1009>), l~y (10011.), ........ 

(1-), - (!0091o), Ia- (lllO<L), - -
.....(!-), ... _lou (100!0) ('1llb!e3). ,....,_ 
doployad lndMduols hod hlsher,.,.. of,_ (10091o~ 
....... (50'11>~""" neilropsycblalr abDOl11llllillaa (88!&). 
Tho -lD 1hls -p W1IS small. 01111 - diffemJccs 
...., ..,. -ally &lp!lficaot. Lob<lnt<uy Yaluos for rho 
IIOIIdoployed ;lldivlduals w!lb GWS wao ab-, wllh 
pos;tive ANA (5001>),lUICIII!a (5011i~ llld -I!SR and/ 

· or CRP (1S91o). 

Ill - •boonnal - - .... loboJalay 
valDCI were talC iD !he t:OlJon of(hilf'Warcn. VClcnll!i who 
COOihlmld tbmnsclvcs weD aDd uposl cum'"'rioD did not 
bave ~cbltiwU<sbcollh pool>,..,._ '!boy..,..,..,...., Uans 
andaymp- but--.... ""'~ 
('1llble 3~ Tho'""" and-nopiiiUOd lacluded fil>to. 
- ... (891o). """'"" fallp (33.). ......... (1?91o). 
DIOIIIOI)'Iou(3391o).andlllyn>;dms.osc(8.).None10port<d 
JKW)tJve ~ values for aulaimmane JX'O"" r: s or were 
.. clqnooccl. 

MusculoakcJCial aigns and I)'IDptOD are men t::nmmon 
iD faDaies dtanmlles. 1116 aull'i""'PIDC ~ ll'O predo& 
mi!OiyfouacllD fcooalosln radol ~liom8:11DI4:1 
- •• a/., 1!185; - "' a/., l.!l!N). We wlobod .. 
~'Whyjftdcmlrlepd)'IIIIJo~piiAODOCl.boeh 

dcployod """ ooodcployod,lDftlall7 foomdl!t ft!rduly duriog 
!he war, """'d dcvc1cp lipo and - ..,._ m 
aurahmnnne dillcas• Many llUdies haw thowD dat adju
vanu used 10 edbance VACdDC dlicac)' can induce *Waim· 
,_<1Ueue(Zomma.1983;L•t•ICO!utol., 1995;Mah; 
bldov ., al.. 1916; Kldnm .. a/., 1995). '11ms, ... ...,ru 
wbcKher GWS padeDm \Trtlo MCeiYe4 irat11mfz""ont had 
•adbodies 10 Ill immnaolngical acljuYua. Squdoae wascbo. 
... ult has been u.socllD maoy "'JJCCimaaiii\'IICCiue at!Ju
'YIIlt formulalie!IS since 1987. A '¥lria1iaD of a pHMously 
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described auay. o= wblc:h measura 1:hc blndiag of acnun 
andboclics 10 low--J)Itpol,.... (T.......m.m 
<1td..l!l97), wu....t llllhoQimiiUIDdy. ThkimmwlotoF· 
col .... y.- Ill- ... -... im~Doaob!OIIIIIg. 

quaadta ...... -· of-.. oqoa~c .. --
- .. -(Fig. 1). Savm -.los ......... led 
btiDdl)o. W. !o>md that GWS padoa" wbo deployed hod 
ASA ft'!lpDDICI rutPs in intmdly from + 1 to +4. Most 
of the sick Gul!War'WruDIIS had +2 tnd +3 miCI:ivity 10 
squalcoo .......... eli- ~ 1:400. One - boo! 
m eopodally """lmotioo 111011 .S +4. A hiJh ~IY 
(9S•) of symptOmatic deployed inctividuals with GWS wete 
posldvo co the ASA - 0'11· 2A). 

lnlemlllllly, all Jid< - wllo clld liOI deplqy bill hod 
TC<Civcd- aa popamion for deployment also 
had antibody REtlvity to IQI'Ilme. lJI. cornrut. none cf tho 
-deployed .. tl>o Golf-"'ouaht of-.... 
well were ASA pteitiYe. 

OIMrStwlia 

Sqllal<oo is .. oqpnlc polymer, wi<h.IODIC "'dseaJ< ept• 
topoa wbK:h miaht be lbalod wi<h ather orpD!o polymon, 
actiDs u iDUDIUlCillmulams. Junibod:ica to slli.coae aDd par
tially polyJDoriRd aorylomhlo (lho andgcli m lho anllpoly
.,.. ....,) -. _, pooltl .. m lower than 1~ oflho 
Q'mptamlticGW:f'War-aavoten1118.PoW'J*i=llwitbmus
cuJ<okeleW ......... .,._and-"' olliooao 
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1na5t device~ were te&tCd too sec if antibodies to squaka:lc 
w.c JRICDl; DODC wore reaajve (ace below). To 4etc::rudt.e 
lfODdhodlos"'~ ........tlaicllopathk
diaeaees, samples were tlkcn from palinta who ha4 defined --both-and -tostc. bm 
none wczczactive. Todelamine lfheiJtb)thrdMdualsflQID 
tho s-ai poblic mip bavc .. dbodles ., oqualeoe, we 
C$ld members of the general pub&. Api&, llODC showed 
ltOtlbDdy -.!Yity ('Mie 4). 

In a broader ullblindcd aadbody-&enlCDin& study. llldbocl
ies to oqualeDo w..a otUclicd lala!Jor srouJ>S Df illc!Md1lals 
(Fia.2B).Biooc!-ofGulfWtu--fromdiiTcrent 
DIIOdielll.,..,., WCJt> oosted fa.- ASA. Thk arouP COlllaiDod 
a hi&h pcn:cmqe of ASAopc;>Advc indl-riduab (~).Tho 
sampleo Ux:lDdccl ......, 110t -pted ...,.,.0,1 to tholr 
olllllo:ol atatDa aDd included boalthy .....,Is. squat ... Is 
ia some cosmcdc pzoducts. so we tcSietl to d=ermine. if 
antibodies were pracn.: iD the JC1*B1 popoladCQ. Samples_ 
ofblooolfrombloDdbanks-oolyS'I>IDU"bocly...,._ 
dvity to squalene 8Dd 1bo ~ were mudlleas intcmc 
(Fig. 1). To detcnnlnc If antibody ro sqll1lleao wu a rrmrkcr 
for autoJmzrnme d1seast proceases, taU l1'ltlle COilducled an 
blood samples from poth>nts with .,....,... hlp"' orythema
usa. 11lis lfODP lild lK ASA wealdy positive rcacdvity 
O'flt. 2BJ. Pat;..., auft'crins &ooi oiuomo flltlauo .,..,w.m. 
bavo -some at the sip and s,~ms of GWS patients., but. 
showed caly 15~ weak reacdvity. Prior studies have showD 
that most individoals exposed to allicoDe hlUst de.vices wilh 
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FIG. 1. ~ anUbody ~UJ~QJ~~C~la ~ Olii!W.. Syad:nxDD pa&lemt &lid blood doactll. 
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JI'JG, 2. ADtbqualale .-Jbody nspo111e1 lzl OulfWat S)ndioiDO,..... blood dofto#.l)llleiCiic lupus c,tMmarmm (SLB) ptdarl. chracl1c 
fltiJuo l)'lldloiDe puicMa. and l)1llptiiiZIIIi d1ic:cmc brcUt impU {91) Jeeipleu11. (A) BU1!1kd IIUII)IleL •. P < o.oc:u.~ so JIBI'CCIUiae 
JIOihivc ill wdl. OulfWuvctftell by t teR. (B) UAb&decl umplca. •. :p < 0.001 COIDJIIl'd to pc.rcor.caac poaitlvo In Olllfw.r S)'Zldroftal palmtu. 

SCVCJtmusatloskelcalsipsaDIIa,YDIPlOIDsbavescrumud
bodies reactive to a. synthetic polymer (polywylamidc) 

cr..,.._., ... , 1997). --""' aaylamlde,llke 
~ ... --..... "1!-~(NolmDGI., 
t997; Nicholaoa d aL, 1996; Ymhlda. ct af., 1994i Sc;rJOU. 
~~ Gl., 1986). 'l'hcR:Iore. we ~for CJOA-n:&Qivc endbcd
ics to aqllllklue in ac:rum from padcnb c:xpoiCd to SBJ. Ouly 

1>5 
o-w ,.,.. 
UK.D 
...... , .. 111111 "'"-------

" • I lXI 

'"' • 
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0 

10'7< of <hi$- wao weo1cly positive foliDtlboclies ., 
llqUtlone (Fls. 2B), c011fimliq lho - will! lho smaller 
sample lis lho blil>do4 ponioa of lho study. 

D!Sa.ISSION 

The-offilctllssmlliwy-andclvilloos
- lis lho Pelsiaa Galf lis 1990-1!191 - ,........ 
doaded iJI.coatbsiou and coatnMsny. SowriJ ftiCCGI: lbJdles 
bavciDdicJI<dllwlhoOulfWJr.en.~--. 

flom ·-muidJyslemlc- but with .......... 
of lips and -I>Ot wilhiJs tllo dolloldCIISof"dassld' 

- - .. other lpOC!k- (l'uloxb. "' IlL, 1!198; J-a "'ol., 1!199; Saau, 19!19).1a 1101110; ..... 
otil!noaOCCilZIOCIWilhinofew ___ Yiqlmmo>-

oludona. .This Includes pe!IOiliiO! - dcpkryocl due lD 
m-.lllllso includecl "'""'who clld ~but wao lis 
-foraslillleas48bboliftbdq-homebolift 
!he ..... bepn -of ....... j<riat IIIC!lllllldO plill and 
liOIIIOIOSi<lll pmblems. Olhet Gulf War_, bocamo ill 



yem - dlo war, bal .--&lmllar ro
wiK1 '*'- W sooo - -..;oa. 'IIuo voriabillty of 
~oaof&yiDJ)tOIDS and ae'll:ritymay be due toindMd-. 
ual __ ..........,. __ bydlold-

paliblllly complox !Lolom>on cr .Z., 1995; MadzhidoV 111 
aL, 1986). 

Ou.!' rcsDks I1JIICil lbat ASA reactivity is a marker for 
tbo ol&ns llld ·-ol GWS. FiDdbla serum IIDiibadlco 
tooqulleae in GulfW.. pademals ~ llld lbc
for tbD paense f4 dicsc antibodies remainl uadcar. ASA 
wi not a smenJ marker I« aurcimmunc cllseuc duo ro 
1heir abseDc:e in idiopadDc QtOimrnone plliiii1S trld ruity 
Ia padema wi!h od><r, "'"""""" en-!ally mducocl, 
IWtcimJmane diseases. 'J'ht; sips and l)'mptOmS a( 011t Golf 
Warpade:ols arc limilarto those of 11 subset of female pa1iezna 
roJloWiDa c:xp:~~tn 10 siJicoDc.. Some individuals with siU.:. 
COliC CXpo$UR 5Uffer from many of dJe maltisyslem S)'mp. 
toms. viz.lllhni&ias. mJO]siu.1ymphodcnapalhy,llld ..... 
miop:aldiscn!cn proval""'la GWS polion~ in 1hc ..U.... 
ll!1aly (Bridps " aL. 1!193; BIOUibar ot aL, 1!195; Wo1fanj, 
1!197). SYII>JMODIIdC •ilicoDc- implant IOCiplem& also 
bavo hJsb levels of amlbacliel .. symhctlc polymcn ('l"ellciJ
bJam. d ta:L., 1997) aod to silic:onc,3 but did not hive bisb 
prcvaleacoofASA. 

h has been suggested 1bal abaomla1 illliJIUile respcNJSel 
-beinvolvadinGWS (RIIalt<taL,IWI).-oaical 
odj-~ bavo ... ....,.Uy -~-of ellclllna 
coD-mcc!illCd inm:nlllil)' aad aatibodia whe.D admiDistercd 
with aa andpa. They may abo cause a mere 80JICI'IUZed 
ud illci&crimiDBte slimuladon of lbc immurJc systom llld 
dUnJpt !he-ofi ....... ICif .. pdumy--
w!Jichq!cadiD ___ 1!18l;I..cn-

atzeD « tiL. 199$; MadzJddov « al., 1986; KlciDau • aL. 
1!195). Squalcae has .......... ~ .... odjuvoot 
in aaiml models to induce autoimraun84ismsc:s (l.orcatzeq. 
1999; Beet ft al., !976; Xahubi d pl., 1911; Garrett ., 
ol., 1!183;- ct ol., 1974; Yoahino et .Z.. 1!194). 

Cylokina ... '"""""" of -Oflicai ·-llld 
iaftammau>ty - 1\U der-" a/., 1996). """ 
increalacl cyiOklno levels ... - wilh ... dovclop. 
..... of- ell ..... in-rodcot IIIOdels 
of ,,.......,nily (Fil!pllriclc " .... 1996~ sQ..r... bu 
beonlhowll ro indllac incroaed lcvds oflmaloukia·' (IL. 

~ IJA, ""' in-7 (Vaialli ., ol., 1!194~ -
.wr-. ~ bavo beoo demooliu.u.d ro Jl'"(ICIIIce or --diseases in~ models. 
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Adjuvant-tnduood anhriti& is a well~ autoim~ 
muoe dlscaae induced in rats. and Olha' species (Zamma, 
1983; I..onmtaen ct tiL, 199S; Madzhiclov ~ · "'-• 1986: 
Kieinau., aL, 1!195). Th<o - ....... in !Uijuwnt-in· 
d!lcedarlbridslscomp~c>, alfecdosmullipleOIJIID-. 
For example, a cachetic synclnmle. (Role 11 aL, 1994) llld 
lflllicollll"dyol\mclloa (Ciomoas era/.,198SI)llava beta....,. 

. dated wilh adjpvant·induccd e:n1Jri1is. Uveilis, a T<ell medl· .,., ·-lallmamatmy .u-. ... lis!> be induced 
by adjuvaoiS (Pcuy <r aL, 1~ NewoiogU:al d-caa 
be !be ....ttofhmlwnologicalmoc- includioj, .
inmnmlty (Rop., a~.. 1996: tobin .. a~.,1!196: a ....... 
n aL, 1!195; Wllcheq>lcaais <taL, I~ C....., aL, 1991; 
BUJSil er 111., 1994), and neurotosmai symptoms am com
D\ODly 8CtD in autoimnm.DC diseaseS (McN'u:hollet ft ..aJ., 
1!194; Zanoae .. .Z .. 1!193; Moil <I td., 1993~ 

AD phalmocoiogy is coniRIIled lOldcolosY· Al-p 1101 
approvod by !he Food and Dn1g Adminis1ralioa r..: 1nmuu1 
usc. squalene bas beeD used as an adjuvaDt in expcrimealll 
va<cinos apinst a Vlrilly of palhopa&. lnduclina /IQdJhu 
Dnlh"""' (him <I al., 1!1941 p/Qsnvxll.,.fDldparum (Hoff· 
- " a/., 1!194). aad hapes simplex Vinl$ (BIBb ., td., 
1!194).Eflloclivencu of ad~ has bcoo ahowll 10 parallel 
tadchy ddoeclulhe iniliatioa of auroimnmnc disease pro
....., (2amma. 1983; Kop., aL, 1986). AIIJuv- sbould 
... j>roclece ,..,.,. " injccdon ... be JIYn>80Dic, "' 
induce anla'ior UVCiitis, arthrkls, cr Olhct J'J'C*U autoiJD.. 
,_pn>COHe<(AIIUoo<l o/.,1!191~ A .... Y....,tqua!CIIC 
as an attiuvaa.t in iaftueua vaccine reported moderate co 
- lncal and I)'SIOD>ic - in ....... (Koutck ., 
ol., 1993). Tho puticipaals - indmadaa, ..,...,., 
lymphadeno.patby. fever, cbiJJs. nausea. aod djzziocss,. S)'DJJ)

---r..:..-dsyii.AIIolber~ 
cainiDg actiuYa.IJI. WBSused witbgpl20in II tnlmaD immunocJe
lld.acy vinls vacdae, where ltinclucac1 ........ ,_.,.., 
lncal- in 15 of30 vaccinacs (x.efer eta/., I~ 
Similarly, ill a study of simian lmmnnoddlclcacy -
in - oqul1eae .... used ... odjuvaat, """ !he 
- dawlq>od md·immall--""" ......... -Uke-(Vullo, aL, 1992).--
should ditrrmlDo whelhGr or POt ASA bt.vc a ro1e iD 1tzcK 
plllbolosiCOol-. 

Squalcaelsa.-.!Jyoc:currinBmol_., abooibed from food""",_ ............. ,., cholootoml, Jll1dia, and-This l)'lllhcoia ...... wlthi.a ... bepa-
flacl ia fanhcr JIIO:CWOd into c:hloltaot 1a the caclopla•mlc 

. - (Siamol1os., al., 1993). FecaiiOIIIyaia.jDdicuos 
that- 60§ ol cietaly llljllaleaO is a'-- ,(Stlmocllx:q 
tloi.,J990~DiotiiJioqval ... isahoolbedll>r<ooshlympbuic 

. - -beioscydDad ....... ....,._llwuab 



62 

the iml:adn1l MD (IUvis tt al., 1983). k is proccsscd into 
chylomicroD& by die cpilhcJill cells of die small lutesrincs. h 
bccazDoa allp!d droplot ........t by JJ.ti,.,....., contablloi 

lriaiY<cridoiOdclloleseml-.--...... ·
of .ho and CIICrificd mechyl aao1 contcms. Abaal 9tMb cl 

- -• 1u u""""*""' -"'tim ollylomi
...,.IOd \'LDL, -""' that,.,...., of~
leMma)' iDdical&l mcr.bolismofimelriMl lipopratciDa (Gyl
liaa d al., t9!M). 

Squalue is a DOnlfmOid: pteCUJ'IOl or cholcsraol. Reports 
lmc!Ditioa1Cd thalbl&h ..... of-.. -
....,...,...........,.,boapocrlyi""""""S"moleoulc, 
couJd ~ Jenered by hnmwizati:cm with Upcsomcs con
WDing chole&cero1 artd. lipid A as lldjuvant (Swartz et fll., 
1981; AlYhJ& ~~ al., 199li DijksPa e1 td., 1996). lDjcc:do:n 
ofdlhu.;u..,.p!or-dl-~also 

MUlled ia hish liiCtS of autoentibodicl tD eholcstcrol (Afv.. 
iDa er sL, 1996). The silk:oGe 1 cmlponent serves u an adju
vw. • well u iDitJadua lhc mroilllJI'!tllte proceu. 'I'ht blab 
lilcra weft JgM wiOI tdalivdy low tlla'S oflgG to~ 
(Dijllsln. " al., 1996; AMDs ... Gl., 1996;. Tho spedll<:i'> 
oflhcac aatibodies was to dJoJalttrol and~ l1milar 

""""-··3~~~-.-binding w:Uvity wu sipifbad.y diminished if the 3JJ-hy-
~yl dcmain waa ftrcd by oxictatioa. lluhstitotiOU. epi
meriz&l:icKt. or Clluificatioa {Dijkstra ~t al., 1996). It has 
bxD reponed !hat nuu:rall)' oecming amoandbodies have 
taD detCCICid iD hwnazra (AMq: fl uf., 1989), bat 1hese 
~ mac:h lower in dw daD lbosc poduccd. with eil:bu 
lipid A"' .W..... ___ ........ __ dc"""'a ..... _. 
live amibod"lel ID cbok.uelol btead of antiboctic$ spcciBc 
fot aqgalcuc. Firlt, aqualcDe. ia nei1her a sterol nor does it 
have a 3~hydm:qtl JIOG9· Tht ~ve molcadl.r arruc. ___ .. ___ .... 
MXftadc cp:i!Lipel .ediffoteut. Second. ithigtt..dter J.UCOlll... 

Dbodic:l to c:bolesJen:li tbar -~ wilt! sqtlllkDc 
aroDOrmll, we lhould •SJ04iffaeace bcrweal wr various 
plllcot - 'l'bo GWS polieoiJ lOCI ND1 posld,. '""'lR>I 
polieo!JIIOVCI)'-IDiholr-laGm•bcdy
ityiDsqualcao. 'Jbkd,ifslliooaeoloae ... __ 

;a ro cldatrr'd m:1 dJIIO 1111 ~ to 1QU1Jcae. 
wolllould-bl&homlbody.....rn.,.lo-IDplllcota 
.......,,..W....ID-todloGWSIOdNIII..-, 
'Ibis did liCit OCQlt. 

lD. tbeeourseoltheae Wdia, '"CK•minM two vo1uatetm 
r.ra ....me <ri~ atdloliiHmYO!Yiq-" ~ 

Thoy-·~-- .. tbaliD Pasian Gulfv««aa~ sa'bwql&l4 to dl:ir ~dell iD 
llle <ri~. One Rc:tivcd a llqlo iqJoo&o &ad bocal!ie lD 

wilbiD a few ~ wi1b sia:DB ad ~~ iDducSing 
- ftbn>myolgia. lymphadeoopolhy, phc>U>MWd"' 
- fallsuo,boaclal:b&a, .. d~ Tbis lndivld· 
\lllbodlowu dim""""" IC<I)'l-IIIIIU>IOJI<:al 
cvideace of Jympbocyzie inBhratcs &I'CIUIJd YNCUlar ~issue. 

and~~A&.IIDINlHvooclno 

SCDdy cock was brokeo. it was fawld that Ollly edjuvaa.t 
~bad been pdmin~ as,plaQI'bo. 'I1ds JIQieat was 
wealdypoold..,r.r ABA. ........ ..-.......... -
the whole experlmenta1 protocol before mardfUliq a almilar 
aet of alps and sym~ was 3+ pcsftive for A3A. 

MWIIplc """"ll&lio"' all<! - aplast billJaslcal 
- -~ ... tbo--"" 1llohM -d<xl 
witb GWS 'YJIIPlOIDitolOJY (UDwiu. II al., 1994). 11 is iJn.. 
pona&at to .aotc that our liboratory-bued iDvcstipd.au do 
nt1t r:~Pablisb that sqlliiCDC was a6dcO as sdjuvlm 10 any 
vacdDO uccUn military or othezo- petSOmlG1 who served ia 
1he PCn.tan GuJ1 War era. Sr:vellll blvestipcon itavo speeu
lated that GWS ia the RSUlt of either CJ.pc!L\lft to c:iwnlcals, 
chemical we.paas. or to biological qerus ~ ia 
tbol'mlanGulf(Pa11&nGulf-CoonJimolillsBoanl, 
199S; Abou-Doaia ct a1., 1996: o..id «1 a!.. 19117; Ha· 
1~15197). Howcva; sud! expowre would llke!y bavc ittuDe
cUaw. d&cts ud many Gulf war vctcniiS 'MK wcU 'UtUil 
moruhl: or yean~ a&r th6 mill~ ~ Many ot &hcso 
GWS palic:611 ht"Ve lmproYed oo .~n~~Sme~Dt reJbmms pre

soribad by-~ pbyoldus. - ... &ad 
~~~namely tbr:hrummosupptcssi 1ISCICI for clas
sical JbenrntfOiosical ccmditiODS." 'I1ac tmiQDCIIU IJaW 
ln<Judecl IIOJili ... mo~ hydn>xydllon>q1llao, md 
cyroun. Soch ~u would haw DO effect on subjects 
expoaed tochcmkaJ weapons. IfGWS was duo to a aoge
nous infectiCJPiapm, 1hebmmmosllpp1!:llvclltfllmllulused 
wouid Jibly nsnit fn aD exacerbl!iotl of 1M S)'ID9t0all. 'l'bis 
cUd oot CICCIJ;t Tho molcClllar patboloar o1 ows musr: be: --l<s-... bo ........ ~-evidmlce of m lmmuDe·facmr based apoa tbe ~ ot 
squleDe. Funhcr abKUes an Rq\1ired to defiDo dle J01e cl 
ABA. if aoy, 1D dlo pa~~~o_.;s of GWS. 

W.lbulktlmdl,.Strllllty, PLll.foradvimllldd!K '"'" R.F.O. 
- blctt lliiJIJICdd tw work CJ!; .--ca.- by -
JIUII &'0111. ,..,lalmla\c '[loocbnln&lo' of Hew O!ttlu. 1 Gild .. 
...... NIH. 
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Plwe lnterva»IO halt !lie obfblcol!on ---~ ofDcfcole ofBclllk -- oa 
GOIIduodnJ GOJICCIIIInaillo- &lllrOUIIdJDa llllibodlelto llqllllae .-.11. MOllday, FobJUIJy 21, 
2000, IRG<ivcd a ._...10 tho let!Or I had -to )'Ciu. Nlao ofrii/1 oa11aaauao in thoa-o of 
~Joinad 01010 raq- that DOD do ao objeotlw IIIOlyiU of "&ttW"' I!! l!qpaln fD 
C'.u!fWv Syl!dromo" -111 ordde r-.dy publlshad In tho Fobnwy2000-of~ tlltll 
Mtllct:riWPt11hclogy. 

IIOD'slattor, authored by Dr. Sue Boiley, avoid& pravldin& c:o.ana a o1oor aJIII dlroct-- to ...
raquast. The ll>llowb!s cxccptJ w- rii/1........, -MihDOD'• of6dol ieply. 

1. In pllljp1ph one, Dr. Bailey- that llho hu enolole4tho P.emroh Worldaa Clrvlrp (llWG) 
rmow. She doa&IIOIII!IIIIion thot lho kWG roviawed 1D oufr d!llft oftho IIUdy, provided to-u a 
~ oourlllf. Thetoxl oftbcllnllpw-re-dawod orddo .......... - ....,_-.... 
Maben of eo...,... u1cecllbr an objoelheiiiOlyllo oftbc _.....,_., art1o1e. It li dlftl01>11 to 
ondonlllul wily Dr. Bolloyc:boMIO lnchida a m!ow1101bued oo tho pui>Ssbld- ordole, ualea 
her sool wu cordllllcm --clorily, 

2. AIJo pravldocl u an auadlrneol, IDd ....,""" 1u jiUipph one, il a m!ew otthe ~ ordclo. 
· Jwu cliomayod !hat Dr.'Bolley wauld provide tiU brlatiUliiiiiC)' -Mih"" ludl"'"""' ofthe llllbar'a 
IIUIIOOI p..-..aJ OIOdca!laJito GOlllluctllllllpmide- & mlew. 1\41 ooD ...... oniiJ-
deuly, "AIIIntomll ..... by tlu>-1Hh14aalo wllbla lho DOD who -IIII'Jotllrw to cooperaiO 
lbr malllha doa&IIOI..-... tlu> ldnd of"'*-tllat-w1to IICiiftced lbr Ilia aatloa deiB ve. • A 
~ criticol ~ ~wrillool, !loot .. appropria1e lllpOOM 10 tbo OlllfiiOIIIocol 
roquell. 

._.._ _.._ ......... _ ... _ 
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3. Dr. Bailoy continues in pmgraph- "by .l!llldai a reference to "'eotly theory Ibis Is ocmpletely 
ltrtl...., to our~ Dr. Asa'a eotlytnll iltJrlfldmtl<d correapondetlot with J)()J) repa\lina 
polllltialcou,. wu mot!valed by ccmoem tbr-IIIIBorina&om GulfWorlllnoatoa. IXlP Dllllt 
...... ,... ~to explore~ ndherdlan selling than up tbrpuhUc orillelal, It,...,. 
Bains to ..W. themy-..yofGulfWerllln..,eo. Tbe.coJiaras'Dllollnquily'sfoculls tbe_.
IIIUdy and tho auayused to -lh• ontlbodleo. Dr. Bailoy's-ls aa ~-
!tomthofoota. . 

4. Dr. Bailey's !bini Jlltli!OPb attompli to ponny DOD u proectlve In diMIIapias llld vddllitla 1D 

way to tell tbr the J11U111C0 ofsquoleao antibodies prior 10 the GAO -.UO... Nolbioa 
coufl! he tiJrther 11om the ltulb: 

A. DOD'• reopouo10 the Cl.o\0 -•lid them ofbo!Di "Jd..ail!colly aad 8...uy lneopoftllb1o" 
lbr su..-a !bat DOD-·- to 4ilputecrvalicletotheilldcpendeot niolillbtlndhtp. 
DOD's pclition wu dear: until tho peer-review aad -publioatico p-by the private oaleol! .. wu 
eompleled, It would not cc-~!bat could provido..,_..IO lbOS<..ur.rlna- GulfWer 
m....... (OAO/NSIAD-99-5) 

B. Whoa DOD was intavltwod by GAO. during the ilwtstipll011, ill spo"
adcnowledged DOD bad the kDow-haw to d..elop auch on auay aad could have testocl 1br ~ 
~~~&- . 

C. Whoa Dr. Bolleyprovidoc!DOD'al!llalco ....... tolboGAO_.., the lllidod. "'ur 
pooilioo and the CIC>1ICOfN oxpralod in our....-.- .. the draft report )lava not clwlpl. • (DOD 
Iotter to the GAOI!alod May28,1999) 

D.Jt..., ODljo after the U.S.-~ to<>koadoa aad lllatructod'DOTHo 
ooopcmo with lbs GAO ......,.,.adona that~ roodvad nolice &em J)()J) ofill-1 of 
related rosoo:oh. Thil oo~ r-llbo!Dic:onduct<d by a DOD-· (IIDUt qf 
~/llporl/06-Z#, D<partm~qfDfi#Mr~lJIII, 2000) 

In li&htoflbsBO fico~, It Ia diatu!l>ins that Dr. :a.n., would- paraarapb !our Ill-a W1J u"' 
reviselhe._of ....... ud in c1ob>s"' ~ DOD'o -pooldonpriorto 
I.,;.I..WO ocaloo. 

··. 
In ctosln& Dr. Bolloy -"We oro- to rooponslblo ad__..... punult ofnmreh lbat 
wW fUrther our un~ ofillneNeiiiJIOJIS Gulf War veteran~ Jftd pr8Vtlllt almllar iDatJ FE' 

followins fUture deploymeatl.• ~~ IOIIlltbiq\lltll it miabla :&om her •••";•• t:rutm-. 
and .._.. rcr lh-who ue llllllorins. Ills nat ooooptabloto uk 11o1t GulfW....,... VIIIOIIIIIIIIIII · 
lholrfamillcsto walt de<adeo tbr """'-'"' tolti'"'loctJwbloh do 1101-Mlp IDd -lbr 
lhoBO .. fl'oril>s. '!'be....._ ofthll6111d pnUoy apptOlCh ... .u too oloar 10 c..,.... the 
--pubic, IDd upodolly the....,_ ""1""'4 .. and-by Aaeot Onttat during the 
VietnamWu. · 

• 

1------··-·-.. ·· 
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THE ASSISTANT SECRETARY OF DEFENSE 

HEALTH AFFAIRS 

Honombleiaok Metcalf 

1200 DEFENSE PENTAGON 
WASHINGTON, DC 20301·1200 

United Slates House ofRoprese•otatives 
Washington, DC 205ls.4702 

Dear Congressman Metcalf: . 

)tlAA 2 { •.•. 

Tlumk you for your reeentlottenl on the Anthrax Vaccine Immunization !'to gram's website and 
on the infunnation I provided to you as requested in your inq1Wy of 18llUII)' 31, 2000. To oddreas your 
request for acklltional objeetive analysis of this arilcle, I have asked the Anned Forces Bpic!omiological 
Board to eonvene a subeommittee of exporls to review and critique this WOJ!<. I will provide you with 
this critique and, as requested,.the eurticula vitae of the reviewers. In addition, the National Academy 
ofScienees, Institute ofModieine COM). ia asaeosms tho rolo squaleno moy play as a cause ornm...ses 
among GulfWarvetenms and reviewingthowodtofDr. Ala and her eoUoaguoa. :rho 10M expects to 
publish a tq1911 in Auguot of this year. 

The Depanmmt baa considared your comments and suggoations regonling the Allthnlx Vaeeine 
lmDnmizatiou !'to gram's website. On MamhiO. 2000, the portion of the website describing the 
antibody teat develcped by Dr. Aas and eolloasues was modified to road as follows: "Whether or not 
this teat baa any clinical J!IOBDing will be settled by medical exp- over time. For now, it is sufficient 
to recogui>e the conclnsiooa of the authen: "'tis important to note that our laboratoty-baacd 
investigations do not eatablisb that squaleno W.. cdded as adjuvant to any vaccine used in military or 
other porsonnel who aorvcd in the Pmian Gulf War era.-

Our commitment to Gulf War vetorana is IJDWIIVcring. All known, testable bypothoaea 
eonceming i11neaseo among GulfWarvetenms have been or..., being pursued throu&hourprogram of. 
basic aci...., reaeareb. All decisions on I"080IUcll fimding ..., based on a proceas ofrigo10us, 
competitive, and indepondem peer review. We are committed to responsible and aggressive pursuit of 
I"080IUcll that willlbrther ourundentaoding ofiUuesaea among Gulf War veteraos aod piOVCill similar 
illo ..... following fillln dcploymentl. 

. Dr. Suo Bailey 



.......... 

Hono:abl6laek Metcalf 
H011sc of Rep~CSCDtativcs 
WashingtOn, DC 20SlS .. 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON. D. C. ZOJOf .. l200 

Dear Rep=entative Metcalf: 

Thank you for your lcttor asking for an objective analysis of Antibodies to Squalene in Gulf 
War Syndrome- an article published in the Pebluary 2000 issue of Experlnun/Ql twi Molecular 
Pathology. Prior to publication of the article, !he ResclllCh Working Oroup (RWG) ofthelntorogeney 
P011isn Gulf Veterans' Coordinating Board bad objectively reviewed !he work of Dr. Asa and her 
colleagues. We look forward to !he scientific dialog and additional research that will now go forward 
as a result oflong awaited publication of this data: I have enclosed the RWG review, our Report to 
Congress in rcspoDS# to the Ftscal Yoar 2000 Defense Appropriations BIU report language, and a 
"'view of the published articlo. · 

A> you know, we have encouraged and awalted publication by these aclentists ever since Dr. 
AJa first presented her theory on "human ..ljuvant disease" and its possible link to Persian Gulf War 
(PGW) velclanS' illnesses. Prior to speculation about squalene, Dr. AJa theorized that sUicone • 
adjuvant (an agent edded to a vaccine to incteasc antigenic response) was responaiblo for PGW 
veterans developing "human adjuvant disease. • · 

Tho Department published in the February 10, 1999 Commen:e Buainess Daily a specifie 
r<:qUOSt for research proposals en ''lntetac:tions OfDrup,lliologics ADd Chemicals In Servioe 
Members In Deployment Environments," supportinJ our weazdl on illnesses among Gulf War 
veterans. This proceded the recommendation of the General Accounting Ofllce to pursue research in 

. this area. In response to this solicitation, a research proposal was subntitted to clovelop and vatidato an 
assay to test for tho presence of squalene antibodies. This proposal reoeived a high Independent 
scientific review merit.ilcore, was funded, and tbo reseazd1 is ongoing. 

We wholeheartedly RJ"'' that tho Integrity of the assay Is tho fust step in finding answers. Our 
oommitment to GulfWarveterans is to support and fund quality research. 'l'bls Is best assured whan 
all decisions on reseazd1 funding are based en a process of rigorous, competitive, and indepeu<lent poet 
~of alliOSOIIreh proj>osals. We 111e commllted to toS)ionslble and agpsslve pl!tSUlt of........,h 
that will farther 0\1! understanding of iUnosaos among (lulfWar veterans and prevent similar illnoascs 
following filture deployments. 

Enclosures: 
As stated 



Scientific Manuscript: "Antibodies to Squalene in Gulf War Syndrome" 

The study, by Drs. P. B. Asa, Y. Cao and R. P. Garry, appeared in the Peb111aey 2000 issue of 
Experimental and Molecular Pathology. The paper by Asa and colleagues prcsonts data obtained by 
using an immunologjeal assay that reportedly can detect previously unknown antibodies against 
aqualene, uelat!vely simple, linear hydrocarbon that is a naturally occuning.moleCule in humana, 
animals and pleats. Squalene is normally found in cell memb!Olles in humans. and is one of the 
building blocks for prcducing cholesterol. 

Su111J1181')': Using this novel essay, the authors' repon finding anti-squalene antibodies in a high 
percentase of "Gulf War Syndrome" palients. The antibody test developed at Tulane University 
Medical Center is called the Anti-Squalene Antibody Assay, or ASA Assay. Tulene bas a patent 
pending on the ASA Assay, aod Autoimmune Teclmologies U.C, a New Orleans biomedieal 
company, has licensed the rights to the ASA Assay from Tulane. 

The published reseanm reportedly incloded both blinded and unblioded studies. In the blioded study, 
the ASA Assay waa nopmtediy used to test blood samples from 56 individuals who were in active 
military seiVice or who were civilian employees of the U.S. armed forces or their oonlnletors during 
1990-1991. Most, bot not all, of the members of this group were noportedly deployed to the Persian 
Gulf theater of operations. The group comprised 38 deployed individuals who were ill, 12 deployed 
individuals who were healthy, and 6 non-deployed individuals who were ill. The results of the 
blinded study showed that 95'!1> of the deployed sick individualS tested positive, none of the 
deployed ~thy individuals tested positive, aod 100'!1> of the non-deployed sick individuals tested 
positive for enti-squalene entibodies. 

In the unblioded study, the ASA Assay waa used as a screening tool to gather further data. Blood 
samples from 86 additional individuals who were in active military service or who were civilian 
employees of the U.S. armed forces or their contractors during 1990-1991; including ~thy 
individuals, were tested, and 69'!1> of them tested positive. Because squalene is used aa an ingnodient 
in some cosmetics, 48 samples from blood banks were tested to see if the anbbodiaa were ptesent in 
a larger segment of the genenl population. Of these, 5'!1> tested positive. To sea if the antibodies 
were a marker for other auroimmune disease processes, 40 samples from patients with aystemlc 
lupus orytbernatosus were tested. Of these, 10'!1> tested positive. Because patients with chronic 
fatigue syndrome have.many symptonts similar to those of ''Gulf War Syndrome" patients, 30 . 
·chrnnic fatigue patients were tested. Of these, !S'll> were positive. 

The resean:b also included a small adjunct study in which two individuals who had previously 
volunteered to participate In a vaccine trial in which squalene was an adjuvant In the vaccine were 
tested for the presence of anti-squalene an~bodiaa. Both subjects tested positive. These two were the 
only patients in the nosearch group who had a known exposure to squalene from vaocinea. 
The conclusion reached as a noault of this reSearch study is that most patients in the study groups 
who are ill with "Gulf War Syndrome" have serum antibodies to squalene while most other people 
do nOL The clinical significance of the presence of the antibodies, however, is still not known, and 
while it is posolole that the antibodies play a role in the disease process itself, the study dnes not 
explore the mechanisms Involved in developing tile anu'bodiea. 



Crlllcalanalysls: It is unknown if informed consent was obtained from Individuals submitting 
samples for t.stiog or if anlnsti!Uiional Review Boanl (IRB) reviewed and approved the research 
pmtncol 

The authors claim to create a novel .... Y thai detects antibodies to squalene. The authors 
however. do not Use valid positive or negative controls. There are no positive controls (i.e., sera 
ptevlously pro>en to contain antibodies to squalene) to validate the argument thai the asaay can 
detect antibodies to squaleoe. For positive controls, the authors cite oaly !OSult& obtained using 
this novel assay on two individuals reportedly vacclnatod ooce and thrice with a squalene
containing adjuvant in a clinical uiai spoasored by the National Jnstitut.s of Health. The authors 
provide no !""immunization rtsults to demnnsttate that the pteSumptive anti .. qualene activity in 
the so-called positive controls was not present before immunization witb tbe squalene adjuvant. 

Fundamental to interpMtation of novel assay data are negative controls. Such negative controls 
""'critical to prove thai the assay is !lOt detecting artifacts (extranenus, cmss-ieacting 
subslances). The authors have no negative control in which .thelmman serum containing the 
presumed antibodies is omitted; there is no negative control in which the avidin..conjugated horse 
!8disb peroxidase is omitted; the« is no negative speeilicity control for nonspeeilic binding of 
!gO, i.e. ror nonnal IgG molecules sticking nonspeeilically to squalene. 

A further criticism of the paper is lhe authors use of only a ·single dilution of serum, rather than a 
series of dilutions. Without using this technique, there iJ a no W8'} to obtain a titer, i.e .• a 
quantitative measun: of the depe of activity in the sample. The test mults \VOle scored at +++, 
++~ +, +1-, utd -,raising the possibility that at hi&h QOQCCilue.tions most normal soia might give a 
posjtive result; and the total absence of antibodies m a ''normal" population must be regarded 
with some suspicion. If .. sqqalenc antibodies" or derivatives are associated with "Gulf .War 
ayndromc." one may expect titeiS to parallel severity of symptoms. The paper !Pves no evidence 
ofthis. · 

The assay bY Asa and colleagues remains an unvalidated and unpro>en assay. 
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Executive SumlllllQ' 

A draft article, hypothesis that illneases afflicting veterans of the Gulf War are an atypical c:Onnective 
tiSS110 diseae (an outobiunune disease) rosulting from use of the vaccine adjuvant squalene, was 
provided U> tho Research Wot!tlng Group for review by RObert F. Gany, Ph.D. The paper's authots 
are Pamela B. Asa, FbD., an unaffiliated molecular biologist from Memphis, Tennessee, Yan Cao, 
M.D. and Robert F. Gany, Ph.D., bnth from Tulane University, New Orleans, Louisiana. These 
investigators report development of an immunoassay for deiecting anti-squalene antibndiea and used 
the assay to teat blood serum samples from various patient and control groups. 

Two studies involved Gulf War veterans. In an unbliDded study, samples from 86 Gulf War veterans, 
bnth healthy and ill individuals, w""' tested with 69% testing positive; in 48 samples from blood 
donors tested, S% tested positive; in 40 samples from patients with lupus, I 0% tested positive; In 30 
chronic fatigUe patients tested, !S% were positive; in 30 "silicone breast implant" patients tested, 10% · 
tested positive. In a blinded study of 38 Gulf War deployed individuals who were ill, 12 Gulf War 
deployed individuals who were healthy, and 6 non-deployed individuals who were ill (all of the non
deployed individuals had reportedly !OOeived the full compliment of immunizations given to those who 
were deployed to the Gulf !hester) 95% of tho deployed ill tested positive for anti-squalene antibodies, 
none of the deployed healthy individuals tested positive, and 100% of the non-deployed ill individuals 
tested positive. 

The study protocol and manuscript attributes the hypothesis to futdlngs in two patients from National 
Institutes of Health (NIH)-aponsored vaccine trial(s) using squalene as an adjuvant.· The samples and 
the clinical and demographic deta of the current unpublished work apparently originate from a protocol 
pnstcd oo tho Internet calling for submission of blood samples and queationnaire data to Dr. Pam Ala. 
The protocol iofortnS participants that their ''serum will be tested against various adjuvants known to 
be used by tho U.S. Dept.rtment of Defense, in an antibody assay system developed by Dr. Bob Garry, 
Tulane Medical Sd>ool, New Orleans, LA, as published in the Lanoet Joumall997." It is not explicit 
that infomted consent was obtained from individuals submining samples for tearing or if an 
lnatitutional Review Board reviewed and approved the research protocol. 

Review of the draft manuscript indicates tho baalc hypothesis and supporting evidence presented are 
flawed or inaccurate. Acconling to the Department of Defense (DoD), no militarY member or civilian 
has received any squalene--containing vaccines other than with the person's informed consent in 
approved stnall-sca!e vaccine studiea that followed Food and Drug Adminislration (FDA) .egulailons. 
There are no data that indicate squalene was used as an adjuvant in any vaccines administerod to U.S. 
fcm:eo deploying to the Gulf War. 

In their inveatigations of illnesses among Gulf War veterans. the Senate Special Investigations Unit 
(SJU) found no erodible information indicating that vaccines used during tho Gulf War eontained 
squalene. In their report, tho SID states that according to tho FDA. squalene can be contained in a 
vancino due to two different processes: 1) as an adjuvan~ which is an asent to onhanee the immune 
response; or 2) m minute quantities in vaccines manufactured using eggs, since eggs Bie rich in 
squalene and choleatero!. The FDA verified that none of the vaccines used during the Gulf War 
contained squalene as au adjuvant. · 

It is not poss.ible to determine, based on current reports, if the paper's authors actually deteuted 
antibodies to squalene or a synthetic squalene adjuvant in the veterans they teSted. They reportedly 
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used a variation of a previously described assay. This asaay technique was used to claim findings of 
the tint evidence fmm a blinded study of the existence of a laboratory marker that conelates with the 
severity of local aod systemic complicstions in silicone breast implant recipients. Tbe asaay in 
question reportedly detocted antibodies, not to silicone, but to a synthetic polymer whose 
cbaracteristics have not been fully described. Dr. Garry and Tulane University reportedly received a 
U.S. p&lentin 1997 for an asaay that could detect antibodies to polymers. 

Tbe cllnical significance of the presence of anti-squalene antibodies, if they exist, is unknowo. Ally 
relationsbip with squaleoe aod squaleoe antibodies to illnesses among OulfWar veterans is unknown. 
Squaleoe is oormally preseot in humsns as part of the body's production of cholestero!aod skiD oils. 
Current available scientific worlc focuses on squalene's beneficial role in human health aod safety and 
efficacy as an adjuvant component There may be alternative explanations for the reported laboratory 
findings,lncludiog: detection of naturally occurring squalene or squalene antibodies; cross-reaction 
with compounds similar to squalene; elevated levels of squalene due to known or unlreown disease 
proccsaes causing or as&ociated with illnesses in ,_ and potentially many other people; or 
laboratory error or contam.iJlant. 

Tbe Research Working Group IRWG) of the Persian Gulf Veterans Coordinating Board has asked the 
Tulane investigators to submit for research funding to valid&le their testing. which to dste they bilve 
not Tbe RWG's comntitment to non-Government and Federalresearcbers and to Gulf War veterans is 
to support aod fund research on potential causes of illnesses in OulfWar veterans. Tbe RWG is 
interested in evaluating whether illnesses in service members may be associated with a specific 
antigenic marker, such as antibodies to squalene. The RWG, however, found no indication that 
squalene was ever used as an adjuvant in the anthrax vaccine and eoncurs with the DoD and FDA 
finding" that no vaecines with squalene-containiog adjuvants were given to U.S. troops <lePloyins to the 
Gulf War. To inveatigate the squalene hypothesis, a scientifically proven test for squalene.antibodles 
is needed to assess whether Gulf War veterans have antibodies to aqualene. · · 

In response to a DoO solicitation for research on illnesses among OulfWar veterans. a DoD 
investigator and nadonaliy recogniaed expert in antibodies to cholesteiOI and other lipids submitted a 
research proposal to determine tho feaslbility of developing a test for antibodies to squalene. Tbe 
RWG recommended DoD fund this proposal. The recommended funding leVel was $382,756. Tbo 
RWG will follow closely the results of titis work. This study should provide adequate scientific 
evidence to resolve the issue of wbethor squalene aotibndies ellist and can be detected in human serum. 
Based on titis knowledge, furthat studies can be pursued to look ai the existence of these antlbodiea in 
Gulf War veterans and any corrolation to disease. 

In recommending the portfolio ofGulfWarveleraDa' Ulneasesresearth, the RWG has incorporated the 
""of peer m'iew as a tint guicliog principle • .Research directions, as articulated in sollcltatiO.. for 
research, have been based on emergent peer m'iewed research !1:Sults published in the open literalla, 
and upon ongoing assesaments of the existiog knowledge conducted by independent scientific panels. 
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Background 

Squalene is amatively simple, linear hydrocarbon. It is a naturally occurring molecule in the human 
metahelie process that SYnthesizes cholestl}rol.'. Sq~alene is present in human sebWI! and cell wall 
structures. Squalene is also a component of shark liver oil, some vegetable oils, and plant and animal 
cell membnnes.2 Squalene is an approved dietary supplement in the t)nitecl States, and is listed in the 
Physicians' Desk Reference. Squalene is used co~ially in the cosmetic industry and in sunsc:reen 
products.' 

Epidemiological studies of breast and pancreatic cancer in several Mediterranean populations have 
demonstralecl that increased dietary intake of olive oil, nlll\lnllly high in squalene, is associated with a 
amall deeroased risk or no increased risk of cancet. d!!§pite a higher proportion of ovemllipid intake. 
Experimental animal model studies of high dietary fBI and cancer also indiCBie that olive oil has either 
no effect or a protective effect on the prevention of a variety of chemically induced tumors. As a 
worldng hypothesis, it is proposed thai the high squalene content of olive oil, as oompsred to other 
human foods, is a major factor in the cancer risk-reducing effect of olive oil. E•perimonts in vitro and 
in ani~ models suggest a tumor-inhibiting role for squalene.4 In addition, studies using squalene in 
combination with low-dose pravastatin have demonstralecl combination therapy significantly reduces 
total cholesterol and LDL cholesterol and lncm~SeS HDL cholesterol to a greater .. tent than either 
drug alone! 

Squalene is one of several components of adjuvant fonnulati~ in a variety of vaccines.6 One 
common formulation is MF59. MF59 is a safe, practical, and potent adjuvant for use with human 
vaccines.' Toxicology studies in animal models and Phase 1-m studies in humans have demonstrated 
the safety of MF59 with HSV, HIV, and infloenza vaccines.'·" Hilhers. et al, concluded that 
reactogenicity and stability but not adjuvanticlty of synthetic sulfolipo-polysaccharidelsqualanelwater 
formulations depended on the molecular weight of synthetic sulfolipo-polysaccharide and thai 
synthetic sulfolipo-cycledextrinlsqualanelwatcr is a promising non-mioeral oil a<ljuvant as it combines 
atrong adjuvantlcity (i.e., better than tho mineral oil-basad adjuvant presently applied) with low 
reactogoniclty and good stability." 

However, Lorentzen has reported that the cholesterol pracoraor squalene (C30~0), through 
oonapeclfic activation of the imrnune system, can precipitate arthritis in rats. Using arthritis-prone rBI 
strains to search for disease-triggering factors Bmlli!JI molecules whicb initially induce innate defense 
reactions rather than specific imrnune responses, Lorentzon reponed on the potential for endogenous 
lipids to precipitate arthritis." Jn addition,~ is evidence that in some instances squalene has a 
negative effect on the nervous system. 20-21 

Pamela B. Asa, Ph.D., an uoaffiliated molecular biologist from Memphis, Tennessee and Yan Cao, 
M.D. and Robert F. Gany, Ph.D., from Tulane University, New Orleans, Loulalana have theorized tbat 
illneases aftlicting veterans of the Gulf War are an BIYPical connective tissue disease (an auwirmmme 
disease) resulling from use of the vaccine adjuvant, squalene." TheSe investigators have reportcdiy 
developed an immunoassay for detecting anti-squalene antibodies and used the assay to test blood 
serum samples from various patient and control groups. 

Two atudies reportcdly involved Gulf War veterans. In an unblioded study, samples from 86 Gulf War 
veterans, both haalthy and ill individoals, were tcsted.with 69% tested positive; in 48 samples from 
blood donors tested, S% tested positive; in 40 samples from patients with lupus, 10% teSted positive; in 
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30 chronic fatigue patients tested, IS~ testod positive; in 30 silicone b"'ast implant patients tested, 
10'1& testod positive. Jn a blinded study of 38 deployed individuals whoweno ill,l2 deployed 
indi'liduals who_, healthy, and 6 non-deployed individuals who were ill (all of the non-deployed 
individuals hsd reportedly received the full compliment of immunizations given to. those who were 
deployed to the Gulf theater) 9S% of the deployed ill tested p<isitive for nnti-squalcne antibodies, none 
of the deployed healthy individuals testod positive, and 10090 of the non-deployed ill individuals testod 
positive. They reportedly have found nntlhodies to squalene in 95% of overtly ill "Gulf War 
Syndrome" patients and 100'1& of"GulfWar Syndrome" patients fully immunized for semce in Desert 
Stonn!Desert Shield who did not deplay.23 . 

s 
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Discussion 

Pamela B. Asa, who has wotlced in the area cf rheumatOlogy and silicoru:-gel breast implants, 
pmented a theory cf "human adjuvant disease" and its poSSJ'blelink to Persian Gulf War (POW) 
veterans' illnesses in 1995. She theorized that silicone adjuvant (an agent added to a vaccine to 
increase antigenic response) was responslble for POW veterans developing "human adjuvant 
disease' •24 An independent scientific review cf Dr. Asa'a September 13, 1995 "Report nn Gulf'War 
Syndrome" found the basic hypothesis and s~ evidence presented was based on a series of 
erroneous asanmptinna and unsupported conjc:ctmcs. A similar review by the Medical, Chemical and 
Biolosical Defense Research Program found the basic hypothesis and suppcning evidence presented 
by Dr. Asa were flawed or inaCCilrate. 26 Available Information strongly argues against Dr. Asa's 
hypothesis: 

All vaccines used during tho OulfWar have alona hisloty of safety and Jll, except BOITox that was used under an 
IND, wete licenacd by lite FDA at\1\eriiMofthcGulfWar. 

Since the standan:l immunization aeries is si'YOJI to individuals in basic ancl advanced trainidJ, only a rcladvoly 
$ftlill number of additional vaccines WCJC Jivq prior to or durina deployment to the Paman Gulf, and tho 
previous use of tJt8se vaccines has not tesultecl in problems similar to !hose reported by G~ veterans. 

All vacc:inc lots are individually licensed for safoty and efficacy. 'The vaccines usee!. d!ereforc.~n~ unlikely to be 
contami\'\&ted or of low quality. 

The only adjuvant used in the vaccillCS givcntoOWfWI! persanntl was alum. 

Seven! recent stlldies have failed to show any association between siticone-sel implaniS and lncreasod incidence 
of connoctl~ tissue di5CISO. There is little supponins cvidcnca, other limn anccdotll roports. that sDicono-pl 
implants cause an incrcue in conncr;dve tissue diseases or hwnan adjln'lnt disease. 

Dr. Asa's current work focuses on the pmenc:e of antibodies to squalene in a cohort of 142 Gulf War 
era vetenms or military employees. She theorizes that"Gulf War Syndrome" manifests a spectrum of 
sisns and symptoms similar to that of other atypical connectivetissue·diseases and .that most "Gulf 
War Syndrome" patients have serum anlihoclies to squalene, an immunolosical adjuvant. The study 
protocol attributes the h~ to findings in one (I) patient from a NIH-sponsored trial using · 
squalene as an adjuvant. The fmdings of tbio current unpublished work appuently originate from 
samples collected under thiB protocol. It is unknown If informed consent was obtained from . 
individuals submitting samples for testing or if an lllstitutinnal Review Board (IRB) reviewed and 
approved the research proioco!. The findings from the study must be interpreted with caution as 
flawed methodology including biased sample sdoction and potential confounclots - any potential 
association. The following information also slrongly argues against tho current hypothesis: 

If, in fact. aab"bodies 10 squalene an ptetent in OulfWar velm'lmS, tho clinical significance of fil'ldinJ tbalo 
antibodies iD human~ is Wlltnowtl. Squatcaa is norm.ny pNSCnt in lroumns u part of the body" a productlon of 
chole.sterol. Jn addition, it is fotmd: ia human aelnlm (skill oUs) and plant and animal cell membranM. Aaliboclies 
to cholesterol iD hmnans In COmlt\OI!o_4l 

Thae may be allemative explanalions for lbc ~ lebotalory fin<fin&S iaclwling: d-ofna11l311y 
occuniaJ squalene; cross-Raetioa with compouruk sirrulll' to squalene;. elevated levels of SQil8lenc due 10 a kno~ 
or unknown diaeuc: process causing or associated with hwnan illnesses; or labotatory error or COrltlminanl. 
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If in fact anti·squalcne antibodiea are present in the blood of Gulf War-era veterans, this ii not sufficient to 
establish an association of squalene or squalene antibodies with any illness(e.s) amon1 OulfWarveterans. 

The assay for anti-squalene antibocJ~ which indepc:nclfmt researchers at Tulane t.Tnivaity developed, has not 
been validated at Olhcr laboratories nor have tbeir findings been subjocted to minimal peer teview throuJh 
publication in the tciemific literature. 

No experimental adjuvants ware used by lbc milltar)' in vaccines admini~ to deployiiiJ ~tar)' pcnoaaeL 

The anthrax vacdne administered to HtYb members during ate Ou!fWar and sivcn to them noW did not and 
does not contaia squaleno. 

The Army Swpo~~ General has verified that the anthrax vaecine was never produced at any lijtenWO production 
facilities in the U.S. durirti tbc OulfWar, and aatltral vaccine production at the Michiaan Bioloaic Products 
Institute (MD PI. now BioPort) never coataiud squtene. SIInford R.esoarch Institute. Inmnational hai m:ently 
compleled verification tcsdna for squalene on 6Ims of anlhrax vaccine and confirmed that no squalee was 
detectable in any of the vials. 

'1'bere arc no data demcm.stratins increaied rates ofautoantiboc:lia in iU dulfWar veterans. 

UnfortUnately. we ·cannot be sure that antibodi.e& to a synthetic squalene adjuvant w~ actually 
detected. The authot> reportedly used a variation of a previous! y described assay. 27 This technique 
was used to claim findings of tho fuSt oviderice from a blinded study of tho existence of a laboratory 
marker tliat correlates with tho severity oflocal and systemic complications in silicone breast Implant 
rociplonts. The assay in question detects anu'bodies. not to silicone, but to a synthetic polymer whoso 
characteristics have not been fully desaibed. In subsequent letters to tho editor, many noted tho 
methodological flaws in tho study, argued that since the antibody is not asalnst silicone, there was no 
reason to suppose tho implants had an'y!hing to do with tho symptoms or antipolymor antibody assay 
test IOSults, and noted that tho investigators had reported similar high seroactivity in fibromyalgia 

. patients.18 A Committee nanted by tho Institute of Medicine OOM) n:cently reported that a~ 
study of all the evidence indicates that women with silicone· breast implants are no mom likely to 
develop chronic disease than women without tho implants. Tbe !OM Commlttoo did not addross 
antipolymer antibodies; however, they stated that''Tbe clinical significance of a recently described 
antipolymer antibody test is unclear, although tho polymer in question is not silicone or silicon 
containing, and it is exuemely unlikely that it measUIOS an antisilicone anU'body.'"' Dr. Oar!y and 
Tulane University reportedly =eived a U.S. patent in 1997 for a antipolymor antibody (APA) assay 
for partially pol ymerizod acrylamido71• . 

In a letter from Dr. Gerry to DoD, Re: Anti..Squalene Anu'bodlos. dated May 7, 1999, Dr. Gerry 
iofomted DoD that Tulane University MO!Iical Center bad applied for a patent on tho use of anti
squalene antibodies in assessing Gulf War Syndrome. Dr. Geay also iofomted DoD that Tulane was 
tho sole owner of tho intellectual pmpeity provided in tho letter of May 7, and that DoD should share 
tho data only with those who have a specific need to know. In this letter, Dr. Geay reviewed tho 
specifics of tho anti-squalene antibody assay, or ASA Assay, that=- tho binding of 80lUDl 
immunoglobulins to squalene. 

Dr. Gaiiy provided the manuscript outlining the details of his proposed assay to tho Office of tho 
Surgeon Genolll (OTSG) U.S. Army, for review. 1'1 was tho opinion of tho reviewers, COL Alving and 
Dr. Matyas. that there wm "dozens of important technical and theoretical flaws" in tho assay - many 
dosuribed by COL Alving as "fatal flavn.'' Dr. Gury bad informed COL Alving and Dr. Matyas that, 
••even in the absence of peer...rev~wed·scientlfic vali~ation, the patent rights to the technology for 
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mtasUring antibodies to squal- had been exclusively licensed by Tulane University for commercial 
development by a company called, Autoimm\1110 Technologies. L.L.C." According to COL Alving, 
Dr. Gerry was also unaware of tbe scientific li-tuno that exists on antibodies .to .cbolestmol. 

Exce!p!S of tbe General Accountiag Office (GAO) report entitled, "Gulf War Dlnesses: Questions 
about the Presence of Squalene Antibodies In Veterans can be Resolved» alated that Independent 
researchers had developed a test based on a Westem blot asaay and had detected antibodies to aqualene 
in tbe blood of sick Gulf War veterans. If the delcription of the test described in the GAO report is 
accurate, there are some tecbolcal points that would seem to invalidate such a test: 

Squalene is a non--charpd Ions c:hain hydrocarbon dull would not be expected to miJra1e on a gel sucb as ~ufml 
in a Western blot assay. 

Because Jqualene lacks c:harp, it would not be expected 10 transfer _to nitrocellulose aa is done baa Western blot 
"'"Y· 

A recently released Vanity Fair article. "The Pentagon's Toxic. Secret," alleges·that tbe Department of 
Defense possibly used uan illicit and secret anthru. vaccine" on its own soldiers.31 According to a 
Vanity Fair news ndease, "'the licensed formula for ... anthrax vaccine may have been altered-. without 
formal FDA approval, to'contain an experimental, and potentialiy dangerous, additive. The additive
squal~mproves vaccine effectiveness but causes incurable, diseases in lab animals and may be the 
cause of some cases of Gulf War syndrome." Tho author refers to do!:lassified DoD documents from 
tbe Gulf War era that report on plans to expand tbe availability of a variety of vaccines. Some of the 
documents have been available for over two years on tbe Department's Gulfi..JNK. website. The Vanity 
Fair article also suggests that the modified anll)rax vancine "may be part oftbe stockpile now being 
administered in the wake of the DoD's December 199'7 decision to immunize 2.4 million people in tbe 
armed serviCes against anthrax." ' · · 

The speeulalions, allegations and reported "clinical evidence" are not new. A Washington Times 
article, "Antl·HIV mix found in Gnlf vetemns," alleged that there waa evidence of squalene, an 
experimental vacCine adjuvant, in the blood of ill Gulf War veterans.32 Subsequent JnsJghl on the 
New• artic}ea included "Sickness and Secrecy," '"!'be Gulf War Mystery," "GulfWu Mystery and 
HIV," "B-'<tluoush on GnlfWar Dlness,• and "GAO Calls for Squalene Tests."'"" A NewsWatch 
Associate editor presented a !Ovlcw of the p~s allegations entitled "Vanity Scare" in May 1999." 

On March 29, 1999, Congressman Jack Metcalf (Waahington) announced tbe ~ .... of a GAO report, 
which be had IOCjuested, regarding squalene antibodies In ve~etans suffering from Gulf War illnesses. 
Tho GAO Report, "Gulf War Dlneases: Questions about the Presenoe of Squalene Antibodies in 
Veterans can be Resolved" {GAOINSIAW9·Sl recommended that DoD "conduct research designed 
to replicate or dispute tbe independent- ~ults that revealed tbe presence of squw
antibodies in tbe blood of ill GulfWar-018 veterans."" The GAO did a limited literature review for 
their investigation. The GAO ineotrectly stated in tbe final report that DoD bed not responded to the 
findings of Dr. Asa. The GAO also alated that DoD could "develop such an asaay inexpensively and 
test it on a sample of sick GnlfWar-018 veterans." Tho GAO took for fact that antibodies to squalene 
are preaent in tbe blood of ill GnlfWar veterans and fa!led to cite p!Ovlous reviews oftbe isaue, 
including tbe reviews by tbe FDA and the Senate Special Investigations UniL The GAO did not 
comment on the ethical' conduct of tho -.including informed consent and IRB review of the 
protocol. Tho GAO did note that Cbiwn and Ribi JmmunoCbem repottad that their squalene adjuvant 
formulation had been tested on over 9,000 and 1,000 hnman subjects, respectively. 
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The presence of anti-squalene anuDodies in the blood of Gulf War era veterans would not establish an 
association of squalene or squalene antlbodles with illnesses among Gulf War veterans. The clinical 
significance of finding antibodies to squalene in humans, if antibodies to squalene do in fact exist, is 
unknown. Squaletie is normally present in humans as part of the body's production of cholesteroL R 
is found in human sebum (skin oiis) and plant and animal cell membranes. The scientific work thSf 
bas been done on squalene's role in human health and disease nOtes the positive effects of dietary 
squalene on cancer prevention and cholesterol regulation and the safety and efficacy of squalane as a 
vaccine adjuvant. There may be alternative explanations for the reponed laboratory findings 
including: detection ·or antibodies to cholesterol;,...' detection of antibodies to naturally occurring 
squalene; cross-resction with compounds Similar to squalene; elevated levels of squalene due to a 
known or unknown disease process causing or associated with human illnesses; or laboratoty error ot 
c®Ummet · 

The assay for anti-.qualene antibodies developod by indePendent resean:bers at Tulane University bss 
not been minimally validated through poblication in the scientific literature. The investigators have 
reportedly submitted a mariuscript to a peer-l'cvicwed medical journal; to date, however, this effort 
apparentiy bss not been sncoessful. Until their findings are published in the scientific lite~ 
reviewed by other scientists, and replicated by independent resean:h, we cannot make a reasonable 
judgmant on wbether antibodies to squalene exist and if so, why antibodies to squalane are fotmd in the 
blood of Gulf War veterans. 

There is no basis for believing that Gulf War er& veter&Ds ware exposed to squalene-containing 
vaccines. Military members did not,_;,. any vaccines containing squalene during the Gulf War. 
Thare is absolutely no evidence that Gulf War veterans or otber U.S. service membera ,_;ved 
"modified anthrax vaccine" or "experimental• AJDS vaccines. Approximately 8,000 ~ce members 
deployed to the Gulf did ,_;ve botulinum toxoid vaccine ss an investigational new drug. The MBPI, 
producer of vaccines agsinst the biological warfare agents anthrax and botulinum toxoid, verified that 
they have never used adjuvant formulations containing squalene in their vaccines. 

In their investigations of iDnesses among Gulf War veter&os, the Senate Special Inveslisa!ions Unit 
(S!U) assessed the theory that vaccines used during the Gulf War contained squa!One."' ·In their report, 
the SIU states thai according to the Food and Drug Administration (FDA). squalene can be contained 
in a vaccine due to two.clifferent processes: I) as an adjuvan4 which is an agent to enhance the immune· 
response; 2) in minute quantities in varcines manofacturecl using eggs, since eggs are rich in squalene 
and cholesterol. The FDA verified that none of the vaccines used during the GulfWir contained 
squalene ss an adjuvant The SIU found no credible information to the contrary. A recent aasessi!IO!l! 
by the Canadian military verified that no squalene was present in any vaccines used by their fol<es.45 

' 
Since the Gulf War, squalane bss been a COIIIpollOQ.t of vaccines undergoing limited resting by the 
Walter Reed Army Institute of Research (WRAlll). Volunteers ,_;ved the vaccines in well
conuolled stuclies that followed Food and DN& Administration (FDA) regulations. Squalene Is one of 
sevoral components of the adjuvants fOUDd in eac!h of two v8ccine products underaoing testing by 
WRAIR. Pharmaceutical grade squalene is used to produce the oil emulsion used in these vaccine 
products. The eJ<act compositions of the adjuvant in these vacCines are proprietary and belong·to DoD 
_Coopenttive Research and Development Agreement (CRDA) partners. Development, evaluation, and 
FDA npproval for the use of these adjuvant systems has been oonducted by DoD CRDA partDeiS and 
WRAIR. The two vaccines are investigational products for the P"'vention of malaria and human 
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immnnodeficiO\IC}' virus (HIV) infedion. lnfonnation on the study on the HlV vaccine he& not yet 
been published lllld is <Xlll&idered proprietary information. Information on the study involving malaria 
vaccine bas been published in the scientific literat=.46 

Prior to its uae in humans, ~vaccines containing the emuls.ion underwent extensive FDA-mandated 
Ooocl Laboratocy Pxactic:es ropoat dose toxicology studies involving rodents, rabbits, guinea pigs and 
nonhuman primates. The details of these studies (four volumes) were filed with' the FDA as part of the 
Investigational Now Drug (lND) application. The.studies revealed anticipsted inflammatocy responses 
surrounding the site of injection. No gross changes were observed. No laboratory abnormalities were 
folllld. 

The Office of the Army Surgeon General (OTSG) requested an update in early May 1999 on 
investigstions, tests, and projects to investisate alleptiona regarding squalene in the anthrax vaccine 
and plans for developing an assay for squalene antibodies." In the update, tho Army stated that all lots 
. of the anthrax vaccine nolee&Od by DnD would be tested and that current testing to dele by Stanford 
Resean:h Institute Internstional, confinned that no squalene we& detectable in any of the vials. FDA is 
doing additional !eating. 

The RWG is confroilted with the prospect of antibodies to squalene in the bleed of Gulf war veterans 
as oddressed in the GAO report and also in the articles that appeared in the journal Insight, VGIIit)l Fair, 
and various other media. These articles sussest that antibodies to squalene may be linked 10 "Gulf 
War Syndrome ... However. the more important question is whether or not antihodieS to squalene 
actually exist. Since squalene is being used as an adjuvant in some of the newer vaccines, this question 
becomes of interest not only to the milltacy but also to the general public. Squalene is also being . 
examined as a dietscy supplement that reduces the risk of cancer fonnation. 

Squalene may not be immunogenetic by itself, but under some·circumJtances antibodies to the 
compound may arise. Although antibodies to cholesterol and possibly squalene occur nalutally, this 
does not neceasarily mean they do not have an edverse effect. The dynamics of the system and the 
tbreahold at which an autoimmun~like situation may arise are not known. 

The RWG commitment to GnlfWar veterans and civilian and Federal resean:bers is to support lllld 
fund research on potential causes of illnesses in Gulf War veterans. The RWG is intetested in looking 
at wbethor illnesses in service membets may be associated with a specific antigenic marker, such as 
ann'bodies to squalene. However, the RWG found no indication that squalene was ever used as an 
llljovant in the anthrax vaccine and concurs with the DnD and FDA finding that no vaccinea with 
squalene-containing adjuvants wore given 10 U.S. troops deploying 10 the Gulf War. To investigate the 
squalene hypotheals, a scientifically prevon test for squalene antibodies is needed. In responae to a 
DnD so!icilation for ICSOIIrCb on iDnessos among Gulf War veterans, a DoD investigater and nationally 
nocognizod expert in antibodies to cholesterollllld other lipids submitted a research proposaiiO 
detenninc the feasibility of developing a eeat for antibodies to squalene. Tho RWG recommended DoD 
fund this proposal. However, in aecordance with the scientific peer review evaluation, the study was 
recommended for funding only for the purpose of determining whether anubodies for sqnaleno are 
actually present. The n>COI1llll0Dded funding level was $582,756. The RWG will follow closaly the 
results. of this work. · If other scientist submits for fundin& a rosesrch proposal for l'urtlter studies of the 
allesed findings of antibodies 10 squalene, the RWG shauld ensure. that the proposal receives scientifie 
lllld propmmatic evalnation. 
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In R<OIIIIIlonding the portfolio of Gulf War veterans' illnesses resean:h, the. RWG bas Incorporated the 
use of peer review as a first guiding principle. Research directions, as articulated in solicitations for 
resean:h, bave been based on emergent peer reviewed resean:b results published in the opeu literature, 
and 0111oing assessment~ of the existing knowledge conducted by independent acientific penels. There 
is no evidence to suppott the allegations that squalene was used as a vaccine component in vaccines 
admini&tored to Gulf War veterans. Based on current knowledge, the presence or absence of squalene 
antibodies does not appeer to be important in the eV111uation, diagnosis, and treatmelit of Gulf War 
veteran~ for autoimmune disease, rheumatic symptoms. or other illnesses. 

·The lllistqnsentation of this work and allegations of an ongoing conspiracy by the media and others is 
troubling. These allegations may in fact he contributiog to OulfWar veterans' illnesses through 
exacerbation of the somatic distress of patients by heightening their fears and pessimistic expoetations 
and prolonging their disability. The currently limded stUdy should provide adequate scientific 
evidence to resolve the issue of whether squalene antibodies exist and can be detected in human serum. 
Based on this knowledge. further stucliea can be pursued to look at the existence oftbeae antibodles in 
Oulf War veterans and their correlation to disease. 
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REPORT TO CONGRESS 

GULF WAR I.UNESS 

Development and Validation of an Assay to Test for the Presence of 
Squalene Antibodies 



Executive Summary 

This Report has been preparod in response to a requirement of the 106" Congress, Houae of 
ReplOSOiltatives, Report.!06-244, 2000 Department of Defense Appropriations Bill: 

The Committee CODCUIS with the findings of a recent GAO teport on squalene antibodiea and is 
concerned by the Department~ reluctance to teat for squalene antibodies since squalene is a 
potential contributing factor in ilinasses of veterana of the Persian Gulf W u. The Seciolary of 
Defense is directed to develop and/or validate the assay to test for the preaence of squalene . 
autibodies. A report detailing the proposals to cany out this requirement shall be submitted to the 
Committee by lanuary I, iooo. 

A May 1999 VDIIity Fair article, "The Pentagon's Toxic Seem," alleged that tbe Depattment of 
Defense possibly used "an illicit and seem anthrax vaccine" on its own soldicrs.31 According to a 
Vanity Fair news release, "the licensed fonnula for ... aathrax vaccine may haVe been alten:d, without 
formal FDA approval, to contain an experintental, and potentially dangerous, additive," squalene, lhBI 
reportedly "csusea incnrsble diseases in lab animals and may be the cause of snme cases of Gulf War 
syndrome." The Vanily Fair article went on to suggest that tbe modified anthrax vaccine "msy be part 
of the stockpile now being administeted in the wake of the DoD's December 1997 decision to 
immunize 2.4 million people in tbe armed servicea agsinst anthrax." A NewsWatcb Associate editor 
presented an opposing review of the allegations entitled .. Vanity Scare" in May 1999.31 

On March 29, 1999, Congressman Jack Metcalf aunounced the release of a General Accounting Office 
(GAO) teport, which he had requested, regardins squalene antibodies in veterans suffeting from Gulf 
War illnessea. The GAO Report, "Gulf War Dlnesses: Questions about the Pmence of Squalene 
Antibodies in Veteians Can be Resolved" (GAOINSIAD-99-S) recommended lhBI DoD "conduct 
rcseorcb designed to rqilicate or dispute the unpubliabed independent researcb reJUlts lhBI revealed the 
presence of squalene antll>odles in the blood of ill Gulf War-era Veterans.'"' 

!D its investigations of illnessea among Gulf War vetenns, the Senste Special Investigations Unit 
(SID) found no credible jnformstion indicating that vaccines used doting tho Gulf War contained 
squalene."' !D its report, the S1U ststed !bat according to the Food and Drug Administration (FDA), 
squalene can be contained in a vacuine due to two different processes: I) as an adjuvan~ whicb is an 
agent to euhance the immune mponse: or 2) in minute quantitiea in vaccines manufactured usins esp, 
since eggS are rich in squalene and cholesterol The FDA verllied lhBI none of the vnccines used· 
doting the Gulf War contaieed squalene as sn adjuvant. · · 

To investigate the squalene hypothesis, a scientifically proven teat for sqi>alene antibodies is needed to 
assess wbether Gulf War veterans have antibodies to squalene. In response to a DoD sollcltatioa for 
rcseorcb on iDneasea emong Gulf War veterans, a DoD investigator and nationally recognized expert 
on antibodies to choleSterol and other lipids submitted a teSOUCh proposal to delemtine the ~billty 
of developing a test for antibodies to squalene. 

The fundad research project to determine whether antibodies to squalene exist has five main 
objectives: · 

1) Development and validation of an ELISA assay for antibodies to squaiene. 
2) Evaluation and potential development of other asssys for antibodies to squalene. 



3) Development of a pcsiti•e cbDtrol anll'body to squalene. 
4) l'roduttion of the positive control antibody to squl\lene for use in the .... ,.. 
S) Testing of normal hUman serum fer antibodies to squalene by EIJSA ond other methcds. 

'!'be DoD funded study should provide adequale &Cientific evidence to resolve the· issue of whether 
squalene anll'bodies exist and can be dete<tod in hiunaD sonnn. 



Background 

squa~ ... is a relatively simple, linear bydro<:arbon. It is a natutally occurring molecule in the buman 
metabolic J)lOCC$$ that synthesizes cbolestero1.1 Squalcoe is present in human sebum and cell wall 
siiUCtures. Squaleoe is also a component of shark liver oil, some 110getable oils, and plant and animal 
oeli membranes.' It is licensed by the FDA ss a dietary supplement in the United Stotes aod is listed in 
the Physicians' JHsk Rqereru:e. Squalene is nsed collllDOICially in the cosmetic industry and in 

........... > sunscreen ~"-.._ ..... ts. . 

· Epidemiological studies of breast and pancreolic cancer in several Meditetranean pcpulations have 
demonstrated ihat incressed dietary intake of olive oil. is associated with a small decreased risk a; no. 
increased risk of cancer, despito a higher proportion of ovorall lipid intake. Experimental animal 
modo! studies of high dietary fat and cancer alao indicate that olive oil has either no effect or a 
protedivc effect on the prevention ofa variety of cbemlcally induce<ttumors. As a worlcing 
hypothesis, itis proposed that the high squalene content of olive oil, aa compared 10 other human 
foods, is a major factor in the cancer risk-reducing effect of olive oil. Experiments in vitro and in 
animal models suggest a tumor-inhibiting role for squalene. 4 In addition, studies using squalene in 
combination with low-dose pmvaatatin have demonstrared combination thempy signiflcandy reduces 
total cbolestorol and LDL cholestert>l and incressaa HDL cholesteroltu a greater extent than either 
diUgalone.' · 

Squalene is one of several componeets of adjuvant formulations in a variety of vaccines.' One 
common funnuladon is MF59. MF59 is a safe, practical, and potent adjuvant for use with human 
vaccines.' Toxicology studies in animal models and Phase 1-m studies in homans have demonstrared 
the safety ofMFS9 with HSV, HIV, aed influeeza vaccines. 7"17 Hilhers, eta!, concluded that 
resctogenicity and stability but not adjuvanticity of synthetic sulfolipo-pclysaccharidelsqualanolwater 
f<>nnulations depended on the mclccolar weight of synthetic sulfolipc>-polyseccharide aed that . 
synthedc sulfollpo-cyclodextrin/squalanolw- is a promising non-mineral oU adjuvant es it coinblnes 
strong adjuvanticity (i.e. better than the mineral oil·besed adjuvant presendy applied) with low 
ICBCIOgcnicity and good stability. 11 

However, Lorentzen has reported that the cholo.storol precunor sqUalene (C30H!l0), througb_ 
nonspecific activation of the immuno system, can precipitite arthritis in rats. Using arthritis-prone rat 
strains to search for diseeso-triggaring factots among molecules which inilially induce innate defense 
reectlons ITilher than specific immune responses, Lorentzen .epcrted on the pctontial for endngenous 
lipids to preclpitato arthritis." I'll addid~ thete is evidence that in some instances squalene has a 
neptive effoct on the nervous system. 

Pamela B. Asa, Pb.D., in unaf!iliated molecular biolosist from Memphis, Tennessee and Yan cao, 
M.D. and Robert F. Garry, Ph.D., from Tulane Univendty, New Orleans, Louisiana have theorized that 
illnessos afflicting veterans of the Gulf War are an. atypical conneCtive tissue diMU6 (an autoimmune 
diseese) ,..ulting from use of the vaccine acljuvant, squalene .... " These inV""'ipton have roportedly 
developed an immunoesesy for detoctlng anti-squalene antibodies and used the aesay to teat blood . 
setUIIl samplea from various patient and control ...,ups. 
To investigate this hypothesis, DoD has fUnded a scientific progmm wbicb will answer several major 
questions. Initially, the research staff will determine if andbodies to squalene exist and if an aesay Cllll 

be developed to detect and quantify thaae antibodies. In addition, an animal. model will be used to 
induce anti-squalene antibodies to use as positive controls to characterize anti-equalene antibodies in 



humans; If a positive antibody response to squalme can be induced in inicc, then nonnal human serum 
can be teSted for possible antibodies to squalene. Nex~ the research program will focus on qualitative 
detection of squalene and development of a chemical assay. Finally,lbe ~program will · 
exaininc the biological implications of anti'bodies to squalene. 



Discussion 

l'atnela B. Asa, who bas worlted in the area of rheumatology !llld silicone-gel breast implllllt&, 
presented a theory in 1995 of "humllll adjuvant disease' !llld its possible liDk to Persian Gulf War 
(POW) v-· Dlnesses. She theorized that silicone adjuvant (an agent added to a vaccine to 
in=ase antipnic teSponse) wu responsible for PGW veterans developing 'human adjuvant 
disease .... A scientific review ptepared by an independent non·governmental medical expert on 
September 13, 1995 of Dr. Asa's ''Repott on Gulf War Syndrome" found the buic hypothesis !llld 
supporting evidence -tad wu basad on a series of enoneous assumptions and unsupported 
conjecturea. 25 A sb!War review by the Medical, Chemical and Biological Defense Research Prognm> 
found the hesic hypothesis and supportlrig evidence presented by Dr. Asa were flawed or inaccurate.26 

Available information also strongly argues against Dr. Asa's hypothesis: 

All v~ina uud durina the Gulf War haw a long hl!tory of safety and all, except BotTox dtat was UHd under an 
ln'JCSiiptiODII New Drug (IND), wme licensod by the FDA az the time of the Gulf War. 

Sinco the standard immunization series is given 10 individuals in buic and advanced training,. only a relatively 
small numb8r of additional v-=cines were Jiveil durin, deployment to the Persian Gulf'. and the previ~us use 
of these vaccines has not resulted in problema similar to !hose n:ported by GW vt~terans. 

All \'ICCine lou are individually licensed fOr safety and efficacy. The vacciDCS used, thereforc,.n unHkely to be 
c:onbUIIinatcdcroflowqualil)!.· 

The only adjuvant used in lhe vaccines Biven to Gulf War personnel was alum. Alum is an pPA·approved 
adjuvant with a long biscory of safety. 11 hu beCu Jivea to millions of people worldwide without significant 
problema. No experimental adJuvants WCR used by the military. 

'Thore arc no rcporu of alum causing hwnan adjUYIIIIt dilliiUC or any other chronic disease. 

"l'bln an no reports of chronic Inflammatory respQnSeS atlhc sites of immunization with vaccines contai:Dlna alum 
as would lie expected if human adjuYaDt diaoue Were to occur. 

Several m:ent studies have failed to &bow any association bet wan aiUcone--gel im.plults and incteUed. iDciclence 
of coldleCil~ liuue ditease; 'Thme is Uttte supportina eWtence, ether than anecdotal npons, that sillconc-pl 
imp!Mll eaus& an iacrease in connective liHue disea&ll or human adjuvant cli1eu8. 

Dr. Asa's c:urrent work focuses on the -ce of antibOdies to squalene in a cohort of 142 Gulf War· 
era veterans or millrary employees. She theorizes the! "Gulf War Syndrome" manifests a spectrum of 
signs and symptoms shnllar to that of other atypical COIIIIOC!ive tiasue diseases !llld that most "Guuf 
War Syndrome" patient& bave serum antibodies to squaielle, an illimunological adjuvanL The study 
protocolattnlrotes the~ to findings in one (I) patient from a NIH-sponsored trial using 
squalene as an adjuvanL The findinp of.the ,_ UDpublishad work apparently.originate from 
samples collected under this protocol. It is uDknOWDlf infomtad consent was obtained from 
individuals submiltlng samples for testing or if an lnstitudonal Review Board {lRB) "'viewed !llld 
approved the researeb protocol. Review of the clmft manuseript indicares the basic hypotbeais !llld 
supporting evidence pteSented u flawed or inaccunite. The findinp from the study must be 
interpreted with caution as flawed methodology including biased sample selection and potential 
cofounders weaken any potential association. The following information also strongly argues against 
the current hypothesis: 

If in fact antibodies to squalene arc pmcnt in Gulf War veterans, the clinical siJnjficante of finding thcee 
. antibodies in humans is unknown. Squalene is nonnaJly present in humans as part of the body's produclion of 



cholesteroL In addition, it is fo11nd in humaD sebum (skin oils) and plant and animal ceU membranes. Antibodies 
to cholesterol in humans arc common. 

There may be llremadvo opllriiWohs for 1he rcportlK1Jabotatory finclirlp, itleludias: dctec:ljon of nattnlly 
occunins squaltnc; CJOSHNCtion with compounds similar to squalene; elevated Jove.Js of squaleoe due to a known 
or unknown disease procc11 Causing human illnciiC&, or;·laboratory error or eqntaminant. 

· If in fact anti--squaleao antibodies aro pMsent in lhe blood of OulfWar-era veterans, this is not sufficient 10 
escabUsb an aiSOciadon of squalene or squalene ana"bodies with any illness(es) amona Gulf War veterans. 

The assay for and-squalene antibodies, which iDdcpcndent reu.ardlers at Tulane University dcvoloped, has not 
beal validared 11 other laboratories nor have tbelr findiDxs been subjected to minimal peer review through 
pubUcatioa in dte scientifx: literatwe. 

The only adjuvant used in lhc. vaccines siven to GuJfWar pmomlCI was alum. Alum is an PD~·apptoVccl 
adjuvant with alonJ hiltory of safety. It hu ~ aiveo to millionl of people. worldwide widtout slgiri.ficant 
problems. No uperimonlal adjuvants were UICid by the military. 

The anthrax ~no siven to service mcmbcn durina dle Gulf War and subsequently did nOt and. doos not contain 
squalene. 

The Azm.y Surpon 6metal has verified thai lha amhrax w.ccinc was never produced at all)' a1terrWe production 
facilities in the U.S. durins the OuJfWar, and iathrU. vaccine p-od~lion at the MichipD Bioloafc Products 
Instibue (MBPl, now BioPort) never contained aqaleM. Stanford Research Insti~ International bas rec:ently 
completed wrification teadng for squalene on 6lot11 of anthrax vaccine and verified that no aqualcm waa 
deteclable in any of the vials. 

There are no datademonSinlting increued ratoi of autoantibodies in ill OulfWar vetcnM. · 

Unfortunately, we cannot be sure that tho theOrists octllally detected antibodies to a syntbetic squalelle 
Blljuvant in tho veterans they tested. Tbey reportedly used a variation of a previously described 
assay."' This toclmique was used to claim findings of the first evidence from a blinded study of tho 
existeace of a laboratory marker that correlates with the severity of local and systemic complicati011s in 
silicone bmtat implant recipients. Tbe assay in question detects antibodies, not to slllcono, but to a 
synthetic polymer whose characteristics have not been fUlly described. In subsequent letters to the 
editor, many noted the ~odologlcal flaws in the study, argued that since the antibody is not against 
silicone, then= was no reason to suppose the implants had linythlng to do with the symptomll or 
anti polymer ann'body assay test results, and noted that the investigators had reported similar high 
seroactivity in fibrcmyalgla patients.'" A Committee named by the Institute of Medicine (IOM) 
recently reportad that a careful study of all tho evidence indicates that women with illlcone breast 
implants are no 1110re lil<ely to develop chronic disease than women without the implants. Tbe IOM 
Committee did not addles& antipolymer ontibodiea; however, they stated that ''The cliDical slgnlflcance 
of a """'ntly deseribed antipolymer antibody test is unclear, although the polymer in queati011ls not 
silicone or silicon containing, and it is oxtremoly utlllkoly that it measwos an antlsllicone antibody.'"" 

Dr. Garry and Tulane University reportedly rec:eivad a U.S. patent in 1997 for an way that could 
detect antibodies to polymers, of which squaleae is one. In a letter from Dr. Garry to DoD, Re: Anti· 
Squalene Anu'bodies, dated May 7, 1999, Dr. Garry lnfonnad Doi5 that Tulane UniveJSity Madical 
Center had applied for a patent on the use of anti-squalene antibodies in assessing Gulf War Syndrome. 
Dr. Garry also lnfonnad DoD that Tulane was the sole owner of the inteUeciUal property proVIded in 
tho lOtter of May 7, and that DoD should share the deta only with those who have a specific nead to 
know. In this letter, Dr. Garry reviewed the specifics of the anti-squalene antibody assay, or ASA 
Assay, that measures the binding of serom immunoglobulins to squalene. 



The Office of tho Anny Surgeon Gonoral (OTSG) ""!UCStod an update in early May 1999 on 
investigations, tests. and projects to investigate allegations regarding squalene in tho antbnx vaccine 
and plans for developing an assay for squalene andbodies.30 In tho update, the Anny stated that all lots 
of the antbnx vaccine released by Dol> would be testod and !hot cdrrebt testing to date by Stanford 
Research Institute, International confirmed tbat no squalene was detectable in any of tho vials. The 
FDA is doing additional testing. Dr. Garry providad tbe manuscript outlining the details of his 
proposed assay to OTSG for ~eview. It was tho opinion of COL Alving and Dr. Matyas that there were 
"dozens of important teclmioal and tbeoretioal flaws" in the assay-many described by COL Alving as 
"fatal !laws." Dr. (larry had informed COL Alving and Dr. Matyas that, "even in the absence of pccr
"'viewed scientific validlition, tho patent rights to tho techoology for measuring anti"bodies to squalene 
had been exclusively licensed by Tulane Ullivarsity for commetcial deVelopment by a I'OIIIpany called, 
Autoimmune Tcchoologies, L.L.C." Dr. Gany was WJaw""' of tbe acientific lifelalure that exists on 
antibodies to cholesterol. When informed of tho antibodies to cholesterol by COL Alving, Dr. Garry 
''agleed that the purportod antibodies that he observed might well represent antibodies that ~e~ct with 
cholesterol." 

Exoetpts of the GAO report entitled, "Gulf War Dlnesses: Questions about tho PJ:eseuce of Squalene 
Antibodies in Veterans Can be Resolved" statod that independent researchers had developed a test 
based on a Western blot assay and had detected anb"bodiesto squalene in tho blood of sick Gulf War 
veterans. If the description of tho test described in the GAO report Is accurate, there are some 
tochllioal points that would seem to invalidate such a test: 

Squalene is a non-charged loq: chain hydrocarbon that would not be expected to mipate on a get sudl as required 
ina Western blot assay. 

Bacav.ae squalene lacks charJc. it would not be expoc:tocl to transfer to nitrocellulose u Is done in a Westem blot -· On March 29, 1999, Congressman Jack Metoslf (Wasltington) announced the release of a GAO report, 
which he bad requestod, regarding squalene antibodies in veterans suffering from GulfWar illnesses. 
The GAO Report, "Gulf War Dlncsses: Questions obout the PJ:eseuco of Squalooc Antibodies in 
Veterans Can be Resolved" (GAO/NSIAD-99-S) recommendad that DoD "conduct resesrcb designed 
to Ieplic:ate or dispute the independent J:eSearCb JeSUits that revealed the presence of squalene 
ontibodios in the blood of ill Gulf War-ora vetetans.'.» Tbc GAO did not comment .on tho ethical 
conduct oftbe research including a ~equirement for infonned consent end IRB review of the protocol. 
The GAO did note that Chiron and Ribi JmmunoChom reportod that thoir squalene adjuvant 
formulation had been testod on over 9,000 .and 1,000 human subjects, respectively. · 

The clillioal sigllificance of fmding antibodies to squalene is unknown. Squalene is normally present 
in bUIIIIIDS as part of the body's production of cholesterol It is found in human sebum (skin oils). and 
plant and onimal cell membranes. Tbc scientific work that has been done on squalene's role in human 
hoalth and disesse notes tho positive effects of dietary squalene on cancer prevention and choleswrol 
regulation and tho safety and efficacy of squalooc as a vaccine adjuvanL There may be alternative 
explanations for the reportod laboratory findings, iucluding: detection of antibodies to cholesterol;"'" 
detection of antibodies to naturally occurring squaler..; cross-reaction with compclllllds simlla.r to 
squalane; elevated levels of squalene due to a known or unknown disesse procesa causing human 
mnf$Ses, or; laboratory error or contaminant. 

Tbc assay for anti-squalene antibodies developed by independent resoarchen; at Tulane Ullivonity baS 
not been minimally validated through publlcsdon in the scientific literature. The investigators have 



Iq>Ortedly submitted a manuscript to a peer-reviewed medical journal; to date, however, this effort 
app81101tly haa not been aucce.stul. 

Since the Gulf War, squalene has been a component of vaccines undergoing testing by the Walter Reed 
Army Instilllle of Research (WRAIR). Vo!unteen reoelved the vaccines in well-controlled studies that 
followed FDA nogulations. Squalene is one of several components of the adjuvants found in each of 
two vaccine products undergoing testing by WRAIR. Pl!armaceutical grade squalene is used to 
produce the oil emulsion used in these vaccine proclncts. The exact compositions of the adjuvant in 
these vaccines are proprietary and belong to DoD Coopezative Research end Development AB"'"menl 
(CRDA) partners. Development, evaluation, and FDA approval for tho use of these sdjuvantsystems 
haa been conduoted by DoD CRDA partners end WRAIR. The two vaccines .,. investigational 
products for the pnovention of malaria end human inummodeficiency virus (HIV) infection. 
Information on the study on the HIV vaccine haa not yet been published and is considenod proprietary 
information. Information on the study involving the malaria vaccine bas been pliblished in the 
scientific literature." 

Prior to its use in humans. the vaccines containing the emulsion underwent extensive FDA-mandated 
Good Laboratory Practices lq>Oat dose toxicology studies involving rodents, rabbits, guines pigs and 
nonhWnan primates. The details of these smdies (four volumes) were filed with the FDA as part of the 
IND application. The studies revealed anticipated ioflammatory responsea surrounding tho silo of 
injectioo. No gro39 changes were observed. No laboratory abnormalities were found. 

Conc1usion 

Allesations of an ongoing conspiracy by the media end others is troubling. Squaleoo is not a foreign 
subslanee. It is normally present in the human body in large quantities because it is a pm:ursor to tho 
biosynthesis of choloswol. in the liver. The DoD funded stUdy should provide adoqWIIO scientific 
evidence to resolve the iasuo of whether aqualene antibodies exist end if they can be c!=cted in human 
serum. Since aqualene is being used as an sdjuvant in some oewer generation vaccloes, this question 
becomes of interest not oaly to the military but llso to the general public. PreViously, these 
investigators w""' able to domonstrat= antibodies to cholestmol. Squaleoe may 1101 be i.mmtmogonic. 
by itself, but under certain cireumstancos anu'bodles to the compound may arise. Although antibodies 
to choleswol and possibly aqualene cccur nstUrally, this does not oecossarily mean they bave an 
sdverse effect. 

This rcsean:b proposal was submitted in ""PoDSO to a competitive solicitation for proposals. The 
proposal was peer noviewed independent of the~~ by the Affiorican lnstimte of Biological 
Sciences, end reoelved a high sciemilic meril score. Programmatic review was anonmpliabed by the 
Department and the Resoan:h Working Clnlup of the Persian GulfVetersns Coordinating Board. 
Based on the ""ults of this rcsean:b,lbrtber stUdies can be pursued, if appropriate, to look at the 
existence of these ·antibodies in Gulf War veteiUS atid their correlation to disease. 
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OFFICE OF THE SECRETARY OF DEFENSE 
1000 LiilfL- rENTAGON 

WA8HING'!ON. DC 20801•1000 

JUL B1 2lltlll 
--.~a··,_ 

-=ORANDUM FOR DEPUTY SPECIAL ASSISTANT FOR GULF WARTLWESSFS( ..,,Z,I 

THROUGH: 

FROM: 

SUBJECT: 

PURPOSE: 

DISCUSSION: 

Project Manager, GulfWar Dlnesses 

Medical Outreach IUid lssua 
Dr. Michael E. Kilpalrick t1f~ 

Health Affails mponse to CoDgressman Jack Metcalf on tho AFEB review of 
lhe Antibodies to Sguale!le in Gulf War Syndrome article by Dr. Pam Asa 
(Tab C) 

To provide coordinalion on lhe response (Tab B) 

The proposed responseibrwalds to MOC Metcalf a copy of tho AFEB review 
of Dr. Asa's work with JICill.ttme. Bsckgromld informalion on this issue is 
provided at Tab D. 

The review of the ADiiboclies to Squal.,. paper by tho subcommittee of tho 
AFEB is a brutally sciOIIIIflc IISSOSSIDeDt The flaws of !he study design, 
laboratory p:ocedurcs IUid aoalysis of data precludod tho researchers from 
validating their ooncluaions. 

The inten:sting part ofibo -t by tho AFEB suh<:ommittee is that they 
IIIISSestecl tho authOlll pordclpate in a replication ofthoir study uaing a study 
design that eJimilwestho flaws in their publishod work. This would include 
an appropriate seJec1iol1 (lllld defining) of tho study participants, an 
appropriate blieding of tho samples with chain of custody, and a comparison 
oflaboratoly resul1s by Dr Gmy with those from other lipid labomtorles 
uaing more atiUidard sr¢ihody techniques. 

RECOMMENDATION: Concurlllld sip lhe coonlination memo at Tab A 



FROM: John F. Mazzucbi, 
l'lepa!ed by LtCol • 

July 14, 2000 

AllY OF D!lFBNSB(HBALTH AFFAIRS) 

~Wreiliniciiil" a! & Proi!JI!II Policy) 
e, Program Director, Public Health 

SUBJBCf: Response to Member of Conpss request for further objective 8Dlllysis of an 
article reoentiy published in the Februa:y_ 2000 issue of Experinrmlal mul 
Molecular Pathology- ACTION MEMORANDUM 

BACKGROUND: Tab A is a 3 Mar, 20001- from Congressman Jack Metcalf (R
Washington) regarding an article published in the February 2000 Issue of 
Experim<nlal and Moleclllar Patho/Dgy (TAB B). Congtes$man Metcalf Is 
asJcinS for further objective analysis of the article, "AlJb'bodies to Squalene in 
GulfWar Syndrpme," by Dr. Pam Ass and colleagues. 

DISCUSSION: 

Tbe response to the 3 Mar, 2000 letter (Tab C) informs Congressman 
Metcalf thBt DoD bss requested on his bebalf the Anned Fon:os 
Epidemiological Board (AFEB) to convene a subeommittee of experts to 
review snd critique this worlc. 

Tbe AFEB foued that: 

• The research reported in the paper does not support the claim thBt the 
test for squalene may identify individuals ill with "(lulfWar 
Syndrome." 

• · Tbe paper contains numerous shortcomings, several of them serious, 
that «>mbineto invalidate the authors' findings. 

• It remains unclear if the assay actually measures antibodies tc 
squaleD.e. as the authors assert; the assay may measure something .else 
or their fllldings may be a non-specific chemical reaction. 

Tbe AFEB 8Dlllysis supports the previous assessment of Dr. Ass's work 
provided to Congressman Metcalf on 24 Feb 2000 (TAB D). 

RECOMMENDATION: ASD(HA) sign memorandum and forward response to 
Congres....., Metcalf. 

COORDINATION: 
LA 
PD(HOP) 
DUSD(S&T)B!OSystems 
cos 
oSA G.W I 

'---------~----- -- -- - ------- -----



/ ''."• ~··--~ THE ASSISTANT SECRETARY OF DEFENSE 

1200 DEFENSE PENTAGON 
WAStllNGTON, DC 2.0301-\200 

'~. .,·•' . .... , 
HEALTH AFFAIRS · 

Honorable Jack Mttcalf 
United States House of Representatives 
Washington, DC 20515-4702 

Dear Representative Metcalf: 

I am pleased to provide for you the additional objective analysis requested of the article 

"Antibodies to Squalene in Gulf War Syndrome" published in the February 2000 issue of Experi11Uint41 

tl1ld Molecular Pathology. The Armed Forces Epidemiological Board convened a subCommittee of 

experts to review and critique this article and the attached response was unanimously endorsed and 

approved by the Board. 

I hope we have answered the questions~ in your letter. Thank you for your interest in the 

b:alth of Gulf War vetetans. 

Attachment: 
As stated 

cc: 
Special Assistant for Gulf War Dlnesses 

Sincerely, 

J. Jarrett Clinton, MD, MPH 
Acting Assistant Secretary 



OFFICE OF THE SECRETARY OF DEFENSE 
WASHINGTON, DC 20301 

I 2 AUG 2000 

2003099-0000017 

MEMORANDUM FOR DEPUTY ASSISTANT TO THE SECRETARY OF DEFENSE 
(CHEMICAL AND BIOLOGICAL DEFENSE) 

DEPUTY DIRECTOR FOR MEDICAL READINESS, OFFICE OF 
THE JOJNT CHIEFS OF STAFF 

COMMANDER, U.S. ARMY MEDICAL RESEARCH AND 
MATERIEL COMMAND 

ASSISTANT CHIEF, OPERATIONAL MEDICINE AND FLEET 
SUPPORT, U.S. NAVY BUREAU OF MEDICINE AND 
SURGERY 

COMMANDER, 311 111 HUMAN SYSTEMS WING, AIR FORCE 
MATERIEL COMMAND 

SUBJECT: Minutes of the Armed Services Biomedical Research Evaluation and Management 
(ASBREM) Committee Meeting 

The minutes of the ASBREM Committee meeting, July 11 , 2000, are provided for your 
information. The briefing material distributed at the meeting has been integrated into the 
meeting minutes that were subsequently coordinated through the ASBREM Secretariat 

J. Jarrett Clinton, MD, MPH 
Acting Assistant Seqetary of Defense 

(Health Affairs) 

Attachments 

cc: Dr. Cirone 
Col Cropper 
COL Glenn 
CAPT Frank 
LTC Ross 
LTC Unger 
Dr. Sheridan 

0 

iM .. hL 
Robert Foster, Ph.D. 
Director, BioSystems· 
Office of the Deputy Under Secretary 

of Defense (Science and Technology) 



Armed Services Biomedical Research Evaluation and 
Management (ASBREM) Committee 

Meeting Agenda 
Tuesday, July II, 2000, 1300-1500 

Room 3, Conference Center, 15th Floor, 1777 N. Kent Street, Rosslyn, Virginia 

1. Welcome and introductions 

2. Lightweight chemical biological protection for 
future soldier systems 

3. Joint Vaccine Acquisition Program 

4. Partition of biological t!Jreats between JTCG-2 
and JTCG-4, and common bio and emerging 
infectious disease threats 

5. Status Report: Modification of Title 10, Sec. 980 

6. Observation from Humao Systems TARA: 
Reliance Panel Partneri.ng 

7. Vaccine Development Seminar 

8. Joint Medical S&T Assessment 

9. New business 
• NGIC assessmentlthennobarics 
• Panel members for the next TARA 

10. Next meeting date 

11. Summary and adjournment 

Presenter 

Dr. Foster 

Dr. Wilusz 

Mr. Paul, NAP PM 

COL Glenn 

Dr. Cirone 

Dr. Foster 

Dr. Foster 

CAPTLaoe 

General Discussion 

General Discussion 

Dr. Foster 



Minutes of the ASBREM Committee Meeting 
Tuesday, July 11,2000, 1300-1500 

Room 3, Conference Center, 15th Floor, 1777 N. Kent Street, Rosslyn, Virginia 

1. Welcome and Introductions 

Dr. Robert Foster, Director, Bio Systems, Office of the Deputy Under Secretary of Defense 
(Science and Technology) [ODUSD (S&T)], called the meeting to order and welcomed the 
attendees, asking them to introduce themselves. 

The following ASBREM Committee and ASBREM Secretariat (ASEC) members or 
representatives were present: 

Dr. Robert Foster, Director Bio Systems, ODUSD(S&T) [Representing Dr. Hans Mark, 
Director of Defense Research and Engineering], Chair 

Dr. Salvatore Cirone, ASD(HA), ASEC [Representing RADM J. Jarrett Clinton, M.D., 
M.P.H., USPHS, DASD(HA)(HOP)], co-Chair 

Dr. Anna Johnson-Winegar, DATSD(CBD) 
RADM Richard Mayo, MC, USN, J-4 (Medical Readiness Division) 
Brig Gen Uoyd Dodd, MC, USAF, 311 th HSW/CC 
COL J. Frazier Glenn, MS, USA, ASEC [Representing MG John Parker, MC, USA, 

USAMRMC] 
CAPT Steve Hart, MC, USN, Assistant Chief, Operational Medicine and Fleet Support, Navy 

Bureau of Medicine and Surgery · 
LTC Jeff Unger, USA, J-4, (Medical Readiness Division}, ASEC 
Lt Col Tom Berg, BSC, USAF, [Representing Col Thomas Cropper, BSC, USAF, ASEC] 
CAPT Larry Frank, MSC, USN, BUMED, ASEC 
Mr. Bart Kuhn, ODUSD(S&T), EXSEC 

The following additional individuals also attended: 

Ms. Winifrede Fanelli, Deputy PM, JPO BD 
Mr. Richard Paul, Acting PM, JV AP 
Dr. Eugene Wilusz, USASBCCOM 
Mr. Cbrisopher Shaffer, USASBCCOM 
COL Robert Eng, MS, USA, AFRRl 
COL Charles Hoke, MC, USA JTCG-2 Chair, USAMRMC 
COL Edwin Armitage, MS, USA, USAMRMC, JTCG-3/4 
COL Dave Danley, MS, USA, USAMRMC 
CAPT Ed Lane, MSC, USN, Navy Bureau of Medicine and Surgery 
LTC Michelle Ross, VC, USA, ODATSD(CBD) 
LTC John Skvorak, VC, USA, USAMRMC 
Dr. Garrett Polhamus, Littonlf ASC 
Dr. (b)(6) Science Applications International Corpora~on, Recorder 
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2. Introduction of the ASBREM Committee meeting topics by Dr. Foster. 

I Topic# 1: Lightweight Chemical Biological Protection for Future Soldier Systems 

A. Presentation: 

Dr. Foster introduced lhls topic by stating that during the recent off-year Technology Ares 
Review and Assessment (TARA) Activity and ASBREM Review of RDA, Brig Gen Dodd 
asked about the status of the Army's development of new-generation chemical/biological (CB) 
protective suits. As a result. Dr. Foster invited Dr. Eugene Wilusz, U.S. Army Soldier 
Biological Chemical Command (USASBCCOM), to brief developments in the Lightweight CB 
Protection Program for Fnture Soldier Systems to the ASBREM Committee. Dr. Foster also 
indicated that Dr. Wilusz would be available immediately following the meeting to answer 
questions. 

Dr. Wilusz introduced his presentation (TAB A) by saying he would brief the program and 
then Mr. Shaffer would demonstrate several of the prototype items. He said the program's 
objective was to develop lightweight, selectively permeable fabrics for application as 
overgarments, closure systems, and duty unifonns that provide effective CB protection. The 
major thrust is in the area of selectively permeable materials (SPM) that allow greater Joss of 
body moisture (i.e., trying to facilitate evaporate cooling to reduce the heat-load burden 
associated with conventional CB protective garments). 

Dr. Wilusz said they were moving away from charcoal and noted that their preliminary 
studies, comparing the newer SPMs with the materials (e.g., USA Battle Dress Overgarment 
(BDU) and USMC Saratoga Overgarment) being used by the different Services, indicate they 
are achieving greater CB protection and improved evaporative cooling with the newer SPMs. 
The new closure systems include zippers, molded cuffs, and charcoal-tight cuffs. Dr. Wilusz 
indicated there had been some durability problems identified. during recent field trials with 
prototype SPM systems: however, these problems are being addressed. 

In summary, Dr. Wilusz said that noncarhon-based CB protective clothing, incorporating 
novel closure systems. have been developed using SPMs that are approximately 50% lighter 
than conventional ensembles and provide greater CB protection and improved evaporative 
cooling. He said the SPMs have clear dual-use application in such areas as environmental 
clean-up, emergency hazardous spill responders, and for hazardous material handlers. 

B. Discussion: 

• Dr. Foster 

Dr. Foster asked if the physical characteristics of the SPMs were selected for use with 
dismonnted troops only. 

0700016.doe 3 



• Dr. Cirone 

Dr. Cirone asked if the prototype ensembles had been subjected to post-field testing to 
determine if they retained the desired characteristics. 

• Brig Gen Dodd 

Brig Gen Dodd asked if the prototype SPM ensembles had been subjected to flammability 
testing, 

• COLDanley 

COL Danley asked if any studies had been done looking at possible CO, accumulation 
within the prototype SPM ensembles, noting that gas exchange across materials could be 
problematic. 

• COLGlenn 

COL Glenn asked if an affordability analysis had been done comparing the prototype SPM 
ensembles to the BDU. 

• Dr. Wilusz 

In response ro Dr. Foster's question regarding selection of SPM physical cbaractetistics, 
Dr. Wilusz said the selection criteria were based, in part, on dismounted troop requirements 
but were applicable to crew and USAF requirements as well. 

Dr. Wilusz replied to Dr. Cirone's question about the physical characteristics of prototype 
ensembles following field tests by saying we are assessing them. 

Dr. Wilusz responded to Brig Gen Dodd's question about flammability testing of the 
prototype SPM ensembles by saying he recognized this as an issue but thought it could be 
addressed by using a nonflammable outergarment material. 

With regard to COL Danley's question about possible CO, accumulation within the 
prototype SPM ensembles, Dr. Wilusz said litis needs to be addre~;sed. 

Dr. Wilusz said, in response to COL Glenn's affordability question, that the current SPM 
material was expensive; however, be said that industry indicates that with scale-up the cost 
would be about the same as that for the current BDU. Dr. Wilusz said he thought it would be 
for use as a standard CB protective gannent not for issue as a standard duty uniform. 

C. Action/Decision: 

• None required. 
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Topic# 2: Joint Vaccine Acquisition Program: Analysis of Alternatives (AoA) for DoD 
Vaccine Production Capabilities 

A. Presentation: 

Dr. Foster introduced Mr. Richard Paul, saying he was the Acting Project Manager (PM), 
Joint Vaccine Acquisition Program (JV AP), and would provide an update on JV AP activities. 

Mr. Paul began his presentation (f AB B) by stating that his presentation would be lintited to 
an update on the AoA for DoD vaccine production capabilities. He said the AoA was based 
on a Deputy Assistant to the Secretary of Defense (Chemical and Biological Defense 
(DATSD(CBD)) memorandum on Program Objective Memorandum (POM) guidance and 
involves multiple shareholders addressing the issues through a process involving a Blue 
Ribbon Panel, Overarching Integrated Product Team (OIPJ), Working Integrated Product 
Team (WIPT), and a support contractor. Mr. Paul said the WlPT meeting is scheduled for 
Monday, July 17, 2000, and both COL Takafuji and Dr. Cirone will attend for Heaith Affairs 
(HA). The Blue Ribbon Panel includes the Food and Drug Adntinistration (PDA). He said 
they would leverage information available from previous biological defense (BD} production 
analyses. Mr. Paul said they were looking at four alternatives (i.e., PSC, GOCO, COCO) and 
would brief out their recommendations to the DATSD(CBD) by November 20, 2000. 

B. Discussion: 

• Dr. Johnson-Winegar 

Dr. Johnson-Winegar commented that the DoD is looking for a long-tenn capability and that 
the AoA will be taken to the Program Review Group as overgnidance. 

With regard to the OJPT, Dr. Johnson-Winegar said Dr. Raub from the Department of Heaith 
and Human Services (DHHS) may attend the meetings. 

Dr. Johnson-Winegar responded to COL Glenn's comment on the ongoing infectious disease 
study being sponsored by COL Hoke by saying it would be good to see the results but she had 
to press ahead in order to meet priority requirements in the biological defense program. 

• COLG!enn 

COL Glenn said that COL Hoke, the Research Area Director for the Military Infectious 
Diseases Research Program (MIDRP), has already initiated a study that involves production 
capabilities for infectious disease vaccines of military importance, and felt there may be value 
added in considering the results of that study. 

• Dr. Foster 

Dr. Foster asked if the AoA would be considering scaiability issues. 
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• Mr. Paul 

I\.olr. Paul responded to Dr. Foster's question about scalability affmnatively, stating that 
additional capability for add-on production suites will be considered. 

C. Decision/Action: 

• None required. 

Topic# 3: Partition of biological threats between JTCG-2 and JTCG-4, and common bio 
and emerging infectious disease threats 

A. Presentation: 

COL Glenn introduced his presentation (TAB C) by saying that by congressional intent, there 
is minimal overlap between the Medical Biological Defense Research Program (MBDRP) 
and the MIDRP, with deliberate separation regarding threats--that is, biological warfare 
(BW) threats posed by forces hostile to U.S. interests as compared to endemic disease threats. 
He said there were both similatities (e.g., core capability needs, technological approaches, 
and scientific staff) and differences (e.g., research prioritization, oversight and management, 
and clinical trials). COL Glenn also noted that emerging infectious disease threats could 
become future BW threats, and that by Public Law SO% of the BD research must focus on 
validated threats for the near to mid-term, and 20% on long-tenn considerations. 

B. Discussion: 

• Dr. Foster 

With regard to the MIDRP organizational environment (p. 4, TAB C), Dr. Foster asked about 
the Navy equivalent of Deputy Chief of Staff for Operations-Force Development (DAMO
FD) for MIDRP requirements proponency. 

Dr. Foster asked if the ASBREM's Needs Integration Subcommittee (NIS) should look at the 
threat priorities for the MIDRP. He also asked if the ASBREM Committee Chair and Co
chair should send a memorandum to the Army Medical Department Center and School 
(AMEDD C&S) on the issue of updating the list of infectious diseases of operational 
importance to the military. 

• COLGlenn 

COL Glenn replied to Dr. Foster's query about proponency for Navy MIDRP requirements by 
stating that the AMEDD C&s serves as the proponent for ail MIDRP requirements as part of 
the Anny's lead agent responsibilities. The Navy's input is through the AMEDD C&S, with 
the AMEDD C&S providing requirements through the Training and Doctrine Command 
(TRADOC) to DAMO-FD. 
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COL Glenn, in response to Dr. Foster•s question about having the NlS look at the threat 
priorities for the MIDRP, said that COL Hoke has initiated a study with the Institute of 
Medicine (IOM) to look at aspects of the MIDRP, including review of the AMEDD 
priorities. He noted that the AMEDD C&S list of priorities does not necessarily translate to 
MIDRP·execution priorities. He explained that factors such as technological maturity and 
affordability also have a role in setting execution priorities. Further, he said the Joint Staff 
was also working on development of a list of infectious disease threat requirements. 

• CAPTHart 

CAPT Hart added to COL Glenn's response to Dr. Foster's question about proponency for 
the Navy's MIDRP requirements by saying that his office was reviewing how the Navy 
validates medical requirements (MIDRP) before they are put forward. 

CAPT Hart, in commenting on remarks about priorities, stated that it was important that all 
the Services should have a say in how priorities are set. 

• Brig Gen Dodd 

Brig Gen Dodd responded to Dr. Foster's question about having the NIS look t the threat 
priorities for the MIDRP by saying that the Army system is good at setting pri rities; 
however, his concern was with the apparent observation that priorities change with changing 
personalities. He stated that the issue of Service input and establishment of RP priorities 
needed resolution. 

• COLHoke 

COL Hoke remarked that the IOM would be examining the list of infectious seases having 
military importance and will be recommending a set of criteria (e.g., disrupt d ployment) for 
sorting when and how to address established requirements. He also indicated at it has been 
seveml years since the AMEDD C&S issued a list of prioritized infectious dis ases posing an 
operational threat; however, they are working on an updated version of the lis . 

C. Decision/Action: 

• ACTION 85 (071100-). The Executive Secretary (EXSEC) will convene am ting of the 
ASECs to discuss the issue of MIDRP priorities aod will provide the ASBRE Steering 
Group or the ASBREM Chair with a reconunended course of action (e.g., rev ew by NIS). 
This action is to be completed NLT September 15, 2000. 
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Topic # 4: Status Report: Modificst!on of Title 10, Section 980 

A. Presentation: 

Dr. Cirone began his presentation by saying the issue-that DoD. unlike NIH, is precluded 
from perfonning experimental procedures in emergency rooms without direct informed 
consent-had hecn discussed at the off-year activity this past March. He briefly outlined the 
background for the request to modify Title 10, Section 980, as presented to DoD by Dr. 
Howard Champion. He then said tbat at the off-year review. MG Parker indicated that the 
timing was not right for introducing the proposed legislative change. He suggested 
postponing action until after the elections. Dr. Champion sent a message that stated 
"Communications with appropriate majority and ranking minority staff on this issue confmn 
the fact that General Parker's concerns are well-founded regarding the pursuit of this issue 
this year." He also stated "Any cbanges in Title 10, Section 980, irrespective of their merit 
and irrespective of the broad-base of support by those knowledgeable, should be put on hold 
probably until the next administration." 

B. Discussion: 

• COLGlenn 

COL Glenn said that MG Parker checked with congressional staffers and although they 
supported the propused change to Title 10, Section 980, they did not believe it would be a 
good idea to introduce it right now, particularly since there had been so much controversy 
regarWng immunizing military forces with the current anthrax vaccine. He then expressed 
the view that the issue wrapped up in the proposed change to Title lOwas one of the most 
impurtant issues in the DoD biomedical RDA program. COL Glenn said that unless we can 
provide efficacious intervention in the fJISt 10 minutes following major body trauma there is 
little chance of reducing the killed in action numbers. Further, he said that there are 
candidate products that have been langnishing since the 1980s as a direct result of PL that 
precludes their testing. 

• CAPTFrank 

CAPT Frank added to COL Glenn's comments on the importance of resolving the issue by 
saying critical research that needs to be done now could not he resourced unless Title 10, 
Section 980, is modified. 

• Dr. Foster 

Dr. Foster suggested that this ntight well be an official ASBREM Committee issue for the 
DoD to address. 
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C. Decision/Action: 

• ACTION 86 (0711 00-). The ASECs will develop a proposed legislative initiative and 
strategy, and present it for validation by ASBREM Committee principals at the next 
scheduled meeting. The EX SEC is to place the topic of the proposed modification to Title 
10, Section 980, on the agenda for that meeting. 

I Topic # 5: Observation from Human Systems TARA: Reliance Panel Partnerlng 

A. Presentation: 

Dr. Foster said that he felt there were many opportunities for partnering between the Human 
Systems Panel and tlle Biomedical Panel (e.g., Military Operational Medicine), especially 
between the Navy and Air Force that could lead to establishment of a new Defense 
Technology Objective. 

B. Discussion: 

• Brig Gen Dodd 

Brig Gen Dodd said he is working with his counterpart in the Human Systems Research 
Program, Dr. Hal Guard, ONR, to prepare something for a future ASBREM Comntintee 
meeting. 

B. Decision/Action: 

• None required. 

I Topic# 6: Vaccine Development Seminar 

A. Presentation: 

Dr. Foster said that the Deputy Under Secretary of Defense for Science and Technology and 
the Deputy Assistant Secretary of the Army for Research and Technology are co-sponsoring 
the first medical Defense Science and Technology Seminar. He said the topic for the seminar 
is "Vaccines to Protect the Warfighter." The seminar will be held on Friday, II August 
2000, at tlle Crystal City Martiott (Crystal Forum), 1999 Jefferson Davis Highway, Arlington, 
Virginia. Dr. Foster asked that everyone consider taking the oppornmity to attend this 
important and timely seminar. 

B. Discussion: 

None. 
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C. Decision/ Action: 

• ACTION 87 (0711 00-072000). The EX SEC is to e-mail the details of the Defense Science 
and Technology Seminar, .. Vaccines to Protect the W arfighter," to the members of the 
ASBREM. This action is to be completed NLT July 21, 2000. [ACTION COMPLE1E] 

I Topic# 7: Joint Medical S&T Assessment 

A. Presentation: 

Dr. Foster introduced CAPT Ed Lane and indicated that he (Dr. Foster) had previously 
resourced ($250K) Navy (POC: CAPT Lilienthal) to conduct the Joint Assessment; however. 
CAPT Lilienthal has since been reassigned and CAPT Lane now has the lead. Dr. Foster also 
noted that the AMEDD C&S had already completed a Joint medical operations wargame. 

CAPT Lane introduced his presentation (TAB D) by saying he was now fully engaged in the 
process of setting up the Joint Medical S&T Assessment, which had been tasked to the Navy 
by the Office of the Director, Research and Engineering (ODDR&E). The scope of the 
tasking was to identify future military medical capabilities needed to provide next-generation 
medical support across the spectrum of military conflict and assist in planning and 
programming medical S&T. 

CAPT Lane said that the USA, USN, USAF, and Joint Staff have all conducted multiple 
games; however, the results have not been integrated in a way that really allows one to assess 
interoperability, as well as detennining what is ntissing. He said the Joint Medical S&T 
Assessment would review what has been done. assess the validity of the results, and 
detennine if there are critical gaps in information to meet the DDR&E tasking. 

CAPT Lane said the timeline for conducting and completing the assessment is tight and 
potentially problematic. Further, he said there was a significant shortfall in resources to 
conduct the seminar. He said he was looking for a facility to house the meetings and needed 
help with scoping and resourciug. 

B. Discussion: 

• Dr. Foster 

Dr. Foster said he was looking to the Services and J-4 Medical to put resources on the table 
to conduct this assessment. He said it was extremely important to have the results by the end 
of the first quarter FYOl in order to influence the POM if major issues arise. 

Dr. Foster said he understood and agreed with Brig Gen Dodd's comment that the Service 
operators may not support the outcome; however, he felt it was important to assess the results 
from previous exercises in a systematic and integrated manner to determine if there are 
critical holes in our knowledge base. 
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• COLGlenn 

COL Glenn said that MG Parker has questions about the need to do another exercise when so 
many have already been done. COL Glenn then asked if there were some specific issues that 
needed to be addressed. 

• CAPTLane 

CAPT Lane responded affirmatively to COL Glenn's question about whether or not there 
were specific issues to be addressed, saying we want to look at the holes in our knowledge 
base. 

CAPT Lane responded to CAPT Frank's question about who would be the active players by 
saying he was working the issue and was looking for decision makers. 

• Brig Gen Dodd 

Brig Gen Dodd questioned the practical utility of any outcome of the assessment and said he 
thougbt this migbt be more appropriate for the J-4 to handle.· He said the outcome migbt he a 
list of priorities for research; however, from a practical perspective, if they do not match 
USAF priorities they will not have the support of the USAF operators. 

• CAPTHart 

CAPT Hart said this was the first time he bad beard this briefing and does not believe it will 
generate a new list of requirements; rather, he feels this will identify data gaps and possible 
solutions. 

• CAPTFrank 

CAPT Frank asked who would be the active players in the assessment. 

C. Decision/Action: 

• DECISION. Dr. Foster said he would consider sending a memorandum to the Services and 
Joint Staff asking for resources, both personnel and funding, for the Joint Medical S&T 
Assessment. 

• ACTION 88 (071100-). Navy ASEC, with CAPT Lane, to provide a recommendation NLT 
August 15, 2000, as to the need for NIS engagement in the Joint Medical S&T Assessment. 
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! Topic:# 8: New Business 

A. Presentation: 

Dr. Foster said be had two new business matters to discuss. First, he said there are concerns 
about threats to Soldier Systems, indicating that both AFMIC and the British have raised 
questions about potential bioeffects from tbermobaric devices to military personnel, even 
when wearing body armor. Dr. Foster asked that the JTCG-5 and -6look into this matter. 
Second, Dr. Foster said he needed nominations for Biomedical TARA Panel members. He 
said RADM Clinton, RADM Mayo, Dr. Johnson-Winegar, and he (Dr. Foster) will be 
members. Seven additional members are needed. 

B. Discussion: 

• Brig Gen Dodd 

Brig Gen Dodd said the Biomedieai TARA is scheduled for February 26 -March 2, 2001. 
He said that the Holiday Inn Riverwalk Hotel will be the site for the meeting. Brig Gen Dodd 
said that Col Cropper is getting information together on this issue. 

• CAPT Fnmk indicated that the Chief of Naval Operations (CNO) is very interested in the 
issue of blunt trauma 

C. Decision/ Action: 

• ACTION 89 (071100-). EXSEC will task JTCG-5 (Military Operational Medicine) and -6 
(Combat Casualty Care) to review the issue ofbioeffects from thermobaric devices. This 
action is to be completed NLT August 18, 2000. 

• ACTION 90 (071100-). The Chairs of JTCG-5 (Military Operational Medicine) and -6 
(Combat Casualty Care) will brief the ASBREM Committee on their assessment and 
recommendations regarding potential bioeffects from thermobaric devices to military 
personnel wearing bndy armor. A status report will be briefed at the next regnlarly scheduled 
(late October 2000) ASBREM Committee meeting. 

I Topic # 9: Next ASBREM Committee Meeting Date 

A. Presentation: 

Dr. Foster said he would like to schedule the next meeting of the ASBREM Committee 
during the third week of October 2000. He asked that the ASECs check the eaiendar of their 
ASBREM principal for that time period and report that to the EXSEC. 

07000l6.doc 12 



B. Discussion: 

• COL Glenn thanked the Service ASBREM Committee principals for allowing members of 
their staff to participate in the Medical R&D Management Workshop hosted by USAMRMC. 
He said that their participation was a key factor in the success of the workshop, noting that 
the perspectives provided by the participants from the other Services were extremely helpful. 

C. Action/Decision: 

• ACTION 91 (071100-). The ASECs are to advise theEXSEC about their ASBREM 
Committee principal's availability for a meeting of the ASBREM Committee during the third 
weekof0etober2000. This action is to be completed NLT July 31,2000. 

3. Summary of Action Items. 

• ACTION 85 (0711 00-). The Executive Secretary (EX SEC) will ccnvene a meeting of the 
ASECs to discuss the issue of MIDRP priorities and will provide the ASBREM Steering 
Group or the ASBREM Chair with a recommended course of action (e.g., review by NIS). 
This action is to be completed NLT September 15, 2000. 

• ACTION 86 (071100-). The ASECs will develop a proposed legislative initiative and 
strategy, and present it for validation by ASBREM Committee principals at the next 
scheduled meeting. The EXSEC is to place the topic of the proposed modification to Title 
10, Section 980, on the agenda for that meeting. 

• ACTION 87 (071100-072000). The EXSEC is to e-mail the details of the Defense Science 
and Technology Seminar, "Vaccines to Protect the Warfighter," to the members of the 
ASBREM. This action is to be completed NLT July 21, 2000. [ACTION COMPLETE] 

• ACTION 88 (071100-). Navy ASEC, with CAPT Lane, to provida a recommendation NLT 
August 15, 2000, as to the need for NIS engagement in the Joint Medical S&T Assessment. 

• ACTION 89 (071100-). EXSEC will task JTCG-5 (Military Operational Medicine) and -6 
(Combat Casualty Care) to review the issue ofbioeffects from thermobatic devices. This 
action is to be completed NLT Auguxt 18, 2000. 

• ACTION 90 (071100-). The Chairs for JTCG-5 (Military Operational Medicine) and -6 
(Combat Casualty Care) will brief the ASBREM Committee on the their assessment and 
recommendations regarding potential bioeffects from thermobaric devices to military 
personnel wearing body armor .. A status report will be briefed at the next regularly scheduled 
(late October 2000) ASBREM Committee meeting. 

• ACTION 91 (071100-). The ASECs are to let the EXSEC know about their ASBREM 
Committee principal's availability for a meeting of the ASBREM Committee during the third 
week ofOetober 2000. This action is to be completedNLT July 31,2000. 

4. Summary and Adjournment. 

Dr. Foster thanked everyone for participating and adjourned the meeting. 
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Objectives 
• Develop selectively permeable fabric systems and effective garment and 
closures designs that provide chemical biological (CB) agent vapor, aerosol, 
and liquid protection. 

Technical Approaches 

• Develop material systems that meet performance goals. 

• Fabricate CB overgarments and conduct limited field evaluations. 

1 Develop and identify effective CB protective closure systems. 

1 Integrate selectively permeable fabric systems with novel CB protective 
closures. 

1 Demonstrate effectiveness and acceptability of a CB protective duty 
uniform. 
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Performance Goals 

Lhell1llcal Protection: Blister (HD), Nerve (GD, VX) Agents 
J"'"' Protection: Microorganisms (10 to 0.001 ~) 

"+a .. Vapor Flux @ 32°C ~ 1800 g.m·2j24 h* 
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Stiffness < 0.01lb -
Thickness < 18 mils -

....... Permeability after Flexing at 70 op and -25 °F: Pass 
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Perm-selective Membrane/Fabric Structures 

Membrane 

Cellulose-Based Membranejfabric System '• · 

----·~....;_-- " 

·-.~; 

·······/··· ~: .· 
._:._ ;. '·/·,/ ,• . " -~- / ' ,/ 

,.·'>/ . ' / .. 
:· i 

Cross-Sectional View (x250) 

t '··· r 
' "-"' ' ,_, __ ~: .. ,_ .. ~-. 

Membrane 

Cross-Sectional View (x250) 



Permeation of Water and Organic Vapors Through 
Selectively Permeable Materials 
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Moisture Vapor Transmission Rate 
(Dynamic Moisture Vapor Permeation Cell) 
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Intrinsic 
Thermal 
Resistance 
(m2.I<;Watt) 

Evaporative Cooling Potentials 
(Guarded Hot Plate) 
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SPM (2·layer): Polyallylamine-Based Membrane Laminated to Shell Fabric 
SPM (3-layer): Polyallylamine-Based Membrane Laminated to Liner & Shell Fabric 
HWBDU: Hot Weather Battle Dress Uniform 
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(Variola) 

AIDS/HIV Virus Lyme Disease Cholera Bacterium"""':::::..--' 
Bacterium 

Anthrax Bacteria 
(Anthracis Bacillus) 

Malaria Parasite 

Water Vapor 



*Laminafld to 4J ozlyd2 
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High Pressure Hydrostatic Resistance of Gore's Chempk 
Selectively Permeable Fabric vs. Other Fabrics 

N c ·-.... .c -• 
Qj 
u 
c 
~ ... 
II) ·-II) 
Qj 

0! 
u ·-... 
~ ... 
II) 
0 .. 
'tl 
), 
I 
II) .. 
:J 
II) 
II) 
II) .. 
Q. 

.r: 
Cl ·-I 

260 

240 

220 

200 

180 

160 

140 

120 

100 

80 

60 

40 

20 

0 

Performance Chempk 

A "waterproor' fabric 
should withstand a water 
pressure greater than 35 psi 

JSLIST Carbon 

and aramid jersey knit fabric Goal Fabric' Carbon Loaded 
Based Fabric FoamiFabric 



Weight Comparison 

Fabric ChemPk JSLIST 

(oz/yd2) Overgarment Overgarment 

7.3 17.3 

Garment 
CBDU JSLIST Overgarment 

(lb/suit) &BDU 

10.4* 18.5 

ChemPk: W.L. Gore's selectively permeable CB Agent Protective Overgarment 
JSLIST: Joint Service Lightweight Integrated Suit Technology Overgarment 

*Based on Akzo Nobel Membrane with same NYCO shell and liner fabrics as of the 
JSLIST overgarment. Chempk and Akzo Membranes have similar weight. 



Vapor, Aerosol, 
.. · .···. Liquid, (VAL) Chemical, 

·. ·.. .. and Biological 
Agent Protective 
Closure ,-
Systems 



· Produced 26 prototype selectively permeable membrane (SPM) garments for 
limited field evaluations and systems tests 

' Conducted a 2-week quick response demonstration of SPM garments 
(@ the US Army Maneuver Support Battle Lab, Ft. Leonard Wood, Missouri) 

1 Conducted a 2 -week limited field evaluation to assess user acceptance and 
durability of SPM garments (@ the US Army Research Laboratory (ARL), 
Aberdeen Proving GrountL Maryland) 

t Conducted a 2-week Battle Lab Warfighting Experiment to determine user 
acceptance and durability of SPM garments (@ Ft. Lewis, Tacoma, Washington) 

Developed and integrated novel closure systems into prototype garments. 

Performed two Man-In-Simulant Vapor Systems Tests (MIST) on SPM 
garments (@ the US Army Edgewood CB Center, EdgewootL Maryland and @ 

the US Army Dugway Proving Ground, Dugway, Utah) 



~ Soldiers at Ft. Leonard Wood found SPM garments to be durable and 
comfortable. 

Soldiers at ARL and Ft. Lewis liked SPM garments because they are 
lightweight, flexible, and comfortable. 

Soldiers at ARL preferred SPM garments over the control JSLIST 
Overgarments in all three limited field tests. 

W.L. Gore garments (SPM1) with novel closure systems performed well 
inMan-in-Simulant Tests (MIST) at both ERDEC and DPG testfacilities. 

Akzo Nobel garments (SPM2) performed well in the ERDEC MIST test, 
but poorly at the DPG MIST test. Poor seam-seal and closure/interface 
donning were the suspected causes. 



Summary 
Non-carbon based lightweight CB protective clothing has been developed J 
using perm-selective membranes. 

These perm-selective membran!iffabric systems have excellent dual 
use for emergency responders, pesticide and industrial chemical handlers, J 
medical personnel, and environmental clean-up personnel. 

Novel closure systems have been developed and integrated into prototype J 
ensembles. 

Test fabrics were developed/provided by W.L. Gore & Associates, Inc. and Akzo Nobel Central 
Research (now known as Aconlis Research.) 
Durabili!y/comfort field relevance tests were performed by the Human Research and 
Engineering Directorate, US Army Research Laboratory. 
Live agent tests were performed by the Design Evaluation Directorate, Edgewood CB Center, 
US Army SBCCOM and V eridian, Calspan Operations. 
Thermal manikin tests were performed by the Bio-Physics Division, US Army Research 
Institute of Environmental Medicine. 
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JOINT VACCINE ACQUISITION PROGRAM PROJECT MANAGEMENT OFFICE 

• Purpose 
-Update ASBREM on the Analysis of 

Alternatives (AoA) for Department of 
Defense Vaccine Production Capabilities 

• Background 

- DATSD(CBD) 1 Feb 2000 Memo on POM 
guidance directs analysis on vaccine 
production alternatives 
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Share Holders 

JOINT VACCINE ACQUISITION PROGRAM PROJECT MANAGEMENT OFFICE 

• Working Integrated Product Team {WIPT) 
(JVAP-PMO, JPO-BD, DTRA, ACEAC, ASA(ALT), JTCG-4, 
USACOE, USAHFPA, JSIG, OTSG, OSD(HA), Joint Staff) 

• Overarching Integrated Product Team (OIPT) 
(DATDS(CBD), JSIG, OTSG, JPO-BD, PA&E, OSD(Policy), 
OSD(Legislative Affairs, OSD(Public Affairs), OSD(FM), DDR&E, 
DTRA, Joint Staff, OSD(HA), OSD(AG) 

• Blue Ribbon Panel 
(Health Technology Networks, Department of Health and Human 
Services, National Defense University, University of Maryland, 
Center for Vaccine Development and FDA) 
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Vaccine Production Alternatives 

• Alt 1 -Existing industrial base through Prime 
System Contractor (PSC) approach with 
BioPort for AVA 

• Alt 2 -Government Owned, Contractor 
Operated (GOGO) facility 

• Alt 3- Contractor Owned, Contractor 
Operated (COCO} faci!i~ 

• Alt 4- Vaccine industry example (similar to 
Millennium Initiative} 

4 



JOINT VACCINE ACQUISITION PROGRA!I PROJECT MANAGEMENT OFFICE 

• Regulatory requirements (FDA, NEPA, BioSaftey) 

• Update security assumptions 

• Optimize transition of developed products 

• Apply lessons learned from BD development and 
production programs 

• Leverage information available from previous BD 
production analyses 
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Analysis Schedule 

JOINT VACCINE ACQUISITION PROGRAM PROJECT MANAGEMENT OFFICE 

June July August September October November 

Study Plan 
•' 

Project Criteria 

Technology & 
Product Portfolio 

I 
IPR 

Effectiveness Measures 

i i 
Make (GOCO) Mfg 

Strategy 
! 

Buy (COCO) Industry 

PSC 
' 

IPR 

; 
! 

! 
! 

$Facility Refine Data 
$ Operations 

Approach 
Refine Data 

Approach 
! 

Effectiveness, Risk, and Sensitivity Analyses Compare 
, Alternatives 

Cost Analysis 

Report 

AoA ,. 
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JOINT VACCIN' ACQUISITION PROGRAM PROHCT MANAGHJENT OFFICE 

• Analysis of Alternatives process initiated 

• WIPT and Support Contract established 

• OIPT and Blue Ribbon Panel being 
established 

• Analysis Recommendations due to 
DATSD(CBD} on 20 Nov 00 
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MBDRP /MIDRP 
Program Similarities 

• Similar types of medical solutions (vaccines, 
therapeutics and diagnostics) are sought by both 
programs. 

• Researchers use similar scientific methodologies and 
approaches to technology development: genetic 
engineering, DNA and novel vaccine platforms, drug 
screening, common diagnostic technologies, and 

• genom1es. 



Divergent Program Focus with 
Minimal Overlap 

MCBDRP 

Bacteria, viruses, and 
toxins identified as 
potential biological 

warfare threats and for 
which medical solutions 

are required 

MIDRP 

Infectious disease 
risks associated with 
military activity, 
based on geography 
of deployment, and 
which are a threat to 
military operations 

Each program staffed with appropriate scientific expertise & capabilities. 



Programmatic Contrasts 
MBDRP MIDRP 

• OSD funding, Army Executive Agen4 • Army funding, Army Lead Agent, 

Joint coordination of Service ASBREM Committee coordination 

requirements & program including • Funding 

ASBREM oversight - 6.1-6.3 from ASA-ALT 
- 6.4·6.5 from DCSOPS 

' S& T execution • S&T AND Advanced Development 

- USAMRMC Labs execution ( 6.1-6.5) 
- WRAIR 

~ Navy • 2 OCONUS Labs for field efficacy 

' Clinical trials for efficacy are not tests 
• Pilot Bioproduction Facility 

possible (surrogate markers & animal • Clinical trials facility 
· models required for FDA licensure) - NMRC 

' JPO-BD- ACAT II Acquisition 
• 3 OCONUS Labs for field efficacy 

tests 
Program (under DAB oversight), has - USAMRIID 
MDA role, JV AP is Advanced • ACAT ffi/IV Acquisition Program, CG 

Developer USAMRMC is MDA, USAMMDA is 
Advanced Developer 



Research Prioritization 
MBDRP 

• Threat-based/Requirements 
driven • classified Threat List 

• Requirements generated and 
prioritized by the Joint Service 
Integration Group (JSIG) 
- CinC surgeons have a role 
- JTCG 4 • ASBREM 
- Medical Program Sub-Panel 

(JSIG} addresses joint medical 
requirements and capabilities 
(JORDs, JFOCs) 

• AMEDDC&S 
• DSTAG recommendations from 

CBD TARA on DTOs 
• Limited input from AFEB 

MIDRP 
• FOCs 
• Professional input from 

ongoing epidemiological 
analysis from multiple sources 

• List prepared in Aug by 
MIDRP for FY beginning 14 
months later 

• JTCG 2 of ASBREM reviews 
• AMEDD C&S assigns scores to 

workpackages 
- Periodic briefings of Medical 

Force Protection ICT 

• STOs and DTOs; ASTAG & 
JWSTP 

• Limited input from AFEB 



Medical BD Program 
Organizational Environment 

Joint NBC Defense 
Board 

.. .... .... .. 

Joint Service 
Integration Group .. · 

JS Modernization Plan 

,.. · ...... .,. . . . ' . 

· .· Med Products 
Sub-panel 

.. Joint Service 
Materiel Group 

JSRDAPlan 
Joint NBC Logistics 
Support Plan 

-----------

Medical 
ASBREM 

JTCG 
3&4 

USAMRMC 
RADIV 



Military Infectious Disease Research Program 
Organizational Environment 

CONGRESS Department 
Appropriates Funding of the Army 

AST 
ASA·A 

A 
L 
G 
T& 

DSTAG 

Receives Reports OASA(FM&C) VCSA Co-
Steering Committee 

Chairs DUSD(S&T) -Dr. Etter -Chairs 
~~ 
II 

Dr. Andrews • Member 
" 

Equipping PEG ASTWG 
MG Cosumano • ADCSOPS-FD Dr. Andrews 

Mr. Charles· DASA(PP&P) MG Cosumano 

•. 

11 Technical Pane ·' ' DTOs ., 

/ DTAP ., 

i' TARA 
' . 

Is 

~ 

I ' • 
' , 

' ASTMP :: STOs 

r I " · Blo~ical Tech Panel i' 
II ' 
" ' 

Director of Requirements DASA(R& T) • Dr. Andrews 
BG Hackett [DAMI).FD] S&T BOS ·COL Libby 
CSS BOS ·COL Storm MDEP RK01 (6.1 & 6.2 PEs) 

1 MDEP FL8D (6.4-6.5 PEs) MDEP RK03 (6.3 PEs) 

" 
II 
" 

~)ruSAMRMC ::::::::: =: :::::; :: = :::: ;:: :::: 
Generates • 

Requirements MG Parker 

USAMMDA ~ .... ~ MIDRP' 
Dr. Nelson COL Hoke 

::::;::::::!::: :::::: 

I 'Anny is Lead Agent I Executing Organizations 

· BG Dodd, USAF, Chairs 
. 0$0 POC: OrJpsfer 
' : I . . . 

ASBREM Commitlee 
DDR&E + ASD(HA) Co-Chairs 

Dr. Mark & Dr. Bailey 

JTCG·2 _ Funding Flo w& 
nt COL Hoke Chairs Manageme 

. 
""" Oversight & 

Coordination 



Comparisons in Oversight 
MBDRP 

• Multi~level Oversight 
- RAD IV oversees program for 

the CG (staff office) 

- RAD ~· JSMG Medical CAM 
(totallifecycle oversight) and 
JTCG 3 and 4 Chair 

- AnnualCBDTARA(DTOs) 

(and Biomedical TARA) 

- Annual JSMG Program Review 
( 6.1 • 65 funded programs) 

- R-forms (JCBIS) 

MIDRP 

• Multi~ level Oversight 
- RAD 1 manages program for .. 

CG (staff office) 

- Biannual Biomedical TARA 
(DTOs) 

- RAD chairs JTCG-2 

- STOs reviewed annually for 
Army 

- R-forms (ASTMIS) 



Conclusions 

• Scientific methodology and technical approaches 
are essentially the same 

• Each program is targeted to different military 
problems (BW threats vs. endemic ID threats) 

• Requirements generation, prioritization, and 
definition is different for each program 

• Program oversight is different for each program 



BACKUP SLIDES 



Medical Biological Defense 
Program - Historical Highlights 

• Biological & Toxin Weapons Convention (ratified by U.S 
in 1975) 
- Provides rationale for differentiating biodefense (BD) 

from endemic infectious disease (ID) 
- Review conferences added Confidence Building 

Measures (declares biodefense program information) 
• High national visibility in mid- to late 80s (National 

Environmental Policy Act litigation, Congressional and 
GAO investigations) 

• Gulf War and follow-on GWI issues (1991) 
• USAMRMC splits management of medical BD program 

from MIDRP (1991) 
• Budget authorizations contain threat-related restriction on 

medical BD investment (1992/1993) 



Medical Biological defense 
Program- Major Milestones 

• Codification (1 0 USC 2370a) of medical BD RDT &E 
budget allocations by near-tenn and other threats (1994) 

• Public Law 103-160(1994) 
- Assign single office of responsibility for Chem/Bio Defense within 

DoD 
- Consolidation of chemical & biological defense programs under 

DATSD (CBD) (1994) 

• Joint Program Office for Biological Defense established 
(1994) 

• Joint Vaccine Acquisition Program Prime Systems Contract 
for development, licensure, procurement, storage, and 
distribution of vaccines awarded (1997) 



Medical Biological Defense 
Organizational Taxonomy 

I 

DTOEfforts 

edical Countermeasures (MC) for 
phylococcal Enterotoxins (SE) 
C for Encephalitis Viruses 

MEDICAL BIOLOGICAL 

DEFENSE SUBAREA 

Medical Countermeasures 
to Biolo~cal Warfare Agents 

-·- --

M 
Sta 
M 
M 
Ag 
Co 

ultiagent Vaccines for Biological Threat 
ents 
mmon Diagnostic Systems 

I _-

Science & Technology Plans 

I Vaccines* Therapeutics* 

1- Viral Agents Viral Agents 

Bacterial Agents Bacterial Agents 

Toxins Toxins 

*Include initiatives in emerging threats & genetically en~neered microbes 

l -

Supporting Efforts (STOs) 

-MC for Ricin 
MC for Filoviruses 
MC for Orthopox Virusll! 

Diagnostics* 



Summary of Enabling 
Documents for Infectious 

Diseases Research Program 



Infectious Diseases Program: Enabling Documents 
Tab Authority Document Comments 
1 Congress DoD Appropriation Bill-1982 • ASBREM committee authorQed as interim measure to eventual 

consolidation 
• Authorized inter-service assignment of officers 
• Anmy directed as "Lead Agenf' for DOD ID research 
• Lead Agent= responsible for planning, programming and 

budgeting of all DOD and service unique resource requirements 
• Consolid•tinn of ID research to be comolete bv 1984 

2 DoD USDRE Memorandum- 2 Aug • Lead agent authorized to ask for and receive detailed infonmation 
1982, SUBJ: Medical Research [from both Army and Navy laboratories] required to acoomplish 
and Development Consolidation: planning, programming, and budgeting responsibility .. .including 
Infectious Disease and Combat progress reports, research reports and funding requirements. 
Dentistrv • Le•d •nent ros~onsible for oroaramminn 6.1-64 RD ,ds. 

3 DoD USDRE Memorandum -26 Jul • "Consolidation" of ID research programs fonmalized 
1984- SUBJ: Medical Research • Instituted JTCG-2 
and Development Consolidation: • Prescribed periodic program review of all program components 
Infectious Disease and Combat • Prescribed timetable for fonmulation of infectious research plan 
Dentistry, Amended Operational • Outlined joint POM planning responsibilities 
Procedures • Prescribed annual "OCONUS Commanders' Laboratory Strategy 

Planning Conferences" to address coordination of ID research 
efforts in OCONUS labs with major program efforts in CONUS labs 

• Prescribed "Project Coordinators and assistant project 
coordinators" [from oppostte service] for major thrust areas 

• Prescribed Product Managers for identffied products in 
develooment 

4 DA USAMRDC Memorandum, ola 25 • Document of a phone conversation clarifying Congressional Lead 
Oct 1990, SUBJ: Explanation of Agency and DoD Executive Agent roles 
USAMRDC Congressional lead 
agency/DOD Executive Agent 
Roles 



Infectious Diseases Program: Enabling Documents 
Tab Authority Document Comments 

5 DAIDoNI Memorandum of Agreement, 4 1 MOA for lnfactious Disease Research Between the US Army 
OAF March 1991 Medical Research and Development Command, the Naval Medical 

"*This document has baan Research and Development Command and the Air Force Human 
determined to be outdated. A Systems Division 
new MOA ;, heinn staffed. 

6 DoD Charter of the Armed Services 1 Established the ASBREM Committee to provide management 
Biomedical Research Evaluation oversight, direction and coordination of Defense medical research, 
and Management (ASBREM) development, test and evaluation (RDT&E) programs 
Committee· 23 Sep 1994 1 ASBREM Objectives (selected) 

1 Continue and enhance cost effective resource utilization by 
improving the responsiveness ofT ri-Service coordination and 
cooperation ... 

1 Obviate unnecessary duplication in the Military Departments 
and other Agencies' medical science, technology, and 

' development programs 
1 Provide the mechanism to address medical RDT&E 

organizational roles, conduct research management studies, ' 
resolve organizational and functional alignment issues 
regarding biomedical research among the Medical Departments 
and Aaenci•• ' 

7 NIA DRAFT Memorandum of • Distributed to service ASECs 3 May 2000. 
Agreement to replace 4 March 
19Q1 doc"menl. 

8 DA, Memorandum, Assignment of 1 Memorandum requests Asst Chief for Operational Medicine and 

MRMC Naval Offcer to the Staff of the Fleet Support, BUMED consideration of assigning a Naval Officer 
Milita!Y Infectious Diseases full time to MIDRP staff. 
Research Pronram 27 Mav 1999 



FYO 1 JTCG-2 Prioritized Structure 
STEP F · Malaria Vaccine Research 

STO AI ·Multi-Antigen, Multi-Stage Plasmodium vivax Malaria Vaccine 
STO AF ·Multi-Stage, Multi-Antigen Recombinant Plasmodium falciparum Malaria vaccine 

STEP Q · Malaria Drug Discovery and Development 
STO AQ. Drug for Prevention of Multi-Drug Resistant Malaria and Severe & Complicated Malaria 

STEP D · Prevention ofDiarrheal Diseases 
STO AD · Prevention ofDiarrheal Diseases 

STEPS · Flavivirus Vaccine Research (includes TBE) 
STO AS ·Nucleic Acid (DNA-based) Vaccines to Prevent Dengue 

STEP L · Diagnostic Systems for Infectious Diseases 
STO AL ·Common Diagnostic Systems for Biolo~cal Threats & Endemic Infectious Diseases 

STEP C · Malaria Genome Project 
STEP U · Identification & Control of Insect Vectors of Infectious Diseases 

STO AU ·Development of a New Standard Military Insect Repellent 

STEP N · Hepatitis Virus Vaccines 
STEP M ·Meningococcal Vaccine Research 
STEP T ·Research on Hemorrha~c Fever & Other Highly Lethal Viruses (includes Hantavirus) 

STEP J · Rickettsial Diseases Research 
STEPP ·Leishmania Research (Gulf War Funding, Not Ranked) 
STEP H ·Prevention of Military HIV Infections (Separate Funding Lines, Not Ranked) 



ACRONYM DEFINITIONS 
AMEDDC&S -Army Medical Department Center & School, Ft Sam Houston, TX 
ASA-ALT -Assistant Secretary of the Army for Acquisrrion, Logistics & Technology 
ASA(FM&C)- Assistant Secretary of the Army for Financial Management and Comptroller 
ASBREM -Armed Se!Vices Biomedical Research & Evaluation Management Committee 
ASD(HA) ·Assistant Secretary of Defense (Health Affairs) 
ASTAG- Army S&T Advisory Group 
ASTBMP. Army Science & Technology Master Plan 
ASTWG -Army Science & Technology Working Group 
BOS -Budget Operating System 
CSS · Combat Se!Vice Support 
DASA(PP&P) · Depu~ Assistant Secretary of the Army for Plans, Progrnms, and Policy (OASA-AL T) 
DASA(R&T) · Depu~ Assistant Secretary of the Army for Research & Technology (OASA-AL T) 
DCSOPS- Depu~ Chief of Staff for Operations & Plans (Army) 
DDR&E -Director, Defense Research & Engineering (Works for USDA& T) 
DSTAG · Defense Science & Technology Advisory Group Steering Committee 
DUSD(S&T) • Dep~ Undersecretary of Defense for Sdence & Technology [Works for DDR&E] 
DTAP- Defense Technology Area Plan 
DTO- Defense Technology Objective 
JTCG ·Joint Technology Coordinating Group 
MDEP · Management Decision Package 
MIDRP · Milttary Infectious Diseases Research Program 
STO · Science & Technology Objective 
PE . Progrnm Element 
PEG · Progrnm Evaluation Group 
TARA· Technology Area Review & Assessment 
USAMRMC • U.S. Army Medical Research & Materiel Commend 
USAMMDA · U.S. Army Medical Materiel Development Actvi~ 
USDA&T. Undersecretary of Defense for Acquisition & Technology 
VCSA ·Vice Chief of Staff of the Army 
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THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, C, C. 20301-1200 

HEALTH AFFAIRS 

MEMORANDUM FOR DIRECTOR, JOINT STAFF 

APR 3 0 2DOI 

CMATContcol# @ 
2002227-00000~ 

SUBJECf: Review of the Draft Contingency Protocol for Vaccination of Volunteers 
with Anthrax Vaccine Absorbed (AVA) after Possible Exposure to Bacillus 
Anthracis Spores 

This is in response to your memorandum of April4, 2001, regarding the subject 
document review. Your memorandum notes that, "As such, this protocol is not 
executable during combat operations." 

The Joint Staff and CINCs should be advised that, absent a Food and Drug 
Administration (FDA) approved protocol, any request for use of an Investigational New 
Drug (lND) during combat operations will most likely be disapproved. There is 
precedence regarding such protocols. In a memorandum dated February 24, 1998, 
USCENTCOM requested USCINCCENT be formally identified "as the sole issue 
authority for the use of PB (pyridostigmine bromide) as a nerve agent pretreatment within 
the Central Region,., and also requested a DoD waiver from the requirement to follow the 
FDA's required IND protocol. In reply, Mr. Christopherson, Acting Assistant Secretary 
of Defense for Health Affairs, noted that until such time as an acceptable treatment use 
protocol has been filed with the FDA, DoD policy, based on federal regulations, prohibits 
DoD from issuing or using PB. Based on that memorandum, the Joint Staff responded to 
CINCCENT by disapproving the request and advising that ''PB is not, repeat not, to be 
issued to individua1 service members or directed for use in this or any military operation 
un1ess specifically approved by OSD. H acceptable protocols are approved, the Joint 
Staff will identify USCINCCENT as the sole authority for how, when, and to whom PB 
is to be issued." 

The problem identified by USCENTCOM in 1998 is relevant today. Unless we 
can resolve the problems identified in the Joint Staff memorandum of April4, 2001, it is 
likely that any request for use of an IND will be disapproved. Your memorandum notes 
that the Joint Staff and Office of the Anny Surgeon General will co-sponsor the Joint 
Medical Nuclear, Biological and Chemlca1 Readiness Conference from April 30 through 
May 4, 2001, which will convene an IND working group to address implementation of 
this type of protocol. A member of my staff, Salvatore M. Cirone, Program Director, 
Health Science Policy. will be a member of this IND working group. It is imperative that 
we resolve all concerns and develop a protocol that will be acceptable to the Joint Staff 
and CIN'Cs. If we cannot reach concurrence on the subject protocol before the conclusion 
of the conference, I intend to forward the issue to the Under Secretary for his 
consideration. 

J. J t Clinton, MD, MPH 
Acting Assistant Secretary 



•. 
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HA Control No.: 
Documl:nt No.: 
Due Date: 

April 16, 200 I 

MEMORANDUM FOR ACTFoG ASSISTANT SECRETARY OF DEFENSE (HA) 

THROUGH: +Robert S))~o?r, COL, MS, USA, Acting DASD(HA)HOP ~;~~ f f 
FROM: Salvat~ne, Program Director, Health Science Policy ~ 
SUBJECT: Review of the Draft Contingency Protocol for Vaccination of Volunteers with 

Anthrax Vaccine Absorbed (AVA) after Possible Exposure to Bacillus 
Anthracis Spores. ACTION MEMORANDUM 

DISCUSSION: This is a reply to the Director, Joint Staff, regarding the JS 
memorandum dated April4, 2001 (TAB A), same subject. The JS notes in the 
memorandum that the subject protocol is not executable during combat operations. He 
states that the JS and Army OTSG are sponsoring Joint Medical Nuclear Biological and 
Chemical Readiness Conference from April30-May 4, 2001. He states that the work of 
the conference IND work group should be considered in producing the final version of 
this protocol. 

The reply states that it is imperative that we resolve JS concerns and develop a 
protocol that will be acceptable to the Joint Staff and CINCs. It is critical that the Joint 
Staff and CINC participants come to the conference with a detennination to make this 
protocol workable so we can get concurrence to forward this protocol to the Food and 
Drug Administration. The Joint Staff and CINCs need to be cognizant that without an 
FDA approved protocol, any request for use of an IND during combat operations will 
most likely be disapproved. The memo notes that if we cannot develop concurrence on 
the subject protocol following the conference, the ASD(HA) anticipates notifying the 
Secretary of the situation. The reply references a memo from the CINCCENT in 
February 1998 (TAB B) and the ASD(HA) reply (TAB C). The DRAFI' JS reply to 
CINCCENT is at TAB D. It is my understanding that the JS did send out the reply as 
noted in the draft, but I do not have a copy. 

RECOMMENDATION: Sign the memorandum. 



------------------------- --· - - ·-····-· . . . 

•• 
THE JOINT STAFF 

WASHINGTON, DC 

Reply ZIP Code: 
20318-0300 

DJSM-0256-01 
04 April 2001 

MEMORANDUM FOR THE ASSISI'ANf SECRETARY OF DEFENSE (HEALTH 
AFFAIRS) 

Subject Review of the Draft Contingency Protocol for Vaccination of Volunteers with 
AnthraxVacd.ne Absorbed (AVA) after Possible Exposure to Bacfilus 
Anthracis Spores 

1. Thank you for the opportunity to revJ.ewl the subject document. We have reviewed 
the protocol and request incorporation of the enclosed comments and resubmlssion of 
the protocol to the Joint Staff for final staffing. 

2. While Service members must receive the vacctne in order to survive, operational 
commanders will not be able to complete all the tra1ning and documentation 
requ.irements for this protocol in theater during combat operations. The Services do 
not have an executable plan to train the unit level Associate Investsgators and the 
Principal Investigators. As such. this protocol ts not executable during combat . 
operations. 

3. The Joint Staff and Army Office of the Surgeon General are co-sponsoring the JOint 
Medical Nuclear Biological, and Chemical Readiness Conference from 30 April through 
4 May. The conference includes an Investigational New Drug working group that will 
address how to implement this type of protocol. Their work should be considered in 
producing the final version of this protocol. 

4. The Joint Staff point of contact is (b)(6) 
~~------------------------~ 

(b)(6) 

Enclosure 

AaA-1 
S.A FRY 
Vice Admiral U.S. Navy 
Director, Joint Staff 



----- --.~-··- . 

. 
Reference: 
1 OASD{HA) e-mail, 18 December 2000, "DRAFT Contingency Protocol for Volunteers 
. with Anthrax Vaccine Absorbed (AVA) after Possible Exposure to Bacillus anthracis 

Spores- AC'TION MEMORANDUM" 



ENCLOSURE 

JO!Nf STAFF COMMENTS ON Tiffi CONTINGENCY PROTOCOL FOR 
VACCINATION OF VOLUNTEERS WITH ANTIIRAX VACCINE 

ADSORBED (AVA) AFTER POSSIBLE EXPOSURE TO 
BACILLUS ANTHRACIS SPORES. 

l. Section 2.0 

a. Page 3,first paragraph. last sentence. Change as follows: "Anthrax 
Vaccine Adsorbed (A VAl ... ." 

REASON: Completeness. This is the first time the abbreviation Is used 
Within the document. 

b. Page 3. third paragraph, first sentence. Change as follows: • ... the CDC 
andACIP ~ 16) ... ." 

REASON: Completeness 

c. Page 3, fifth paragraph, fourth sentence. Delete and substitute the 
folloWing: 

"The Intent of this protocol is for contingency use of anthrax vaccine in a 
post -exposure setting, not to support a labeling change for the licensed anthrax 
vaccine."' 

REASON: Allows the use of information collected wblle stating the 
proper Intent of the protocol. 

d. Page 4. first paragraph. Comment: Define the timeframe and when data 
collection will cease, so that analysis and reporting to FDA can begin and end. 

REASON: Clari1y of the research design. 

2. Section 2.2.2.2 

a. Page B. first paragraph. Add to the end of paragraph the folloWing 
statement: "Some of the most robust ey!dence of the safety of anthrax vaccine 
comes from the Defense Medical Survellanoe System IDMSSJ. which shows 
that anthrax-vaccinated and unvaccinated are hospitalized at the same rates." 

b. Page 9, fourth paragraph, last sentence. Change as follows: "No deaths 
have been causally linked to the resulted H-em anthrax vaccine. • 



c. Page 12, frrst paragraph, last sentence. Change as follows: "Anthrax 
Vaccine Expert Committee (AVEC} found no .•. ." 

REASON: Accuracy. The DMSS constitutes a capability more robust 
than VAERS for post-markettog sUIVeillance of health events potentially 
associated with the anthrax vaccine. The ACIP recommendations note two 
deaths were reported through VAERS as of publication date, but were not 
"causally associated". 

3. Section 2.3.4 

a. Page 14, first paragraph. thlrd line. Change as follows: " .... The AVIP 
AClP recommends .•. ." 

REASON: The ACIP Is a more authoritative reference than the A VIP 
and adds credibility to the statements as a civilian advisory group. 

b. Page 14. second paragraph. Change as follows: "Prot.oetlve clothing 
and gas masks ean Individual protective masks (gas masks} and collective 
protection systems (NBC MOPP suit} provide excellent ... : 

REASON: Protective clothing provides minimal protection against 
anthrax spores. However individual protective masks and collective protection 
systems provide inhalation protection against anthrax spores. The correct 
terminology should be used, however the document should also be wrltien in 
lay language. 

4. Page 16, Table 5, Anthrax Vaccine Administration Guideline for Post
Exposure Prophylaxis 

a. Page 16, doses 4 through 6, second and thlrd columns. Change as 
follows: "14 llays6 month" and "2 weeks6-months." 

b. Page 16, dose 7, second and thlrd columns. Change as follows: "-!4 
day!tl2 months" and "2 weeks 12 months." 

REASON: Consistency with the current anthrax program. The 
current dosage schedule for doses 4 through 6 are gtven at a 6 month Interval 
with subsequent doses being required annually. 

c. Page 16. Notes section. Add the following: 

"In a "vaccine tight" envtronment, triage emphasis should be given to 
those who have not received doses l, 2, and 3 before considering boosttog of 
those who have receiVed four or more doses of the vaccine." 

2 Enclosure 
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REASON: Large amounts of vaccine might be squandered by boosting 
of those who have nearly completed the full vaccine schedule. 

5. Page 17. section 2.7, References. item 13. Change as follows: "United 
States, 2000 (<l>aftDecember 15. 2000}( 

REASON: Accuracy 

6. Section 4.0 

a. Page 20, first paragraph, third sentence. Change as follows: "The 
Secretary of Defense ordered the implementation of a plan (eontlngeney 
j>f9tocal under an IND) to protect service ... : 

b. Page 20, first paragraph. fifth sentence. Change as follows: • ..• The 
Surgeon General of the Anny and the absence •• : 

c. Page 24, Fl!!ure 5, Responsibilities Associated with Anthrax Vaccine 
Contingency Protocol 

(1) ResponslhJiities of the Combatant CINC section: Add the following: 

"3. Request approval from SECDEF to implement the anthrax 
contingency protocol. 

4. Inform SECDEF of decisions related to the execution of the protocol." 

REASON: lAW DODD 6200.2 the implementation authority rests 
with SECDEF, not the CINC. The CINC is responsible for lnformlog the 
SECDEF of any decision made after the SECDEF gives approval to execute the 
protocol. 

(2) Page 24, Responsibilities of Site Investigator. Item 11. Change as 
follows: " ... AEs to RCQ, USAMRIID Human Use C-e. and Cltnical 
Project Manager." 

(3) Page 24, Bespons!bilities of Cltnical ProJect Manager section. Add the 
following: "8. Forward copies of serious and unexpected AEs to the RCQ, 
HSRRB and USAMRIJD's Human Use Committee." 

REASON: The Cltnical Project Manager should be responsible for 
forwardtng the tnformation to the RCQ and USAMRJID Human Use 
Committee. This wtJ1 reduce the reporting requtrementa for the Site 
Investigator and requtre him/her to only have one primacy office to 
report all tnformation/reports. By centrallztng the reporttng, this wtJ1 

3 ·Enclosure 
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help to ensure the lnfonnation is forward to the proper 
agencies/ committees. 

(4) Page 24, end of figure. Add the following: 

"Responsibilities of the Secretary of Defense: 
· !. · To aPJ?rove/dlsapprove CINC request to implement the protocol. 

The Secretruy of Defense has the authortiy under DODD 6200.2 
Section 4.2 to aPProve protocols for use ori volunteers who give 
informed consent. 

2. Request a waiver of Informed consent from the President of the 
United States when necessary lAW DODD 6200.2 Section 4.3." 

d. Page 25. end of paragraph 2. Add the following: 

"To reduce bias. a comparable control group of nersonnel who did not 
participate in the protocol will be surveyed six months after receiVing the 
influenza vaccine. for compartson." 

REASON: Clartty, completeness and consistency. Avoids confusion 
with other Service Surgeons General. This portion of the protocol should show 
all of the key responsibilities. Under DODD 6200.2, the SECDEF does have 
the ability to request the President waive the requirement for Informed consent. 
The SECDEF must personally request the waiver. The protocol should 
recognize this option and address the steps when necessary. Improves study 
design by addtng a bias control measure for the survey. 

7. Section 4.9 

a. Page 27. 4.9 Source Data section, first paragraph. Delete and substitute 
the following: 

"The following data fields wlli be completed via Service automated 
tnununization tracktng systems (AITS) and wlli serve as the Case Report Form 
for subjects enrolled tn the contingency protocol: (The Service's AITS are 
MEDPROS (Army), SAMS (Navy & Martne Corp), and MITS (Air Force}.)" 

b. Page 27, Immunization Table. subparagraph !. Add the following: 

"Sertes Number, Route of administration (e.g., SC. ID, IM. etc.)." 

c. Page 27, Temporazy Personnel Table. subparagraph 2. Add the 
following: 

"Nationalldentliy Number or other ID number." 

4 Enclosure 



d. Page 27. subjlaillgraph 3, first bullet. Change as follows: • •.. used in 
MODSServ!ce AITS. • 

e. Page 28. subparagraph 4. first bullet. Change as follows: ·used in 
MODSServ!ce AITS. • 

REASON: Accuracy, completeness and clarity. The protocol can be 
given to non-US service volunteers. Thus the protocol must comply with the 
requirements ofDODl 6205.4, Section 5.5.4.1 Immunization of Other Than US 
Forces for Category 2 through 4 personnel. 

8. Page 29. section 5.3. Comment: Clearly define the withdrawal (voluntary 
and tovoluntary) criteria for the protocol. Ident:UY the documentation 
requirements when an Individual is withdrawn from the protocol. Individuals 
who do not desire to take non-FDA-released AVA will be allowed (indeed, 
encouraged) to take the antibiotic regimen. 

9. Page 30, section 6.1, third paragraph, first sentence. Change as follows: 
• •.. further exposure to B. anthracis spores should wlll be advised to complete 
the FDA .... • 

REASON: Clarity 

10. Page 33. section 6.5. end of paragraph. Add the following: 

"Monitoring/ensuring that subjects complete the requisite number of 
vaccinations must be a partnership among the subjects, themselves, their 
commanders or other unit leaders, and the medical community, espectally 
considering the stress of implement!og this protocol within mll!tary 
operations ... 

REASON: Accuracy 

11. Page 34. section 8.0. Comment: Describe plans that establish 
accountabillty for documentation of protocol treatments in Individual medical 
records ofvacclne recipients. Address the documentation of adverse events 
during a milltary operation In the health record. The protocol must establish 
accountability for tasks. As wrttten, this section loosely requires AE outcome 
documentation (paragraph 3). 

12. Page 34. section 8.1. end of first paragraph. Add the following: 

"Loss of duty greater than 24 hours is a mandatory VAERS report!og 
criteria." 

5 Enclosure 



REASON: Accuracy 

13. Page 35,section 8.3. Add the following: 

"Volunteered and observed AEs Will be recorded in the volunteer health 
records in addition to any protocol soeciftc records." 

REASON: Clarity 

14. Section 8.5 

a. Page 38, Clinical Project Manager. Change as follows: Move the Cllnical 
Project Manager at USAMRIID to the top of the addressee list for serious and 
unexpected AEs. 

b. Page 38, after the Clinical Project Manager. Add the following statement 
"The USAMRIID Clinical Project Manager Will forward AE information to:" 

c. Page 38, Clinical Project Manager. Add the telephone#, fax#, and ema!l 
address information to the Clinical Project Manager after the position has been 
lllled. 

REASON: The Cllnical Project Manager works Within the same 
organization as the US Army Medical Research and Materiel Command 
(USAMRMC) Office of Regulatory Compltance and Quality and the US. ArmY 
Medical Research Institute oflnfectious Diseases (USAMRIID) Chairman, 
USAMRIID Human Use Committee. He/she can forward this information to 
these committees. This Will reduce administrative burden on deployed 
operational units and help to ensure each committee receives the necessary 
information. Deployed operational units Will not be able to forward AE 
information for central collection Without lt. 

15. Page 39, section 8.7, first sentence. Change as follows: "review," Replace 
With "investigate.• Delete "Human Subjects Research Review Board (HSRRBJ." 
Replace With "Cllnical Project Manager at the USAMRITD." 

REASON: Accuracy. The medical officer Will likely be called on to 
examine and possibly treat the affected individual. This is not a technical 
review. To help ensure compliance With the protocol, the deployed operational 
units should deal With only one office. The Cllnical Project Manager at 
USAMRIID Will need to have this information anyway and can forward the 
report to the HSRRB. This change Will simplify the flow of information from the 
deployed unit to the central collection point. 
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16. Page 40, section 12.1, first sentence. Change as follows: • ... by the Code 
of Federal Regulations (in particular parts 21, 56. 314, and 60 l of CFR 312) 
and ICH ... ." 

REASON: The protocol should clearly !dentl1Y applicable CFRs. 

17. Page 41. section 12.2. paragraph 1. second sentence. Add the following: 

•noD's quad-fold brochure and the CDC's Vaccine Information Statement 
(VIS) on anthrax vaccination may be used as tratntng aids to provide additional 
information.· 

REASON: Uniformity and consistency of information by utilizing 
existing resources. 

18. Sections 12.4 and 12.5 

a. Page 42. Comment: Ensure compliance with the Privacy Act [5 U.S.C § 
552a) if establishing any database of service members with data re1Iievable by 
their social securtty numbers. See AR 340-21, The Army Prtvacy Program, 5 
July 1985, paragraph 4-6. 

b. Page 42. Comment: Ensure that the listing in sections 12.4 and 12.5 
of those individuals who w!1l have access to these records Is the same as that 
on the Informed Consent Form. 

c. Page 42. Comment Explicitly state on the informed consent form all of 
the parties who w!1l have access to the data [consistent with sections 12.4 and 
12.5). 

d. Page 42. Comment: The Privacy Act also requires that a Prtvacy Act 
statement he furnished to individuals whenever personal information Is 
requested from them that will become part of a system of records retrtevable by 
their names or personalidentlfiers. See AR 340-21, paragraph 4-2 for a list of 
required data. See also AR 15-6, Appendix B for additional guidance on 
drafting a systems notice. 

e. Page 42. Add the following: 

"Your signature below constitutes consent to disclosing this data to these 
individuals.· 

REASON: Accuracy, consistency and to ensure compliance with the 
Prtvacy Act. Per AR 340-21, Chapter 3, the Army Is prohibited from disclosing 
a record from a system of records without obtaining the prtor written consent 
of the data subject. except, for example, wben disclosure Is made to officers 
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and employees of DOD who have a need for the record in the performance of 
their duties {the so-called "need-to-know" exception to the Privacy Act). or 
permitted by a routine use that has been published in the Federal Register. 
Any invocation of the .. need-to-know" exception must be documented by the 
offiCial responsible for invoking it. 

19. Page 42. section 14.0 and section K of the Informed Consent Form. 
Comment: Consult With US Army Medical Research and Materiel Command 
(USAMRMC) legal counsel to determine whether the passage "Should a subject 
be injured as a direct result of participating in this protocol, he/she will be 
entitled to medical care at no cost for that injury. The subject w1ll not receive 
any injury compensation, only medical care" should be changed to "TTle 
subject Will not receive any injury compensation beyond that provided by law." 
Further, request USAMRMC counsel coordinate With the Office of Workers 
Compensation to detennine if they have any provisions affecting civilians who 
are exposed to anthrax and to develop plans to accommodate medical care for 
civilian and contractor personnel who are injured as a direct result of 
participating in the protocol. It is likely that questions about such care Will 
arise during the briefing for the informed consent and unit support personnel 
will need to know how to care for members who need to exercise this 
component of the protocol. 

20. Appendix Section. Comment: Add a copy of the FDA Form 1572. 
instructions on how to fill this form out, and how to obtain a copy of the form 
through the internet and/or mail. The protocol should be inclusive and 
provide the Principal Investigators a copy of each form they must complete. 

21. Appendix A. Logistic Annex 

a. Page A-2. second paragraph. first line. Change as follows: .... . Vaccine 
to be used under this protocol may not have Bet been released .... " 

REASON: Accuracy. If vaccine which has been released is available, 
then this vaccine will be used. If FDA released vaccine is not available, then 
non-FDA released vaccine will be use. 

b. Pages A-3 and A-4. Comment: Provide an agency email account when 
possible. 

(1) Add the following: "Navy and Marine Corps". 

(b)(6) 
C2l r.h::.:md'e • .as..follo..ws.:_." ,_t-ol.J(b~'.u.i)(I6::L.i) ___________ --'l 

8 Enclosure 



REASON: Accuracy. The vaccine may or may not have been 
released. Avoids any unnecessary limitations on the protocol. Providing 
agency emall accounts will allow field units to forward the necessary 
tnformation once individuals PCS. 

c. Page A-3. subparagraph e. Comment: Ensure a mechanism is in place 
to keep the POC listing current and accurate. Recommend referencing the 
USAMMA website {http:/ /www.armymedicine.army.mtl/USAMMA/ 
anthrax/poc.stm) in the protocol. USAMMA must ensure changes and updates 
are posted on the website in a timely manner as necessary. 

d. Page A-13, paragraph 2. Comment: The first sentence states: "The 
antibiotics Ciprofloxacin, Doxycycline and Penicillin are all approved by the 
FDA for either the prevention or treatment of disease caused by B. Anthracls. 
As such, they are not considered investigational agents under this protocol. • 
This statement is contradictory to the statement on page 33 {6.4.2.3.), 
"Penicillin is approved by the FDA for the treatment of anthrax disease but not 
for post-exposure prophylaxis." Clarify which statement is correct and then 
make necessary changes to ensure consistency throughout the protocol. 

REASON: Accuracy and clarity 

22. Appendix B 

a. Page B-3. after "Number of anthrax vaccinations received:" Change the 
blaok line with check boxes, indicating the number of potential doses. "_I _2 
_3 _4 _5 _6 _7 or more." 

b. Page B-3, "Experience with antibiotic" section. Delete "Y.L><e'!-s~N~o·. Replace 
with check boxes listing" <5 5-10 11-20 21-40 41-60 61-80 81-
100 101-120." 

REASON: Check boxes gtve more easily analyzed information than 
free text entries. An estimate of the total number of antibiotic doses taken is 
more informative assessment of compliance than a simple yes or no answer. 

23. Appendix C 

a. Page C-2, after the line "Do you smoke?" Add the following: "Do you 
drink alcohol? How many drinks per week?" Then list in check box format 
several options. 

b. Page C-2, after last question, "How many doses have you taken? Add 
the following check boxes "<5, 5-10, 11-20, 21-40, 41-60. 61-80. 81-100. and 
101-120." 

9 Enclosure 



REASON: Alcohol use is an important contributor to the overall 
health status along with tobacco use. Check boxes give more easily analyzed 
information than free text entries. 

24. Appendix G 

a. Page G~. Precaution paragraph. Comment: Include information about 
avoiding excessive sunlight/photosensitivity while taking Doxycycline. 

b. Page G-6. Drug Interactions paragraph. Add the following: "Doxycycline 
can increase sensitivity to sunlight. • 

c. Page G-6. Comment: Include a summary paragraph to summazlze the 
important points at the end of the consent form (e.g. how to avoid excessiVe 
sunlight. be aware of dizziness, decreased effectiveness of birth control pills, 
how and when to take the medications). 

d. Page G-7, Drug Interactions paragraph. Add the following: "Penicillin 
can increase sensitivity to sunlight. • 

e. Informed COnsent Form 

(!) Comment: Create three separate Informed Consent Forms. Version 
I is for use of FDA released vaccine, version 2 is for use with non-FDA released 
vaccine, and version 3 is for when either FDA released or non-FDA released 
vaccine will be available. In each case the third paragraph under sub
paragraph A must be adjusted to correclly identify which vaccine (FDA released 
or non released) Is being used. The third version could use a check box style 
question such as: "You will be given a dose of vaccine from (check the one that 
descrtbes the vaccine] _ FDA released AVA vaccine or_ non-FDA released 
AVA vaccine but which the FDA agrees may be used in this protocol." For 
version 2 and 3, add a paragraph that descn'bes why the protocol is using non
FDA release AVA vaccine. 

(2) Para!!J1Wh G, subparagraph 3. Delete "or triceps." 

(3) Comment Add the risks of no treatment. 

(4] Second page [page unnumbered). paragraph 2. Comment: The 
protocol addresses taking all the antibiotics together. This part of the form 
suggests that volunteers may take any one antibiotic only. The protocol and 
consent form must be consistent. 

[5) Third page (page unnumbered]. Comment Ensure information on 
the antibiotics Is consistent with the previous antibiotic information. Each 
drug that imposes effects from excessive sunlight and affects the effectiveness 
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of oral contraceptives needs to so state at every point these drug factors are 
mentioned. Include tips on managing oneself when taking these drugs (e.g. 
use of sunscreen. coincident use of supplemental contraceptives, etc.). 

(6) Fifth page (page unnumbered). Comment: Add information about 
how the volunteer may get the information about his/her participation. 

(7) Section N, fifth page (page unnumbered). Comment List the 
organization and address for the Regulatory Compliance and Quality Office. 

(8) Comment: Add to the protocol a discussion of the status of 
participants while they are under treatment (e.g., need for Isolation of those 
exposed, hazardous materlal management). 

REASON: Completeness and accuracy. The precautions for use of 
Doxycycline are not correct. As per the Physician Desk Reference 200 l, sun 
exposure (photo-sens!tlv!ty) Is a possible side effect from the use of qu!nolones 
however It Is a warning In Doxcycl!ne use and should be Included In all 
antibiotic precautions. The Injection should be Into the deltoid area to avoid 
possible ulnar neuropathy. The protocol can be used with either FDA release 
or non-FDA release vaccine. Recipients need to be aware of which category of 
vaccine they are receiving and why they are receiving non-FDA released 
vaccine. 
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Reply ZIP Code: 
20318-0300 

THE .JOINT STAFF 
WASHINGTON, DC 

DJSM-346-98 
30 March 1998 

MEMORANDUM FOR THE ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

Subject: Investigational New .Drug Protocol for Mllitaly Use of Pyridostlgmlne 
Bromide 

1. The Deputy, USCINCCENT, requestedl Joint Staff assistance related to 
pyridostignune bromide (PB) availabilfty. He asked that USCINCCENT be identified as 
the sole Issue authority for PB within his area of responsibility (AOR) and requested a 
waiver from the requirement to follow US Food and Drug Administration (FDA) 
protocols for using this tnvestlgatlonal new drug (IND) product. 

2. The Joint Staff response to USCENTCOM (enclosure) reiterates your position that 
the Department of Defense does not have the authority to grant a waiVer from the 
requirement to follow federal investigational new drug (IND) regulations for PB use. It 
further states that the Joint Staff would forward Its request for waiver of extsUng IND 
protocols to OSD. 

3. USCENTCOM's intent is to establish control over issue and use of PB in their AOR 
Within the framework of treatment protocols acceptable to USCINCCENT, Department 
of Defense. and the FDA. The Joint Staff belleves that the operational exigency would 
preclude compliance with some existing IND requirements, and further agrees that. 
once acceptable resolution ts obtained, USCINCCENT should be the sole authority for 
how, when, and to whom PB Is to be Issued. 

4. The Joint Staff point of contact is ~(b)(6) l ((b)(6) J a...;....,;,.;,.,;,._ __________ __. 

Enclosure 
Reference: 

~c. ~ta;.v 
Dennis C. Blair 

·Vice Admiral. U. 5. Navy 
Director. Joint Staff 

1 USCENTCOM memorandum. 24 February 1998, •tnvestlgatlonal New Drug (IND) 
Protocol for Mllltary Use of Pyrlodostygmtne BrOmide (PB)" 
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~10-1998 18:013 (b)(6) 
P.BeYee 

CCSG 

UNITED STATES CENl1tAL COMMAND 
OFflCB OP niB COMMANDER IN CHIEF 

'7115 SOUTll BQlJMlARY BOUtJ!V 1\lU) 
W.CDII.l.Alll FCRCEBASE.FLOIUDA 33621-SlOl 

24 Feb 98 

MEMORANDUM FOR DIRECTOR OF THE JOINT STAri', 300 JOINT STA!T 
PENTAGON, WASHINGTON, DC 20318-0300 

SOBJECT: Investigational Sew Drug (INC) Protocol for Mllitary 
Ose of Pyridostyg'~Dine 8:r0111de (PB) 

1. USCENTCOM requests your he~p to formally identity OSCINCCENT 
as the sole issue authority tor use of PB as a nerve agent p~e
~at..aut w:t.thin the caneral R.eqion . •• also reques't a DOD 
waiver from the requirS.ent to follow the u.s. FOOd an~ Druq 
Acbinistration (l'DA) reqW.red nm protocol. Althouqh we vo\l.ld 
only authorize issuance o! the tableu in the •~ant of an actual 
nerve aqent attack, the operational exigency in that situation 
preoludee the ability to adhere to ~ peacetime protocol. 

2. Aa background, the FDA has restricted use ot PB tor nerve 
agent. pretreatment under an IND protocol . Observance of the 
protocol is operationally unsupportable due to the time and 
~eaourcea requi.red to medically scxeen, follow, end evaluate 
service members as study participants before, during and atter 
taking PB. The requirement for obtaining informed consent t~ 
each incli vidual service me~Qber is &lso of conce~. 'l'aotic:al. 1aae 
of PB would be continqent upon uxiambiquows warning of i aqxond1ng 
use oC chemical weapona against 0. S . troops or the actua~ use o~ 
chemical weapons . This is obviously incompa1;ible wi.th 9aining 
the for=ally documented voluntary permission of every at riak 
individual service 11\ember to part1c1pat:e in a tAed.ica~ etud.y. 

3. Al thouqb ve ere coqnizant of the concerns over a possible 
llnkaqe between PB use in Operation DESERT S'l'ORM and the 
development of Gulf War Illness, the CINC must have all 
protective measures available to him it chemical. wcapona aze ~cad 
aqai.nst our troops. I would appreciate any assin.ance you coul.ci 
provide to es~ablish USCINCCENT aa the ainqle authority to allow 
1ndi vidual issue in the event ot a conficned aerve agent attack 
and obtain an FDA waiver for use of PB by Jldlitary personnel 
without obsenin<;J the INO protccol. 

~,...ll.~ 

THOMAS R. CASE 
Lieutenan~ Genero~, USA!" 
Deputy Cozamandar in Chief 

.u1d Chief of Staff 

TOTA.. P.~ 



.·.--
THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON. D. C. 20301-12.00 

HEALTH AFFAIRS 25 MAR tm 

MEMORANDUM FOR D!RECTOR OF THE JOINT STAFF 

SUBJECT: USCINCCENT Request for Military Use ofPyridostigmine Bromide (PB) 
Within the USCENTCOM Area of Responsibility (AOR) 

The Department ofDefense does not have the authority to grant a waiver from the 
requirement to follow federal Investigational New Drug (IND) regulations for PB use and 
formally recognize USCINCCENT as the sole issue authority for PB in the USCENTCOM 
AOR. Only the Food and Drug Administration (FDA) has the authority to waive any of the IND 
restrictions imposed by federal law. 

When used as a nerve agent pretreatment. PB has been designated by the FDA as an IND. 
Federal law requires the distribution and use of an IND in accordance with approved treatment 

. use protocols. During Operation Desert Storm, the FDA waived informed consent and many 
other federal IND restrictions imposed on PB use as a nerve agent pretreatment. The treatment 
use protocol as well as these waivers expired at the conclusion of Operation Desert Storm and no 
standing treatment use protocol with or without waivers for PB exists today. Furthermore, based 
on many of the issues raised after Operation Desert Storm regarding the military use of medical 
countermeasures and illnesses among Gulf War veterans, it is Clear that DoD will need to do a 
much better job complying with applicable record keeping and other IND requirements. 

FDA has clearly indicated an unwillingness to grant a waiver of infonned consent. 
F onnal recognition ofUSCINCCENT as the sole issue authority for the use ofPB as a nerve 
agent pretreatment within the USCENTCOM AOR cannot be granted until a treatment protocol 
acceptable to USCINCCENT, the DoD leadership and the FDA is developed and approved. 
Health Affairs is prepared to work with the Joint Staff in taking this issue to the senior leadership 
of the Department for a decision on whether or not to pursue filing an IND treatment use 
protocol with the FDA for use ofPB in USCENTCOM AOR. 

Until such time as an acceptable treatment use protocol has been filed with the FDA, 
DoD policy. based on federal regulations, prohibits DoD from issuing or using PB. 

~\\.~~~ 
Gary A. Christopherson 

Acting Assistant Secretary ofDefense 
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ACTION MEMO 

July 26, 2002, 11:45 ~ 

FOR: Ellen P. Embrey, DASD, Force Heal~ Protection and Readiness 

PROM: Michael E. Kilpatrick, Deputy Director, Deployment Health Support //s//7126102 

SUBJECf: Response to Letter to Secretary of Defense About Anti-Squalene Antibodies 

• The attached letter responds to a July 12, 2002, letter to the Secretary of Defense from 
Michael D. Charbonnet, CEO of Autoimmune Technologies, LLC in New Orleans, 
the licensee for a 2001 patent for a laboratory test that claims to detect the presence of 
squalene antl"bodies in humans. This claim was first made in an article published in 
February 2000 (Asa et al) that ~there was a correlation between the presence 
of such anbDodies and Gulf War Syndrome. Mr. Charbonnet included a copy of an 
upcoming article (August 2002), which again reports a link between squalene 
anb"body and illness in both Gulf War veterans and more recent recipients of the 
military anthrax vaccine. He asks that DoD review the new article and sponsor a 
study to validate the patented testing method's results. 

• DHSD provided Mr. Charbonnet's letter to Dr. Carl Alving of the Walter Reed Army 
Institute of Research for comment. He is internationally known for his studies of 
antibodies to cholesterol and was funded to study the feasibility of detecting antibodies 
to squalene after the February 2000 report was published. Dr. Alving drafted the 
enclosed response to Mr. <llarbonnet. The main points are snmmariud below: 

• The Institute of Medicine (I OM) examined the literature for health effects of squalene. 
10M concluded the Asa study failed to provide evidence that the investigators · 
detected antibodies to squalene. The 10M also faulted the selection and classification 
of the patients studied. . . 

• The Alving group's published study (Matyas et al. 2000) showed that it.was difficult 
but possible to provoke mice to produce antibodies to squalene. 

• Mr. Charbonnet is incorrect in stating that Matyas' work confirmed the Asa study. 
· Matyas could not reproduce Asa's results, even when using Asa's methods or those in 

the U.S. patent · · · 
• Ongoing Army studies will address the question of whether sick Gulf War veterans· 

have a greater prevalence of antibodies to squalene and the results will be published 

RECOMMENDATION: Sign memo at TAB A. cc Honse Subcommittee on National 
Security, Veterans Affairs and International Relations and GAO, Applied Research and 
Methods Group. 

COORDINATION: None 

Attachment: 
As Stated 



--- --------

Mr. Michael D. Charbonnet 
CEO, Autoimmune Technologies, LLC. 
144 Elks Place, Suite 1402 
New Orleans, Louisiana 70112 

Dear Mr. Charbonnet: 

Thank you for your letter of July 12, 2002, and for the attached recent publication by Asa et 
al. 2000 regarding the anthrax vaccine and antibodies to squalene. As you correctly mentioned in 
your letter, DoD has taken steps to investigate the potential role of antibodies to squalene as a 
risk factor for the health of DoD personnel. and for Gulf War veterans in particular. 

As part of this process, the Institute of Medicine (I OM) was asked to examine the literature, 
including the publication by Asa et al. 2000, on potential health effects of squalene. The 
conclusions of the IOM Committee on Health Effects Associated with Exposures During the 
Gulf War were published in 2000 [Fulco, C.E., Liverman, C.T ., Sox, H.C. 2000. Gulf war and 
health: depleted uranium, pyridostigmine bromide, sarin, and vaccines. Vol. 1. National 
Academy Press, Washington, DC, pp. 307 ~312, Chapter 7]. The conclusion of the Committee 
regarding the Asa publication is noteworthy, as quoted below: 

''This study has several shortcomings. The subjects were self-selected, rather than being 
chosen at random from a larger sample, which can introduce substantial selection bias 
and does not allow inferences to the broader population of Gulf War veterans. Sample 
sizes were small, and the study may suffer from misclassification errors since the group 
of Gulf War veterans categorized as healthy (n = 12) was not devoid of individuals with 
serious symptoms (1 had fibrornyalgia, 1 had thyroid disease, 3 had memory loss, and 4 
had chronic fatigue). Further, the report provides inadequate evidence that the assay is 
able to accurately detect antibodies to squalene. Many of the methods used in the study 
are not described; as a result it is not possible to fully assess the study's methodology or 
to reproduce the assay. The study did not attempt to demonstrate that the substance 
giving the positive response in the assay was found in the immunoglobulin G (IgG) 
fraction of serum where antibodies are found. Further the authors did not show that the 
assay was specific to squalene. To prove the specificity of the assay, the investigators 
would have had to show inhibition, in a dose-~ponse manner, with squalene and no 
inhibition with other substances, as is seen in most reports of new enzyme-linked 
immunosorbent assays (ELISAs). The committee does not regard this study as providing 
evidence that the investigators have successfully measured antibodies to squalene." 

From the Institute of Medicine report, it appears that there is substantial doubt among 



scientific experts that the patients that were reported by Asa et al. 2000 represented a 
scientifically valid selection. In addition, the Asa study, which purports to measure antibodies to 
squalene, has not actually been described in such a way "as providing evidence that [it] 
successfully measured antibodies to squalene." 

In view of the doubts about the scientific validity of the published assay for antibodies to 
squalene, DOD funded research to be perfonned by U.S. Army scientists at the Walter Reed 
Army Institute of Research, who are well-known as pioneers and international leaders in this 
field of immunology. The first installment of their research was published in the peer-reviewed 
scientific literature in 2000 [Matyas, G.R., Wassef, N.M., Rao, M., Alving, C.R., 2000. 
Induction and detection of antibodies to squalene. Journal of Immunological Methods, Vol245, 
pp. 1-14]. The purpose of this initial publication was to determine whether an assay could be 
created that would pass rigorous scientific scrutiny in which positive and negative controls help 
to validate the technical findings of the study. The Asa 2000 study was greatly criticized for the 
absence of such controls. Since no validated antibodies to squalene existed that could serve as 
positive controls. Matyas endeavored to produce such antibodies by injecting numerous 
fonnulations containing squalene into mice. In the course of this work, the scientists failed to 
find that squalene alone could successfully induce antibodies to squalene. However, with very 
high concentrations of squalene incorporated into Iiposomes containing a bacterial component, 
Matyas did succeed in creating monoclonal antibodies in mice that could recognize squalene 
alone, but not a related molecule known as squalene. 

Although the work of Matyas et al. 2000 did demonstrate that by using their method it was 
possible to produce antibodies in mice that could recognize squalene, it would be incorrect to 
conclude that their work validated the work of Asa et al. 2000. The Matyas group has indicated 
that by using either the assay published by Asa or the assay published in the U.S. patent that was 
licensed by Autoimmune Technologies, ILC, they have failed to reproduce the assay results of 
Asa et al. 2000 with Anny monoclonal antibodies to squalene as positive controls. Thus, the Asa 
study, which fails to detect monoclonal antibodies to squalene, still lacks the necessary scientific 
validation that it can perform in the described manner when tested with a positive control 
antibody that is known to be able to bind squalane. 

I am pleased to say that the work of the Army scientists is still ongoing and studies that will 
address the question of whether sick Gulf War veterans have a greater prevalence of antibodies to 
squalene are currently in progress. These studies should appear soon in peer-reviewed scientific 
literature. 1n the meantime. if you wish to receive further information regarding the research 
from the Anny scientists. I urge you to contact them directly. 

Sincerely, 

Ellen P. Embrey 
Deputy Assistant Secretary of Defense 
(Force Health Protection & Readiness) 



--·-----

July 12, 2002 Page3 

We maintain a waiting 1is1 of GWS patients and their physicians who may be 
interested in hoving the anli-sqll8!ene anlibody test run for invoatigational use. We believe 
that the test is a very valuable tool for use in diagnosing GWS and that the antibodies may 
also provide important clues to treating the illness. However, we bave also felt that making 
the test generally available for investigstivo use before the DoD acknowledges the possible 
utility of the test would ctuseonwammted confUsion. We hcpo that this waiting period will 
soon be over. 

I am taking the hcerty of sending a copy of this letter, the August 2002 article aod the 
news release to the House Subcommittee on National Security, Veterans Affairs and 
lnternational RelatillllS aod to the U.S. General Accollllting Ol!iCe. We would vety much like 
to receive a positive response from the DoD conoeming the confinnatoty study, and we look 
forward to making~ with the DoD to use the teat. 

Sincerely, 

~-~~-s:-

Enclosures: 

Mlcbaol D. Charbonnet 
CEO 

"Antibodiaa to Squalene in Recipients of Anlhrax Veooine, • &cperimental and 
Molecular Pathology, 73, 19-27 (2002) 

N"""' Release, Autohnmnne Technologies U.C, July 15, 2002 

Copies, with011CIOSU%eS, to: 

Hause Subcomml1toeonNalicoa! Security, VetemnsAflilirs 
and ~onal Relations 

u.s. Genand Accounting Oflic:e, 
Applied Research and Metheda Gronp 
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Antibodies to Squalene In Recipients Of Anthrax Vaccine 

Pamela B. Asa.' Russell B. Wilson.1 and Robcn P. amr 
~of Mlmlblol4JY, Tll&w ~'1 Mtt6t;d SdcHl. l4J01irlaM tlmntf, l&w Orltlllll. ~ 1tU 12 

We ~IICpC'Idld lflll:aclibodies to.-, an~ YaOCIIllt 

IICijiiYIIIt. - praal% Ill pa:soat 9Uh ~ COISISialt '*' <kilt w.. 
S~(GWS)(P.B Aturdl..E;rp.W. 1'41NI/fJ,I96-197,2000). 'l'bc 
Ulliled Seas T):jwnnemt ofDcfease idiazcd. dll Aal&ru; V&C:dlll:l. lmm&Jm.. 
1.llliGa Ptopam (AoVIPJ b 1997to ~ 2..4 ~ llliJUI:y ~ 
!kaucdwacll!adlaallaYICdaled~ wc=simibrto~ 

ot<iWS, 'illll a:aed AVIP pri;:I,W. fbr ~ lillbboda (ASA).lll 
a.pdotstlldy,6oC6wcc:lae=ipms'*h.GWS-hkc~waepcaslbvc 

Air ASA. Ill A 1Bqrt:r blzmbl!illldy. Gilly~ (&'25) o! AVFP paliiCIMd 
cora;:-4 to 15.,., tylt:) ~ coq'Ok weco px&i;ve (I' > Q.Q5). Funber 
Glllyu tMUcl dm MA ..._ ASSOCillt:d wilhtpOI:ifio 1Qtsd'4Cdllla. 'nit 
addeace of ASAin pcdCialld Ia lb!. b&led ltloldy =::avinB dleso 1oD wa$ 

~ WI1) ccm;a'Cd 101111 ~ ot'O$ (G'J:P < o.a:mot111:1 A VIP 
~ ~-= tats er-=w:.. AtiiJysis or lllf6loaal p:aormd. 
fiC'II!:akd rill: ill 1111 bllt a case WVJO; t!ll). ABA we~~: ltiSIIk:tDS 10 
~ lmn:zeimlwdlkllsof~ bowntoconlliq~ &ccpt 
forCIIII t)utpaMko~ p:I:Sitiva dla1cal: tltllbp kll7 ASAcpllYO 
pe!SOIIIId ~ llll:llrodlll" mcliYicfals ~ ~ hn louCOI!ICI!Ito 
1111 sqalcDe. liSA 'ftiO lllf p&aall ,aor 1D.. 1 •• ;, ~ !a~ 
saaiMIIabJCih!.4AVFPpcaoriiiCl.llaesddao~~A$A. 

posillw •~ 1bc:e .-Jrssuauc lllltdle praclucbo:oot ASA.m 
GWS ~ 1s lllkcd to~~~~:~ vr,..._ fit a::aa~r~ Jorsot am~~at& 
wcdlle. oxata.-s.-lUSAl 
~ WDAb: aadlnx wccine:s;achcrsc ~cflb:t;sqaebletoabzy; 

G\dtWat~~dbotdea. 

INTRODUCl'!ON 

Blotmorism. i$ an importaDt domestic and intmnad.onal 
securityeo""""(FricdlaWr,2000:-1999:Log· 
giadro, 2000: Mazzuchi et Ill., 2000: WieDCt, 1996: Zooo. 
1999). Much of !his c:oncc:m bas focused Oil Baci1bu .an· 
dwds, tho Wolcglcal - of ..ubrax (~ 11099; 

'Pmeatdbas· 3759~DaYc, Swfsldo Beadi.SC 29518 
Z--.1· PM8A•eat.co.:a. 

t Ptt::wa ~ A11t01numu1e Tedmolops, IM,. 144 Elb l'tao;o. 
Suifoc 1402. NtM' Od=s. LA. 70ll2. !.=U:. tbriiautolmcnuaceom. 

1 To w!lozn co~ au «:pMt X~qiiCSIS sbouW be Addruscd 
£.null: rp::)>~tlll-.cdll 

" 

Ibrahim et al.. 1999; laaJcsby· et a/., ln9). The study of 
bmmmo1ogica1 respcmsos to tbo ltJllbtu bacillll$ aod the 
dovolopmoDt of vaccinc:s to bnmunlu populations against 
Ibis ozpDism. have- been and .sboulct conunue tQ be pursued 
Yisoroasly (Abalakin. n «., 1990; Baillie ., aJ.. 1999: 
Coulson t!f rzl.. 1994; Ezzell t!l 'al., 1988; Friedlander u al.. 
1999; Habig, 1993; Mas d tzL. 1986; IvlDs t!t al, 1988: 
Ivins el aL, 1992; IviDs .r ai., 1994; Ivins er oL. 1998: 
McBride fi cl.. 1998; MiUor fl til., 1998: Pasef!brria d cl.. 
1992; P!lo., o/., 1998; Pinn>aD .. DL. 2000: Shanna ., ol.. 
1996; SbJyakhov .t td., tm;: Sirlsh «at. 1998; Srepanov 
er Di.. 1996: Tumball a o/., 1986: Wolkos n DL. 1988A: 
Wolkos a DL. 19888; WDlf..,sour DL. 1999). 

Tbc. Ullilcd. States Department of Defense {DOD) an. 
I1C>IDICOd the Allllnx Vaocioo fmmllllizatioo P!ognon 
(A VIP) oa Dec:cmber lS, 1997 (Cohea. 1997), to immwtiu· 
2.4 lllillloll uDilwy penonoel (Calleo. l!l98a,b) at risk for 
exposum to tbo anWu bWllus. Adverso ractioas to 1bc 
vaccillO have been reported by Hayes and Wcrld (2000). 
Hotopf « al. (2000). accl SWUSOD·Bicman and Krcn:telok 
(2001). Hotopf .r o/. (2000) catogorizod ropottod signs and 
S)'mpiOIDS iAco row groups: (1) psychiatric morbidity. (2) 

r,.;gu._ (3) h<allh pen:eprlon.""' (4) ~ 1\metiooh•S· 
We here report mafically mme tmdiiiOllal. mme ~lied 

~illS and symp<oms ._.,need by maoy of tho Individuals 
entered into our SQl()y. 'Ihe:se included joint and muscle: palB. 
rashes, chroDic fatia=. djnjnm, bradaehes. selzures. aDd 
possible - thyon(l ........ 'llUs comtellolion of 
sips ancl symptoms is sinu1ar to those lef'eaed to c:ollectivdy 
as Outr W11r Syndrome {GWS) (Coker d at. 1999; DaVId t!l 
ol..1!l97;Ftilcudaetol..l998;<ha<ly<tol..l998;1!o!opferaL, 
20()0; Ismailt!taL, 1999; Persie OulfVelefaDSO>orditlasi&! 
B ..... 1!>95; Unwi:le< aL, 1999). Wbilo lhe U"""" repo<tcd 
by u-- and Brilish mili!a!)' pcrscmnd after lhe Per
sian Otdf War in 1991 xemain. nt defined. multisystemic (Ho
lopf "' aL, 2000) and rbeumatologi<al (Asa " o/., 2000a) 
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aspodS COIISiilulo llle cora of the - as lbese eilht 
dlatioosamply- 'lbcAn!b=V..,;,.!mnwaizo. 
doa Prosnmbas beenlhosubjectofvoca!a>n"'"""Y(AlYbl& 
and ~ 2000; Asa d a/., 2000b; Goldstein. 1999; 
McoN, 1999). 

we previoasly reponed tbe findioa of antibodies to 
1 

squaleno. an experimeotai vaccine adju.vant. m persons wilh: 
cUnfcal signs and symptoms consistent wllb 1ha ease defi-' 
Dition of OullWar S}'Ddrome (Asa fi al.. 2000a). ~ 
ics wac found iD military persoDnel of the UDlted Swes 
an<ll1altcd KDq¢om. bOih deployed and nondq>loyed, an<l 
in civillan employees of these agcndes daring the Oul!War 
(Asa e: a/., 2000a). This was an uuexpco10d filllliag.llll<lllle 
basis for tho amibodies was not idd1ificd by that study. 
Tbrcc key oblcn'ations sug:psted. the possibility ot ODe« 
DUn autoimmaae disorders in these individuals: (1) IUl 

association between vaccinations received just before and 
durloa llle OuJf w" and m beal!h (Hotcpf., ai., 2000), (2) 
u unoxpectedly high incidenct of adverse teacdo!ls to 
llllhlaz """'""' per so (Hayes et at., 2000), and (3) a 

similarity - !ha sips, - and laborato:y 
lindinp we observed iD A VIP persoDDd anc! 1hose of Gulf 
War era v«a:ans (Asa a aL. 2000a; thk report}. Acconl
ingly. we bavc now tested for anli-.squa]IIM antibodies in 
seveni!Jm~P$ of AVIP persoDDd. 

MATERIALS AND METHODS 

The subjects admitted to the mady were American 
militaty persomtel vaccinated against anthrax tbroogb the 
Anny program. Lor: numbers of the antbru vaccine were 
taken !rom patient immunizad011 records issued by tht: 
DOD. Tho sire loeadoa. of eacb vacclDadon was recorded 
as weU. Age-- and sex-matched controls we= 19 healthy 
individuals RCtUitcd by acccptcd institutional review 
board staDdanSs an4 practices. None had COQCQQ'eDt or 
recent milltary serVice or civifian omploymoat by the 
United States mllituy aftor 1988 or had been arolted in 
any other vaccine trials by any acency of AmoricaD 
governme.:t or auy other health program. No fees were 
paid by or to patdcipants in this study. 

Patient mectic:al rccotds and data, incbtdulg diagnostic 

labo"'"'JJ """"~from -Ia-- col· ICC1cd by ... of us (P .B.A.~ Those ...., ..-.iewfd by a 

baud cenificd -~· Serum samples w= collected from study paokipants by 

labotaro:y -nel using - pblebotomy -

• D Kew1 Au. MD .. Memphis. TN. 

1JSA. WILSON, AND GA!UlY 

with vacutaiGcr wt* and butrmfty needles and then stated 
at -20"C uo.til shipped to tbc laboratory for asaay for 
anti-squalene antibodies. This assay was blinded (RFG and. 
RBW): viz.. nmples and cootrotJ were randomized and 
assiped IUimbers for identificat101:1 during all subsequent 
procossiag. All samples were teste4 four times under idena 
tical coDditions. At the COAClusion of the assays, patient data 
were marched with tho outcome af tho anti-squaleue anti
body test (ASA) and lbc. results wcce tabulated. 

Anri-sq""""" Ant;body .w.,. 
'Tho A/SA me!hcd used was !he same as !hal pmiously 

<epOIIed (Aoa "a/., 2000a), oxcep< !hal a squalene dilution 
of 1:20,()00 in water was used in test Stt:tps for this panicuJar 
S1Udy. B:riefty, tho mecbod involves dryiftg progressive di~ 
ludoDs of squatcnc oo Diaoc:cUulose membranes, rinsing in 
wash buffet, and preincubadng with a blocking buffet prior 
to adding a 1:400 dUwlcm of serum from each subject. 
ll!cubadoa. times. warbing. ancl biocin-avidin-conjugated. 
botscradish peroxidase markina steps wem in accordance .. 
witb commoaly used procedmes witb detection by buffer . 
c:ontaillinJ methanoL 4-ebloro-1-naphlhol, .ud 0.034 by
drogt:D peroxide. The I1Da1 rcactico was ended after 1~ min 
by rinsing fa dlstWocl Wiler. Aif~ strips were scored 
visually on a scalo of 0 to 4+. Funher paniculars arc 
described iD U.S. P.uent 6,ll4,546 (2001~' 

PilotSNdy 

After the initiation of tho AVIP, verbal reports of advcrse 
reactions came to us from $cme recipients of the anthrax 
vacci=. 'lbese reactioa& irlciuded. extreme pain ~md swell
ing at the iujects:on site and rashes. 'Ibm. weeks and months 
later, maay recip:teors ~ joinc ·w muscle pain, 
dizzineR, dlronic headaches, low-grade foVC~S. ~:hronic fa
tigue. wea1atess, seizures. metll1)r)' loss. 8lld cognitive prob. 
tems. The similarity of these cliDica! symptoms to the. clus. 
tcr of bcaltb problems reported by" Ou1f War era veteranS 
(Asut Q/., 2000a; Coker et aL. 1999; David ft aL, 1991; 

• T~ UIU\asic)o flo:ds U.S. P111Cat 6.114.S66i fo:t t!te llfthosqualcne 
IIIIUbodJ way. AuroumniiM ~ 1LC. a pw111e New Orlc:llf. 
LA. :llalt-IIP C'OCI!plll)'. bas bml pWa:1 cxdusnoe ri&'IJ by Tldlll!e 1Jm
QQI1J rot ascdlbc assay. 011. Aaud GaaywiU -" I'O}Ilucsliom 
du qreeraenr. Ot W&oa 11 Odd' Scbliftc Oflkcr &Del P!esfdcl:ll ar 
Alllolr'Dlnllae T~ U.C 
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TAJIL! I 
A VIP Patadpmlts lDmaDy Testell for ASA 

v ........ _..,., "'""""""-- .... - ....p 
1. 2J )'CIIS.IIIIlc + FAV020 (2) Fodlpe. Jeb1t ,. or -1. 36 yean. &male + PAV020(2) A1laia, ICSIIIleSo dlroAle 

tuljue:. cbnalic scwm --beiq IMiiualaiiiOW for ....... -... ....... 
3. 42 ,-. malo + FAV030{4J Aladt. COJDdiVC pteblr:t~~~. ---.................. _,... ... 

IIWfdopia. 
4. 41 ~. a:aale + FAV030(Z) ~ 4Doalc fda=. -------~ ......... -· ..,w. to ~~~}dill .... _ 
s. J4yean. rcraare ++ FAY030(2) ---6 31 ,an. mile +++ FAV030 (2) 1cllallllld 1mlSdo paD 

Fulau!ut aL. 1998; Goody "DL. 1998; Horopf" oL, 2000; 
Ismail a al.. 1999; Petsim Gulf Veterans Co-oalbaal:iDg 

-· 1995; U.wia ., oL, 1999) b ·-
We tested serum samples from six~ vacdne rccip-

ienrs Cor ASA; aU six wete positi'fe for the 8Jlti..squalene 
aatibodiea (Table 1). We then perfomae4 alarpr, bUndccl 
scud:)' to collfin:n and fur&cl cxamiae the association be
tween ASA and anthru. vaccinatiOD.. 

ExpoNk4 BlindM Tnling 0/AVIP l'anicJptws 

Sora!iom A VIP put;dparus (!'- 25) aod ......rs ..tlo did 
not receive lhe vaccine (n = 19) were bJincfed and $lbmitled 
fer ASA analysis. AfU:r camp1etion of 1he assay wo f'ouad 8 of 
lbc 2S """""" ......., persoonet (32'11>) 10 be poolli,. for 
ASA. wbne oa1y 3 of 19- (15.8'11>) ..... poolli,., 

nus ditfcrcncc is not sr:a.tisdcally sigaifi.cant in this size 
sample. • The 3 positive controls had neirhcr symptoms nor 
other labotalory evidenec for autoiJnmunc disotdctt; ho.w-

., .. 44, dj• 1.)/- 1..$13,1'- o.%187. Hlwawt,&Sillrlploof 

112 subjcciJ sfrh die Slime - balwee:!r. l*ltaYe ... ~ IIMifta 
VIOUidk~siJIIIficanr. mt •3..841,?• 0.050C:slnilad)<, 
I sample olJ32wou:Jd 7iefd~ • 4.$389,1' 01 0.033'1. Mor.pc!SdiYeS 1D 
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ever. they had rmwte histories of m!Uor surgery w1lh no 
sequelae. a Bndiog absc.mt from d1c histories of the other 
conuols. Age. sex, and the cUnical ftnd.inp far ASA-posi· 
tivc A VIP p«SSDDCI m shown in Table 2; those for ASA
negativc A VTP pcrsonnd are in Table 3. lospectioQ of lhe 
data in Tables 2 lftd 3 revealed a clustering of' r:poned 
sequelae and ASA reactivity WJ.th eectaiD vaccine lot num
ben. Those were FAV030, FAV03S. FAV041, and 
FAV043. When lbc AVTP """'nncl ...., divided miD 
groups according to which lot$ lhcy received. those vacci
nated from tho five lots and those who were not, a signifi
cant effect Is seen in the data (Table 4). The four loiS, 
FAV020, FAV030, FAV038, PAV04l, aad FAV043, were 
Jiveu to 17 ot the 25 vacdnattd individuals; 8 of ~ 
(47.069(1) o=tcc1 posidvo for ASA wbile noae receiving 
oU lots was positive (Table 4). Alrhougb the number of 
samples rested was smaU, lho difference between the two 
poups - stlllalkally slgulficaul (P <: 0.02$). 

Two individuals who Ee$tCd positive afler vaccinabon had 
been rosred prior to receiving anthrax vaccine; both earlier 
samples were acgadw: for ASA. Padellt No. 4 was sampled 
3 mocdu after a third inoculadOll aslng lot FA V043. Patient 
No. 7 becama symptematic after his rhird shot hom Icc 

IIIII ....... tample WOilfd. q( C!OIII'IO, I'I'IOall feww llldl .... -
11eede410 r=b p s 0 05. -

TABEJ! 2 
A VIP f'ad:tclpclu Pllad¥c D AAII-5qlll!eae ADnbodie:s 

Vll=iaekle 

"'"""'" Qaii&Call tad !eomtory ..... ...... -· ....... 
J. 35 ya=.llllk + FAVG30(2) ~+PAHA 
2. 39 ,_.. -. + PA.VQ30(2) ---3. 40)'UII.male + FAV030(2) Jomt. made paa. 

-+PAHA 
4 Jt,aa.malc + PAV04l (3) thtlcana. clwlla: flape. 

bo::w!ac=hes jOIQf ... 
IIIIISc!e piiiiL mslle<l' 

' .sz ,.as. lillie: + PAY04J (3. ----6. 23 )'eiD. male +++ PAVOlllU --· PAV043 (3) 
1 jl) ,..us. lniJo +++ FAVCMI O• AUlO(miiiDIIC thpOid 

diSI:II5e. pol)'lll)Q'dl .. 
clewkdhWI'~ 

8 l& JC~&S.!Uie ++++ FA YOlO (2) Altbm1s. =cliVe S,nollll"• 
+FAHA 1160 

Ntlu.. FANA. fluOreiCeat Aa-Nvdc:ar Aatlbody 
·~ ofAIUI~araibody tada». 
'iltese lftlhwiuals w bien ~ bet4tc lll!lhru. QCQillilt(lll; lbi.Jib 

were tlqlltlve for ASM and twl«' afterwDnJ (see also Tllblt !I 

..... __________ . __ _ 
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v ......... 

'""'""'"' CJ&dcalc4 Jabolltary - -· -· ...... 
1. :u,._.lelu!e 0 ...... Altlll:ltb.JQ111P.. ~ ! _ _, 

J.r.tubes; +PANA 
{UtcrQQCIIIIICd. >1:40 .. _, 

2. 31 yellS. male 0 ...... ---3. 3! ,Jan!. male 0 FAV030 -.. ~,.,. ... 0 PAV030 -5. 34 ,_... IZiale 0 FAV030 .... 
6. 33 )'CIIS. mile 0 PAVOlO -7. 41 ,ears. milo 0 FAVG41 1o1m paia. cb=ic (q:ac. 

mema.y loa; +FANA 
(IUWIIIOI...,_ >1;40 ....... 

a. 39,an.~ 0 PAVOO Bll:sacriaJ msll aflet SCCODd 

'"" 9. Sl ,an. taDa1e 0 FAVO<I S.opoai .. ~ -10. 23 ]'Cift.malo 0 PAVOn -11 34 )'alSo llllfc 0 PAY017 -12. 13 ,.,.. r-Io 0 PAYO:!I N-
13.l7~nle 0 PAV03I N-
J4. 48,aD.IIIIIIII 0 FAV031 -lS.ll,.a.nlrl 0 PAVO>I -16. 32 ,_.. tea& 0 ...... -n. n JatS. male 0 ··- N"" 

FA V041. Bclh bad sought ""'tor ilhless bet0<01he NlA 
mules welO bOWD. 

I:adividual teaetioas for those who tested aeptive for 
NlA are llihd in Table 3. FiYe IDdivldoals who ....n..d 

TABU!4 
Aftii·Sq.lcao Amillo4y Rac:t101tS i:Q AVJP Pamc::zpull 

N""""' v ........ """"' (~1":) ASA·posilm: """""" ........ 1'" 

17(1.5:2) 47. (l+ ID4+1 FA V020. 030, ... 
QSI,Ofl, 
043 

""" ... ....... ... ...,. --.......... 
19(16:3) IUS (l+) N""' ... <0.01 

• Compaed 10 tiiOI:e RCCivlnc YIICCliC !at m.lllba$11.20. 030,. 031. 041. 
or 00. Smdcal's I tat. 

Allllllod)' rcactioa - ............. ... 2001 Lot ~umber 

!.l9)U!S.~ 0 + + ··-2. 42 )leW. male 0 NO +++ ··-3. 41 ,_.,mala 0 NO 0 ··-4. »J8USo maae· 0 +++ ++ FAV041t 

s. ~)'1111$, mala NO + ++ FAV04J 

'· 5I JCIII. mala ND 0 0 FAVO<l 

Nq& NO. IICl docte. 
•'l'llao «wo illdlriduals are also listed m Talllt 1 
t 11oc:u1a1a1 Dcmr APB. Dow. DE. All odlec penOMOI wee lllli:Qo 

aatol•lbo t64zh TN ANG, ~ nr 

lots PAV030, PAV038,FAVGI!,aad FAVOOtemd oes
ative for ASA but had some of lbc cliniCBJ findiap foulld in 
pcrsclllllel positive for ASA. A VIP participants teCOtVUIIIOl 
numbers other than lhose scammgty associarcd wilh a pos
itive 6ndlng of ASA xeponed DO reactions to the: shot at dte 
time ot acbii:Jistmicn. wcro llOt d1agnosecl with 1111y related 
clinical diaordcrs. and had ao demon$Uablc anti.bodlcs to 
squalene. 

'lfme.Relaud Studiu 

IJule lalalownabout anllbocly IOSpOIISCS tosqualoae...,. 
time. Sovaal additional sampb became available after the 
completioD of the blinded ponlcm of' out Study. These in· 
eluded anthrax vacciac n:clpieDcs who bad devdopcd anti· 
bodies 10 squalene wirhln a few ll'tOI1Ihs of iznmt.lnjzarjon. 

indudina: peBOnoel samPled before lmmunfzado11. fmtac-
cinalion sorwn sample$. where available. WGnl nra slmulta· 
aeousty. 'lbc samplc:s wcro b5adcd as. noted earlier dlariag 
the ASA assar. Tho t'OSUlts arc sbowa ia Table 5. 'There 
were six such inclividuals wkh a toW of 14 indepeucfenl 
antibody tesU; four were lCStcd twice and two were teslcd 
1hree times. There were 10 postvaccination tests with 7 
pcoitivo ...... (70.0 po=>t). 

hsttrlal Obsei'VCltlons 

Three additional individuals were tested after the conclu.. 
sion of the main bliaded sequence of this study (Table 6). 
AD received VBCCnl$ from Lot FA V043 and aU dtrec WCIC 
positive for ASA. 



TABI.Z d 
Po.uml Obla,M:I .. --.. ..... Pw.~ ,.,. 2001 Lot-
I. 37 yeas. fellllle ND I'll) + FA YOU 
2. l1 ,_.. milo NI> NI> ++ FAVOG 
]. 37 yeas. ma!e N!) "" ++ FAVOG 

/lou ND.notd-. 

DISCUSSION 

Wc~~pmoussull'eril!gwilhlhaaymp
lOln-based cao dcfimtion of Gulf Wra: $yDdrome 10 bavc 
serum ;mtibocfie:s to squale= (Asa et al., 2000a), 'lbe and· 
seu(s) ia"'rciag these antibodie;s in GWf Wra: YClCl'3llS is 
~ at 1be ~ but ~t is possible chat pmlcpiO)'IIImt 
unmuDizad.ODS ap.mst vanous blowad'are ap.~~.ts is associ~ 
ated with induction of ASA. Our testiq for attti.-squaleoe 
antibodies ill pa'SOIU recciW!g anlhrax immcnizatioo as 
part of A VTP id<otificd 1IW1}' ""tibody-poailive b!dividuala. 
This contrasts with a Jack of antibodies ia an of the preim
munilation sera $0 tar available. In additiou.. we found that 
all of 1be cmteld coborc positive for antibodies to squalene 
bad ra::eivcd aDihtu vaccine from a sped& subset. of lot 
DWDbca as part_of A VIP. In all but Oll.e case (19/20; 9!i9&), 
ASA were lCSCrictcd tO pelSOIUlc1 lmmnaizcd witlllcts of 
vaccine bOWl! 10 COlltain squalene. Tbis $UJICSI$ fairly 
atroagly !hat aali·squaloac andbodlcs arc - apcdft
cally wilh these toes of vacc:ine.1 

............. " tho u.s. Food oad Dnlg Admmlstnlioo 
(FDA) assayed """""' YKdnc lo 1une 1999 for o;q.-. 
-- by psl6q1lid clvomaloppby (<ll.C). ldendliecl .. 
positive were cc:naiD lot numbess: FAV020, FAV030. 
FAV038. FAV043, aad FAV047 (Commitrec, 2000). 

--.... bo lsol.ccd oad qDBIIlilatcd """' ollhor blgb.-
-liqooidohromotcppby(BPLC)orOLC.Ihe!aaer 
yielding a"""" !=Ue quaatiWiCn (Sulpke e: aL 1984). Lois 
wilh &a~ IIII10WUS ofaqoalenc lclcol!fied by 111< FoA closely 
match 1bc lota assDCilll!d iD this study wilh 8ll.ti-squablo 
antibodies. 'l1ae: is Ofte excepdan; we idcmi1!ed ono ASA· 
positive individual wbo n=ivcd vac:c:inc li'omLot FAV041. 

Th8' source of the squalene in certain 100 ot anduax 
vaccine is amknoWl!.; however. squalene is not found Jtl 

Bacillu <>nrluoc& (l(.aceda, 1977). lkzciiJu -lipid 
chaU!s &R no loager than 17 carbons and are exclusively 

'11lc lut umber (« the towrol)' iD pmOD repond by SwaaJoa.. 
Bte:na~~~~lllld ICrem.dall (2000:) fs ula:JoWa. {personal COGIII!llniCillllll 10 
lbc &deign;) 
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monounsawraced (kaneda,. J 9'71), while squalene contains 
lO - aod is blgh1y poi,..........O wllh six double 

. bonds aod iodin< numbe" in tbo 1>118< of 380-400. de
pending on the formulalion (Whkehouso el aL. 1974). In 
addition. squalene is not present in the gmwth medium used 
to prepate cultures of B. Qlll/uru:is (Johnson et aL, t981; 
Lynch et lll., 1963; Wright ezlll., 19!i4. 1957). 

The amount of sqt&alene, in four oftbe five lou of anlhrax 
vacciDe for which we found anll"bod.ies. was determined: by 
the FDA to ~ J0-83 pans per billion (Commiucc. 2000). 
1boM: teveb ba~ been dismi5Std as too low to bave an 
imaumotogk:al effect (SquaiettePacu.mM. 2000). It is true 
that the pr=ise biolosicaJ sipificuce oflow levels n:mains 
to be. delt.:l'miaed. an4 iD what ;onwu, but we wggest that 
lheycaDJK~tbedismiwdsummariJy. Theimm\JMS)'Stem is 
e.r.quisile!y sensitive to small quaalitic:s of antip This 
senslll<ity mulls from cdl·!OoCdl p:lminf. clooal prolifer· 
ation.~ ofMHC Umolecule:s. andclaborataoa. of 
C)1ol<iMs aod pros~aglaodins, ~fyiog lho clf<d of small 
amouats or an anligen (Baker it aL. 198!io Camaud. t994o 
<lmbbo tt al, 1996; Hodgkin tt a/., 1998: Muddo er 111.. 
1996; Nakasb.bna et aL. 1915: VCIIpc. 1988). MOteOYer. 
before tho molecular ~ of anlibodies was fully apsn· 
elated, it was accepled that as llltle as a single molecule of 
andgen could stimularc antibody production (Caruloa:, 
1942). BOOSier shots rcccfvcd 1ra die A VlP program would 
enhance these effects. There. is no lower safetj concentra
tion limit as yet established for squaicne in YaCClnes w1tb it 
as a supplemenad adjuvant. It is posm'ble lhat the qusn.titics 
of squaleJie dttettttibed by the FDA do not accl1r'llEe!y rep
ressnt the orisinal c:onceauration of JqUaleoc in these we· 
~iDes. First, squalene is a noapolar lipid wbich reachly 
separates lnto a ~lstim:t layer &om tile: aqueous vacctne 
aDtipa sotuUoo! ~y. $qli8!CDC is subject lO oxi<!adon 
aod Jl<ll<>xldadOII (Whilcl!ouae u Ill.. 1974). The OJddaUV. 
and peroxidadvc cbaDges in cbcmic:al stNCture ud lhelr 
effect oa anrigcniclty of squaleae have been described 
(Wh.irchtlaseezaJ..t974). Tbescchangeseiil be detected in 
tqaa!eac wilhin 4 h of atmospheric C~tposure {Dcanis ~ ol., 
1900). The breakdown ptoductl or other cbcmical!. of she 
anthrax vaccine by CiLC analysis were not provided by the 
FDA. " "JJI'ffd lo !he Conpssional Record (Mcu:alfe. 
2000). Squalene is one of a few uwralty occwring hPids 
which fimction as bnmwolosfcal adjuvantS when ioje=d 
(LorentzeA aaL. 1995; Lorentzen. 1999; Whitehouse et aL. 
1974}. Immunological adj!Mlla: bavc been sought for the: 
past cennq to enhance the emcacy of vaccine$. lncrased 
resislancc of bacteria to antibiotics and the human immu· 



24 

noddciency virus epidemic arc just two of lbc many rea-
SODS for an increased. deshc to find such agents. 

Adju\'lll1S bave not been genemlly acceptable for buman 
usc. however, duo to a capacity ta induce the toss or self· 
rolcraru:e imd. ofteD. to imhlce autoimmune disease. 'Ibis 
feature bas been used to study pathogenesis and treatmem: of 
maay autoimmune illnesses. including intlamm•unycardi~ f 
myopathies. autoimnluno hepatitis,. autoimmune uveoretinl-J 

tis aDd anterior uveitis, at110im.mune labyrirtthilis. myosiUs.. 
and. peripheral acwitis (Brockhuyse u al., 1993; Oemons er 
Ill., 1989; Howell e: at.. 1994; lke%ouo « aJ.. 2000; Mc:A.I~ 
lister era/., 199S; Petty., a/., 1989; Robot&.,, aL, tm: 
Schultltoiss et al., 1998; Stucky et <JL, 1993). 

More spmllcally, ~- and 1bo - Conn. 
squalane. have been shown to initiate autoimmuac rbeuma
toloJic aDd neurologic disease (Becket al., 1916~ Carlson s 
fll.. 2000; Gajkowska d aL. 1999; Gama eJ at, 1985: 
Kcbasbi 111 Ill., 1977; ~. 1999; Smialek etal.. 1991: 
Tsujimoto n td., !986;. WhilehollSe , ttL. 1969, 1974; 
Wbltehousc, 1982). Indeed, It ba$ been shown that a m,te 
injection of squalene induces T -cell-mediated artbritis 
(Cadsoo t.t al., 2000). Other studies ba.ve shown that adjll
wnt anhritU. - allerp: cnccpllalomyclllis, and """'"""'tal ''"'""'"""" th)'n>UI wseaso, illidaec! by ad· 1•-......... , squalc4c, could be pa$$i..ty lraDSfomd 
to 'l"'senoic nnimal$ by thO<Kic duct lymph...,.... (Wldte. 
house•lal.,l969;Whitchcuseual.,1974). WWsqualene 
was substituted for mineral on ill Fretmd adju.Yant. tho 
rc:rislaacc of lhe Buffalo and Norway sttaiu of rats apiost 
lbc devdopment of autoimmune disease was ow:n:ome. 
compared to treatmcM with Oftly Sfalldarcl Frcwui adjuvant 
(Kobaslti <t td., 1917). Tho RIB! adjuvant fonnulalioo, 
which contains sctualcae. is known 10 iDduce patbolcaical 
chaages as severe as tho5c induced by Fmuad ad.jovam 
(l.eeaaars u aL, 1994, I998a,b; Lccna2n ami Hendriben. 
1998). In af10dler stUdy, RIB£ adjuvant iDduced sigll.ificant 
granulomatous lesions, but less SCVCRly than Pmm4 adju
WJ'It perM (Lipman a at.. 1992). Whan scriallttocalatioDs 
of liljuVIlftt formulations were studied,. RIBI adj\lvant pro
dw:ed sigllificaatly lower MU"body &wets. 8ftd booster iooc
ulacions produced greatm- 1ntradenna1 reacticms with cbroaic 
lesions detectable at =c:ropsy (1o!msron d at., 1991), n. 
tetMax, wbieh cot~tains squalene, bas also been shown to 
induce swelling and cacapsulation (Zwerpr et aL. 1998). 
These studies clearly demonstrate that signifiamt problems 
do exzst if squalene is used as an adjuvant iD &IUIWIS. 

Wbea squalene is aclmfnistued lntraveltOusly, it disapo 
pears from the circulation wjlhi11 2 to 4 nUn and Is a.pidly 
cycraed to l'llCihyl stero!s and chotatero1. as wen as biliary 
and f«a! SICMis and bHc acids (Til Vis ancl M'ICIIInen, 1982). 
However, w~ squafcoc: is Otdmbristered lnuamuscularly, 

as part of an. adjiMJit fcrm.ulatlon. it drams into lymph 
aedes. wam it rcmai!N for at least 4& h (Dupws et a! .. 
1998). Bft'ecbve aatigca. pmeatation by macropbages rc
quires60 miD. and. 8-cells rcqutr~ between 6anlf 8 h (Singer 
and I.indetmaa. 1990). O.C. m the l)'ltlpb aodes. ,qua~.,. 
comes into c:onw:t wub andgen-presenung cell$. ioc:ludins 
dendntic cells. and lymphocyccs. Dendritic cetts d.isptaying 
markets DEC·20S and MHC class n molecules bave been 
shown to iniOmllize Sljualeno (l)<qMs er a1.. 1993). A<IJ•
vants not on.1y stimula.le the immune sys&:em DO~Ity 
but may also serve as immuoopns theQelvcs. By stimu· 
ladng an immuue n:action. an adjuvant also come& w4cr the 
dc!cition of an immuaop. The COQCepl of looking at 
adjt1vaats as arttlgeztS was illitiall)' suggested with Calmette
Guerin baciJius and Vibrio thol4m neurammtdase (Seiler. 
1980). 1'be.posst."'ble antigenicity of squalene was first shown 
In the mfliwy servins in the Persian OuJf War (Asa ~t af •• 
2000a). 'llus findina: was continncd by the induction of 
antibodies to squalene in au animal model, ahhough signi(· 
!Cilllllevels of ann..squalono annbodfes require coadminis
tration of an adju-vant fonnutadon (Matyas et ol.. 2000). 
Also. Matyas and co-workers (2000) could not detect anu
bodies to squatcnc pnor to irmmmizali:OJt. In Ibis study. as 
wen as in our previous report (Asa '' trl., 2000a). 'oi!:O fOUfld 
mostly males with r~ogical and :DCWO!ogu:a! sips 
and symptoms. Idicpaduc autoiaununc: dJSeaSCS have been 
mostly io women at dtlos. of 8:1 co !4:1 (Michct et al .• 
19SS; Gierssan er al., l994). while autoimmune disease 
induced by adJuvants have shown. DO dd'fereoce between the 
Uixes wkh regapS 10 incidence or severity (l'aurog ~t at .. 
!9i8). 'Thus. our results &R COl!SisiOlll w1th the possibihty 
t1w the illness observed in GWS patients 8ftd AVIP per
$0llnel is due to an adjuvant reaction. The J1m1ts of lhis 
st\ld.y, small sample: size and ltlcdy a setf.seJcctfon bias. 
consuic:t effons 10 definitively address 1his issue, 

We also found some perscnaet mcemng vaccinations 
ftom. sqaaleDC-poslnve lQU to be ASA·neptive, and we 
f'o®d somo vaccinated by lots WJth squalei'IC who did not 
devotop sips or symptoms. Thefe are sevctal possiblt: 
exp!alwiont for these obscrvatio!Js: 

(1) Adjuvants can act as supe.rann.gens ill:d ita~ been 
shown to bldace rmm1m0logtc:al anetl)' to themselves in 
humMS (Lamoureux ~~ al.. 1974). 

(l) Our fd detects only IgG 4DlibodleS to squnlcn~. 
Ailti.sqlllllene IsM ant1botJies bavo already been tderuifled 
in mic:o (Mayas er tzl., 2000). and anti.squalen~ fgA. JgE. 
antibodies may ako be produced. 

(3) The relationship betweca lhc develqHnent of ctUo· 
immunity, the prOOuction of aatibodrcs to squclcoeo und 
lhcir telatioDShJp 10 each other IS yet lO be defined. 
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(4) Adjuvant disease bas been sboWII to have a lateocy of 
ODSet in humans raa&icg ltom 2 wuks ro 18 years after 
uposure (DraW«, 1996). 

(S) fi caMot be asswned tlw-lio!n multiple 
dose vials (S-ml vials _.... for 10 injections) are 
fully uniCorm Ill YOiume or dcgm of d>emlcal mlx!ng. , 

(6) f'JDa!ly, theoe parioaiS may aot bo p!lOiically prec!U-, 
posed to develop antibodies to squalene or to other, as yet' 
wldentiftod, immunopn.s. 

'l'boeo ..,.Its arul those of otbors (Asa <t a/., 2000a; 
Malyas a oL, :2000) strongly wggcst that the prodUCliOil of 
anti-squalene antibodies is linked to symptoms of Oui!War 
Syndlomo and co tho p:cset1CC of sq=lcao ht =Wo tots cf 
uthna. v;acclDe io. some illdividaals. 

A large epidemioklgical and biochemical study iacorpo
ratictg the ASA assay and a preciso vaccination history. 
medlc:al icc:ord miew. and complete medical artd physkal 
examioatJoa of a large cohort of Oulf War Syndrome pa
tieals arul AVJP p<noiUIOI;, justifie4 lio!n thio ovidc<= 
The conuoon pmctice ofusiDg squalene i:o vaccine Cllbauce
DIUit is cbaUenged by these dara and 1ho supportive Utem
-. P!udcooo Ill use and redcsip of the J!'OOCSS llel>coforth 
would seem to be an appropriate ttCOWilCZ1datioa. 
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ANT!BODIFS LINKGtiLFWARSYNDROME TO ANTHRAX VACCINE 

(New Orleans, July IS, 2002) '!"ben: is oew immll!lo1ogicalevldonce that a oontaminant in eertaln lots 
oflhe Department of Defense's anthrax vaccine may lie the causeofGulfWar Syndrome. 

Gulf War SyDdrome, or GWS, is an illnea that was liiSt described in velelatls of the 199C-1991 
Pmian Gulf war. Symptoms incluclc musole aehes and joiat pain, cllronic filtigue, heaclaehes, eoxiely, 
depression, dizzioess. sleep disordets, rasbes, and loss of concentration. Cases of a oimilar illness 
bave been seen in penormel wbo were not deployed to the Persian Gulf !heeler of opemtioos In 1990 
or 1991 and also In pmonnel wbo joined the armed forces after 1991, though the Illness in these 
pot!- bao not been called GWS. 

Dala published in the Auguot 20021ssue of &p.rimental and Mokcrdar Pathology sbowo that serum 
anti-squalene antibodies were thunclln pa!fcn1s with the GWS.Ilke !Uness wbo 18Ceived anthrax 
vaccine known to be """"'mi118!1Jc! whh ~ a naturally-occmrillg Hpid. Theae potlents were all 
vacc:ln:Med after 1997, and the pubiished data fndicates that receipt of the contaminated vaccine was 
wccialed whh the production ofthe andbedfes. 

In an earUer study, publisbed In 1l!e same journal In Februa!y 2000, antibodies ro squu!ene were found 
in GWS patlems who were veterans oflhe 1990-1991 Pe:sjan Gulf war. The presence of these 
amlboclles In bolh groups of pot!- Slro!lgly suggesm that the OWS.IIke illneu experieneed bY the 
post-1997 potlents Ia aotually OWS, and. tluther, that OWS is not related to any event wblch took 
place ln the 1990-1991 Persian Oulftbealer. Contamfnated vaccine lots migbt therefore account for 
the 1990-1991 ows ..... as wen as for the poott-tm cases. 

Neither study suggesm bow the vaccine may have become contaminated whh squalene. Squalene is 
found in humans, anhnals and planls, and squalene 11om shade oU and other sow= has been uoed for 
many years 8$ an ingredient ln c:osmcdGS and other petSOn8l care preparations, It is possible that the 
small amoUDts of squalene found in the contaminated post-1997 vaccine lots could have been 
accidentally IDuoduced during tho production process. Squalene has been used as an adjuvant in 
several experimental human vaccines. fncluding mv vacdnes, in efforts to boost the immune 
response. but the DoD has stated in the past that squalene was never intcmionally added to the anthrax 
vaccine. 

To determine if a vaccine did cause an illnes&. epidemiologists would conduct a study of the exposures 
of the ill individuals to the vaccine and to all other possible causative agents. An epidemiological 
aoudy of non-U.S. Gulf Wer soldim published in The Brlllsh Medical Joumalln 2000 (Horopf et al) 
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found a. significant usoclatlon between va«:inati.ons and Ul health. Incamptete U.S. medical records 
have mode it impossible 10 adeq-ly derermine the vocclne exposures of many U.S. GWS patients, 
so an epidemiological study to examine whether certain lots of the anthrax vaccine cause GWS in U.S. 
troops cannot easily be ccndocted by the DoD. The preseoc:e of anti-squal""" antibodies appes:s to be 
a usefullaboratol)' matker for use in identifYlng and cbaracterizing GWS patients, anti, in the absence 
of epidemiological data, lhe anti-squalene antibndy test - also provo to be usefUl in studying Ute 
oriJins ofGWS. 

The announcement of the August 2002 pubU~n was made by Autolmmune TocbnoJogies LLC. a 
New Orleans biomedical company. The research described in boUt lhe Augmt 2002 article anti lhe 
Febnla!y 2000 article mata use of lhe anti-squalene antibody test. The antibodies were discovered by 
Dr. Robert F. Garry, a professor of microbiology and immunology at Tulane University Medical 
School wbo developed lhe test. Tulane bas lieenaad the anti-squalene ann'body technology to 
Autoimmune Tecbnologies. Dr. Garry is the senior auUtor oflhe August 2002 article. 

U.S. Army teSelllcl1ers <Oilfirmed lhe diseovtl)' of the antibodies with their own version of Ute anti
' squalene anu'bodY teat and published tbelr worlc in November 2000. U.S. Patent No. 6,214,566 
coverillg lhe anti-squaleno antibodY teat was awarded to Tulane several monlhe lam, in Apri12001. 
Because the !eating meUtod "'ed by the AnDy researchera is coverod by the TUlane patent, 
Autoimmune has z=endy offeted 'the test to the DoD so that the DoD can sponsor a confinnato:y 
studY of all oftha publlshed data. 

Tile August 2002 studY looked at incllviduals wbo had participated in the DoD's Anthrax Vaccine 
Immunization Pmgram. or A VIP. The DoD initiated the A VIP fn 1997 to immunize 2.4 million 
m!Utary personnel eonsiderod to be at risk fi>t expoeure 10 anthrax. Tile U.S. Food and Drug 
Admlnlsnation (FDA) subsequently assayed the A VIP ant1uax vaoclne for squalene content and found 
that five lots of tbc vaccine tested positive for small am.oums of squalene. Some Individuals 
participating in A VIP JepOrt<d admse vaccine rooctiotls with OWS.IIke symptoms, so, becsuse of the 
symptom simi!arit!es, the researchers teated seveq] groups of A VIP participants for the presence of 
anti-sq,ualtuc antibodies. 

The =earchcrs inffially test<d serum samples from six A VIP vaccine ""'lplen1> who exhlbltecl OWS. 
like symptoms and found that ali six. were positive for anti--$Clualene antibodies. AU of these 
fndividuala had n:ecivcd inoculatiocs ftom lots of1he 'VIetinc shown by the FDA to contain squalene. 

Tho reseatd1ors CODductod. further blinded tosts with 2S A VIP vaceioc n:cipicots plua 19 control 
individUals who did not receive the vaccine and did not have GWS symptomL Of dte 2S vaccine 
reoipients, 17 had received vecc!ne from the five squalene-containing loiS. Eight of th- 17 
individuals tested positive for antl-$qualene antibodies. while none of the lndlviduals who had 
received vaccine from oUtet lots tested pos!iive, a statistically sisnlficant difference (p<0.02S~ In 
addition, of1he total of20 A VIP vaccine rec!plems wbo teatod positive fi>t the entibodies in the study. 
19 l'!Ceived vaccine ftom the squalene-containing lots. These results suggest that vaccination with the· 
squai--<OI!Uiining vaecine loiS Is associated with the producDon of !he antibedies. 

Of the 19 controls in the blinded study. only three tested poSitive for anti-squalene antibodies. Afl 
- of these individuals had unclergone major surgcey in lhe pest, anti they were the o.nlY membets of 
the conltt>! group 10 bave done so. The study Jli'SOIIIed no data that might explain this pbenomenon, 
though It Is possible that call damsge associated with major surge!)' exposos the surgery pa!ien!S to 
immunologically significant amouniS oC!ntraceUulet squalene. 

The researchers also conducted time-related tests which inelucled four A VJP .. vaccinated individuals for 
whom both pre-vaccination and post-vaccination sera were avai!abfe. The post-vaccination sera from 
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thn:c of these four individuals tested positive Cor anti-squalene antibodies, while the pre--vaccination 
sera liom all four individuals tes1ed .. gative. 

The article published in Februmy 2000 loolred at !900:.1991-era patients instead of A VIP participants. 
This article iileludecl a bllnded study which sbowed lbat anti-squalene antibodies were fOUild in 36 of 
38 GWS patieots wbo had beeo deployed to 11>a Persian Gulf theater, In all6 oflba 6 GWS patients 
who had not been dq>!oyed to the Persian Gulf theater, and In none of tho 12 control subjects who had 
beeo deployed but were nnt UL 

Data :11om two patients who had participated In a vacclne trial involving squalene was also discussed 
in the February 2000 article. After receiving a vaccine to which squalene had been added as an 
experimental adjuvan~ both of those patients developed a multisymptom d!so!der similar to GWS. 
Both tes1ed positive for anti-squaleoe antibodies, tiJoush this sample of two patients was too small to 
determine 1ba atatist!cal s!gnlf!eanee, If any, of Ibis finding. 

GWS Is uaually difficult to diffemndate liom other rilewnatic disotdel1, many of which have similar 
sympiOIIIS. Before the anti-squalene antibody leSt was developed, 1here was no specific laboratozy test 
for GWS. Both articles suggest that the aotibodics can serve as an excellent laboratory marker for 
GWS, since none oftluo contml subjects In either publlsbed study tested positive for tho antibodies 
exeep! the 1luoe surgery patients In 1he August 2002 stUdy. Using tluo antibodies as a lahoratol)" 
ma:ter for GWS could be very nsefui In helping physicians diagnose the disorder and in 
difl'enmliatill it-other rheumatic illnesses. 

Anti-squalene antibedles might also provide a key to m""' eft'ectlve!y ueat!ng ·ows patients. The 
preseaco of the antibodies in GWS patieDts indicates 1hat the Immune system is involved in the 
development of GWS. Eft"eclive drug& which moduiatothe human bnmuoe.,.... are already in wide 
use, but lltoy have not been previously coDSidered to be appropriate for GWS patients. The pub! !shad 
data aow suggests that the - ofimmuoe modulalc!Sin GWS patients sboukl be studied. 

Prior to tho publication of tho February 2000 article, ropresentsdves of the U.S. General Accounting 
Office (lhe GAO} visited with Dr. Garry, roviewed the fsho!lltory methods • in the and-squalene 
antibody t~ and discussed the initial data obtained by testing GWS patients. The GAO 
rep.-ves determined lbat the leSt melhedology was sound and that the patient data appeared 
compeUing. On Matcb 29, 1!199,11te GAO Issued Report No. GAOINSIA!l-99-S, entitled "Gulf War 
Illnesses- Questions About the Presence of Squalene Antibodies can Be Resolved: This report 1.s 
available on the Web ac 

http://fiwehgate access.p.gov/cgl-blnluscftp.cgi?!Pacldn:ss-162.140.64.88 
&flletlllllle"''lSS.pd~diskblwais/clatalgao 

The OAO report urged the DoD to conduct its own reslmCh into anti·squalene antibodies with two : 
objectives iD mind; (I) to conllnn the existence ofthe newly-discoveml antibedles, and (2) to acqui.-e 
patient data; explnre the apparent link between the alllibodics and lite Ulnas in GWS patients, and 
attempt to confirm or disprove the existcncc of such a link. 

To satisty 1he that GAO objec1!vc, tho Army reseen:bcrs confirmed that anti-squalene antibodies do 
indeed exist and can reliably be detected. They published their fiodings In an article entitled 
"Induction and lletcc!lon of Antibodies to Squalene" which appeated in the November 2000 issue of 
the .loumal Df &puimenta/ Metlwds. The Army researchers conducted their tcsling by applying 
5qualcne to the wells of EUSA plates, and Dr. Garry and his coUeagues conduc:ted their testing by 
applying squalene to nitrocellulose strips in a Westem-btot .. type assay. There is no material difference 
between 1hc two test methods. 
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Although the Army researchers confirmed the validity of the test and thus added suppon to the 
Februaly 2000 patient dsla, their November 2000 article included no patient data of its own and as a 
resuh did not speeffically addreas the GAO's second objective. Tho Anny researchers also fAiled to 
embrace the peer~revfewed Febtualy 2000 data itself. as is discussed in the statement Dr. Gany 
submitted to the House Subcommittee on National Security. Veterans Affairs and International 
Relations for the r=ord of its hearing into Gulf War illnesses on January 24, 2002. This staiCmcnr can 
be seen on the Subcommittee's Web site at ! 

ht!p-Jiwww .house.govltefonnlns/staremenrs_ wltnesslgany jan_24.htm 

Dr. <latty pointed oltt that neither the Februacy 2000 study nor the August2002 study included large 
numbers of palieniS, and he also noted that both studies mnde use of self-selected volunteers, which 
were the only subjects available to the researchers. •targe studie$ can sometimes reveal relationships 
not seen. in smaller studies, and studies which use pre-defined inclusion and exclusion eriteria tQ 

recruit participants are preferred because tbey are less likely to be subject to possible self..scleetion 
bias~ .. Dr. Garry said. ..But the published data is so compelling as to transcend these minor 
sb-omings." 

• A large eonfirmatoty study of subjects who are not solf-seloeled appears to us to be the only 
appropdato step at baud, and we are urging the DoD to sponsor sueb a study," said Dr. Russell B. 
Wilson, president of Alttoimmune and another author of the August 2002 article. "We believe !her an 
investigation into the relationship between aoti-squalcnc aotibodlcs and GWS will lead to a better 
understallding of the Dlncss and ultlmately to more effective treatmento for the paticnto who have It, • 
he.U~ · 

Although it maintains a waiting list of GWS patients and their physicians who may be interested in 
having the anti-squalene antibody test l'Wl for investigational use, the: company has not yet made the 
test generally available. 
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Jllly 20, 2002 

Ms. Ellen P. Embrey 
Deputy Assistant secretary of Defens& 
OASO(HA)IFHP & R 
1200 Defense Pentagon 
Washington. DC 20301·1200 

Dear Ms. Embrey: 

-=:> DffS 
?1f rj t 1; 

Thank you for taking the time to respond to my letter. It is extremely unfortunate thai your 
response contains the inaccuracies and mis-statements that it does. 

P. 002 /00~ 

1 am going to take several of your statements and reply to them. If you can prove me wrong, I 
would greatly welcome a Chance to look at·the evidence. and so would many other people. I will stan with 
your statements in quotes, followed by a response. " 

1. "Ttte anthrax vaccine Is licensed by the Food and Drug Administration ... • 
The truth: The anthrax vaCCine is not licensed for use against aerosor~ed anthrax. In 
addltlon. the ortglnal license - tor Clltaneous anthrax only· was granted based on data from a 
different vaccine. Tne FDA and DOD both know this: the vaccine is now, and has been for 
years. on tile with the FOA a~ an Investigational New Orug. whlctt by law requires Informed 
consent. No man or woman in uniform has ever received Informed consent. 

•1995 - SAIC Corporation contracted to develop an Army plan to obtain FDA approval for a 
license amendment to include aerosolized anthrax exposure saying, '7hls vaccin(l.is not Hcensea 
for aerosol exposure expected in a biologic: a/ watfate environment." 

(Ret.: SAIC COtporauon plan. 29 Sep 1995, errci0$Ure to memotand/ml frOm Dt. Anne JO/In$Dn-Winagar, us 
Anny, 1D Dr. Rotuut Myem {MDPH]. US Army Madcei .Rese.vr:h tttrd Materiel Comtrllfnct. Fott DalrK:Jc. Fred9tick. 
MD, 5 Oct 1995.) 

• 19961ND (Investigational New Drug) Application submitted by MBPI. the anthrax 
vaccine manufacturer, to obtain inhalation anthrax approval. This IND eppllcation js still 
Qend{nq with the FDA. 

2. • ... and its manufacturer's recently renovated facility has received approval to produce 
vaccine which is safe and effective in protecting against lnhalatlonal anthrax Infection." 
The truth: There is no proof that lhe anthrax vaccine is either safe or effective. The 
Braehman study Is often c1tee1 as such proot, however, tne Bracnman study deatt. again, with 
a different vaccine, one produced by Merck, Sharp and Oehme. 

Other studies which BioPort likes to tout as proof ofthe vaccine's safety have not been peer
reviewed or published. casting S~Jbstantlal doubt on their integrity and credibility. 

In addition, an IOM letter dated March 30, 2000, to the Department of Defense, stated: "There is 
a paucity of published peer-reviewed literature on the safety of the anthrax vaccine. The 
commmee located only one randomized peer-reviewed study of the type of anthrax vaccine used 
in the United states (Brachman et al.. 196:.2). However. the formulation of the vaccine used in that 
study differs from the vaccine currently tn use.11 

{Ref.: An ~ntofth• SaiWy offha Alllhtax Vacd11a - MIUI:h30, 20DO 
Ntp:/IMvW.llap.edlllhtmllslllhnvt_ vaccine 

Finally, It shOuld be obvious to any thinking person that there is no way to determine the 
effectiveness of the anthrax vaccl11e unless a portion or the population which has been 
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vacclnated IS deliberately sprayed with aerosoliZed anthrmc ~ simUat to the way the Pentagon 
haS now admitting exposing traops with nerve gas. 

In fact. the Qlrrent IOM report • wh1ch \WI'U diSCUSS more In a moment - flatly states that 
no human studies of Inhalation anthrax mast The animal study data presented in a recent 
JAMA article demonstrate that the anthrax vaccine, used alene, Is marginally effective. COl. 
Friedlandets m~h-vaunted motlkey ~dies of Inhalation anthrax demonstrated 90% mortality 
without vacdnalion or antibiotics. but ~ mortality WITH vaodnatJon and no antlblatir:s. 

tf the vaccine i& sa safe, Why Is thera an entire d\nic at Watter Reed Army Hcspital dedicated 
to treating ntnesses that arise from the anthrax vacdne? 

WtrJ doe& the new label admit to an adverse llUictkln rate of up to 36o/Q, as compared to the 
old label clalmlng O~? autte a jump, don't you thlnlt? 

Why does the new label talk about the sbC deaths which have resulted from the vaccine? And 
specify the long-tenn Illnesses Which CIP' and do result? 

'If the vaccine is so safe, does that mean you believe that independent swdles of US, UK and 
canadian Gulf war veterans associating lft1hrax vaccination with long-term adverse health 
effads- most recently the study from Kansas state Univ~- are all fraud"lem? 

3. "The u.s. Government and tha vast majority within tha Amerfcan medical community 
accept FDA's strtngenl approval and releasEt process as a means to assure pmduQiion of a 
sate and effeCtive product The reGent report from the Institute of Medicine on the anthrax 
vaccine supports this. • 

The truth: The vast majority of people, both lnsld.e and outside the government and the 
medJcal communitY, have no Idea what's really gone on with the anthrax \'&cefne; but many 
people are certainlY aware that the FDA has released unsafe drugs mere than once. 

·The FDA didn't even Inspect the Michigan Dept. of Public Health (NillPH) facftlUes fOr years. 
MDPH was the original manLifadurer of the vaCCllne. and sold its biologic diVIsion in 1996. 
But from 1988 on. the FOA found numerow manufacturing problems with the vaccine, 
including the use contamlnatad Jots, non-sterile lots, the swftchlng of expiration dates on 
latlels, the Improper use of equipment, the tact that one tot was left out unrefrigeratad, and 
mora. The vaccine WS$ ussd on the troops anyway. 

- Here•s the blg one: Jn 1990, the 1Dtering qnd fermenting equJpmem used to make 
the vaccine was changed, without notification to the FDA as required by Jaw. ThiS change 
res~tlted fn a 100-fold (100tirttes, not 100%) increase in the potency of the vacdne. In 1991, 
Gulf War troops were suctdenly being told they were getting a •super one--shOt anthrax 
vac:Qne.· and that they wouldn1 need mara doses. Ten years after the faa- after a pc1Vate 
lndMdqallnvestlgating the situation notified the FDA of the c:hange. the Changes were 
approved retroactiVely. 

The simple fact Is. the FDA has not upheld itS own NIBS and regulations. Yet BJoPort has 
been ctaared to producei and Is once again gral'1tad Immunity In Its production, meaning that 
It does not have to pay to defencf llself against the lawsuits which have &tarted - the Amertcan 
taxpayer wiD. 

I've already addressed the cecent IOM report to some degree. But h8te are the other points 
to make about that ceport, as we have stalect In our formal response: 

P. 003/006 

1. Sllddenty there I• pi~ Df reaeai'Cil to tndlcata the 'IICCine Ia ate. contrary~ tOM'• own 
opinion jut two~ aao. An 10M letter d.tad March 30, 2000, to the Department of Defense, stated: 
"There is • piiUOlty ot publlahed peer-reviewed fiblnllure on the aafety tJf the anthrax vaccine. The 
oommittae loc;deci only one ra.,domlzed peer-ralllewed &tudv of the type of anthrax vaccine UleQ In the 
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United states (Bac:hman at al, 1862). H~. the tcrmulation of the vaccine used In that 
study differs from the ~c:olne ciiiTMtly In uee. • 

(Ref.: An Aaaea&marlt of the SdJty of tile Anlhi'P Vaccine - Matoh 30, 2ootJ 
bttp:I"""¥1!J!A.6dulhlml/!nll!rlll V!9Cin8) 

We aq~mlt to you that additional data has been supplied by the DOD to conform to ~nthrax vaoclne policy, 
and that there Is still a paucity of genuine scientific dlllB. 

11. The report leave• out all dfAenUng rnearch, lndudift8 tbat from the Dept. of Deflnae ltaelf. 
We refer you tD the Bndng Book at htteti!W.W-anth!11W!gC!no.nat for a fuU report. 

The ..aport also solldtad. and then left out. wrllten teatimony by MajOr Runall E. Dingle of the 
Connecticut Air Nlttional Guard which aald. In part 

"The u.s. rniJitaty Is vtrtulllly the sole propnetor and source of any safGty and eftlcwc:y data tor 
AVA. As such, the currant military oplnJon of AVA muat be addrosseclln the foliowina com.ct: 
E1l/ter the fnlt fotty YNI1i of d&ta, cbaervatlon, and~ /$ WI"'O''g. or the last two yaara 
ol d&la, obseftl8lltln and opinion is wrong. .. • 

Ill. ,. ftltMge In ... repolt ... n't ..... to ... problema Utt.d Oft tt\0 ,...., -.nlbougl\ tho 
entile new label Ia lhr:luded q an appeninx. The FDA required • wide range of 88\IGf'e illnaus to be 
listed on the new labeJ: and the l'iftr~ of I88Diiot) lldmitted on that new IGb8l il17B t/mfn thai Cl7 the old 
IBbel. But Utls Is suddenlY a safe~ How Is it that thiS change Is not dhlcussect? 

rv. TheN I• no .-CMledGment bt tiM! report of undeMepOrting. IOM apparently didn'twantto know 
thlt our troops live in fear of retaliation &tmply far talking abotd the vacctne, 11.s well aa for getting lick aftef 
being vaccinated. They do hot want fatQJd medical rettremerat; they do not want their oaraera to end. In 
addition. a eetf-selected audienee- which is the baals of the VAERS reports -15 not a vttlid bil8ls for 
extrapolating statistica. as ttny qualified rM~er couJd tell you. 

V. The 10M commiUee tan. t.o mention that 81aPort'8lo111J and public lllatary of rogulatary 
problerne"""" ~· vlolaQon• of taw far wllfch no one hu baeD heCd accouQt.able. We refer you 
to our web site for the 1ull set of FOA repadl on this yacclne; and for our CitiDn Pstltfon m the FDA. 
documenting BioPort's 1090 chanae In fcmnentlng and fUtering equipment which resulted in a 1CJO.fold 
increase In the potency or the VliiCCine. Why waa this change In eqllipment. 1111d Its reauttlng patency 
Increase, left out of the f'IPOrt? Why has this never been related to the ongoing six-shot protoocl, whk:h 
10M hae at least admitted ha& no solentific ratlrmale behind It? 

VI. The 10M comnaatee found that, despb limited dlta on loq-4arm etrec.ta, repon. at •etrou• 
Oht ..... ad reporb of llnb to Gulf Wit~. llO apoc:ial fGilow.qp .rtorn ahouklbe made. 
Evon guinea p(gs In the lllb get foUow-up .tfort&. In ttt1s axperimenr. our tr"oop$ have to 11ght tor what 
medical care thG'f do get, and muoh of It II substandard a rut lnadeqlme to meet their need&. 

VII. The JOM report polats out tbe double standard that exlllbl between our troops IIJid olvlllaa•. 
clearfr -.una that oartroopt are Mbwg .,... • experii:Mtlt&. Exac:tJy where is lhe&eeailtne drawn 
between civilians and 58fVIce membets in U.lS n!lgard -and'*» cSraw& It? 

"The 81\thru vaccrne Ia effedive arsd safe entlllgh to use to protect u.s. soldier&. saye a panel of 
mecficftl Ctleparts. But there are not enough Studies to alSIP Ita aatety fot Wide use by the pUblic, 
and a better vaccine Is needed, accordlnu to a report relei!!Md Wednesctay by the Institute of 
Modil)!ne." 

•Anfhntx vaedne foUnd safe fortroapt - MoA) atucty needed before puDic usa~ 
By An/fa MIWJing, USA TODA V 

4. "DOD will continua to used only FDA releaSed vaccine to protect our d~lcated men and 
women in unifOrm." · 

The truth: ThiS vacatne Is not lklensed for Jls CUITBnt use, is on file as an Investigational New 
Drug, uses a shot protocol wtth no sclerntflo basis behind It, and is - by the Army's own 
admiSsion .. a vaccine with an extremely high rate of reactogonlctty. If this Is tile DOD's 
Idea of a safe. FDA-released drug, God belp us. 

L _____ .. ___ _ 
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5. ,n your letter you suggest that the program be administered on a vOluntary baSis. How
ever, It ls Important that all personnel who are at higher risk and whose d&Jtfes are essential 
to certain mission capabllltfes be vao~nated tor both their peJBOnal protection and the 
suoaess of the mnttary mission.· 

The truth: To date, only civilians have been subjected to an anthrax attack, and ftom what 
anyone can find out, those attacks 'W818 most likely perpetQ~ by someone wortclng Inside 
the u.s. dafen.salndustry. This doesn't exacrtly do much for the DOD's ctedlbillly. 

In addition, it remains ctifficult from both a manUfacturing and diSsemination perspeclive to 
produce aerosoliZed anthrax. This vacctna does not even protect against all strains of 
anthrax, If It protects at all; and there's certainly nothing to prevent someone from 
bioengineering a strain oompleteJy reslstanl t.o this vaccine. 

And the <m1y reason we know that lrwq has anthrax is because we sold n to them. 

The thtaat is hyped, and always has been. While the DOD has been paranoid abOUt anthrax, 
the fliSl WOI1d Trade Center auacl( occurred In 1993: Khabar Towers was bombed in 1996; 
the u.s. EmbaSSies were bombed in 1998; the u.s.s. Cole was bOmbed in 2000: ana of 
course there Is no need to remind you of 9111.: 

But bec:aUsB anthrax spores last forever, and can be fatal, It's a great fear to spread. This Is 
the flf$t of many bloterrorism vacctnas the DOD ha& admitted are In 1he pipeline: naturally, 
it needs to be tested. whether or nat anyone Js granted inrormed consent NaturaUy, fear 
alone seems to be a reasonable justiflcatfcn giVen the new wortd ln which we ltve. 

e. -wtl fight and win as teams. If one or several team members In areas of higher risk are 
not vaccinated, and subsequently fall vtetlm to the anthr'ml, they cculd Jeopardize the lives of 
other team members, and ultimately, the mission and ItS success. • 

You do not mendon what happens When the credibility of a team leader ls last, because 
people under hi& or her command can no longer believe they are being told the lrldh. You 
fafl to note that In OCtober ot 2000. the GAO came out With a report that of the Air NaUonal 
Guard units requln!ld to take the anthrax VQCillne, a fuii25.C. of the pilots resigned rather than 
submit to the vaccine. 

2"'- What happens to your team now? What happens to your team 'Nh8n up to a thl«< of 
them become extremely Ill from the vaccine Itself, as the fabe11ndlcates IS possible? Are you 
teDing me It's preferable to riSk having pilots now In the Gulf have seizures and blac;koU1s 
WhHo In tl'le coof(plt, aH for the salu!l at teamwork? That It's preferable that our gm!Ullt troops 
suffer deblllta1ing bone and joint paln, and cannot petfotm their duties? ThQt you'llll&k up to 
one-tt!Jtd of all active dlJty troops for a vacdne that doesn't e\len protect against all strains of 
anlhta)( • it it protects much at all? Are you teaing me thai teams sla~ ames&ve and gung..I'IC 
when they can no longer beUeve In their charn of command? 

This past Aprit, two vacclnated ~rkers at A. Detrick were given antibiotics following anthrax 
expasuM, evan though tbey were not symptomatic. This says a Jot abOut the lack of canfldence 
the Amry has In the efficacy of the Qlrrent vaCCine. 
8. "'ur ultimate loyal~ IS to the health 'lnd safety of our people." 
Would that were true. 

It it ware true, military troops would never be used as medical guinea pigs. Ner.te gas tests, 
LSD axperfments, being fon:ed to watch nuc:Jaar e)CJ)Ioslons. Agent Orange • all these are 
ctoc:umentsd and publiC Information. And the use Of an Investigational New Drug without 
lnfarmed consent • a legJ~I light the troops do NOT gJve up when entering the mtUtary .. 
constl1utes medical expelimentatkm. 

P. 005/006 
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If It were true. DOD WOUld not onlY acknOwledge but seek ~the tnJth about the extremaly 
high adVerse J88GIIon tate to the ViiCC!ne, and not rety on VAERS reports atone. 

If 1 were 1Ne, mHnaty dOCUJrs --*2 be Wormed ebout adVafM reecUons to the vacane. 

If ft .,. true, troops who b8COme iD would recetve Immediate .nd adequata medical 
trulmlnl. 

If it were true. blaer pratedf\M equipment and detectiOn deYk:el would hive been 
deVeloped long ago. 

tf 1 were true, traops Who were haiJad cdltandlrv. commll8d leadorB before they toot the 
v.c:aine woqld nwer be called rnaunaers IDf 081'8 beca.- they had lha nerw 1o gat .... 

tt It were true. you and each petSOn InVOlved ln c.omn..~nit.allnQ anything about thiS policy, or 
In rnMtng decisions abolrt this poQcy, would finally pqt the h8a1th and safety ofthe11'00pS 
ftrlt, and. realtzing the A VIP Js a ttavellily, halt It or meke It voluntary. 

lilt .... true, ~ would nat pul yew jobs M4 pollica tnt - you would p.Jt the ~loops filS. 

Vou probably feel you cannot affani to~ It 1ha truth, bta&U D WOUk2 cost~ ~jOb 
or a promotion. Vou protlebly teet you must apeak as you n c1lnN:ttd to speak. I preclc1 
that lhera wtll come a day- maybe soon. maybe 20. 30.. even 40 years ftOm now- wben at 
a.t one of you wlllook back and say, -Ne should never have dane thlt t 0111 dnit that 
now. • Sutlt will be too '* far the troops whOse 1\MS and careers you have decimated. 

7. Finally: 'We have an obJfQatlon to provide them wilh the best prol8Qfon ~. and 
for"'*· the belt ·~ prol8cdan from the YfJI'I ,., threat ol anttnx ls the 
anthrax wc:dne. • 

The trwh: AnthrD am be curad. &en inhllaHon ant.tvax ts not a fatal as P80f*l once 
thouQtt. and can be cutBd. 

But 1tNI 1111181188 artsl~ ftom the ant111U vacctn6 cennot be cand. 

The ooo knOWs this, The rush to use antiliotJ~ Jn the wllke or last yaar'a anUWax attack5 
wa 1 very revealing thing. The constant denial to tree troops II from the vac:ctne Is a very 
N\1881Jng thing. It Is moat Interesting that troops oversus been taught. thiB year, hOw to take 
CfpiV In evem at anthrax exposure. 

I've welcomed the opPOrumny to discuss this with you. as weU. Again, 1 heartily watcoma any 
proof you can provide me which c:ou~d& the facts • I've .stated tham above. Meanwhile, sl'loulcS you 
care to find out what actually happens -.hen someone GetS siCk from the "acdne, please vlslt the HeiDes 
J:.ae on our web *· Try tt) kelp In m1nd tMsa ant raall'IUI'nllft tleiftOI· lhe 113ni of our flghlinQ tan:e 
VO&I would wllUngty &IICriflce, 
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HI!AL.TH AFFA:IRS 

OFFICE OF THE ASSISTANT SECRETARY OF DEF'ENSE 

WASHINGTON, DC 20801-1200 

ACTION MEMO 

I 
I 

MEMORANDUM ~OR DEPUTY ASSISTANT SECRETARY OF DEFENSE (FORCE 
HEAI.:rn PROTECTION AND READINESS) 

FROM: Michael E. Kilpatrick, M.D., Deputy Director, Deployment Health Sup~.;t..oJ. 
Directorate 

SUBJECT: Response to letter from Kathryn D. Hubbell, President, Anthrax Vaccine 
Network, Inc. 

• Attached at TAB B is the letter from Ms. Kathryn Hubbell, President, Anthrax 
Vaccine Network, Inc., that attempts to refute the anthrax immuniDrion program and 
the steps DoD is taking to protect service members. 

• A draft response, coordinated with Mr (b)( 6) 
~m the Anthrax Vaccine Immunization'I.......Program---(.-A ..... VIP""""""),"""'is- pro- VI-... aea-=--at-T~ ..... =,_,_-__, 

RECOMMENDATION: Sign letter at Tab A. 

COORDINATION: As stated above. 

Attachments: 
As stated 

Prepared by: CD (b)(6) A VIP Liaison for ASD (HA), (b)(6) 
Deployment Health Support Directorate . 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

Kathryn D. Hubbell 
President 
Anthrax Vaccine Network, Inc. 
P.O.Box844 
Missoula, MT 59806 

Dear Ms. Hubbell: 

WASHINGTON, DC 20301-1200 

AUG 2 ~2002 

Thank you for your letter concerning the anthrax vaccine. The Department of Defense 
recognizes that there is a very real threat of anthrax exposure both on the battlefield and by 
terrorist action. In accordance with many independent studies by reputable medical panels and 
agencies, the DoD also realizes that there exists a safe and effective countermeasure to this threat 
in the anthrax vaccine. It is the best cowttermeasure we have at this time. 

The safety and effectiveness of the anthrax vaccine has been assessed and reviewed by 
experts since it was fully licensed by the Food and Drug Administration (FDA) over30 years 
ago. The DoD is required to make risk...benefit deciSions regarding the protection of its service 
·members. relying upon the FDA and other such agencies for their expertise, years of medical 
experience, and the care they exer~se in guarding our nation's health. You may wish to contact . 
them and share your concerns. 

I remain committed to protecting the health of our dedicated men and women of the 
armed forces. If I may be of further assistance. please contact my office. 

~~~LPA1 
Deputy Assistant Secretary of Defense 
Force Health Protection and Readiness 
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(b)(6) 

OFFICE OF THE ASSIST ANT SECRETARY OF DEFENSE 
1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301-1200 

MAY 2 5 2000 

llb)(6) ] 

Thank you for your recent letter to President Clinton in which you requested that he 
revoke Executive Order 13139. 

Executive Order 13139, Improving Health Protection of Military Personnel Participating 
in Particular Military Operations, September 30, 1999, implements section 1107 of title 10 of the 
United States Code, enacted by Congress in 1998. In accordance with 10 U.S.C. 1107, the 
President may waive the informed consent requirement for the administration of an 
investigational drug to a member of the Armed Forces in connection with the member's 
participation in a particular military operation, upon a written determination by the President that 
obtaining consent: (1} is not feasible; (2) is contrary to the best interests of the member; or (3) is 
not in the interests of national security. 

Section 11 07, reflects a Congressional recognition that when an investigational product is 
the only means available to protect against a lethal chemical or biological weapon, the lives of 
individual members, the safety of their comrades who rely on them, and the success of the 
military mission may require uniform use of the medical protection. Further, the nation would 
demand that military commanders do all in their power and authority to employ prudent medical 
countermeasures in the face of a biological and chemical threat. The consequences of an action 
which leads to foregoing availabilitY of a needed investigational new drug will lead to an 
unacceptable military operational setting in which th.e lives of personnel and the accomplishment 
of missions are jeopardized. But section 1107 also strikes a careful balance. Cognizant that use 
of investigational products generally requires informed consent under FDA rules, section 1107 
says two things: first, that the "informed" part of "informed consent" will always be done 
through specific notice requirements; and second, that the "consent" part may only be waived by 
the President. This careful balance is also incorporated into Executive Order 13139, which 
makes clear that: "Waivers of informed consent will be granted only when absolutely necessary." 

Revocation of the Executive Order would not eliminate 10 U.S.C 1107. It would only 
eliminate the stringent requirements that the Presidents has set for the Secretary of Defense to 
achieve prior to requesting the waiver under 10 U .S.C. 1107. 

Thank you for your interest in the Department of Defense. 

Sincerely, 

%X~~ . 
RADM J~tt Clinton, MD, MPH., U.S.P.H.S. 

Deputy Assistant Secretary of Defense 
Health Operations Policy 

@ 
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Due Date: 5/15/2000 

~ May 23,2000 · 

MEMORANDUM FOR~SISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

THROUGH: Ron Richards, Principal Director, OASD(HA)~ ¢ 7-1/dG 
FROM: Salvatore M. Cirone, Program Director, Health Science Policy 

SUBJECT: Writer Requests that Executive Order 13139 be Rescinded Ref Administration 
of Experimental Vaccines to Service Members - A CIT ON MEMORANDUM 

DISCUSSION: rote to President Clinton objecting to Executive Order 13139 
and requesting him to rescind the order and make use of experimental vaccines 
voluntary. 

The reply explains 10 U.S.C. 1107 and Executive Order 13139. It notes that 
revocation of the Executive Order would not eliminate 10 U .S.C 1107. It 
would only e~ the stringent requirements that the Presidents has set for 
the Secretary of Defense to achieve prior to requesting the waiver under 10 
u.s.c. 1107. 

RECOMMENDATION: Sign the letter to (b)(6) ,_ ___ ___, 

COORDINATION: 

GC:_Coordinatlon attached. 
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~)(6) I CIV, OASD/HA 

From: 
Sent: 
To: 
Sub)ect: 

Sal - See suggested edits. Concur as modified. - JC 

~)1:-.iU!AC:dov Ua'f 23,2000 8:18AM 
To: 6 Mr. DoD OGC 
Subject: Constituent Mall -13139 

Attached is a reply to constituent maj) to white ho 
revocation of 13139. I think you reviewed the last one tooa.K.IIU&.I~~-t 
but I can't find your e-mail concurrence. Can you review this reply and 
concur or must I send the package with the handwritten letter? I'm late 
because the first tasking did not have the address of the constituent. Can 
you expedite? Sal 

1 
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(bX6) 

Dear 6) 

Thank you for your recent letter to President Clinton in which you coeeemieg 
yeuF request that he revokes Executive Order #13139. 

Executive Order# 13139, Improving Health Protection of Military Personnel 
Participating in Particular Military Operations, September 30, 1999, implements S~tion 
1107 of +_title 10 of the United States Code. enacted by Congress in 1998. 10 U.S .C. 
1 l Q1, Notiee of Hse of an itwesl:igal:ionel new drag er a d:n:Jg ~veEl for it:s applieEl 
HSe, was passed by Cengress witll the fiscal Yoer 1999 Defense Aadlomat:ioe Bi.U. In 
accordance with 10 U.S.C. 1107, the President may waive the informed consent 
requirement for the administration of an investigational drug to a member of the Armed 
Forces in connection with the member's participation in a particular military operation, 
upon a written determination by the President that obtaining consent: (1) is not feasible; 
(2) is contrary to the best interests of the member; or (3) is not in the interests Qf national 
security. 

Section 1107 reflects a Congressional recognition that when an investigational 
product is the onJy means available to proLect against a lethal chemical or biological 
weapon, the lives of individual members, the safety of their comrades who rely on them. 
and the success of the milit.ary mission mav reguire unifoml use of the medical 
protection. Funhe.r, the nation would demand that military commanders do all in their 
power and authority to employ prudent medical countem1easures in the face of a biologic 
and chemical threat. The consequences of an action which leads to foregoing availability 
of a needed investigational new drug will lead to an unacceptable militarv operational 
sening in which the lives of personnd and the accomplishment of mission are 
jeopardized. But section 1107 also strikes a careful balance. Cognizant that use of 
jnvestigational products generally requires informed con~enl under FDA rules. section 
1107 says two things: first lhm the "informed" part of " infomted consent" will always be 
done through specific notice requirements: and second. Lhat the "consent'' pat1 may onJy 
be waived by the President. This careful balance is also incorporated into E.'<.ecutive 
Order 131 39, which makes clear that "Waivers of inforn1ed consent will be granted onl v 
when absolutelv necessary." 

'H3lea~l'ive Of:Eler # 1 3139 provides the ~uiremeRts ood preeeElttreS that IH\i5t be 
met befot=e the PTesideat weald eOBsider approvmg a t=eEJ~est for a waiver of iBfetmed 
eoasent It aotes that the PTesident is reEJtiired by law to apply the standerds ood eriteria 
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set ferth in the relevaftt Feed and Drug Admiaistmtion regulations. In the Executive 
Ofdef, the Presielent has set a very high ba:r fer the Secretary of Defense to aaa:ia hefere 
the Secretary Cafl: request a waiver UH6er lQ U.S.C. 1107. 

Revocation of the Executive Order would not eliminate 10 U.S.C 1107. It would 
only eliminate the stringent requirements that the Presidents has set for the Secretary of 
Defense to achieve prior to requesting the waiver under 10 U.S.C. 1107. 

Thank you for your interest .in the Department of Defense. 

Sincerely, 

J. Jarrett Clinton, RADM, M.D., U.S.P.H.S. 
Deputy Assistant Secretary of Defense 

Health Operations Policy 



Monday, May 22, 2000 11:09 AM . . . Search Results List Page: 1 , 
.Search- Criteria: SEARCH_ IN = '0', DOCNUM = '12276' 

r .·od __ o_·_·_=_~~--··-·· ---~ ~n~~i~!~= o~~,f~~: -- ~~s : :~r6~~0f~~ = ~~r"'t~( ... I 
accines to. Service Members _ _ _....;._ - ---·----· _· __ __ ... ______ .. .. 



.. . · 
. ,... .... . # ~ ... 

Classification: UNCLASSIFIED 

Control Number: 0087955 

External Reference: WB 75976 

Document Date: 02/25/2000 

Document Originator: (b)(6) 
""""""-'----"---' 

Create Date: 

Subject: 

Action: 

05/02/2000 

ANTHRAX 

Reply Direct 

ADDmONAL INSTRUCTIONS: 

·--------- ----·--··---·------- --.. . ·-·--··----

CORRESPONDENCE TASKER 

COORDINATIONS 

Date: 05102/200C 

Route To: ASD HA 

Controlling Organization: ADMINICCO 

Original Suspense Date: 05/15/2000 

Current Suspense Date: 05115/2000 

Signature Level: 

Signature: ____________ _ 
Da~e.~·------------------------

Printed 
Name: -------------------------



- - ------··- - ... .. . -··· .... -----

, . . 

5/1/00 -~ · WHA- White House. Bulk Public Mail 

** wmTE HOUSE BULK REFERRAL.** 

OSD CONTROL NUMBER: WB75976 ·DATE OF RECEIPT: 3/l7/00 
. ; 

: 

ACTION AGENCY: UPR SUSPENSE DATE: 5115100 

DOC: 2Jl5/00 ACD: 
NAME: (b)(6) 

~------~ 
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EDWA1U) D. 'MI\R'l'I.N, M.D. 

PRINCIPAL DEP'iJ'!'Y ASSIS'l'AN'l' SEC!RBTIIRY 01' Ill!:l'DiiSE (lll!Alll'.H Al'FAn.S) 

BEFORE 'l'I!E 

PRESIDI!NTIIU. ADVISORY COIIMIT'!'EE 

ON GllLF WIIR II2T£iWIS' IIoLNESSES 

MIL:t'l'ARY USE OP INVBS'I'IGATIONAL llEW DRUGS (INDS) 
FOR TilE PROTEC'l'ION OF U.S. FORCES IN THE GUt.F WAR 

NOT POR PUBLJ:~TION 
lJNTn. REI.EIISE!l 2Y 

JANUARY 12, 1996 

PRESIDENTIAL ADVISORY COMIIITTEE 
0» G!lLP WAR VB'l'I!RIINS ' :U.t.NESSlSS 



!C. Chairman, distinguished Members of the Committee, X 11m 

EdWard D. Martin, M.D., Principal Deputy Assistzmt secretary of 
Defcmse for Health Affairs~ lt is a privilege for me to appear 
before this committee today to represent the De,partment of 
Dsfense (DoD). 'l'ocley, l: would like to discuss the use of 
investigatioillll new drugs (IN!Js) in the Persian Gulf W&r and the 
procedu.res we have, both then cd now .. in place Which protect the 
health and welfare of our mili teu:y personnel wben such INDs are 
used, both in peaaetillle and during military cOlU>at exigencies. 

'l'he Advisoxy Committee • s cbart~ includes a revisw of the 
•possible risks associated with service in the Persi&%1 Gulf 

·conflict,• including "prophylactic drUUs and vaccines.• 7 
commend the Committee for its efforts to date to review these 

t •:risk factors, • and I especially want to commend tbe Committf!!ie 
staff for the day-long consultation which it couvened December 

\._j 12. This consultation involved a· broad range of participants. 

( 

We at DoD look forward to continuing- this type of constructive 
review of the issues surrounding Gulf War Veterans• illnesses. 

Let me first set the stage by reminding the committee that as 
we entered the Gulf War, we faced the awesome threat of a 
powerful adversary prepared to ~loy both biological and 

ahemical warfare agents against the Coalition forces. Inq bAd a 
well-documented track record of chemical warfare agent use 
against its enemies. Iraq had investE!d heavily in the resources 
necessary to wage very sophisticated biological an~ chemical 
warfare again:Jt our potentially vulnerable force. Indeed, a 
recent united Nations Special Commission report baa documented 
the declaration of borre:Klous quantities of anthrax spores, 
botulinum toxin and chemical agents. We now know thst the Al-

2 



.. acute~y aware of the possibility of tens of thousaads of 
casualties. R.espected Committee Members, our job was. to protect 
our Service men .and women and earry· ·out the miasion. We made tbe 
best medical defense decisio=a possible with ehe info<matian 
available. Fortunately, we made the correct dQCisions. 

When it first beca:me apparent that u.s. forces might Joe 

endengered by Iraq's using biological or chemical weapons in the 
Persian Gulf. the DOD initiated a series of exteDSive ethical 
discussio=a regarding the medical defensive measures, if ~. 
which should be used and how this question should loest be 
decided. It was recognized that thase ethical questions were 
~recedented and critically important because the medical 
measures which would protect Service llleml:lers from biological lllld 
ebemical weapons had not been tested in humans for that puzpose. 
Cons•quently, in addition to discusmioas involving the military 
end other gov..rnmental agencies, including the FilA and the hhlic 
Health service, the DoD contacted c~vilians outside DoO with 

0 recognized e>pertise in medical and medical research ethics to 
participate with them in answering these questions- As a result 
of these discussions, the DoD concluded that ethically. the 
principal concern shoul4 be protection of the lives of u.s. 
Service members. 'l'be DoD also concluded that in this context. 
the medical measurea which would be used to protect Service 
members would be employ.ct solely as prophylaxis or · treatment. 

( 

• =a, tile Dot> finally concluded that since the biological and 

chemical agents would be highly lethal to oar Service members if 

they ware used by Iraq, certain lliD products shoUld be given to 
Service membA~ without haviD; obtained their prior consent. 

Puring Operation Desert Shield/Desert Storm, the medical 
countermeasures employed by the JloD for Biological and Chemioal 

'l'breats included Anthrax vaccine (whieb hss been fully licensed 
by tl>e Food and Drug Jldmlpj stration since 1912) as a prophylaxis 

3 



Pyridostigmine Bromide tablets, eo enhance the effectiveness of 
antidotes against nerve agent effects. 

I would like to make it very clear eo this Committee that the 
intended use of INDs employed during the Persian Gulf liar was as 
prophylactic treatments against biological and chemical warfare 
agents and represcted the best and most current treatments 
available. This was not a research effcnj: but rather the best 
available prevention and pretreatment to protect the health and 
safety of Service members egainst known biological and chemical 
threats. 

Referring to these drugs and vaccines as •investigational• is 
in accordance with Food and Drug Administration (FDA) regulations 
and is not a definitive statement regarding the scientific 
info:mation available about tha INDs. Per the FDA, a drug or 
vaccine is .., nm if it has not been -oved l>y l!tu> for general 
commercial marketing for a particularly stated medical purpose. 
Drugs often remain in an INP status for en indefinite period for 

\.._) reas~ that have a. great deal more to do with commercial profit 
potential t.ha.D scientific evidence of safety and efficacy. In 

addition, the use of INDs for treatment pur,poses is well 
established in FDA regulations. 

Any objective review of this issue should take care to avoid 
the -tical trap of -tin; the term "investigational new 
<Irug• with the term 11 rssearch. • Equating them in all 
cirC\IlllStances ,..Y he academically appealing, but it i.gnores real 

life health care challenges, including challenges with 
potentially real life and death consequences. This critical 
point was clearly understood by the courts in the litigation 
Which challenged the actions of the FDA and DoD. In upholding 
the government • s actions, the u.s. District Court for the 
District of Columbia rejected the plaintiff's contention "that 
any u.se of WULpproved drugs is research per se, despite the fact 

' 
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respo11ded to very real c:irc:umstances and choaen w!lat it 
viSWll as the best alternative given current knowle<lge. Tbe 

prilnary purpose of admillisterillg the drugs is milita:r:y, not 
scientific. The fact that the DQP will collect information 
on tbe efficacy of the c2rugs 4oes 110t transfozm the 
strategic decision to usa the ~oved drugs tn combat 
into research. Furthermore, the FDA bas interpreted the 
FDCA !Food, DrUg and Cosmetic Act] to permit using 
unapproved arugs ill .. 'treatment-illvestigational settillSJ" in 

· the past. • • . The FDA, therefore. does not view every use 
of unapproved drugs as resurch, and nothing in the DoD Act 

[10 u.s.c. 980, requiring infozmed consent in DoD 

"research • l suggests that Congress intetldecl the term to be.ve 
suc:b a broad meaning. 

Doe v. SUllivan, 756 F.Supp. 12, 15-16 (D.D.C. 1991). This 
decision was sffizmed by the United States Court of Appeals for 
the District of Columbia Circuit. Doe v. SUllivan, 938 F.2d 1370 
(D.C. Cir. 1991) (opinion by Judge :Ruth Bader Ginsl:>urg). 

rile fact that the use of the Illlls in the Persian Gulf Wu was 
not research. however s did not mean that it wu ordinarY 
treatment eitbez-. OJl the contrary, DoD recognizeO. tbat: a.n.y 

treatment use of an IND presents a very special. cd.rcwnstanee, one 
that reqWzee very special limitations and controls. In this 
case, a very uniQUe circumstance was presented, the infeasibility 
of allowing il>dividual Jllilita:r:y meml>ers to refuse the treatment. 
It Wils the best jue!gment ct the people responsible for the 
medical protection of tbe fighting force that any member who, for 
w!latever reuon, refused the treatment would jeopardize bis or 
ber own life or health, the safety of ether persoDnel, and the 
success of the military mission. 

Based on this reality, saoior official• of POD and the F.DA 
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and among the two primary agencies involved, and many others wi til 

other interesced agencies and groups, including the Office for 
the Proteetion of aeaearcb Risks of the Natio.oal Institutes of 
Health, the National Securit.y Council, the Department of Justice, 
the Office of Mzmagement and Budget:, the. A:med Porces 

Epidemiological Board (a group of outside -ts that advises 
DoD) , and others. The Secretaries of DoD and HHS were personally 
:i.Jwolvect, as was the White House. The actions taken W'E!re not 
taken lightly. 

The deliberateness and discipline of tbe decision making 
process is reflected in the output of that process. 'lbe interim 
final rule issued December 21, 1990, is extremely limited, as 
were the actions taken by DoD and FDA under the autborit:y of that 

regulation. For informed consent to be waived, the commissioner 
of Pood and Drugs must find that •a military combat exigency 

exist:s" because of circumstances in which. --
in order to facilitate accomplishment of the military 
mission, preservation of the health of the individual .amd 
the safety of other personnel require that a particular 
treatment he provided to a specified group of military 
personnel, without regard to what might be any individual's 
persoaal preference for no treatment or for some alternative 
ereatment. 

A duly constituted inatitutional review board must have 
approved t.be use of tbe IND without informed consent. tz'he 

faetora that must be considered in connection with any waiver 
include • the extent and stren11th of the evidence of the safety 
and effectiveness of the investigational drug for the intended 
use, • the nature of the condition for Iiilich the DID is intended, 
and, in recocrnition of ethical principles, •the nature of the 
information to be provided to the recipients of tb.e Clruq 
concerning benefits and risks.• Perhaps most ±m.Portantly. tha 
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to the best interests of military perscmnel aJld the:e is no 
available satisfactory alternative therapy. 

· 'l'he very limited use made during the Gulf war of the 

•militery cOIIIbat exig.,cy• rule underscores the deliberate and 
disciplined character of the decision making process. ln the 
Persien GUlf War, DoD \ISed two INDs tb.cLt, although not approved 
by FDA for general commercial marketing for the particular 
lilEidical purposes involved, were apecifically allowed by FDA for 
the special militery uses proposed by DoD. J'DA allowed these 
uses bec::ause there was evidence they would be effective; no 
recognized alternative existed; and because J'DA determined 
through available deta that their use would likely be safe. 'rhe 

FDA also specifically allowed the use of these drUgs in the 
military cOIIIbat circwnstances involved without the usual informed 
consent requirements reQUired for nms. Witbl>olding the use of 
these I!IDs would have been COlltr!UY to tbe best interests, and 
possibly the lives, of our military persormel. 

'\__,; Decisions to use such vaocines and c!l,tugs were made during 

' 

the Gulf War, and contillue to this dey to be made as required 

wbetl OU% Service men emd women are placed in harm's way-

l!oWever, these decisions are only made after weighing the 
potential risks associated with use, ver~s the threats to u.s. 
fo~ces, and then only for those personnel deemed at risk~ 'l'bese 
decisions, however. are not possible unless there is evidellc:e 
that the proposed medical solution is already proven to be safe 
according to the rsgulatory oversight of the PI!A. 

I now would like to discuss the procedures which protect the 

health and welfare of our milit!UY personnel when I!IDs are \ISed, 
either in peacetime or during military combat exigencies. 

The decision precess tor the use of IHDs during OPeration 
Desert Shield/Dasert Storm (ODS) involved J111nY steps, one of 
which wu the re'lUirement to have en Institutional Review Boarcl 
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evaluation of the medical benefite versus the risks for use of 
cirugs and vaccines lel:>eled as INO and also, the evaluation of the 
risks of nat. using these INDs in a pOtential life and dea't.h 
situation. 

The Department of Defense (DoD) IRB 'review for ODS Wlls 
accomplished through The .l'>rmy Surgeon GeDeral 's Human SUbjects 
Research Review Board (HSIU\B) , The HSRRB was established in 
1975, replacing the review functions of three other committees 
which existe<l at that time: The ArlnY rnvestigstional Drug Review 

Board, the Contract Review Board, and the Clinical :Investigations 

Committee. The I!SlUUI is administered by the HUman Use Review and 

Regulatory Affairs Division (IIURAAD) of the u.s. ArlnY Medical 
Research and Materiel COlllll18ll<l. The IIUR!tAD was estel:>lisbed in 

1974 ·as the Human Use Review Office during the same time frame 
that the Office for Protection from Research Risks (OP.RR) was 
established at the National Institutes of Health (NIH) • Tl>e 
RtJRRAD performs similar functions for the Office of The Army 

SUrgeon General (O'l'SG) as <loes the OPRR for NtH. 'l'be I!SRRB acts 

for OTSG as an IRS, ethies advisoxy board and human reaeo.rch 
policy board. The s:ssum reccmmends protocols for approval by 

OTSG and may also recommend revisions to, or disapproval of, 
protocols. 'l'be l!SRRS provides l:>oth a second level IRII review and 

acts as tbe sole IRB for selected protocols, especially those 
from inet;:i tutions which do not hav.e their own IRB, or for 
contingency or mobilization ~ pxotocols. 

At tbe time of ODS, the IIURR1ID and the l!SRRB were well 
experienced in the :egu.lat0%y proceases and the ethics of the 
human subject experience with nm.s. 'l'be Acting Cbail:!Nm of tbe 

HSRRB at that time was a pbysician with approximately ten years 
expe.rience as Acting Chairman. The HSRRS aeted as the sole IRB 
in this ease to centralize the process for several different INDs 
coming f:rom different sources. In the situation with ODS, the 
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Qecisions on each individual 'IND on a case-by-case basis. '1he 
medical risks versus the benefits of us~g the specific INOs ware 
weighed against the risks of not using the nws. 'l'be primuy 
decision pUt before the HSRRB wu whether or not the a.atoD.OU'IY' of 
an individual Ser.rice member to lllake his/her own decision 
outweighed the need to protect that Service meaber and/or fellow 
Service members in potentially life-threatening situatio~s. 
Based on the long history of human use of. the approved drug, 
Pyr:i.dostigmine BrOlllida (Mestinon'l • and also that of the nm 

Botulinum Toxoid vaccine, and the human safety and anilual 
efficacy, these INDs were dete:minsd to be the best medical 
protective measures available against the threat of potential 
exposure to certain nerve agents and botulinum toxins. 'rhe KSltRB 

recommended the approval of tbe use of these two products f.or 
medical pretreatment and prophylaxis without the requirement of 
obtaining informed consent. 'l'be FDA required the epidemiological 
follow-up for collecting adverse event dats, where possible. 

\.__,./ These :recommetldationa represented the best mecllcal treatment 

decisions at the time for the protection of our Service meQ end 
women. 

I 

The Department of Defense conducts a highly respected 

research. and development program to provide its personnel with 
the safest CDd most effe¥tive medical countermeasures for health 

tbreaes anticipated during deplolllll&Jlts anywhere in the world. 
One aspect of this medical defense posture is the protection of 

our Service members aqainst the threat of biological and c:haldcal 
warfare agents. vaccinee and ~e-ex.posure chemQPropbylaxis are 
developed and administered to provide the best possible 

protection of individuals before encountering a particUlar 
threat. 'l'reatmant.l such u antibiotJ,.es. antitoxins and nerve 

agent antidotes are administered after an exposu:re to these 
agents. In all instances where vaccines, drUgs. and 



( 

v 

J:u.gw.y aeveJ.opea JB.Us tna~ are approved tor use ])y the .l"llA under 

stringent guidelines. 
The issues pe:tainin; to the ~iad of possible causalities of 

Gulf war Veterans• illnesaea were :reviewed by the National 
Academy of SciODOes, Institute of Medicine (IOM) whiall convened a 

• 
Committee to Raviaw the Health CoZ1Sequences of Be:r:vice During the 
Persian Gulf War to exallline these issues. As stated in its 1995 
published report~ the I:CK found no evidence thet BW-rela.ted 

vaccines nor Pyridostigmioe adminis~ered to Service members 
during the Gulf War caused ths ~laints associated with Gulf 

War Illnesees. There are e.lso nc coh.clusive da:ta on putative 
interactive effects of Pyridostigmine with other medical products 
issued to PoD for personal protection aga.inst ins~s and 
insect-borne diseases (repellents DEBT ODd pexmethrin) with Gulf 
war Veterans' illnesses~ Nonetheless, DoD is aggressively 
pursuing the possibility of any such correlations. 

The overriding concerns for human use of any medl.C4l product 
in DoD are its a:afety and efficacy. As such, products must ba 

approved for use by the FDA, either under licensure, or via the 
nm regulations. 'l'he ultiJnate goal for the DoD is for all of its 
medical products to be fully licensed for use in protecting 
Service members against the threats and anticipated exposure 
scenarios. Due to the nature of the potential rcuti!l of exposure 
by high aose aerosol, and the extreme rarity of natural human 
contact via aerosol with many of these agents. data to support 
evidence of protective efficacy for the FilA must be obtained from 
Qon-human models. Anthrax vaccine has a good record of safety 
and efficacy in 'tJ!illfMIIXIS adm;;Distered the vacoine for occupatiOJULl 

exposure, with anecdotal ~EPCDStration of protection by virtue of 
lack of clinical illness. However, evidenee of the vacoi»e•o 
protective value against high doses of the agent administered in 
an aerosol can be derived only from non-human prilllate testing. 
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nm:x;.a.vCUeA"t; "l-wto:.a vacclne ana l:rOJil Anl.mal protoco~s using 
Pyridostigmiue llromide. 

MtbEf"' 'facq#u 
'l'he Anthrax Vaccine is safe, 

licensed ~ the FDA siDce l97Z. 
"effective,. and has been fully 

It is prodUced ~ the Xichigan 

Department of Public Health and is currently administered in a 
series of aix imaumizations over 18 months . '!'here are no known 
contraindicationa for its use and no know.n adverse long-ter.m 
health effects. While there is no specific protocol for 
tracking long-ter.m health effects (i.e. years to decades), 
should such adverse reactions be recognized, the incidents should 

be reported and entered into the vaccine Adverse llvente Reporting 

System (VAERS) , which is maintained ~ the FDA and the Centers 
for Disease Cont:r:ol and Prevention. 'l'h.ere are no indic:at:i.ons of 
any long term safety risk associated with the use of anthrax 
vaccine. Agenc:iea such as the Centers for Disaase COntrol aDd 

Prevention continue to recommend its ll.Se. Additional studies are 
underway to fully evaluate efficacy in animal .models and to 

ideatify correlates for iJDD111nity in vaccine recipients .. 
BQJ:ul.!m,. hld;ayal.eftt; Jloxpi4 yagqiu 

Toxins produced from the bacte;ria Clostridimp bot:u,U.mm w:e 

stable, easy to produce, and extremely lethal. They are in: fact 
among the most poisonous toxins known to man. Botulinum 
Pentavalent 'l'Oxoicl vaccine's intended use is to protect Service 
members from exposure to these toxins when used as biological 
warfare (BW) a11ents or in terrorist attacks. we believe this 
vaccine will protect our service members from the effects of 
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sotuJ.1num Pentavalent Toxoid vaco!ne bas be~ shown to 
protect lal>o:ratoey animalo from the effaces of .botulinum toxins 

(types A through B). Its di!IRO!lStratall effectiveness in aalmals 

gives ua confidence that the product will also protect our 

soldiers, sailors and aixmeu fram the effects of this terrible BH 
a11ent. 

Botulinum Pentavalent ~axoid. vaccine is a combination of 
five .boeulinal toxoills (AiiCOJi). It bas an immunizatio11 schedule 

and reaction rate typical of tcxPid vaccines and is curreutly 
distributed within DoD under the u.s. Amy's IND end to the 
public under ehe Centers for Disease Control and. Prevention • s 
IND. 

Prior to Operation Desert Sto=/Dese:rt Shield (ODS), 

Botulinum ~id vaccine had been shown to effectively protect 

laboratory IUlimals against both intraperitoneal and aerosol 

challenge with botulinum toxin. safety and immunogenicity bad 

baeD demonstrated in over 3000 volunteers (mostly at-risk 
laboratoey workers a1:1d food bandlers in the eannilliJ industry) who 

were given over 13, 000 immunizations. Ninety-two percent (92') 
of these volunteers reported no side effects. Four to eight 
percent (4-St) of volunteers re.ported.only local effects such as 
pain, swelling, redness and/or itching at the site of injection, 
and leae than one pes=cent (l'U reported generalized. side effe.e:ta 
such as fever, tiredness. hsedoche, and/or muscle pain. Of all 

the people inmw>izell with Botulinum ~axoid vaccine less than O.lt 
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to protect them against this very real and very lethel fo:m of 
BW, wbieb the Iraqi's were ~tirely 'Capable of deliveriAg. o:r 
those illlnunized there is to date no research evidence linking use 
of this vaccine to Gulf War Veterans' illnesses. 

Since ODS, a program has been undertaken to license l!Otlllinum 
Pentavalent Toxoid vaccine and additiona"l work also has been done 
to further refine the product and reduce beth local =d 
generalized side effects • 'L'he li'Ain obstacle to licensing this 
IND is overcoming the _FDA's requirement to c!emonstrate 
effectiveness in hWIWlB. Because botuliSI!\ caused by BW or 
terrorist attack is noe a naturally occurring disease there is no 
ethical way to actually d8lll0l1Strate its effectiveness in humans 

prior to its actual use as a sw agent. To overcame this obstacle 
we are concuc:ting surrogate efficacy lliitudies which we believe 
will satisfy the l'IlA • s requirement for phase III clinical trials 
and allow ~icensure. our intent is t.o have this prociuc:t licensed 
within two yeus. 
Pyr£4Pflt;:l,piu .,.,., Ao 

During Operation Desert Sto:m/DeGert Shield (ODS), U.S. 
Porces were given tablets of Pyridostigmine Bromide and directed 
to take them when instructed as a preti:ea.tmeut against nerve 
agent poisO!ling. Since that time, various groups and coJDD'litteel$ 
have questioned whether or not Pyri4ostigmine may have llad some 
bearing o.c Gulf War Veterans' illneases. A lot of these a011111ents 
have centered on the fact that Pyridostigmine is an 

•investigational• drug, and that it had not been fully tested 
l>efore we gave it to service members. 

Pyr!.dostigmine is arg-uably· smong the most tested ~liS Which 
the military has fielded. It is not a new drug. rt was first 
synthesized in 1945 and, followi"!! a. deeede of studies l:>y 

Hoffmann-LaRoche, approved for use in 1955 l:>y the Food and Drug 
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Pyridoatigmine was identified as a drug Which potentislly.eould 
be used to protect against the effects of nerve agents. DUZ'ing 
the 1970s, this drug was tssted.b.v other countries for this 
indication. Th.&se studies were done, both in animals foT sat:ety 
aad effectiveness, and in humans for safe~. 

This information was encouraging enough that the U.S. 
military began an active program to investigate Pyridostigmine 
for this use. OVer the next: few years. and before ODS began, at. 
least 25 toxicology studie.$ were clone in five different anboal 
species. 1'hese studies were condUcted to detennine wbat side 
effects could be attributed to Pyridostigmine. Pyridostigmine 
was given in single doses and in multiple doses out to 34 weeks. 
The side effects were well established sod consistent with the 
lcnown mechanillll\ of action of Pyridostigmine. 

~ evaluate the effectiveness of Pyridoatigmine as a 
pretreatment. 26 different studies were conauct&O in five 
different &nilaal species prior to OllS. \l'hese studies confimed 
that Pyridostigmine enhanced the effectiveness of the treatment 
drugs atropine and oxime as much as 40 fold against the nerve 
agent scman. 

In 1984, the u.s. A:r1Ir:l filed an Investigational New J:!rull' 
11pplication for Pyridostigmine in order to be able to test its 
safety in humans. Prior to its use i:a. ODS, 17 studies in l.SO 

subjects were conducted. \l'hese studies evaluated the safety in 
not only conventional ways ~t also specifically addressad safety 
in military cperAtional eavironments such as heat, cold, 
altitUde, flying helicopters, etc. ln these studies, 
Pyri4ostigmine was given in siagle doses and in multiple doses 
for six days. Again, no significant side effects were obser?ed. 

l>Qrins ODS hundreds of thousands of service lllelllbers tool< 
Pyridostigmine. A large !llllllber of service members complained of 
side effects; however, less tlw> one tenth of one perceDt had to 
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also was noted ~ecdotally that a large number of these events 
occurred in females. SUbsequently, the Army conducted a luge 
study to evaluate whetbef; the;re were any gender differences that 

could be attributed to Pyridostigrnine, or whether IIDY of these 
side effects could be due to 1111111ller individuals being given too 
much ~g. The resUlts of this recently e~leted study were 
thet Pyridostigmine was found to be safe and well tolerated, and 
that any side effects such as headaebes and gastrointestinal were 
found in both males and females and in light and heavier 
individuals. 

With reference to the use of J;.yridoseigm:i.ne Bromicle in ODS, I 

want to emphasize that the Department of Defense did act in a 
deliberate and responsible manner qy providing Pyridoetigmine to 

our Service Dlembers. There were data in do zeDs of animal stUdies 
attestiug to its safety and effectiveness. There were data in 
over 700 volunteers (t1.S. anci other oou.ntries) attesti.Qg to its 
safety under aultiple environnental conditions. Pyridoetigmine 
bed been used in thousands of people at much higher dosq for the 
treatment of myasthenia gravis • The FDA reviewed all ot this 
information and concurred with our estimates that the potential· 
benefits of uaing Pyridostigmine far outweighed my risks. 
a4"911'9Y o£ tntvi,m ljnpl lblJ.e t;m: lgt;ve JIM• 

DoD ])el.ieves the :Interim Final llule worlted well in the 
Persian Gulf war, and that it is essential that this authority 
remain available to deal with futu:e milit.ary co:nba.t ex~.genciea. 
Lessons learned from the Qul.f War will, we believe~ improve 
record keeping and other implementation actions in future uses, 
if they are necessary. 

At the """"' time, we :believe DoD and FDA sllculd pursue 
aggressively the possibility of approving new drug applications 

or product license applications for certain drugs and vaccines 
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re.L:umce on .anllll&J. moa.Ls or ot:.ner surrogaee. aaea j,llQl.Caees t:De 

. - neeri for a special approval category, perhaps thl!.t cc>Uld be 

accommodated through marketing restrictions suah as •military use 
only. • This type of approach would more clearly separate the 
reality of meeting life and death medical challenges in military 
combat exigencies from the research paradigm nor.mally associated 
wi tll the use of drugs and vaccines not approved by FDA for 
general c0Dftercial marketing. SUch an appr~ch might also have 
application to the important issue of contingencies for dealing 
with the threat of the use of chemical or biological weapons 
agaiDst Americans qy international terrorists organizations. 

( 

~/ 

DoD has filed a new drug application for Pyridostigmine 
Bromide and hopes to use that as a model to pursue this approach 
as an additional strategy to ensuril:lg that we c:an caJ:ry out our 
obligation to protect the fighting force. 
C02lq1ud;I,AP 

!!'he threat was very real. The potential for a high mortality 
rate was substantial. Aftsr el<tensive, in-depUl, and exh&ustive 
consultation over a protracted period of time tbe correct 
deciisions were made, decisiQQG that put in place the best medical 
prophylaxis available to preserve our fighting force. 

Anthrax vaecine, Botulinum Pentavalent 'l'oxoid vaccine ana 
P.Yridostigmiue Bromide tablets were not used for ax.perimectal 
purposes in Operation Desert Shield/DelOert Storm (OilS) and the 
military pers01mel wbo received these produc:ts were not 
-imente.l subjects. !!'heBe products were used only after 
eareful review ~ a duly constituted human use review committee 
and the FDA. These products were used as prcphylactie I:J:u_..ll 

asrainat: biolagi.aa1 - -leal wuf- -t• 11114 -~-~.a: 
!:ha l>eat: 11114 -t: - t:na-• a~l.abl•• l!bia waa PAt a 
:U"mh w!foct; but ftthft t:Jia Mat: &T&i1&b1e »~ioa. ad. _, .... _t = ~t: t:1w l>ealt:h 11114 Hf•l:lr or • ..,...~. ... -..n 
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peacee1me ana 1n cOJibat. Regardless of the see!la.rio, the 
.~ appl:i.cat.iou of medic:e.l products must remail:L xespcnsive in tbe 

fac:e of evol vl.ng military raquinmeilts and biomedical 
technologias .. 

I want to thallk you, Mr. Chaiman, imd the ~s of this 
Committee for your interest in these issues, but more importantly 
for your concern for the health of our Service members ana 
Veterans. 

( 
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(u) CtJJlRENT STATUS Of MYCOPLASMA T.ESTING POR. ANTHRAX VACCINE. 
ADSORBED. (U) (USAMIUID) lhc efforu to evaluate the l'Ossibility of m)Q)Pluma 
conraminad~ in the UCGD~ed pt'OdvGt Mllnx Va.cx:iue, Adlorbed ~ ~ eanrpl011oa. 
Rasul" for the tint two phases of the effort bave 'beell previously reponed. This included 
lbe demODitration Nt myc:oplwD.& could not be c:ukured from existin& vacciD.c ia. pb&ic 
l atud.ic:s. IDd tbat mycoplasma DNA coul4 not be idaD.t:UICid iu VICC!ncatataplca baaecl on 
a commeteially available polymc.ruc c:.hain rcaor:icm (PCR.) aasay 'l)ccUlC for 
mycoplasma DNA dttection. .In the third pbq, ot atudy, vacc:iDe haS becm ~piked with 
live mycoplasma co determil:M the survivability ol the orpmsms in the vaccine. The 
vxcU1e cour.aiD5 preservatives and sW>iliuc$ Vfhlch aro ~ to mycoplum.a gowth. 
Testing pcrfonnecl•t the National CanDar lniUture mycoplasma laboratory~ 
lhat ~ec very high doses (lei CFCJml) ofM. f~ wore not able to avvtve for a 
24 hour period in a time-course study of smviva.l . The &at tqJQrt tor this WOIX is 
c:xpec:ted by 22 JUDO. All ofthls ~ ~ wgesta that viable mycoplasma 
ex~ is a very =lilccly c:wm forpcnoDDcl RlCCiviDa c:b.il VKCiDe. PROVIDE MEMO ________________________ . 
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Chainnan Sbays, Representative Blagojevich and Distinguished Committee Members,! 
very much appreciate this opportunity to appear before your Committee today on one of the 
Depa!1ment's most important force health protection efforts- the Total Force Anthrax 
Vaccine Immunization Program (A VIP). Today I am accompanied by Anny Su:geoll 
General Ron Blanck, Air Force Surgeon General Chip Roadman and Navy Deputy Surgeon 
General Todd Fisher. We will he addressing the decision-making process that led to the 
implementation of the A VIP program. Although we will he focusing on the medical aspects 
of the program, I would like to emphasi'ze that this is not primarily a medical program. It is a. 
line commanders' program to keep our deployed military personnel ssfe and prevent comhet 
casualties. 

Building upon many lessons learned over the past several years and the Departmenfs 
strong comntitment to foiOe health protection, the A VIP employs a very different and 
effective approach, incorporating a safe and efficacious vaccine, effective risk 
communication, extensive immunization tracking, strong command leadership with medical 
support. As we say often, "anthrax kills; vaccination protects". To date, I am pleased to tell 
you that 223,000 soldiers, sailors, ainnen and merines bave received Anthrax immunizations 
under this program. · 

As identified by the Chainnan of the Joint Chiefs of Staff, anthrax is a major threat to 
our troops. Anthrax is the primary biological warfare threat faced by U.S. forces. More than 
!0 countries, including Iraq, have or are suspected of developing this biological warfare 
cepshility. Anthrax is the biological weapon most likely to be encountered because it is 
highly lethal, easy to produce in large quantities, and relatively easy to develop as a wespon. 

Further, the nation expects military commanders to do all in their power and authority 
to employ prudeot medical countermeasures in the fuce of biologic and cberuical threats to 
preserve the safety and well-being of our service personnel as well as to assure a satisfactory 
completion of their military missions. The Total Force A VIP. a line-managed force health 
protection program, provides U.S. troops with a. much needed measure of protection against a 
deadly threat. 

'!'he Total Force A VIP involved a datailed, deliherstive process that culminated in 
Secretary ofDefense Cohen's decisioo to approve implementation of the prograni on May 
18, 1998. 

The deliberative process began with development and implementation ofDepartment of 
Defense Directive 6205.3, DoD Immunization Program for Biological Warfare Defense, 
dated November 26, 1993. This directive prescribes the process for addressing requirements 
for immunization against biological warfare threats against U.S. personnel. A series of 
discussions within the Department regarding a policy on immunizing US forces against 
anthrax took place between 1993-1995. 
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Subsequently, the Chainnan, Joint Chiefs of Staff (CJCS) identified anthrax as the 
primary biological warfare tm.at to our deployed forces in his Threat Matrix. The CJCS 
Program Assessment also reoommended immunizing the entire force against anthrax. In 
Janoary 1997, the Deputy Secretary of Defense direeted the Assistant Secretary of Defense 
(Health Affairs) and the Joint Staffto prepare planning guidance to implement anthrax 
immunizations for US forces. 

While in the process of developing the planning guidance, questions arose about the 
• manufacturer, Michigan Biologic Products Institute (MBPJ). These questions primarily 

involved tb.e proposed sale ofMBPI by.tb.e Strte of Michigan and also a Food and Drug 
Administration (FDA) inspection ofMBPI in Novemher 1996. The inspection resulted in the 
FDA directing the manufacturer to take immediate actions to correct facility inspection 
deficiencies. 

Subsequently, a DoD team visited MBPI and determined that the facility bad made 
significant improvmtents and was moving forward in meeting objectives undec its strategic 
plan for improving its manufacturing facility and processes. Additionally, the State of 
Michigan assured tb.e Department that the iUture manufacture of anthrax vaccine would not 
be adversely affeeted by sale of the stat<x>wned facility. A1J a result, the ASD(HA) and Joint 
Staff again addressed the planning guidance witb.in tb.e Department After receiving 
concurrences, the ASD (HA) and Joint Staff incorporated tb.e planning guidance into a 
Secretary of Defense decision package recommending anthrax immunizations for the total 
force. 

On Decemher IS, 1997, the Secretacy of Defense approved tb.e plan for immunization of 
the total force against anthrax contingent upon the successful completion of four conditions 
prior to implementation of the program. 

{l) supplemental testilig, consistent with Food and Drug Administration (FDA) standards, 
of anthrax vaccine lots in the stockpile to assure their potency, pudty, sterility, and general 
aafety 

{2) approval of the Services' implementation pisns that describe bow they plan to 
administer their respective anthrax vaccine immunization program and communications 
plans that describe efforts to inform militaly personnel of the overall program 

(3) implementation of a system for fully tracking anthrax vaccinations 
(4) review of the health and medical aapects oftb.e program by an independent expert 

On February 3, 1998 due to increasing tensions in his region, the Commander In Chief 
{CINC) Central Command (CENTCOM) requested acceleration oftb.e total force A VJP for 
the CENTCOM region. Subsequently, the Deputy Secretary ofDefense ccnditionally 
approved tb.e CJCS recommendation supporting the CJNC CENTCOM request and mandeted 
a :final medical review to ensure that the four conditions set by the Secretary of Defense were 
successfully completed before tb.e program was implemented in the CENTCOM region. 
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A final medical review, conducted on March 2, 1998, determined that the four conditions 
specified by the Secretaiy ofDefense had been successfully met for the CENTCOM region. 

(1) supplemental testing bsd been completed on all lots of FDA-licensed anthrax vaccine 
that would be used in the CENTCOM region 

(2)interim automated inununization tracking systems were in place for each service and 
operational in the CENI'COM region 

(3) approved operational plans for administering the anthrax immunization and health 
risk communications infonnation and briefings were in place in the region 

( 4) an independent review of the health and medical aspects of the overall program was 
completed by Dr. Gersrd Burrow, Special Advisor for Health Affairs for the President of 
Yale University, on February 19, 1998. 

The Secretary ofDefense gave approval for CENTCOM to begin anthrax immunizations 
in the region on March 2, 1998, with forees assigned or deployed to Southwest Asia (SWA~ 
Immunizations began on March 10, 1998, 

On May 18, 1998, Secretary Cohen approved implementation of the Total Fon:e A VIP. 
As with the Accelerated A VIP for SWA, all four conditions aet by Secretaiy Cohen on 
December 15, 1997, were met before approval fur program implementation was given. 

The Total Force A VIP is being implemented in three phases over a aeven to eight year 
period. Under the time-phased implementation plan, forces expected to deploy to high threat 
areas are the first to be immnniaed against anthrax. This pbese, referred to as Pbese ~ 
includes service members and mission essential DoD civilians assigned or deployed to Joint 
Staff-designated high threat areas in SWA and Korea. Early deploying forces supporting 
SWA and NW A, to include Active and Reserve Component personnel, constitute Pbese ll. 
Phase ill will include the remainder ofthe force, both Active and .Reserve Component, and 
accessions. 

Like other immunizations that are required to prepare militaiy personnel fur deployment, 
the anthrax immunization is mandatory. Personnel will be required to have the anthrax 
immunization unless medieaiiy deferred. The authority to direct usage of medical 
countermeasures constitutes a lawful military order. Why is it essential that the anthrax 
imn,lunization be mandatory? Military commanders have the responstlrility to ensure the 
health and safety of their troops and to carry out their mission responsibilities. Anthrax is a 
serious threat We have a safe and efficacious vaccine. To not use the vaccine constitutes a 
failure to protect our troops and a risk to carrying out military missions. 

Each Service has its own policy for how it will handle Service members who refuse a 
lawful military order to take the anthrax immunization. 

The Department is oonfiden~ as is the Food and Drug Administration (FDA), that the 
FDA-licensed anthrax vaccine is safe and efficacious for its intended use of immunizing the 
total force against anthrax. The anthrax vaccine has been licensed by the FDA since 1970 
and has been recommended for veterinarians, laboratory workers, and livestock handlers in 
the US for more than 25 years. There have been no long-term side effects reported with 1he 
FDA-liceilsed anthrax vaccine. 
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Since 1973, USAMRIID has monitored I 0,451 injections, or 4605 primary series doses, 
and 5846 booster doses of FDA-licensed anthrax vaccine administered to USAMRIID 
laboratory personnel. Short-tenn reactions were reported to be about 4% for both primary 
and booster vaccinations (passive data collection}. No long-term adverse effects have been 
reported. As ofMarch 16. 1999, more than 634,000 anthrax immunizations have been given 
to over 223,000 Service members. To date, there have been 42 Vaccine Adverae Event 
Reporting System (V AERS) reports submitted to the FDA and CDC (an adverae reaction rate 
of0.007 percent}. Only 7 service members required hospitalization or experienced loss of 
duty for more than 24 hours. There was one case ofGuillain-Barre Syndrome and that 
person has subsequently recovered. Compared to other vaccine reaction rates, the anthrax 
vaccine has a very good safety record. In addition to tracking adverse effects in 'the ovcrali 
progi3!11, we are also conducting a population-based study at Tripier Army Medical Center, 
Hawaii, on over 600 militazy medical personnel (i.e., doctors, nurses. and medical 
technicians) who have received the anthrax immunization. The survey was specifically 
designed to derive all possible significant side effects experienced with the anthrax 
immunization. 

The safety of our A VIP was a1ao confirmed by an independent review of the program. 
Dr. Gerard N. Burrow, who serves as Special Advisor for Health Affsirs for the President of 
Yale University, conducted the review. Dr. Burrow concluded that "the anthrax vaccine 
appears to be asfe and offers the best available protection against wild-type anthrax as a BW 
agent." 

With respect to efficacy, a FDA Advisory Panel stated in 1985 that there is snfficient 
evidence to conclnde that the anthrax vaccine is effective under the limited circumatsnces for 
which this vaccine is employed. In a March 13, 1997 memorandnm, the FDA confirmed that 
the pre-exposure administration of the FDA-licensed anthrax va£Cine for the prevention of 
inhalation anthrax is not inconsistent with the current product label. In addition, the 
Committee on Infections Diseases, American Ansdemy of Pediatrics (1994), states that "tbe 
vaccine is effective in preventing or significantly reducing the occurrence of cutaneous and 
inhalation anthrax in adults. •• 

Conducting lethal challenge studies in humans is considered unethical and, since there is 
no study population identified as being at high risk for inhalation anthrax, directly 
deteimining the efficacy of the vaccine in humans against aerosol exposure to anthrax spores 
is not possible. There have been numerous studies of the anthrax vaccine involving animal 
models. Several studies perfonned at the USAMRIID have demonstrated the effinscy of the 
FDA-licensed anthrax vaccine against inhalation anthrax in rhesus monkey chal1enge studies. 
These animal studies showed that the FDA-approved anthrax vaccine provided gre- than 
95% protection against high-dose aerosol challenge with anthrax in the monkey model. 
Human antibody response to the FDA-licensed vaccine provides further suggestive evidence 
that the FDA-licensed anthrax vaccine will protect against inhalation anthrax. 
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To give you a sense as to how we designed the A VIP differently~ let me address three 
major changes from past programs -line commander ownership~ risk communication, and 
tracking of immunizations and adverse effects. The success of this progmm depends on Line 
Commanders taking ownership of the progmm and ntaking sure that their troops are 
immunized. As always, the medical staff sopport their line leadership in carrying out the 
medical aspects of the progmm. The Line has taken on this responsibility and has been a key 
to the remarkable success to date. Commanders, inclurling General Shelton, Chairman of the 
]oint Chiefs of Staff, are often the first to take the shots. They keep track of how their units 
are doing in getting immunized and make sure the troops get their immunizations on a timely 
basis. Line Commanders are also involVed in communicating the importance of this program 
to the health of the troops and the achievement of military missions. 

With respect to risk communicatiollll, again a Illl\ior change is taking plaee. For this and 
fUture such progmms, the trooPS are being clearly advised up front as to why the vaccination 
is needed, what vaccination they are receiving, the safely and efficacy of the vaccine, and 
what potential adverse effects could occur. It is impomnt that the troops understand the 
benefits as well as the risks, though very low, of Anthrax immunizations. When the program 
starts in a particular unit, troops are given the opportunity to ask questions and the 
Commanders and medics work with troops who have concerns about the immunization. 
Often this is done on an individual and personal basis. In rolling out the program and in its 
ongoing operation, the Department has used a wide range of communications mechanisms to 
reach the troops and their families. Briefings, newapapers and handouts have been used 
extensively. The newCit area of communications has hoen the Internet. Each military 
service has Cltablished lntemet web sites to address service menther and fantily concerns 
regarding the A VIP and its implernentsrion. DoD's DefenseL!NK also has an anthmt web 
site which. with the services' web pages, provides synchronized infonnation to all 
beneficiaries regarding the anthrax vaccine immunization program. 

Tracking who receives vaccinations and any adverse effects is vital to a successful 
program. Currently, the Services use different interim automated immunization tracking 
systems (ITS) to record and track the anthrax: immunization status of their Service members. 
The core information is then placed in DoD's central persolUlel database. the DefCnse 
Enrollment snd Eligibility Reporting Syatem (DEERS), as the system to track across all 
Services. These systems are used as management tools to remind Commanders and 
individuals about their anthrax immunization status (who needs which immunization when) 
and to keep track of adverse effects. Operational testing of a joint system, Preventive Health 
Care Applicstion (PHCA), for use at the Serviee level, has occurred with worldwide 
deployment beginning this year. To add further emphasis to the importance of tracking 
immunizations, the Combatant Connnands, Joint Staff, and Services began monitoring 
anthrax immunization status of units assigned to high threat areas as a readiness indicator. 
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Mr. Cbainnan, Representative Blagojevich, Distinguished Committee Members, we are 
deeply committed to protecting the health our forces and are applying the many lessons 
learned over the past decade. I am proud to say tMt the Anthrax Vaccine Immunization 
Program is the culmination of all those efforts and sets the standard for future efforts to 
protect our troops agaipst the terrible threats of chemical and biological warfare agents. We 
have a terrible threat. We are fortunate to have a safe and efficacious vaccine. We would be 
irresponsible if we did not use it to protect our troops. 
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Importance: H'dh 

Lynn: As requested. GMR 
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From: O..rungham, Tom T Mr Eagle 
Sent: Tuesday, December 24, 2002 1:35 PM 
To: Randolph, Gaston M COL OT'SG 
CC Grabensb!tn, John 0 LTC OTSG 
Subject: Letter 

1/312003 

lettec 

Page 1oft 



I 
~ 
t. 

f 

Executtve Office 

(bX6) 

(b)(6) -
Dea 

Thank you for your recent e-mail concemrng the Anthrax Vace~ne lmmunrzatron 
Program (A VIP) I share your concern for our seMce members PreseMng therr health 
and safety IS our #1 concern The Department of Defense (DoD) requtres anthrax 
vaccrnatton for certarn servrce members as an added Jayer of protection agamst thrs 
potent1aRy deadly brologiC81 agent 

The threat of btologK:SI warfare has been a nsk to U S forces for many years DoD 
analysts matntam updated threat-level evaluations. adJUSbng the tnformatJon as necessary 
to reflect the nsk to U S operabons Based on assessment of current and past actJvmes tn 
such areas as Iraq and the fonner Sovret Umon. the potenbal offensrve brologrcaJ threat 
facmg seMCe members makes tt necessary for the DoD to have a robust brologtcal
defense program today Anthrax IS one of the deadliest biologtcal weapons of choice 

As wrth other vacetnes. the benefits of the U S Food and Drug AdmrnJStratJon 
(FDA)-Ircensed anthrax vacctne far outwetgh any nsk The Centers for Drsease Control 
and Prevention (CDC) states that getting vaccmated IS much safer than gettrng the 
dtseases the vacetnes prevent Such bJOiogJcai agents as anthrax are espec~ly hard to 
detect Symptoms are delayed, and Without preventive mechcal efforts. such as 
vaccrnatron, the results can be devastating and wrdespread 

Medrcal eXperts agree there have been no deaths found to be caused by anthrax 
vaccrne reported among more than 2 2 million rmmunrzatfons grven to over 567,000 
servtce men and women smce the Anthrax Vacctne tmmumzabon Program began m March 
1998 Further, no deaths have been attrrbuted 1n a cause-and-effect manner to the 
vacctne Sfnce the FDA licensed rt over 30 years ago 

Many studtes establish anthrax vaCCJne safety From a 1958 study published an the 
BulletJn of the Johns Hopkins HospttaJ, to more recent studres at Fort Detnck, Maryland, 
evJdence shows that there are no known long-term stde effects to the anthrax vacane In 
200~ the Nattonal Academy of Sc.ences lnstJtute of Medtane's Committee to Assess the 
Safety and Efficacy of the Anthrax Vaccane conctuded thetr two-year study In thetr 
publiShed ftndnlgs, the Commrttee found •no evidence that people face an rncrea.sed f1Sk 
of expenencmg l~threatenrng or permanently diSabling adverse events nnmed&ately after 
receiVIng AVA, when comparedwrth the general population 
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"Nor d1d 11 fmd any convmcmg evidence that people face elevated nsk of develop1ng 
adverse heatth effects over the longer term, although data are hm1!ed m th1s regard (as 
they are for all vaccmes) "* 

The IOM Comm1Hee studied data on anthrax-vaccme effectiVeness and concluded 
"that the available eVIdence from stud!es wrth humans and an1rnals, coupled With 
reasonable assumpbons of analogy, show that AVA as licensed 1s an effect1ve vaccine for 
the protee!ion of humans agamst anthrax, mclud1ng lnhalalional anthrax, caused by any 
known or plausible engineered strams of B anthraCJs •• 

The DoD contmually stnves for lll1proved vaccmes and Improved vaccmalion 
programs to protect the health of our force The DoD IS currently collaborating wrth the 
CDC m !heJT study to deterrmne different ways to admm1ster the current anthrax vaccme 
Th1s study may lead to the FDA's allowmg rts use m feWer doses and adrmn1stenng rt 1n a 
way that may reduce bothersome localnuechon-slte redness, pa1n, swelhng and rtchmg 
Addrt1onally, !he DoD 1s partnenng With the Department of Health and Human 8erv1ces to 
develop a "naxt generahon" anthrax vaccme, which may be as effee!ive and safe as the 
current vaccme 10 fewer doses Both these efforts are 1mportant, but Will take years to 
conclude Meanwhile, we must protect our seMce members from harm wrth the currently 
l1censed, safe and effective vaccme 

I trust this lnformalton addresses your concerns and lmvrte you to v1s~ the AVIP's 
Internet Web s1te at http /lwww anthrax mil, or call the toll-free 1nfomnauon hne at 1-877-
GET-VACC for more in-depth mformahon about the anthrax-vaccine program Answers to 
other questions are also available by wnbng to aVJp@otsg amedd army mil 

'Source "The Anthrax Vacc1ne ls It Safe? Does ~Work?" Pubhshed m 2002 by the 
Na!ional Academy Press, www nap edu/catalog/1 0310 html 

L_ ___ _ 
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Henselman, Lynn, LTC, OASD(HA) 

From: Henselman, lynn, l TC. OASD(HA) 

Sent: Fnday, December 27, 2002 1117 AM 

Ta: VesseJy, Altda, CON, OASO{HA)fTMA 

Subject: RE Draft Letter for ASD(HA) Signature 

Tracking: bQp1eftt 

'W!!!isie!f, Alida, CON, OASO(HA)Ii'MA Read 12/Z1/2D0211 24 AM 

\Nould your shop be able to put the~ package together? It should be ass:gned to FHP & R and 
prepared for Or Wlnkenwerde(s Signature 

If t should be dorng sometfung dtfferen1fy, please let me know 

Lynn 

--OngJMI Message 
From: Ves.se(, Alida, CON, OASO(HA)/THA 
Sent: Fnday, Oeamber 27,200210:58 AM 
To: Hensetman, Lynn, LTC, OASO(HA) 
SUbject; RE Draft Letter for ASO(HA) SIQnatu'e 

I can't fmd rt m PCDOCS Have not seen it up here 

113/2003 

-Onganal Message---
Fram: Henselman, Lynn, LTC, OASO(HA) 
Sent: Fnday, December 27, 200210·39 AM 
To: Ves5e1, AJida, CON, OASD(HA)/TMA 
Subject; FW: Dn!ft Letter fur ASD{HA) Slgnature 
Importance: HJgh 

Alida, 

Is thts response rn PCOOCS? I have been unab1e to fmd rt 

Lynn: As requested. GMR 
---Qnglnal M~e--
From: Cunmngham, Tom T Mr Ea~ 
Sent TUesday, December 24, 2002 1 35 PM 
To: Randolph, GastDn M CDL OTSG 
Cc: Grabenstein, John 0 LTC OTSG 
SUbject: Letter 
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To: 
cc: 

"Espinal, Vicky, CIV, OASD(HA)ITMA' (b)(6) 
01/03/200310:24:44AM ...__ ___ _.. 

~n.E~,DHS deploymenthealth.osd.mil> 

Subject Hot suspense 

Ed 

a.osd.mll> on 

We ~ill be sending you a hot suspense that we received from LTC Ben Selman, 
suspense date will be 1/7/03. Please work asap . 

Vicky Espinal 
Staff Assistant 



SUBJECT: Representative Oxley's Inquiry for Infunnation on the Anthrax V ru:cine 
Immunization Program 

COORDINATIONS 

Dir,AVIP COL Randy Randolph Concur 1/3/03 

Dir,Pl(HA) LTC Henselman Concur 1/3/03 



~ "Randolph, Gaston M COL OTSG" (b)(6) tsg.amedd.army.mll> 
~ on 0110412003 04:39:02 PM ..__ _____ .r-

To: (b)(6) 
cc: 

Subject: FW: REP OXLEY RESPONSE TO MS. HAUSHALTER 

Ed: 

Attached are 3 recommended (well, corrects mistakes, so important to 
"accept") changes using word's Tracking Tool. I don't intend to be mean or 
snippy here, but these were correct in the draft I sent originally. I 
realize you folks made some editorial changes to express differently than me 
in ~ couple places, and I appreciate that license; however, pls don't make 
changes that are mistakes. 

Thanks, Randy Randolph 

-----Ori~inal Message-----
r-:J(b~}(~ol.l!6j~:f1Ljljjju..u.f.u 6_._\ ___ \_..d .. ,e,...n .... lu:.u: llllen.theal th osd mil 

Lynn/Randy: 

Attached is the proposed response to regarding AVIP. 
If you both concur and respond via email, I will send' this forward for MS . 
Embrey' s coordination and ASD {HA) signature. 

(See attached file: Rep Oxley - AVIP Problem 1-3-03.doc) 

D -Rep Oxley- A VIP Problem 1..3-03.doc 



HEALTH AFFAIRS 

(b)(6) 

nearl(b)(6) 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, OC 20301·1200 

Thank you for your recent e~mail concerning the Anthrax Vaccine Imnnmization Program 
(A VIP). I share your concem for our servicemem.bers. Preserving their health and safety is our 
number one concern. The Department of Defense (DoD) requires anthrax vaccination fox certain 
servicemembers as an added layer of protection against this potentia11y deadly biological agent. 

The threat of biological warfare has been a risk to U.S. forces for many years. DoD 
analysts maintain updated tbzeat .. level evaluations, adjusting the information as necessary to 
reflect the risk. to U.S. operations. Based on assessment of cmrent and past activities in such 
areas as Iraq and the former Soviet Unio~ the potential offensive biological threat tacing 
servicemembers makes it necessary for the DoD to have a robust biological defense program 
today. Anthrax is one of the deadliest biological weapons of choice. 

As with other vaccines, the benefits of the U.S. Food and Drug Administration (FDA) 
licensed anthrax vaccine far outweigh any risk. The Centers for Disease Control and Prevention 
(CDC) states that getting vaccinated is much safel' than getting the diseases the vaccines prevent. 
Biological agents such as anthrax are especially hard to detect. Symptoms are delayed, and 
without preventive medical efforts such as vaccination, the results can be devastating and 
widespread. 

Medical experts agree, there have been no deaths from anthrax vaccine reported among 
more than 2.2 million immunizations given to over 567,000 servicemen and women since the 
Anthrax Vaccine Immunization Program began in March 1998. Further, no deaths have been 
attributed in a cause-and~effect manner to the vaccine since the FDA licensed it over 30 years 
ago. 

Many studies establish anthrax vaccine safety. From a 1958 study published in the Bulletin 
of the John Hopkins Hospital, to more recent studies at Fort Detrick, Maryland, evidence shows 
that there are no long~ term side effects to the anthrax vaccine. In 2002, the National Academy of 
Sciences, Institute of Medicine's (I OM) Committee to Assess the Safety and Efficacy of the 
Anthrax Vaccine, concluded their tw~year study. In their published findings, the Committee 
f01md "no evidence that people face an increased risk of experiencing life-threatening or 
permanently disabling adverse events immediately after receiving AVA, when compared with 
the general population. 



.. > 
''Nor did it find any convincing evidence that people face elevated risk of developing 

adverse health effects over the long term, although data are limited in this regard (as they are for 
all vaccines). n* 

The !OM Committee studied data on anthrax-vaccine effectiveness and concluded ''that the 
available evidence from studies with humans and animals, coupled with reasonahle assumptions 
of analogy, show that AVA as licensed is an effective vaccine for the protection of humans 
against anthrax, inelnding inha!ational anthrax, cansed by any known plausible engineered 
strains of B antbracis. 1' * 

The DoD continnally strives for improved vaccines and improved vaccination programs to 
protect the health of our forces. The DoD is currently collaborating with the CDC in their stndy 
to determine different ways to administer the current anthrax vaccine. This study may lead to the 
FDA's allowing its nse in fewer doses and administeting it in a way that may rednce bothersome 
local injection-site redness, pain, swalling and itching. Additionally, the DoD is partnering with 
the Department of Health and Human Services to develop a 11next generation11 anthrax vaccine, 
which may be as effective and safe as the current vaccine in fewer doses. Both of these efforts 
are important, but will take years to conclnde. Meanwhile, we must protect our servicemembers 
from harm with the cwrently licensed, safe and effi:cti.ve vaccine. 

I trust this information addresses your concerns and I invite you to visit the A VIP's Intemet 
Website at http://www.anthrax.mil, or call the toll-free information line at 1-877-GET-V ACC for 
more in-depth information about the anthrax-vaccine program. Answers to other qnestions are 
also available bY writing to avip@otsg.aroedd.army.mil. 

Sincerely, 

Williaro Wmkenwerder Jr., MD 

Cc: 
The Honorable Michael G. Oxley 

• Source - "The Antinax Vaccine, Is It Safe? Does It Work?" Published in 2002 by the National 
Academy Press, www.nap.edu/cata!ogll 031 0/html. 
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THE FEDERAL STRATEGIC HEALTH ALLIANCE (FEDS_HEAL) 

KEY MESSAGE: 

FEDS_HEAL is a VA-HHS-DoD partnership that links the resources of the Veterans Health 
Administration (VHA) and the Department of Health and Human Services Division of Federal 
Occupational Health (FOH) to furnish immunizations, physical examinations, dental screening 
and treatment, and other specified diagnostic services to units and individuals of the Army 
Reserve and the Army National Guard. The underlying concept for planning the Federal 
Strategic Health Alliance was to create a cost-effective and accessible system of medical and 
dental readiness services. 

FACTS: 

• The downsizing of the Army's medical force structure during the 1990s created a shortfall in 
the infrastructure needed to meet statutory medical and dental readiness requirements for 
Reserve Component (RC) soldiers. The ''746 Study" (Section 746 of the National Defense 
Authorization Act for Fiscal Year 1997) validated the shortfall in assets to support RC 
medical and dental readiness requirements. 

• The FEDSJIEAL partnership was created through individual Memoranda of Agreement 
between the Office of the Chief, Army Reserve (Chief of Personnel), and FOH (Associate 
VP of Clinical Services), and between FOH and each of the twenty-two Veterans Integrated 
Service Networks. 

• FEDS_HEAL is a centrally funded, locally managed health services support system. 
Budgeting for services remains the responsibility of the individual Reserve Component 
(Army National Guard and Army Reserve). The Office of the Chief, Army Reserve, and the 
National Guard Bureau annually allocate funding for FEDS_HEAL. Because the Defense 
Health Program does not cover Reserve Component medical and dental readiness services, 
the resources to support these activities come from Component operational funds. 

• Program coordination is provided by FOH. Military units request services via an automated, 
web-based request system. The Office of the Chief, Army Reserve and the Surgeon's Office 
in the National Guard Bureau, in coordination with the Army office of the Surgeon General, 
review the overall perfonnance of the Federal Strategic Health Alliance to ensure compliance 
with standards and equitable distribution of requirements between participants. 

(b)(6) 

DHSD 
~~6) ] 
February 26,2002 
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IMPROVEMENTS IN ENVIRONMENTAL HEALTH ASSESSMENT 
AND HEALTH RISK MANAGEMENT 

KEY MESSAGE: 

The adequate identification and response to potential occupational and environmental health and 
safety threats is the cornerstone of insuring effective force health protection in deployments. 
Shortfalls during the Gulf War resulted in the creation of the U.S. Army Center for Health 
Prevention and Preventative Medicine to improve surveillance and monitoring in deployed 
settings, and the formation of the Joint Environm.ental Surveillance Working Group to develop 
uniform approaches to environmental surveillance. These organizations insure a consistent and 
uniform approach throughout the services. 

FACTS: 

• Policy and doctrine authorize occupational and environmental health and safety activities in 
DoD before and during deployments. Guidance documents for deployed forces insure that 
occupational and environmental health and safety activities are conducted in a consistent and 
uniform fashion. 

• Medical intelligence and open source environmental/medical information are assessed before 
deployment. Such assessments allow identification of potential occupational and 
environmental health threats. This assists proper siting of base camps and the identification 
of appropriate countermeasures before deployment. 

• Base camp assessments are conducted for occupational and environmental health and safety 
issues before the deployment and during operations. 

• Base area assessments are applied against health-based standards and guidelines and health 
risk assessment and management techniques appropriate for deployed military personnel. 
The Institute of Medicine is currently reviewing several of these standards and guidelines to 
validate their use during deployments. 

• Data collection, management, archiving, and reporting activities insure that information is 
available to unit commanders in a timely manner and that retrospective health and 
epidemiological studies can be conducted. 

• The Deployment Health Support Directorate is assessing current deployments and practices 
in the area of environmental health and medical intelligence to continue improvement and 
refinement of policy and mission practices. 

(b)(6) 

DHSD 
(b)(6) 

October 16, 2002 



GULF WAR MEDICAL LESSONS LEARNED 

KEY MESSAGE: The DoD has applied medical lessons learned from the Gulf Wa:r to 
help protect the health of military personnel before. during, and following deployments. 

• The DoD has developed and implemented a Force Health Protection (FHP) strategy 
that promotes and sustains the health of service members prior to deployment. 
protects personnel from disease and injury during deployment, and provides 
comprehensive follow-up treatment for deployment-related health conditions. 

• The DoD has instituted a deployment health surveillance program that includes pre
deployment and post-deployment health assessments which validate individuals' 
medical readiness to deploy and address health concerns upon their return, along with 
improved occupational and enviromnental health surveillance programs for protecting 
service members• health during deployment. 

• The DoD has established three deployment health centers-for health surveillance, 
health care. and health research-that focus on the prevention, treatment, and 
understanding of deployment-related health concerns. 

• The DoD has improved health risk communication through the provision of 
regionally-specific medical intelligence, environmental risk assessments, medical 
threat briefings, pocket-sized health guides, and deployment-focused web sites. 

• The DoD has coordinated with the VA to address deployment-related health concerns 
of both service members and veterans by jointly developing a Post-Deployment Health 
Evaluation and Management Clinical Practice Guideline (CPG), and by electronically 
sharing medical information through the Federal Health Information Exchange. 

• The DoD has taken steps to improve deployment-related medical record keeping by 
developing the Composite Health Ca:re System II (CHCS II) and the Theater Medical 
Information Program (l'M!P), and by expanding the electronic tracking and 
centralized collection of immunization data. 

FACfS: 

• During the Gulf War, an assessment of a service member's health prior to and at the 
conclusion of deployment was not systematically accomplished, making it difficult to 
identify changes in health status which could be attributable to events that occurred 
during deployment. The Institute of Medicine (I OM) subsequently recommended, and 
Congress directed, pre- and post-deployment medical examinations to better assess 
the health of deployed military personnel. A DoD Directive and a DoD Instruction on 
joint medical surveillance were published in August 1997 and included broad 
direction on accomplishing pre¥ and post-deployment health screening assessments. 



• In October and December 1998, respectively, DoD (Health Affairs) and the Joint 
Staff (Medical Readiness) published policy memoranda on deployment health 
surveillance, providing more detailed implementation guidance and specific direction 
on the use of standardized forms for health assessments. The Joint Staff published its 
concept of Force Health Protection in 1999, defining three pillars: I) a healthy and fit 
force; 2) casualty prevention; and 3) casualty care and management. DoD(HA) 
updated its deployment health surveillance policy in October 2001 to specifically 
address health assessments for deploying Reserve component personnel. In February 
2002, the Joint Staff (J4-MRD) published updated policy that provided standardized 
procedures for assessing pre- and post-deployment health and reporting diseases and 
non-battle injuries (DNBI), while adding guidance for conducting and reporting 
occupational and environmental health risk assessments. 

• Following the Gulf War, the VA and the DoD established health examination 
registries in order to evaluate veterans and service members for illness potentially 
related to their service in the war. In 1998 and 2000, the Institute of Medicine 
recommended that post-deployment health care be re-focused to the primary~care 
level in order to broaden and enhance the continuity of care, foster ongoing 
therapeutic relationships between providers and patients, and extend this health care 
to encompass problems from subsequent deployments. The DoD and the VA have 
designed, tested, and implemented a guideline for the provision of post-deployment 
health care. The guideline provides a structure for the evaluation and management of 
service members and veterans with deployment~related concerns. It also provides 
access to expert clinical support to physicians and other health care professionals for 
patients with difficult symptoms and illnesses, and may provide a useful platform for 
research into post~deployment health concerns. 

• The Defense Medical Surveillance System (DMSS) has been established under the 
Army Center for Health Promotion and Preventive Medicine (CHFPM) to provide 
improved DoD joint health surveillance capabilities. Operated by the Army Medical 
Surveillance Activity (AMSA), the DMSS database contains historical and up-to-date 
data on diseases and medical events (e.g .• hospitalizations, ambulatory visits, and 
reportable diseases) as well as longitudinal data on personnel and deployments. 

• The DoD now routinely deploys preventive medicine, environmental surveillance, 
and forward laboratory teams in support of worldwide operations. For example, 
CHPPM conducts pre- and during~deployment environmental health intelligence 
preparation of the battlefield, and perfonns extensive environmental assessments of 
operationally-selected staging areas and base sites. CHPPM also supplies 
environmental sampling materials for deployed forces, conducts operational risk 
management estimates for field commanders, and develops pocket-sized "staying 
healthy" guide books for deployed service members. 

• Improved deployment health protection measures are being designed to counter an 
increasingly broad range of threats. Such measures include the fielding of new 
biological and chemical warfare agent detection and alann systems; the operational 
testing of integrated electronic medical surveillance and emergency response 
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(] networks; current vaccines and anti-malarial drugs; and research on the next 
generation vaccines and pharmaceuticals. 

• In addition to pre- and post-deployment health assessments, the military medical 
departments incorporate routine health and medical readiness appraisals to ensure 
service members meet and maintain health standards. A complementary effort is 
underway to develop standardized DoD-wide individual medical readiness indicators. 

• One important health surveillance initiative prompted by post-Gulf War health issues 
is the monitoring of birth defects among DoD beneficiaries through establishment of a 
birth defects registry. Another is the use of the DoD Serum Repository for routine and 
pre-deployment collection and storage of serum specimens, which are subsequently 
available for analysis regarding military- and deployment-related health concerns. 

• The Millennium Cohort Study is a comprehensive DoD health research initiative that 
responds to concerns about whether deployment-related exposures are associated with 
post-deployment health outcomes. A cross-sectional sample of 100,000 military 
personnel and veterans will be studied prospectively over a 21-year period. 

• Tracking of immunizations was directed by DOD Instruction 6490.3, Implementation 
and Application of Joint Medical Surveillance for Deployments (7 August 1997). 
Electronic tracking of immunizations was initially implemented for the Anthrax 
Vaccine Immunization Program in 1998, using Service-specific automated systems. 
Efforts are underway by the Services to electronically track all immunizations and to 
centralize collection of immunization data for surveillance and research purposes. 

• The Services have begun implementation of health surveillance and computerized 
medical record keeping during deployments, allowing for surveillance of health 
events as well as documentation of health care and countermeasures utilized during 
deployment The Theater Medical Information Program (fMIP), which is currently 
undergoing testing, will gather individual medical information throughout operational 
deployments. This information will help to document deployment-related health 
problems and be shared with the VA to facilitate continuity of care for veterans. 

COL John Gardner 

@~ 
October 23, 2002 

3 



0 

,.- - -. 

H 

GULF WAR LESSONS LEARNED: PROBLEMS TO SOLUTIONS 

KEY MESSAGE: 

The Office of the Special Assistant for Gulf War lllnesses (now the Deployment Health Support 
Directorate) established a lessons learned directorate in December 1998 after determining that it 
needed an organization that could work within the established DoD system to institutionalize 
lessons learned, observations, and findings from the Gulf War and subsequent deployment 
experiences. 

FACTS: 

• The Presidential Advisory Committee's Final Report validated the importance of the role of 
the lessons learned organization. 

• The August 1998 Science and Technology Council/Presidential Review Directive·5, entitled 
A National Obligation: Planning for Health Preparedness for and Readjustment of the 
Military, Veterans, and their Families Future Deployments, reflected a strong commitment to 
implementing health-related lessons learned. 

• Today, the Deployment Health Support Directorate is actively involved with the Joint Staff 
and Joint Forces Command to improve the overall-lessons learned system. 

• The Deployment Health Support Directorate has worked with Army National Guard units 
deploying to Bosnia in support of Peacekeeping Operations in the Balkans to identify lessons 
learned during the deployment as well as the pre- and post-deployment phases. 

• A recent initiative of the Deployment Health Support Directorate is to establish a Medical 
Lessons Learned/Medical Community of Practice database. This database will ensure that 
medical observations/findings from operational deployments and exercises are thoroughly 
analyzed by medical subject matter experts and that valuable medical lessons learned are 
shared throughout the medical community and across service lines. 

(b)(6) 

DHSD 
(b)(6) 

October 17, 2002 
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GULF WAR ILLNESSES LESSONS LEARNED WORKING GROUP 

KEY MESSAGE: 

The Gulf War lllnesses Lessons Learned Working Group uses the established force development 
process to institutionalize solutions to issues highlighted following the Gulf War dealing with 
medical and training readiness, as well as nuclear, biological, chemical (NBC), and 
environmental hazards. 

FACTS: 

• Although co-chaired by the Deployment Health Support Directorate, this is an Army working 
group. The Army is the executive agent for NBC force development. The Army also has 
taken the lead in the area of environmental monitoring and occupational health for the whole 
force rather than just selected occupations. 

• The previous Special Assistant, while he was Under Secretary of the Army, and the 
TRADOC commander were the driving forces behind the establishment of the Gulf War 
lllnesses Lessons Learned Working Group. The US Army Medical Command was and 
continues to be an active participant. 

• The working group is comprised of representatives from operations, training, and medical 
functional areas to ensure the development of a complete answer. 

• Solutions developed by the working group languished for over 18 months awaiting emphasis 
at the TRADOC level. In June 2001, the DoD IG published the Audit Report: The Gulf War 
Nuclear, Biological, and Chemical Lessons Learned. In a March 8, 2002, memorandum the 
Office of the Special Assistant for Gulf War Dlnesses identified the Army's publishing of a 
policy memorandum which subsumed the issues being worked in response to the subject 
Audit Report. Subsequently, on April19, 2002, TRADOC submitted a concept and mission 
analysis Force Health Protection (FHP) and Occupational and Environmental Health (OEH) 
Threats Implementation Plan to the Army G3. 

• The incorporation of the Army's FHP and OEH Implementation Plan by TRADOC will 
resolve all open Gulf War NBC Lessons Learned. The plan also ensures that all future 
lessons are fully incorporated into the Army's doctrine, training, organizational structure, 
leadership, development, and materiel. Deployment Health Support Directorate will 
continue to monitor the implementation effort in conjunction with the TRADOC working 
group and likewise will serve as the point of contact for the DoD IG on any direct requests 
for information concerning the implementation of FHP lessons learned. 

October 17, 2002 
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10M FINDINGS ON GULF WAR AND HEALTH: DEPLETED URANIUM, SARIN, 
PYRIDOSTIGMINE BROMIDE, AND VACCINES 

KEY MESSAGE: 

In 2000, the Institute of Medicine (I OM) published the first of several reviews of the scientific 
evidence concerning the association between agents to which Gulf War veterans may have been 
exposed and adverse health effects. No long-term health effects were linked to depleted 
uranium, sarin (chemical agent), pyridostigmine bromide (chemical agent pre-treatment), or 
vaccines. Expected short-term health effects were linked to acute exposures to sarin and 
pyridostigmine. Transient acute local and systemic effects, as typically associated with 
vaccination, were linked to anthrax vaccine and botulinum toxoid. The IOM recognized that the 
evidence for or against long-term health effects, especially from low-level exposures to these 
agents, is insufficient, and recommended additional research and long-term follow-up of exposed 
populations to address this scientific uncertainty. 

FACTS: 

• Following the Gulf War, there were concerns that certain exposures in the Gulf may have 
been responsible for or contributed to illness that some veterans experienced after the Gulf 
War. 

• The VA contracted with the IOM to study the potential health effects of several agents to 
which veterans may have been exposed. 

• Subsequently, the Congress directed the completion of these studies in two public laws: the 
Veterans Programs Enhancement Act of 1998 (Public Law 105-368) and the Persian Gulf 
War Veterans Act of 1998 (Public Law 105-277). These laws specify the study of many 
biological and chemical hazards that may be associated with the health of the veterans. 

• The IOM was not asked to (and did not) detennine: whether a unique Gulf War syndrome 
exists, the level of exposures to these agents, Qr the potential costs of compensation. 

• The IOM is now completing a study of a group of pesticides and solvents and anticipates 
studies of additional agents. Each report provides an assessment of the health effects that 
may be associated with exposures to specific agents present in the Gulf. 

DHSD 
ti6il6) I 
October 16, 2002 



DEPLOYMENT FORCE HEALTH PROTECTION 

KEY MESSAGE: 

Protecting the health of deployed military personnel is a paramount concern of the 
Department of Defense and the Office of the Assistant Secretary of Defense for Health 
Affairs. We are committed to ensuring that we deploy healthy military personnel, that we 
monitor and preserve their health while they are deployed, and that we assess their health 
and address their health concerns when they return. 

FACTS: 

• The health of service members is monitored and ensured through high medical 
standards at the time of accession, periodic medical and dental examinations, routine 
and special~purpose immunizations, and ready access to high quality health care. 

• Pre~ployment health preparedness includes health risk assessments based on 
region~specific medical intelligence reports; individual health assessments covering 
specific conditions and concerns, medical protective equipment, immunizations and 
medications; and the establishment/updating of a deployment medical record 

• Health protection during a deployment encompasses comprehensive surveillance, 
risk assessments, and prevention of health hazards; weekly reporting of diseases and 
non~battle injuries (DNBI) and important medical events; and rapid access to medical 
resources both in~theater and through the aeromedical evacuation system. 

• Post~ployment health protection measures include individual health assessments to 
promptly identify and address health conditions and concerns; medical debriefings on 
significant health events and exposures; placement of all deployment-related medical 
documents into the service member's permanent health record; and documentation 
and dissemination of force health protection lessons learned. The post deployment 
clinical practice guideline is the most recent addition to assure prompt evaluation for 
health concerns. 

• Force health protection is also ensured through establishment of three Deployment 
Health Centers (Clinical, Surveillance, and Research), and the recent development of a 
joint DoD~ VA Clinical Practice Guideline on Post-Deployment Health. 

• To further demonstrate the Defense Department>s continuing commitment to force 
health protection, we have also recently established the Deployment Health Support 
Directorate. This office will focus on specific measures to improve the health of 
deployed forces; maintain open lines of communication between DoD and service 
members, veterans, and their families; and serve as a bridge from the experiences of 
the past to the battlefields of the future. 

(b)(6) 
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DOD CENTERS FOR DEPLOYMENT BEALm 

KEY MESSAGE: 

Following Congressional direction. the ASD for Health Affairs directed the establishment in 
September 1999 of three DoD Centers for Deployment Health: 

• Deployment Health Research Center at the Naval Health Research Center in San Diego 
CA 

• Deployment Health CHnical Center at Walter Reed Army Medical Center in Washington 
DC 

• Deployment Health Surveillance Center at the Army Medical Surveillance Activity on the 
campus of Walter Reed Army Medical Center in W. ashington DC 

FACTS: 

• The National Defense Authorization Act for Fiscal Year 1999 authorized the Secretary of 
Defense to " ... establish a center devoted to a longitudinal study to evaluate data on the health 
conditions of members of the Armed Forces upon their return from deployment on military 
operations for the purposes of ensuring the rapid identification of any trends in diseases, 
illnesses, or injuries ... " 

• ASD Health Affairs Policy, Sep 30, 1999, www.haosd.mil/policies/1999/clin9928.htm 

• The goal of the three DoD centers is " ... to improve our ability to identify, treat, and minimize 
or eliminate the short- and long-term adverse effects of military service on the physical and 
mental health of veterans." 

• The Deployment Health Research Center has been directly engaged with the VA in the 10M
recommended Millennium Cohort Study to evaluate whether deployment-related exposures 
are associated with post-deployment health outcomes. It also manages the national DoD 
Birth Defects Registry. 

• The Deployment Health Clinical Center has been a leading proponent for the development of 
post-deployment health evaluation and management clinical practice guidelines, which have 
recently been implemented throughout the DoD and VA health systems. 

• The Deployment Health Surveillance Center is the DoD proponent for the identification of 
and response to medical threats associated with deployments and, most recently, acts of 
terrorism. 

(b)(6) 
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HEALTH EVALUATION AND ASSESSMENT REVIEW (HEAR) QUESTIONNAIRE 

KEY MESSAGE: 

The Health Evaluation and Assessment Review (HEAR) questionnaire is a preventive screening 
tool. It represents the current best practice in health assessment Its results give DoD healthcare 
providers a snapshot of the patient's health, habits, and other factors that may affect overall 
wellness and enable providers to assess preventive service needs for each patient. 

FACTS: 

• The HEAR was fielded in the Preventive Health Care Application (PHCA), a computerized 
health maintenance system which serves as the interim solution for DoD healthcare providers 
to deliver and track clinical preventative services. 

• PHCA functionality has been integrated into the Composite Health Care System ll (CHCS m 
Release 1. CHCS ll is a medical and dental clinical information system that will generate 
and maintain a comprehensive, life-long, computer-based patient record for each Military 
Health System beneficiary. 

• Worldwide fielding of CHCS ll Release 1 will begin in the 1st quarter of FY 03. 

• The paper HEAR questionnaire was originally developed by the Air Force in 1994. 

• It was adopted in 1996 across the entire DoD for health assessment of active duty personnel 
and eligible beneficiaries. 

• The PKC Corporation automated the HEAR in 1997. 



(). .. 
\ . 

-
PRE- AND POST-DEPLOYMENT HEALTH ASSESSMENTS 

KEY MESSAGE: 

The DoD continues to develop a program to assess the health of servicemembers before and after 
they deploy to determine deployability of these individuals, allow for health interventions they 
may require, and track changes in their health status that may result from exposures and 
experiences during deployment. This program is to be part of a larger plan for standardized, 
longitudinal, and comprehensive health surveillance of military personnel. Fully implemented, 
this program is intended to be of benefit for both individual and population health. 

FACTS: 

• Following the Gulf War, it was apparent that the health status of deploying and redeploying 
service members had not always been detennined or documented. This may have 
contributed to the difficulty in determining health status changes attributable to deployment. 

• Beginning with the Bosnia deployment (1996) and formalized the following years by a 
directive, an instruction, and a policy statement (DoDD 6490.2 (1997), DoD! 6490.3 (1997) 
and DoD-HA (1998)), the DoD implemented the use of standardized forms to be 
administered to service members as they deploy and when they return. 

• Completed health assessment forms are to be placed in the individual service members' 
health records with copies forwarded to the Army Medical Surveillance Activity for data 
entry and subsequent analysis. 

• There is uncertainty as to whether forms administered immediately before and after 
deployments will be able to capture information suitable for·aii intended purposes. 

~(b)(6) 
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0 POST-DEPLOYMENT HEALTH CLINICAL PRACI'ICE GUIDELINE 

KEY MESSAGE: 

The DoD and the VA are implementing a clinical practice guideline for the provision of post
deployment health care in the primary care setting. This guideline applies the knowledge gained 
from the existing Gulf War registry programs. It requires health care providers to ask if the 
patient believes their medical problems might be related to a deployment, and includes strategies 
for health care providers to embrace these concerns. 

FACI'S: 

• Following the Gulf War, the VA in 1992 and the DoD in 1994 established health 
examination registries (the Persian Gulf Registry and the Comprehensive Clinical Evaluation 
Program, respectively) to evaluate veterans and military personnel for illnesses possibly 
related to their service in the Gulf War. 

• Reviews of the VA and DoD registry programs by the Institute of Medicine in 1998 and 2000 
recommended that post-deployment health care be re-focused to the primary care level. This 
would broaden and enhance the continuity of care, foster ongoing therapeutic relationships 
between providers and patients., and extend this health care to encompass problems from 
subsequent deployments. 

• The VA and the DoD developed the guidelines with the help of experienced multi
disciplinary groups and independent organizations (including RAND and the Institute of 
Medicine). Especially for the unexplained illnesses, the guidelines are consensn&-based 
rather than evidence-based, since the latter is not always possible for incompletely 
understood illnesses. 

• Additional post-deployment health guidelines in the areas of.chronic fatigue, fibromyalgia, 
unexplained symptoms, and post-traumatic stress have been stimulated by work on this 
guideline and are either already in development or planned. 

• The Deployment Health Clinical Center (at Walter Reed Army Medical Center) is the DoD 
proponent and source of consultative support for this gUideline. 

May21, 2002 



n RECRIDT ASSESSMENT PROGRAM 

KEY MESSAGE: 

• The Recruit Assessment Program (RAP) is a proposed Department of Defense (DoD) 
program for the routine collection of baseline demographic, medical, psychosocial, 
occupational, and health risk factor data from all U.S. military personnel at entry into the 
armed forces. 

• The RAP currently utilizes an optically scannable paper questionnaire to provide data for the 
first building block of an electronic medical record within DoD and the Department of 
Veterans Affairs (VA). 

• The RAP can serve several important functions, including: automating enrollment into the 
military health care system, improving patient care and preventive medicine efforts, and 
providing critical data for investigations of health problems among military personnel and 
veterans. 

• Pilot testing at selected DoD recruit centers is nearing completion. ~nt results were 
presented to the Armed Forces Epidemiological Board (AFEB) on February 20, 2002. Based 
on AFEB recommendation, implementation throughout DoD can progress. With 
incorporation into CHCSTI, the RAP could provide a substantial improvement in health care 
delivery. For the first time, DoD and VA physicians, public health officers, and researchers 
will have access to comprehensive, baseline health status data. 

FACTS: 

• Over the last ten years, several scientific review panels have recommended that the 
Department of Defense (DoD) maintain more complete and accessible medical records and 
collect greater health surveillance data. One specific recommendation has been for DoD to 
document health status before hazardous deployments. A recruit assessment program has 
been repeatedly singled out as a critically important component of overall military health 
surveillance. 

• The collection of comprehensive health data at the start of military service would obviate 
many of the problems associated with health appraisals initiated just before a hazardous 
deployment Baseline health information could provide many important benefits, particularly 
if integrated with health data periodically collected as part of a longitudinal health record.. 
Because of the potential usefulness of baseline health data, the feasibility of establishing a 
program to collect this information is being evaluated within DoD. 

------- · ---



DoD BIOWARFARE IMMUNIZATIONS PROGRAM 

KEY MESSAGE: 

The Department of Defense established policies, assigned responsibilities, and prescribed 
procedures for military service members against validated biological warfare threats. It is 
incumbent upon commanders to identify populations at risk duri.ng deployments, determine 
potential health hazards and risks, and take appropriate protective measures for the protection of 
the force. 

FACTS: 

• DoD directive 6490.2 and Instruction 6490.3 require the military services and commanders to 
identify the populations at risk during deployments, determine potentially hazardous risks to 
health and take appropriate countermeasures. 

• Efforts in resear9h, development, testing, acquisition, and stockpiling of biological defense 
vaccines are covered in DODI 6205.3, November 1993. It provides vaccination guidance 
that focuses exclusively on defense against biological warfare threats and complements 
immunization requirements for naturally occurring endemic disease threats as outlined in 
DODI 6205.2, October 9, 1986. 

• Anny Regulation 40-562, BUMED 6230.15, Air Force Joint Instruction 48-110, and Coast 
Guard COMDTINST M6230.4E Immunizations and Chemoprophylaxis," Nov~mber 1, 
1995, provides further service specific information and guidance regarding peacetime and 
contingency requirements for immunization against biological warfare threats against U.S. 
personnel. 

• The Secretary of the Army is the DoD Executive Agent for the DoD immunization program 
for Biological Warfare Defense. 

• Research and development efforts in defending against current and emerging biological 
warfare threats are ongoing. Vaccines must be either licensed by the FDA or have been 
designated as an "Investigational New Drug." 

• DepSecDef memo, dated June 28, 2002, provides for the reintroduction of the Anthrax 
Vaccination Immunization Program (A VIP). The USD for Personnel and Readiness memo, 
dated August 6, 2002, provides administrative and clinical execution guidance for this restart. 
ASD for Health Affairs memo, dated August 6, 2002, establishes policy on medical issues 
involving the anthrax vaccination. 

l<b)(6) 



() IMMUNIZATION DOCUMENTATION 

KEY MESSAGE: 

The documentation of immunizations is essential for the determination of individual and 
force protection and readiness, as well as for the health care of service members and 
veterans. While paper-based systems have been used traditionally, efforts have been 
made to fully automate this documentation. This would be especially advantageous for 
immunizations given during deployment. 

FACI'S: 

• DoD policies require the documentation of all immunizations given to service 
members. 1.2 For deployments, the JCS requires immunizations to be recorded on the 
abbreviated medical record (DD Fonn 2766), supplemented as necessary by the 
pocket immunization record (PHS 731) and service--specific fonns.3 

• The individual services have fielded electronic immunization tracking systems: 

The Army uses its Medical Protection System (MBDPROS) to electronically 
record immunizations of its service members. 

- The Navy uses its Shipboard Automated Medical System (SAMS) to 
electronically record immunizations of its service members, then forwards this 
information through the Naval Medical Information Management Center 
(NMIMC) to the Defense Eligibility Enrollment Reporting System (DEERS). 

- The Air Force uses its Complete Immunizations Tracking Application (AF-CITA) 
to record immunizations given at both medical facilities and field locations, and 
indicates good success with all component members. 

• There are initiatives to combine or link the data from these systems for both personal 
and population health purposes through DEERS, the Composite Health Care System 
(CHCS m and the Theater Medical Information Program (TMIP). 

• We have no detailed information on the success of these documentation efforts. 

August 23, 2002 

1 Air Force Joint Instruction 48-110, Army Regulation 40-562. Navy Bureau of Medicine and Surgery 
Instruction 6230.15, and Coast Guard Commandant Instruction M6230.4E. Immunizations and 
Chemoprophylaxis, November 1, 1995. 
2 Department of Defense Memorandum. Implementation of the Anthrax Immunization Program for the 
Total Force, May 18, 1998. 
3 Joint StaffMemoraodumMCM...()()()6.()2, Updated Procedures for Deployment Health Survc:illance and 
Readiness, February 1, 2002. 
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VACCINE ADVERSE EVENT REPORTING SYSTEM (V AERS) 

KEY :MESSAGE: 

• The Department of Health and Human Services established the Vaccine Adverse Event 
Reporting System (V AERS) in November 1990. V AERS provides a database management 
system for the collection and analysis of data from reports of adverse events following 
vaccination. V AERS is co-managed by the Centers for Disease Control and Prevention 
(CDq and the Food and Drug Administration (FDA). 

• DoD Medical Treatment Facilities have procedures guiding use of V AERS to report vaccine 
related adverse events in accordance with the Reportable Events Table 
(httj>://www.fda.gov/cber/vaers/eventtab.htm). 

• Anthrax Vaccine is not included in the Reportable Events Table. However, an ASD (HA) 
Policy Memorandum dated ocr 15, 1999 provided guidance to the services concerning the 
reporting of Anthrax Vaccine related adverse events. · 

FACTS: 

• A V AERS report form, pre-addressed to V AERS and postage-paid, is used to report pertinent 
information, including a narrative description of the adverse event Forms may be obtiuned 
at http://www.fda.gov/cber/vaers/report.htm or in the Physician's Desk Reference (PDR). 

• Any one can report to V AERS. V ABRS reports are usually submitted by health care 
providers, vaccine manufacturers, and vaccine recipients (or their parents/guardians). Each 
report provides information that is compiled to assess vaccine safety. Complete and accurate 
reporting of post-vaccination events supplies public health professionals with the information 
they need to ensure the safest strategies of vaccine administration. 

• Both the CDC and the FDA review data reported to V ABRS. The CDC focuses on collective 
reports to detect unusual epidemiologic trends arid associations. The FDA reviews individual 
reports to assess whether a reported event is adequately reflected in product labeling and 
closely monitors reporting trends for individual vaccine manufacturers and vaccine lots. 

• Not all events reported to V AERS are caused by vaccinations. V AERS accepts all reports of 
adverse events that follow vaccination, regardless of the cause of the event. Determination of 
vaccine-event causal associations using V AERS data is limited by differential reporting rates, 
simultaneo.us administration of different vaccines, temporal reporting bias, and lack of 
background vaccination rate data. Without fully understanding these limitations, V ABRS 
data can easily be misinterpreted. 

(b)(6) 
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ANTHRAX VACCINE 

KEY :MESSAGE: 

CDC sponsors the Anthrax Vaccine Research Program (A VRP) to discover whether the vaccine route 
can be changed and the number of doses can be reduced, while still providing protection against 
anthrax disease. The s·tudies are also expected to provide more information on when a person 
becomes protected and the length of protection. 

CDC's AVA Route-Change and Dose-Reduction Study ~ Evaluating intramuscular route rather than 
subcutaneous and evaluating protections with fewer than six shots. 

Next Generation Anthrax Vaccine <NOAV) 

FACTS: 

Anthrax Vaccine Research Program (A VRP) 

• IOM just released a report, which assesses all of CDC's research projects. This report concluded 
that Human Clinical Trials were the most important- top of the priority list. 

• The current anthrax vaccine is injected just under the skin in a series of 6 doses over 18 months, 
followed by a booster dose given each year. 

• Route-Change/Dose-Reduction Study is off to a good start. :Human· clinical trial began in May 
2002 with a planned enrollment of 1560 subjects conducted over 5 study sites. The study already 
has 535 people enrolled- nearly 1/3 of the total. Two of the five sites have already reached 50% 
enrollment. 

• Next Generation Anthrax Vaccine; Latest Meeting on NGA V was Tuesday Oct 22, 2002 at the 
CDC in Atlanta, CDR de Lara attended. 

• Research for these studies is being carried out in 6 different sites arounp the country. Contracts 
were awarded totaling $22.5 million to California-based Vax.Oen Inc. and Britain,s Avecia to test 
the experimental vaccine on people to see if it is safe and if protects against the deadly bacteria. 
Federal authorities hope that together, the two companies will pave the way toward Food and 
Drug Administration approval for the vaccine. Eventually, the government wants 25 million 
doses manufactured and added to the National Pharmaceutical Stockpile. 

(b)(6) 
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0 DOCUMENTATION OF INDIVIDUAL ASSIGNMENT 
AND UNIT LOCATION DATA 

KEY MESSAGE: 

Knowing ''who was where when" during deployments is crucial to identifying possible 
exposures to hazardous materials and agents. For a variety of reasons, documenting individual 
deployment locations is neither easy nor straightforward. It requires capturing and melding data 
for radically different unclassified personnel and classified operations data systems. The 
requirement does not align well with traditional military data needs and architectures. We 
continue working to refine how we track individuals and how we link location data to 
environmental and health information. 

FACTS: 

• Military personnel data systems generally do not attempt to maintain records of 
servicemembers' precise locations in a deployment theater. Personnel data does include 
units of assignment but may not reflect the unit servicemembers operated with while 
deployed, particularly for individual augmentees and those on temporary duty. 

• Operations command and control systems typically track unit locations in near real time, but 
detailed data are not always automated or preserved after an operation is over. 

• Reconstructing "who was where when" after the fact generally requires association of 
servicemembers with deployment duty units based on Service personnel data melded with 
available unit locations from operational reporting. 

• Operations data is often sensitive and classified None of the Service personnel data systems 
can handle classified information. 

• We are working hard to craft improved solutions, but workable, affordable, short~term ·fixes 

have not emerged. The Defense Military Human Resources System may eventwlny help, but 
full implementation of DIMHRS is several years away. 

October 23, 2002 



( .,, GLOBAL STATUS OF RESOURCES AND TRAINING SYSTEM (GSORTS) 
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KEY MESSAGE: 

The Global Status of Resources and Training System (GSORTS) is the single Department of 
Defense automated readiness reporting system and the central registry of all U.S. Armed Forces 
operational units. As a unit readiness system, GSORTS indicates the level of selected resources 
and training req'Qired to undertake a mission for which a unit was organized or designed. 
Specifically, GSORTS provides users the ability to track location, unit readiness, activity, 
equipment status, and personnel status to begin identifying possible shortfalls, candidate units, 
and other infonnation. GSORTS is being replaced by an enhanced version (ESORTS) 

FACTS: 

• GSORTS is an internal management tool used by the Chairman, Joint Chiefs of Staff, the 
Joint Staff, the Services, the unified commands, and the combat support agencies. 

• Chainnan of the Joint Chiefs Manual (CJCSM) 3150.02, 15 April 2000, describes how the 
commander of any reporting unit will report the unit's status in the areas of personnel, 
equipment on hand, equipment service.ability, and training. 

?~:1 • Reporting units use three methods to submit data to the Joint Staff: (1) reporting through a 
' · ···' / Service feeder system, (2) direct reporting to the database via US Message Test Format 

GSORTS reports, or (3) unit data entry directly to the database using a web-based input tool. 

.. · 

• The commander of a reporting unit detennines when changes to a unit's GSORTS data are 
required. • 

• Joint Operation and Planning and Execution System (JOPES) users apply GSORTS in 
support of deployment planning and execution in both the deliberate and crisis response 
phases of joint operations. The JOPES users can access GSORTS data eleme11:ts through an 
interface at all JOPES sites. 

• The Defense Manpower Data Center maintains the official historical GSORTS data and 
makes it available to all GSORTS users. 

• The GSORTS will be replaced by the Enhanced Status of Resources and Training System 
(ESORTS), which will extend coverage beyond the Services to Defense agencies and field 
activities. The ESORTS responds to newly published policy with full implementation 
awaiting development of detailed instructions. 
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JOINT PERSONNEL STATUS REPORT (JPERSTAT) 

KEY MESSAGE: 

The Joint Personnel Status Report (JPERSTAT) provides tabulated total troop strength data to 
the Chairman and the other members of the Joint Chiefs of Staff for use in monitoring and 
evaluating the status of personnel under the operational control of a combatant commander. The 
JPERST AT also provides the most current information from the field concerning casualties. The 
analysis of this report is used to provide information to the National Command Authority (NCA) 
and to address issues concerning the supported combatant commander's personnel strength, need 
for replacement personnel, and other personnel concerns. · 

FACTS: 

• The supported combatant commander submits JPERSTATs to the Joint Staff's Manpower 
· and Personnel Directorate (J-1), Personnel Readiness Division. 

• When directed by the Chairman of the Joint Chiefs of Staff or the NCA, the JPERSTAT will 
be submitted daily to cover a 24-hour period. The Joint Staff will determine specific "report 
due" and "as of' times for the JPERSTAT. 

• The JPERSTAT will reflect changes to personnel strength and casualties only during the 
period of the report. Cumulative data will not be reported. 

• The JPERSTATs is classified consistent with the classification of the operation as directed 
by the Chairman of the Joint Chiefs of Staff. 

• Primary transmission method is the Global Command and Control System (GCCS). 
Alternative methods are E-mail, secure facsimile, or telephone. Reports may be transmitted 
via the Defense Messaging System or GCCS as part of a commander's situation report 
(SITREP), using the SITRBP message format. 

(b)(6) 
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n JOINT TOTAL ASSET VISIBILITY 

KEY :MESSAGE: 

Joint Total Asset Visibility (ITA V) is the capability to provide users with timely and accurate 
information on the location, movement. status, and identity of units, personnel, equipment. and 
supplies. Information technology of JTAV fulfills a long-recognized need to leverage tracking 
data to increase combat capability through flexibility and agility in managing logistics and 
personneL It helps the Department reduce costs and increase readiness. IT A V is a process not a 
product and is part of the concept called focused logistics. It is well along a path of incremental 
development and has proven itself in logistics visibility for US deployments in the Balkans. The 
personnel visibility will eventually be provided by the Defense Integrated Military Human 
Resources System (DIMHRS) now under development 

FACTS: 

• In the past. DoD has resorted to "brute force, logistics to support warfighters. Of the 40,000 
containers sent for the Gulf War, half had to be opened in theater, checked, resealed, and 
reinserted into the logistics system because of unknown contents or final consignees. 

• The DoD has already benefited from the development and implementation of a IT A V 
capability. During military operations in Kosovo, most of the asset visibility short comings 
of Desert Storm had been overcome, and war fighters and logisticians supporting military 
operations were able to track materiel inside the logistics pipeline. 

• ITA V data includes units, their personnel, and equipment; non-unit personnel, equipment, 
and supplies; and supplies and equipment in storage, transit. maintenance, or procurement 

• IT A V is accessed from the Global Combat Support System (GCSS), which it supports. 

• With the termination of the Joint Personnel Asset Visibility program, which was to be a part 
of JTAV, DIMHR.S eventually will be relied on for personnel data. In the meantime, the 
Personnel Tempo system (PERSTEMPO) and the Joint Personnel Status system 
(JPERSTAT) are among the possible interim data sources. 

October 23, 2002 



{ ) 
·- _./ 

,c.·-, ......_ 

H '" ... . .,.' 

PERSONNEL TEMPO (PERSTEMPO) 

KEY MESSAGE: 

The National Defense Authorizations Act (NDAA) for FY 2000 defined deployment and 
assigned the Service secretaries the responsibility for tracking and recording the number of days 
a service member is deployed. Further, it requires payment of high deployment per diem ($100 
per day) for each day a member is deployed for 401 or more days out of the preceding 730. In 
addition to the dictates of NDAA 2000, OSD requires commanders to report and track activities 
other than those that count towards high-deployment per diem, but keep people away from their 
homes for 24 hours or more (e.g., individual training, hospitalization, confinement, etc.). These 
events, in combinati~n with those defined by NDAA 2000, are collectively referred to as 
"PERSTEMPO Events." 

FACTS: 

• All services began tracking PERSTEMPO events on October 1, 2000. 

• The Act considers a service members deployed, any day the member is performing service in 
a training exercise or operation at a location or under circumstances that make it impossible 
or infeasible for the member to spend off-duty time in the housing in which they reside. 

• High operating tempo can affect unit morale, quality of life, retention, and individual 
readiness. For those reasons, Congress directed the senior leadership of the services to be 
directly involved in the management of deployments. Exceeding 182 or 220 deployment 
days in a year· requires a general/flag officer authorization. 

• The Act directs the USD (P&R) to establish-to the extent practicable--uniform standards 
within the Department for terminology and policies .r;elating to deployment of units and 
personnel away from their assigned duty stations. The Services are required to maintain 
information regarding individual servicemember's event status (e.g., beginning and ending 
deployment dates, deployment type, operation supported, duty unit, and country location). 
However, due to security concerns, some of the Services are not providing specific duty 
location information, thus limiting the data's use for determining "who was where when." 

• Due to the war on terrorism and in accordance with provisions of the initiating legislation, on 
October 7, 2001, the President suspended the Act's provisions mandating per diem payments. 
However, the Services must continue to track and report individual servicemember' s 
PERSTEMPO events. 

October 25, 2002 



n DEPARTMENT OF DEFENSE READINESS REPORTING SYSTEM (DRRS) 
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KEY MESSAGE: 

The Department of Defense Readiness Reporting Systems (DRRS) measures and reports 
on the readiness of military forces and the supporting infrastructure to meet missions and 
goals assigned by the Secretary of Defense. The DRRS will build upon the processes and 
readiness assessment tools used in the DoD to establish a capabilities-based, adaptive, 
near real-time readiness reporting system. DoD components will use the DRRS to 
identify critical readiness deficiencies, develop strategies for rectifying these deficiencies, 
and ensure they are addressed in program/budget planning and other DoD management 
systems. The principal focus ofDRRS is to unify DoD readiness reporting under a 
responsive cons~t designed around mission essential tasks. 

FACI'S: 

• DoD 7730.65, Department of Defense Readiness Reporting System (DRRS), June 3, 
2002, established the DRRS and directs all DoD components to align their readiness 
reporting processes in accordance with this directive. 

• The DRRS is supported by two DoD readiness management processes: 
- Senior Readiness Oversight Council (SROC) who advises the.SECDEF on all 

matters pertaining to DoD readiness, oversees readiness-related activities 
provides recommendations to the SECDEF on readiness policy matters, and 
provides reports on current and projected readiness issues. 

- Joint Quarterly Readiness Review (JQRR) who conducts timely, scenario
based readiness assessments on a quarterly basis. The findings of the JQRR 
will be reported to the SROC. 

• DRRS directs the development of the Enhanced Status of Resources and Training 
System (ESORTS). ESORTS builds upon the Global Status of Resources and 
Training System (GSORTS) which will provide insights into current unit and 
organizational readiness status and resource standards. ESORTS will highlight 
deficiencies in the areas of training, personnel, equipment, ordnance, and 
sustainment. 

• DRRS establishes the requirement for a common readiness and training language 
throughout DoD using the Universal Joint Tasks List (UITL). 

• Mission essential tasks serve as baseline reporting and analysis construct across DoD. 

October 28, 2002 



COMPOSITE HEAL Til CARE SYSTEM II (CHCS m 

KEY MESSAGE: 

• CHCS ll is the military Computer-based Patient Record. It is an electronic clinical 
infonnation system that will generate, maintain, and provide secure online access to a 
comprehensive and legible health record. It is the backbone of the entire suite of DoD 
clinical systems 

• Strongly promotes military medical readiness by supporting unifonn, high-quality health 
promotion and health care services to Military Health Service beneficiaries worldwide. It is 
a key enabler for Force Health Protection and Population Health Improvement, two 
cornerstones of military medicine. It also makes deployed Service members • health care 
infonnation available for analysis and action. 

FACTS: 

• In September 2000, the DoD Joint Requirements Oversight Council, a review body with 
permanent membership comprised of all four Service Vice Chiefs and chaired by the Vice 
Chairman of the Joint Chiefs of Staff, approved the Opemtional Requirements Document for 
theCHCSII. 

• CHCS ll will be used in all DoD fixed facilities, on-board ships, and in deployed medical 
facilities. 

• Successful integration between multiple commercial off-the-shelf applications combined 
with a clinician friend! y interface and automated business functions has resulted in 
unparalleled. success. 

• Day-to-day use of CHCS II at home, in-garrison. is a force multiplier. It provides real-time 
medical readiness training on the same applications and platfonns used in the field 
environment 

• CHCS II clinical applications, in appropriately scaled-down battlefield versions, populate the 
Theater Medical Information Program (TMJP) 

• Undergoing testing by users at Naval Medical Center Portsmouth; 1ST Medical Group, 
Langley Air Force Base, VA; 4th Medical Group, Seymour-Johnson Air Force Base Clinic, 
NC; and McDonald Anny Community Hospital, Ft. Eustis, VA. 

• Worldwide fielding of CHCS ll will begin in the 4th quarter of FY 02, after completion of a 
comprehensive operational test and evaluation process. 

• Functional capabilities of CHCS 11 include: 
• Allows users to view patient demographics, work status information, and appointment 

status 
• Allows documentation of the exam through the use of point and click templates, and cut 

and paste functions 
• Speeds order entry; laboratory, radiology, pathology tests, medications, education and 

consults 
• Retrieves results: laboratory, pathology, and radiology; displays abnormal results in a 

visually distinct manner 
• Alerts users when priority results require action 
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• Identifies potential drug allergies and other problems 
• Tracks and stores allergy infonnation 
• Tracks consultations 
• Displays medical problem lists including description, status, onset, and source. 
• Allows users to view, add, and modify patient immunization data 
• Automates tracking and viewing of patient wellness reminders and schedules for health 

screening, prevention, and safety counseling 
• Captures self-reported data on satisfaction, pre and post deployment information, Health 

Evaluation Assessment Report, Occupational Health and others 
• Provides users with need-to-know access to patient record; audit trails identify and record 

actions by user 

(b)(6) 

OSD (HA), Clinical Information Technology Program Office 
b 6 
February 20, 2002 
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GOVERNMENT COMPUTER-BASED PATIENT RECORD (GCPR) 

KEY MESSAGE: 
• The GCPR is a collaborative effort of the Department of Defense (DoD), the Department of 

Veterans Affairs (VA), and the Indian Health Service (lliS) that will markedly enhance the 
continuity of care to our nation's veterans. 

• DoD and VA have collaborated extensively to deliver a near-term solution (NTS) that will 
enable DoD to transmit the following protected health and demographic information on 
service members upon separation and on those previously separated, should electronic 
infonnation exist, to VA via GCPR data repository: 

• patient name • sex • radiology results 

• category • race • religion 

• social security number • address • primary language • date of birth • marital status • laboratory results 

• outpatient pharmacy data 

• DoD is transmitting health info~ation on approximately 3.7 million separated service 
members to the VA. 

FACTS: 
• GCPR will be compliant with IDP AA and the Privacy Act of 1974. 
• User testing of GCPR is underway, demonstrating DoD's ability to collect and transfer 

protected electronic health information to the GCPR data repository and VA' s ability to 
access the infonnation. Alpha testing at the VA Medical Center Dan Diego, CA is comp]ete. 
Beta testing began in January 2002 and is scheduled to be completed in the second quarter of 
Fiscal Year (FY) 2002. 

• Following th~ successful completion of the Beta testing and evaluation, enterprise-wide use 
of the NTS within VA is anticipated in the third quarter of FY 2002. 

• Periodic CHCS extractions will occur based on separate input from the Defense Manpower 
Data Center. 

• DoD has followed congressional direction regarding project funding; DoD spent $6M on 
GCPR in FYOl and has programmed approximately $6M annually for FY02-07. 

• DoD and VA have conducted joint acquisitions, are sharing contract vehicles and 
coordinating GCPR funding, and have developed a process to efficiently transfer funds 
between agencies. 

• Each agency has assigned GCPR project leadership to a seasoned, experienced, professional 
program manager. 

• Northup-Grumman Corporation (NGC) and Science Application International Corporation 
(SAIC) are strong members of the GCPR partnership. GCPR Program In Process Review 
with DOD, VA, NGC, and SAIC is conducted monthly. 

• Status of the GCPR is reported to the ASD (HA) and the Under Secretary for Health, 
Department of Veterans Affairs at the V A/DoD Executive Council meetings . 

February 19, 2002 

----------------------
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STATUS OF DEFENSE INTEGRATED.HUMAN RESOURCES SYSTEM (DIMHRS) 

KEY MESSAGE: 

• DIMHRS will revolutionize personnel and pay management and be based on complete 
business process reengineering. All Services and components have participated in the 
effort 

• DIMHR.S is a single, fully integrated, all Service, all component military personnel and 
pay system that supports the enti{e life cycle of military personnel, from initial entry 
through separation and retirement and beyond, (supporting other agencies in obtaining 
military personnel information needed to provide benefits) and through mobilization and 
demobilization, deployment and redeployment 

• DIMHRS grew out of Defense Science Board Task Force recommendations that were 
adopted by the Department in 1996. 

• DIMHRS, which will be th.e largest personnel system in the world, will use the 
PeopleSoft COTS Human Resources product and will implement standard business rules 
and data with an initial operating capability expected in 2004. 

• DIMHRS will consolidate the operations of (and eliminate) 80 .Service specific, stovepipe 
systems. 

• The Department of the Navy is the Acquisition Agent for DIMHRS and the Joint 
Program Management Office bas been established at the Information Technology Center 
in New Orleans. 

FACTS: 

• The DIMHRS project is currently expeeting a Milestone B decision in July 2002, at 
which point full development can begin. 

• The recently re-baselined and accelerated its acquisition strat~gy and is fully funded for 
the new strategy. 

• A Request for Proposal (RFP) is scheduled for release in early February for a contractor 
to support Development and hnplementation. Three vendors will be selected initially to 
work with the project through July and a single vendor will be selected in August 

• The program is currently focused on a Comprehensive Analysis to identify any gaps in 
the capabilities of the COTS product relative to the DoD mission requirements. 

Joint Requirements&: Integration, OUSD(P&R)PI 
6 

January 11, 2002 
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DEPLOYMENT HEALTH SURVEILLANCE AND READINESS POLICY 

KEY MESSAGE: 

Establishes unifonn and standardized health surveillance and readiness procedures fo~ all 
deployments 

FACTS: 

• Based on lessons learned following the Gulf War, the DoD implemented a number of policy 
changes designed to improve the delivery of health care to active duty personnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of 
military members from medical and environmental hazards associated with military service 
to the maximum extent possible. 

• FHP is an evolving strategy that seeks to balance the :Military Health System's 
responsibilities to promote and sustain health and wellness throughout each person's military 
service; prevent acute and chronic illnesses and injuries during training and deployment; 
rapidly stabilize, treat, and evacuate casualties; effectively evaluate and treat deployment 
related concerns upon return from deployment. 

(.3 • Joint Staff Memorandum MCM-251-98, Dec 4, 1998 

• http:l/amsa.army.milldocuments/JCSYDFs/joint-staff-letter.pdf 

• If these procedures are not codified in plans or deployment orders, they do not occur. To 
date, inclusion is spotty. 

DHSD 
(b (6) 

February 20, 2002 



) 
/ 

DOD CENTERS FOR DEPLOYMENT HEALTH POLICY 

KEY MESSAGE: 

Created a research center at the Naval Health Research Center, San Diego, converted a clinical 
center at Walter Reed Army Medical Center, and provided for continuing medical surveillance 
through the Defense Medical Surveillance System. Improved our ability to identify, treat, and 
minimize or eliminate the short- and long-tenn adverse effects of military ·service on the physical 
and mental health of veterans. Centers provide an annual report to the ASD(HA) on status and 
progress, limitations, and accomplishments. 

FACTS: 

• Based on lessons learned following the Gulf War, the DoD implemented a number of policy 
changes designed to improve the delivery of health care to active duty personnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of 
military members from medical and environmental hazards associated with military service 
to the maximum extent possible. 

• FHP is an evolving strategy that seeks to balance the Military Health System's 
responsibilities to promote and sustain health and wellness throughout each person's military 
service; prevent acute and chronic illnesses and injuries during training and deployment; 
rapidly stabilize, treat, and evacuate casualties; effectively evaluate and treat deployment 
related concerns upon return from deployment. 

• ASD Health Affairs Policy, Sep 30, 1999 

www .ha.osd.millpolicies/1999/clin9928.htm 

• Although there may be some analysis of the questionnaires, it is not comprehensive, nor have 
the DoD or the se~ices asked for it. In general, the questionnaires are merely archived. 

February 20, 2002 



DOD SAFETY AND OCCUPATIONAL HEALTH PROGRAM POLICY 

KEY MESSAGE: 

Updated DoD policies and procedures on risk management, aviation safety, ground safety, traffic 
safety, occupational safety and occupational health. Excludes explosive safety and fire 
prevention, which are covered elsewhere. 

FACTS: 

• Based on lessons learned following the Gulf War, the DoD implemented a nwnber of policy 
changes designed to improve the delivery of health care to active duty personnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of 
military members from medical and environmental hazards associated with military service 
to the maximum extent possible. 

• FHP is an evolving strategy that seeks to balance the Military Health System's 
responsibilities to promote and sustain health and wellness throughout each person's military 
service; prevent acute and chronic illnesses and injuries during training and deployment; 
rapidly stabilize, treat, and evacuate casualties; effectively evaluate and treat deployment 
related concerns upon return from deployment. 

• DoD Instruction 6055.1, Aug 19, 1998 

• www.dtic.mil/whs/directiveslcorres/html/60551.htm 

January 16, 2003 
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IMPLEMENTATION AND APPLICATION OF JOINT MEDICAL SURVEILLANCE 
FOR DEPLOYMENTS POLICY 

KEY MESSAGE: 

Implements policy, procedures, and assigns responsibilities for joint military medical 
surveillance in support of all applicable military objectives. Describes routine military medical 
surveillance activities during major deployment, or deployments in which there is a significant 
risk of health problems, as identified by the Chairman of the Joint Chiefs of Staff in coordination 
with the Assistant Secretary of Defense for Health Affairs. 

FACTS: 

• Based on lessons learned following the Gulf War, the DoD implemented a number of policy 
changes designed to improve the delivery of health care to active duty personnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of 
military members from medical arid environmental hazards associated with military service 
to the maximum extent possible. · 

• FHP is an evolving strategy that seeks to balance the Military Health System's 
responsibilities to promote and sustain health and wellness throughout each person's military 
service; prevent acute and chronic illnesses and injuries during training and deployment; 
rapidly stabilize, treat, and evacuate casualties; effectively evaluate and treat deployment 
related concerns upon return from deployment. 

• DoD Instruction 6490.3, Aug 7, 1997 

• www.dtic.mil/whsldirectives/correslhtml/64903.htm 

The program only addresses deployments OCONUS or 30 days or more to areas without 
established health facilities. This misses most short term and special operating forces 
deployments. In addition, medical surveillance questionnaire completion is not always enforced, 
and once completed, they are not comprehensively analyzed for trends. 

February 20. 2002 
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IMPLEMENTATION OF POST-DEPLOY1MENT HEALTH CLINICAL PRACTICE 
GUIDELINE POLICY 

KEY MESSAGE: 

Provides a structure for primary care providers to evaluate and manage patients with deployment 
related health concerns including family members of recently deployed personnel. 

FACTS: 

• Based on lessons learned following the Gulf War, the DoD implemented a number of policy 
changes designed to improve the delivery of health care to active duty personnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of 
military members from medical and environmental hazards associated with military service 
to the maximum extent possible. 

• FHP is an evolving strategy that seeks to balance the Military Health System's 
responsibilities to promote and sustain health and wellness throughout each person's military 
service; prevent acute and chronic illnesses and injuries during training and deployment; 
rapidly stabilize, treat, and evacuate casualties; effectively evaluate and treat deployment 
related concerns upon return from deployment. 

• ASD Health Affairs Policy, Dec 7, 2000 

(b)(6) 

February 20,2002 
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JOINT MEDICAL SURVEILLANCE POLICY 

KEY MESSAGE: 

Establishes policy and assigns responsibility for routine joint medical surveillance of all Military 
Service members during active Federal service, especially military deployments. Designates the 
Secretary of the Army as the DoD Executive Agent for the Department ·of Defense and for the 
maintenance of the Armed Forces Serum Repository 

FACTS: 

• Based on lessons learned following the Gulf War, the DoD implemented a number of policy 
changes designed to improve the delivery of health care to active duty personnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of 
military members from medical and environmental hazards associated with military service 
to the. maximum extent possible. 

• FHP is an evolving strategy that seeks to balance the Military Health System's 
responsibilities to promote and sustain health and wellness throughout each person's military 
service; prevent acute and chronic illnesses and injuries during training and deployment; 
rapidly stabilize, treat, and evacuate casualties; effectively evaluate and treat deployment 
related concerns upon return from deployment. 

• DoD Directive 6490.2, Aug 30, 1997 

• www.dtic.mil/whs/directives/correslhtml/64902.htm 

• The program only addresses deployments OCONUS or 30 days or more to areas without 
established health facilities. This misses most short term and special operating forces 
deployments. In addition, medical surveillance questionnaire completion is not always 
enforced, and once completed, they are not comprehensively analyzed for trends. 

(b)(6) 

February 20, 2002 
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MAJOR DOD FORCE HEALTH PROTECTION POLICIES 

KEY MESSAGE: 

Based on lessons learned following the Gulf War, the DoD implemented a number of policy 
changes designed to improve the delivery of health care to active duty personnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of military 
members from medical and environmental hazards associated with military service to the 
maximum extent possible. FHP is an evolving strategy that seeks to balance the Military Health 
System's responsibilities to promote and sustain health and wellness·throughout each person's 
military service; prevent acute and chronic illnesses and injuries during training and deployment; 
and rapidly stabilize, treat, and evacuate casualties. Finally, upon return from deployment, 
effectively evaluate and treat deployment related concerns. 

FACTS: 

Policy initiatives directed at achieving F.HP goals follow: 

Policy Type/Number Title Date 

DoD Directive 6490.2 Joint Meilical Surveillance: Aug30,1997 
Establishes policy and assigns responsibility for routine 
joint medical surveillance of all Military Service 
members during active Federal senrice, especially 
military deployments. Designates the Secretary of the 
Army as the DoD Executive Agent for the Department of 
Defense and for the maintenance of the Armed Forces 
Serum Repository 
http://www.dtic.mil/whs/directiveslcorreslhtml/64902.ht 
m 

DoD Instruction 6490.3 Implementation and A]2glication of Joint Medical 
Surveillance for D~lo:o;nents: 

Aug 7, 1997 

hnplements policy, procedures. and assigns 
responsibilities for joint military medical surveillance in 
support of all applicable military objectives. Describes 
routine military medical surveillance activities during 
major deployment, or deployments in which there is a 
significant risk of health problems, as identified by the 
Chairman of the Joint Chiefs of Staff in coordination 
with the Assistant Secretary of Defense for Health 
Affairs. 
http://www.dtic.mil/whs/directives/correslhtml/64903.ht 
m 



Joint Staff Memorandum Ull.dated Procedures fpr De]2loy_ment Health Surveillance Feb. 1, 2002 

MCM-006-02 and Readiness 

Provides standardized procedures for assessing health 
readiness and conducting health surveillance (including 
occupational and environmental health surveillance 
procedures) in support of all military deployments. This 
memorandum supersedes the health surveillance reporting 
procedures contained in MCM-251-98, and supports the 
implementation of DoDD 6490.2 and DoD! 6490.3, and 
ASD(HA) policy memorandum of Oct. 5, 2001, on 
deployment health assessments and blood samples. 

http://chppm-www.apgea.army.mil/deploymenl/MCM-
0006-02%201FEB2002.pdf 

Joint Staff Memorandum De11.l0'£.ment Health Surveillance and Readiness: Dec4, 1998 

MCM-251-98 Establishes uniform and standardized health surveillance 
and readiness procedures for all deployments. 
http://amsaanny.mil/docurnents/JCS_pDFs/joint-staff-
letter. pdf 

ASD Health Affairs Policy UJ!.dated Policy_ (pr Pre- and Post-DeJ!.loyment Health Oct 25,2001 
Assessments and Blood S.amales 

Undates the Oct. 6, 1998 1 memorandum on same issue to 
include: De:g:loyment-related health assessments and 
blnod samRle collections §hall he ru~uired for all Reserve 
com:g:gnent nersonnel called to active duty for 30 days or 
more; and Conies of comnleted health assessment fonns 
CDD Forms 2795 [Pre-denlQ)'!!lentl and 2796 !Post-
deRloyment] shall be forwarded to the Arm~ Medical 
Surveillance Activity.) 

htto://www.tricare.osd.mil/nolicvihaO!nol/01 017.odf 
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. . ) ASD Health Affairs Policy 

DoD Directive 4715.1 

DoD Directive 6490.5 

Policy for Pre- and Post-De;Blo~ent Health Assessment Oct6, 1998 
and Blood Samples: 
Pre-Deployment Health: Required assessments at hOme 
station or at mobilization processing stations before 
deployment, and post~deployment assessments to be 
administered in the theater of operation before 
redeployment to either home station or a mobilization 
processing station. 
Deployment-Related Blood Samples: The pre- and post-
deployment-related blood sample collections required by 
DoD Instruction 6490.3 shall be met by routine 
participation in Service programs for periodic or pre-
deployment screening for human immunodeficiency virus 
(HIV) infection. If an HIV screening sample has not been 
collected within the 12 months before deployment, a pre-
deployment blood sample is required for the putposes of 
screening for IDV and for meeting the requirement for a 
pre-deployment blood sample. Pre-deployment-related 
blood samples, if required, shall be collected at home 
stations or at mobilization processing stations before 
deployment. 
http://www.ha.osd.miVpolicies/!999/clin9902.httn 

Environmental Security: Feb24, 1996 
Establishes policy for environmental security within the 
Department of Defense. 
Establishes the Defense Environmental Security Council 
(DESC); the Environment, Safety. and Occupational 
Health Policy Board (ESOHFB); and the DESC 
Committee structure. 
Establishes the Armed Forces Pest Management Board 
(AFPMB), consisting of the AFPMB Council and 
Cominittee structure, the Directorate, and the Defense Pes 
Management Information Analysis Center (DPMIAC). 
htto:l/www .dtic.miVwhs/directiveslcorres/httnV4715l.httn 

Combat Stress Control Programs: Feb 23, 1999 
This Directive establishes policy and assigns 
responsibilities for developing esc programs within the 
Military Services, the Combatant Commands and Joint 
Service Operations. It also ensures appropriate prevention 
and management of Combat Stress Reaction (CSR) 
casualties to preserve mission effectiveness and 
warfighting, and to minimize the short- and long-tenn 
adverse effects of combat on the physical, psychological, 
intellectual and social health of Service members. 
http://www.dtic.miVwhs/directives/corres!httnV64905.htm 



DoD Directive 6205.3 DoD hnmunization Program for Biological Warfare Nov 26, 1993 
Defense: 
This Directive establishes policy, assigns responsibilities, 
and prescribes procedures for members of the Department 
of Defense against validated biological warfare threats, 
and prioritization of research, development, testing, 
acquisition, and stockpiling of biological defense 
vaccines. Second, it provides vaccination guidance that 
focuses exclusively on defense against biological warfare 
threats and complements immunization requirements for 
naturally occurring endemic disease threats. Third, it 
addresses peacetime and contingency requirements for 
immunization against biological warfare threats against 
U.S. personnel. Fourth, it designates the Secretary of the 
Army as the "DoD Executive Agent" for the DoD 
Immunization program for Biological Warfare Defense. 
Finally, it provides direction on levels of acquisition and 
stockpiling of biological defense vaccines and prioritizes 
research and development efforts in defending against 
current and emerging biological warfare threats. 
http://www.dtic.mil/whs/directiveslcorreslhtmlf62053.htm 

DoD Instruction 6055.1 DoD Safet~ and Occunational H~!!lth Program: Aug 19, 1998 
Updated DoD policies and procedures on risk 
management, aviation safety, ground safety, traffic safety, 
occupational safety and occupational health. Excludes 
explosive safety and fire prevention, which are covered 
elsewhere. 
http://www.dtic,millwhs/directiveslcorreslhtmlf60551.htm 

ASD Health Affairs Policy Polic): for National Surveillance for Birth Defect§ Among Nov 17, 1998 
Denartment of Defense Health Care Beneficiaries: 
Appointed Naval Health Research Center, San Diego, to 
conduct surveillance for major birth defects among DoD 
beneficiary infants born in both military and civilian 
medical facilities and provide incidence rates of newly 
diagnosed cases for births and fetal demises. This will be 
accomplished by establishing surveillance for birth defecu 
among DoD health care beneficiaries through a 
scientifically sound, cost-effective hybrid birth defects 
registry. 
http://www.ha.osd.mil/oolicies/1999/clin9906.htm 
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ASD Health Affairs Policy 

DoD Directive 6200.2 

ASD Health Affairs Policy 

DHSD 
(b)(6) 

August 20, 2002 

Establishment of DoD Centers for Deployment Health: Sep 30, 1999 
Created a research center at the Naval Health Research 
Center, San Diego, converted a clinical center at Walter 
Reed Army Medical Center, and provided for continuing 
medical surveillance through the Defense Medical 
Surveillance System. Improved our ability to identify, 
treat, and minimize or eliminate the short- and long-term 
adverse effects of military service on the physical and 
mental health of veterans. Centers provide an annual 
report to the ASD(HA) on status and progress, limitations, 
and accomplishments. . 
http://www.haosd.mil/policies/1999/clin9928.htm 
Use of Investigational New Drugs for Force Health Aug 1, 2000 
Protection: 
This Directive establishes policy and assigns 
responsibility for compliance with pertinent references 
for the use of investigational new drugs for force health 
protection, and designates the Secretary of the Army as 
the DoD Executive Agent for the use of investigational 
new drugs for force health protection. 
http://www.dtic.mil/whs/directiveslcorres/html/62002.ht 
m 
Implementation of Post-Deployment Health Clinical Dec 7, 2000 
PracticeGuideline: 
Provides a structure for · primary care providers to 
evaluate and manage patients with deployment related 
health concerns including family members of recently 
deployed personnel. 
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KEY MESSAGE: 

POLICY- DoD IMMUNIZATION PROGRAM FOR 
BIOLOGICAL WARFARE DEFENSE 

A Directive establishes policy, assigns responsibilities, and prescribes procedures for members 
of the Department of Defense against validated biological warfare threats, and prioritization of 
research, development, testing, acquisition, and stockpiling of biological defense vaccines. 

It provides vaccination guidance that focuses exclusively on defense against biological warfare 
threats and complements immunization requirements for natural endemic disease threats. 

It addresses peacetime and contingency requirements for immunization against biological 
warfare threats against U.S. personnel. Fourth, it designates the Secretary of the Army as the 
"DoD Executive Agent" for the DoD Immunization program for Biological Warfare Defense. 

It provides direction on levels of acquisition and stockpiling of biological defense vaccines and 
prioritizes research and development efforts in defending against current and emerging 
biological warfare threats. 

FACfS: 

• Based on lessons learned following the Gulf War, the DoD implemented a number of policy 
changes designed to improve the delivery of h.ealth care to active duty peiSonnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of 
military members from medical and environmental hazards associated with military service 
to the maximum extent possible. 

• :FHP is an evolving strategy that seeks to balance the Military Health System's 
responsibilities to promote and sustain health and wellness throughout each person's military 
service; prevent acute and chronic illnesses and injuries during training and deployment; 
rapidly stabilize, treat, and evacuate casualties; effectively evaluate and treat deployment 
related concerns upon return from deployment 

• DoD bas developed a Smallpox Response Plan. Coordination currently in progress within the 
Department should be complete within 30 days. The Smallpox Response Plan is designed to 
enable our Military Health System to effectively respond to a Smallpox outbreak. 

• DoD Directive 6205.3, Nov 26, 1993. This policy is being updated to reflect anthrax and 
investigational new drugs. 

• www.dtic.mil/whsldirectives/correslhtm1/62053.htm 
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KEY MESSAGE: 

USE OF INVESTIGATIONAL NEW DRUGS FOR 
FORCE HEALTH PROTECTION POLICY 

Directives establishes policy and assigns responsibility for compliance with pertinent references 
for the use of investigational new drugs for force health protection, and designates the Secretary 
of the Anny as the DoD Executive Agent for the use of investigational new drugs for force 
health protection. 

FACTS: 

• Public Law 105-261, the Strom Thunnond National Defense Authorization Act For Fiscal 
Year 1999, amended section 1107 of title 10, United States Code by specifying that only the 
President may waive the requirement for informed consent to administer an investigational 
new drug (IND) or drug unapproved for its applied use to a member of the armed forces. 
The law further 8pecifies the conditions under which the President may grant such a waiver 
and that the Secretary of Defense is the only official who may request such a waiver. When 
a waiver is granted by the President, the Secretary must notify the chairman and ranking 
minority members of the four congressional committees most concerned with defense. The 
President may grant a waiver only if he/she determines, in writing, that obtaining consent is 
not feasible, is contrary to the best interests of the member, or is not in the interests of 
national security. 

• Executive Order 13139,30 September 1999, spells out the manner in which the above 
requirements will be executed. The Order indicates the steps by which the Secretary will 
develop a waiver request for the President, perform the necessary congressional and public 
notifications, and monitor the adherence to the provisions of the order and other regulations. 
The Order also spells out requirements for training and informing military personnel and 
commanders about the use of the investigational drug. 

• In making determination to waive the informed consent requirement, the President must 
apply the standards set forth by relevant FDA regulations (21 CFR 50.23). This includes 1) 
Service member is confronted by a life-threatening situation, 2) no FDA approved alternative 
method exists, 3) and the SECDEF has determined that waiver is in the best interest of the . 
forces at risk. 

• DoD Directive 6200.2, August 1, 2000 establishes policy and assigns responsibility for 
carrying out the requirements of the law and the Executive Order. 

• DoD scientists are developing research protocols for various IND products, such as 
Pyridostigmine Bromide (PB). 

• www.dticmil/whs/directiveslcorreslhtml/62002.htm 

(b)(6) 
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PRE- AND POST-DEPLOYMENT HEALTH ASSESSMENT 
AND BLOOD SAMPLES POUCY 

KEY MESSAGE: 

Pre-Deployment Health: Required assessments at home station or at mobilization processing 
stations before deployment, and post-deployment assessments to be administered in the theater 
of operation before redeployment to either h~me station or a mobilization processing station. 

Deployment-Related Blood Samples: The pre- and post-deployment-related blood sample 
collections required by DoD Instruction 6490.3 shall be met by routine participation in Service 
programs· for periodic or pre-deployment screening for human immunodeficiency virus (HIV) 
infection. If an HIV screening sample has not been collected within the 12 months before 
deployment, a pre-deployment blood sample is required for the purposes of screening for mv 
and for meeting the requirement for a pre-deployment blood sample. Pre-deployment-related 
blood samples, if required, shall be collected at home stations or at mobilization processing 
stations before deployment. 

FACTS: 

• Based on lessons learned following the Gulf War, the DoD implemented a number of policy 
changes designed to improve the delivery of health care to .active duty personnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of 
military members from medical and environmental hazards associated with military service 
to the maximum extent possible. 

• FHP is an evolving strategy that seeks to balance the Military Health System's 
responsibilities to promote and sustain health and wellness throughout each person's military 
service; prevent acute and chronic illnesses and injuries during training and deployment; 
rapidly stabilize, treat, and evacuate casualties; effectively evaluate and treat deployment 
related concerns upon return from deployment. 

• ASD Health Affairs Policy, Oct 6, 1998 

• www .ha.osd.miVpolicies/1999/clin9902.htm 

• This implements the DoDD 6490.2 and DoD I 6490.3 from August 1997, but the program 
only addresses deployments OCONUS or 30 clays or more to areas without established health 
facilities. This misses most short term and special operating forces deployments. In 
addition, medical surveillance questionnaire completion is not always enforced, and once 
completed, they are not comprehensively analyzed for trends. 

(b)(6) 
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t ) ENVIRONMENTAL AND HEALTH EFFECI'S ~OM 

DEPLETED URANIUM (DU) USE ON THE BATTLEFIEW 

KEY MESSAGE: 

Depleted Uranium (DU) is the superior heavy metal for defeating enemy armored vehicles and 
for defending US armored vehicles. In response to public concerns about possible health effects 
in areas where DU was used in combat, the United Nations Environment Programme, the World 
Health Organization. European Commission. the United Kingdom Royal Society and the United 
Kingdom Ministry of Defense evaluated areas in the Balkans where DU was used. Common 
conclusions were that no widespread environmental contamination and no health impact on the 
local population or deployed personnel is expected. 

FACfS: 

-• Depleted uranium's density, high melting point, high tensile strength, pyrophoric properties, and 
ability to self sharpen as it penetrates a target make it particularly favorable for use in weapons. 

• Like any heavy metal (uranium, lead, tungsten, etc.), DU has chemical toxicity properties 
that, in high doses, can cause poisoning and health effects. Radioactivity of DU is 40 percent 
lower than that of natural uranium. 

• The Institute of Medicine found limited/suggestive evidence of no association between DU 
exposure and lung cancer (below 0.200 Sieverts cumulative intemal dose) or cliniciilly 
significant renal dysfunction. The study stated that there were inadequate or insufficient data 
to determine whether an association exists between exposure to uranium and a variety of 
health conditions, including lymphatic cancer, bone cancer, nervous system disease, 
nonmalignant respiratory disease, and other health outcomes (e.g., gastrointestinal disease). 

• Reviews of literature on health effects of natural uranium or DU by the Department of 
Human Services' Agency for Toxic Substances and Disease Registry and the RAND 
Corporation support the conclusion that DU is unlikely to be the cause of undiagnosed 
symptoms in Gulf War veterans. 

• The Baltimore Veterans Affairs Medical Center has been monitoring approximately 60 Gulf 
War veterans involved with DU friendly fire incidents. Approximately 20 in this group still 
have DU fragments in their bodies. While they have higher than normal urine uranium 
levels. none have adverse health effects due to the chemical or radiological properties ofDU. 

• The U.S. Army conducted a Capstone test to measure DU aerosol levels and residue after 
Abrams tanks and Bradley fighting vehicles are struck by DU rounds. The data will 
strengthen the validity of the OSD(HA) funded DU health risk assessment. 

• Iraq maintains that DU munitions used in the Gulf War caused severe health and 
environmental diunage in Iraq and has raised the issue with the UN Security Council. 

(b)(6) 
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n ENVIRONMENTAL SURVEILLANCE CAPABILITIES IN SUPPORT OF 
FORCE HEALTH PROTECTION REQUIREMENTS 

KEY MESSAGE: 

To identify the populations at risk during deployments, determine potentially hazardous 
exposures such as enviromnental contaminants and the appropriate protective measures, and 
conduct an overall assessment of troop health, the U.S. Army Center for Health Promotion and 
Preventive Medicine provides environmental surveillance related capabilities as part of its goal 
to develop and implement a joint service enviromnental surveillance capability. 

FACTS: 

• Department of Defense Directive 6490.2 and Instruction 6490.3 require the military services 
and commanders to identify the populations at risk during deployments, determine 
potentially hazardous exposures such as environmental contaminants and the appropriate 
protective measures, and conduct an overall assessment of troop health. The Joint Staff 
Memorandum, MCM-0006-02 (effective March l, 2002), supersedes and updates MCM-251-
98 and provides standardized procedures for assessing health readiness and conducting health 
surveillance (including environmental surveillance) in support of all military deployments. 
Servicemembers who deploy in support of Operation Enduring Freedom are currently 
covered by the requirements of the CJCS memorandum. 

• The environmental SUIVeiilance activities in Bosnia (Operation Joint Forge) and 
Bosnia-Herzegovina (Operations Joint Endeavor and Operation Joint Guard) have been the 
most comprehensive of any conducted during a U.S. Forces deployment to date. 

• This surveillance has been conducted primarily by deployed military preventive medicine 
detachments, the U.S. Anny 520ili Theater Anny Medical Laboratory, and personnel from the 
U.S. Army Center for Health Promotion and Preventive Medicine. 

• Environmental surveillance activities have led to a number of preventive medicine 
accomplishments that include: pre-deployment environmental health site evaluations; 
ambient air environmental health risk assessments; water quality surveillance and 
assessments; industrial activity/hazard assessments; and continuing sampling. 

• Historical environmental data from Operations Desert Focus (in Saudi Arabia) Southern 
Watch (in Southwest Asiallraq), and Desert Thunder (in the Persian Gulf) have been 
compiled. Environmental health surveillance assessments are ongoing for Camp Doha, 
Kuwait, and Eskan Village, Saudi Arabia. 

• The United States Army Center for Health Promotion and Preventive Medicine is continuing 
occupational and environmental health surveillance measures in support of Department of 
Defense medical units deployed for Operation Enduring Freedom. Examples include 
collaboration with Armed Forces Medical Intelligence Center to prepare industrial hazard 
assessments for base camps and forward operating bases, to provide deployed medical units 



with occupational and environmental health surveillance equipment sets to Army and Navy 
medical detachments and Army Special Operations units, and to conduct operational risk 
management estimates for base camps and forward operating bases where occupational and 
environmental health surveillance field samples have been collected and analyzed. 

• The Joint Environmental Surveillance Working Group (JESWG) formed to review, develop, 
and recommend functional aspects of environmental health surveillance policy for 
consideration by the Joint Preventive Medicine Policy Group developed an OCcupational and 
Environmental Health Surveillance (OEHS) White Paper. The White Paper identifies 
numerous areas for which policy opportunities should be pursued. DASD (FHP&R) recently 
gave approval to DHSD to pursue six of these opportunities. during FY 03: (1) enhancement 
of Joint Occupational and Environmental Surveillance Operations; (2) further definition of 
the roles of servi~e preventive medicine units relating to chemical, biological, radiological, 
nuclear, and high explosive (CBRNE) agents; (3) setting OEHS training requirements; (4) 
establishment of an OEHS science and technology strategy; (5) enhancement of health risk 
communication procedures; and (6) the appropriate documentation of occupational and 
environmental exposures in service personnel medical records. 

~ October 15, 2002 
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GUIDANCE ON THE USE AND MANAGEMENT OF PESTICIDES 
IN DEPLOYED SETTINGS 

KEY MESSAGE: 

The use of pesticides has been shown to be a highly effective deterrent to vector borne diseases 
in a deployed setting. Unfortunately, improper use and application of certain pesticides during 
the Gulf War may have resulted in overexposures and may have contributed to the adverse health 
effects reported by some veterans. A post-w~ investigation by the Deployment Health Support 
Directorate (then Office of the Special Assistant for Gulf War illnesses) showed the need to 
improve record keeping, training, logistics, and applications of DoD pesticide work records. 
Improvements in record keeping practices, training, and the proper use of personal protective 
equipment during the application of pesticides have been implemented to reduce the health risks 
associated with these compounds. 

FACTS: 

• The fmal report of the investigation will be published in winter 2003. 

• DoD has developed a new policy for the procurement of pesticides by local purchase during 
contingency operations. 

• Policy and guidance on pesticide use and management has been revised. New pesticide 
application recordkeeping practices are being implemented. The Joint Staff Memorandum 
MCM-0006-02 requires documentation of the types, concentrations, amounts, application 
methods, dates and times, locations, and the personnel potentially exposed to hazardous 
substances. 

• DoD has eliminated the use of some pesticides and has established new guidance on practices 
associated with the use of specific pesticides. For example, most uses of chlorpyrifos, 
bendiocarb, and diazinon are being phased out in line with USEP A regulatory changes, and 
DoD has eliminated the use of the delousing powder lindane and published guidance on other 
methods that can be effectively used. · 

• New training requirements involving the use of effective personal protective measures are 
being implemented. 

• The dissemination of pesticide-related guidance and information has been improved. The 
Armed Forces Pest Management Board, as DoD's responsible agency has created a website 
that posts the latest advances and guidance in the effective and safe use of pesticides in a 
deployed setting. 

{b)(6) 
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IMPROVED DEPLETED URANIUM TRAINING 

KEY MESSAGE: 

The DoD recognizes it is essential that all military personnel receive training on the possible 
medical hazards of depleted uranium. The Gulf War was the first offensive and defensive use of 
depleted uranium (DU) in combat, and only personnel on platforms using DU were trained. In 
early 1999, a tri-Service DU working group met and made recommendations for total force 
training. Today, each of the Services use a tiered DU awareness training program. DoD and VA 
healthcare providers have seen and have available a DU training video. 

FACTS: 

• DoD and the Services need to ensure that all deployable personnel know what DU is,. how it 
is used, how they might encounter it on the battlefield, the hazard this presents, and how to 
prevent or minimize personal exposures. 

• The Army is the lead agency in DoD for defining DU' s hazard potential and for providing 
guidance and training pertaining to exposure to DU on the battlefield. 

• The Army's policy is that all soldiers will receive DU awareness training (Tier I) with 
additional specialized training provided to those with occupation specialties that involve 
battle damage assessment and repair and maintenance of tracked and wheeled vehicles (Tier 
II) and to officer and enlisted Chemical soldiers (Tier ill). The DU training program, fielded 
in July 1999, focuses on force health protection and operational effectiveness. The Army is 
currently reviewing its training support packages. 

• Each of the three tiers of the Army's DU training program is supported by a training support 
package available to all units from the Army Chemical School at Ft. Leonard Wood, MO. 

• The Marine Corps also uses a ~level DU training program. Both the Marines and Navy 
use a Service-specific variant of the Army's DU Awareness Training video. 

• The Air Force program calls for all personnel on mobility status to receive DU awareness 
training and has incorporated DU awareness guidance in the Nuclear, Biological, and 
Chemical handbook carried by all deploying personnel. 

• The US Anny Medical Command has provided updated DU awareness training to military 
caregivers in DoD and the Veterans Administration by means of a training video. The video 
is distributed to medical units worldwide. 

(b)(6) 
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KEY MESSAGE: 

MEDICAL FOLWW-UP OF VETERANS WITH 
IDGHEST DEPLETED URANIUM EXPOSURES 

The highest exposure to depleted uranium during tbe Gulf War occurred during friendly fire incidents in 
which US combat vehicles were struck by DU munitions fired from US tanb. Soldiers riding in or on 
these vehicles may have been exposed to DU by fragments embedding in their bodies, inhalation and 
ingestion of DU particles, and wound contamination. The Baltimore VA Medical Center began a 
voluntary program to monitor these DU-exposed veterans in 1993. While many of these veterans have 
medical problems resulting from their physical injuries, the medical evaluators report that none are sick 
from DU's chemical or radiological toxicity. 

FACTS: 

• Depleted uranium is a heavy metal (1.7 times as dense as lead) by-product of~ uranium enricht:nent 
process and is 40% ~radioactive than natural uranium. 

• The major health coocems associated with DU relate to its chemical properties as a heavy metal 
rather than to its radioactivity. Very high exposure and absorption of uranium can cause kidney 
(renal) harm. 

• Tbe VA evaluates veterans in this vobmtary program every two years to determine if their exposure 
to DU is affecting their health. 

• In 1998, DoD a.od VA recommended urine uranium evaluations far veterans exposed to DU while 
working in contaminated vehicles for extended periods. Urine uranium tests were also made 
available to any Gulf War veteran who wanted one. 

• Only the veterans with DU fragments in their bodies have elevated urine uranium levels. No 
significant relationship was found between kidney function and urine uranium values in the program 
participants. 

• Individuals with normal urine uranium levels now are unlikely to develop any DU-related toxicity in 
the future, regardless of what their DU exposure may have been in the Gulf War. 

• Individuals with elevated levels of urine uranium ten years after the Gulf War have not developed 
kidney abnormalities, cancers, or any other uranium-related adverse outcome. 

• The DU Medical Follow-up Program will continue to monitor those individuals with elevated mine 
uranium levels to enable early detection of any adverse health effects due to their continued exposure 
to embe4ded DU fragments. 

• These findings are consistent with a.~ conducted by the World Health Organization. United 
Nations Environment Programme, European Commission, European Parliameut, United Kingdom 
Royal Society, and United Kingdom Ministry of Defense. No widespread environmental 
contamination and no health impact on the local population or deployed penonnel are expected. 
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KEY MESSAGE: 

GAO REPORT ON COALITION WARFARE 
CHEMICAL AND BIOLOGICAL PROTECI10N 

• The GAO found that the United States, the United Kingdom, and France assessed 
intelligence differently, came to different conclusions on Iraq's chemical and biological 
threat, and took different foiCe health protection measures. 

• GAO concluded 'The disparity in the numbers of illnesses reported by the three countries' 
veterans does not point unambiguously to any single causative agent." 

FACTS: 

• Responding to a Shays' subcommittee request, GAO produced a report in 2001 contrasting 
US, British, and French approaches to Gulf War NBC issues. There has been speculation 
that France had less Gulf War illness than the US or UK because of these different 
approaches. OSAGWI (DHSD) pointed out to GAO the flaws in the draft study noted above. 

• The GAO conclusion that the French had relatively fewer health complaints than the US or 
UK may be premature pending the results of French outreach efforts, and future French 
epidemiological studies of self-reported illnesses. French forces relied more on protective 
measures than on medicines and vaccinations. However, not all US forces took medicines 
and vaccines. Some took them on command, some voluntarily, and some not at all 

• The French told us their Gulf War illnesses incidence might appear lower because all their 
deployers were career military; no Gulf veteran retired before maximum pension years (those 
with symptoms got desk jobs) making it appear they had no Gulf War illnesses; and France 
has free health care considered first rate so access to care was not an issue. 

• The United Kingdom (UK) told us their Gulf War illnesses experience mirrored ours with a 
3-6 month delay equating to a delay in UK news media focus and that UK law allows suing 
the military for service-connected medical conditions if treatment might have been 
inadequate. 

• The GAO claimed the US had mandatory drug and vaccine use, the UK had voluntary use, 
and France did not use vaccines for specific diseases, relying more on protective gear and 
collective protection. 

• Other issues raised by the GAO report included differing NBC threat assessments, minimal 
"spontaneous" sharing of national NBC threat assessments, higher claimed US CW detector 
thresholds (not clear what they compared), and differing national approaches to NBC 
protection. 

• DHSD has been active with the UK Gulf War office, which has a full-time liaison officer 
with DoD/DV A. Our contacts with the French have been very much less successful. 

(b)(6) 
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ENVIRONMENTAL SECURITY POLICY 

KEY MESSAGE: 

Establishes policy for environmental security within the Department of Defense. Establishes the 
Defense Environmental Security Council (DESC); the Environment, Safety, and Occupational 
Health Policy Board (ESOHPB); and the DESC Committee structure. 

Establishes the Armed Forces Pest Management Board, consisting of a Council and Committee 
structure, the Directorate, and the Defense Pest Management Information Analysis Center. 

FACTS: 

• Based on lessons learned following the Gulf War, the DoD implemented a number of policy 
changes designed to improve the delivery of health care to active duty personnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of 
military members from medical and environmental hazards associated with military service 
to the maximum extent possible. 

• PHP is an evolving strategy that seeks to balance the Military Health System's 
responsibilities to promote and snstain health and wellness throughout each person's military 
service; prevent acute and chronic illnesses and injuries during training and deployment; 
rapidly stabilize, treat, and evacuate casualties; effectively evaluate and treat deployment 
related concerns upon return from deployment. 

• DoD Directive 4715.1, Feb 24, 1996 

• www.dtic.mil/whs/directives/correslhtml/47151.htm 

February 20, 2002 
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·~. ) DEFENSE MEDICAL SURVEILLANCE SYSTEM (DMSS) 
AND THE ARMY MEDICAL SURVEILLANCE ACTIVITY 

KEY MESSAGE: 

Medical surveillance is defined as the routine and systematic collection, analysis, interpretation, 
and reporting of population-based data for the purposes of detecting, characterizing, and 
countering threats to the health, fitness, and well being of populations. In military settings, 
medical surveillance is required to develop and maintain healthy, fit, and operationally effective 
forces and to ensure their ''total protection" during training and operational missions. 

FACTS: 

• AMSA: The Army Medical Surveillance Activity (AMSA) was established in 1994 as part of 
the Directorate of Epidemiology and Disease Surveillance, U.S. Army Center for Health 
Promotion and Preventive Medicine (USACHPPM). The AMSA staff includes information 
systems specialists', database managers, programmers, analysts, statisticians, epidemiologists, 
preventive medicine physicians, and public health officers from each of the three Services. 
In March 1997, the Assistant Secretary of Defense for Health Affairs (ASD-HA) directed 
that the Army establish and operate a Defense Medical Surveillance System (DMSS) by 
transitioning the current capability of the Army Medical Surveillance System (AMSS). 
AMSA coordinated the development of and now operates the DMSS. 

• DMSS: The Defense Medical Surveillance System (DMSS) is the corporate executive 
information system for medical surveillance decision support in the EI/DS business area of 
the Military Health System (MHS). The DMSS receives and integrates standardized data 
from multiple individual Service and DoD sources worldwide (figure 1). The "engine" of the 
DMSS is a continuously growing relational database of up-to--date and historical data related 
to medical events (e.g., hospitalizations, outpatient visits, reportable diseases, HIV results, 
health risk appraisals, immunizations, deaths); personal characteristics (e.g., rank, military 
occupation, demographic factors)~ and military experiences (e.g., deployments, assignments) 
of all Army, Navy, Air Force, and Marine service members over their entire military careers. 
There are currently more than 200 million rows of data regarding more than 7.0 million 
service members in the on~line DMSS database. 

• DMED: The Defense Medical Epidemiology Database (DMED) application provides 
authorized users worldwide (through the Internet) with real-time access to user-definable 
queries of a subset of data (non-privacy) contained within the DMSS. The DMED application 
(version 3.3) can be downloaded from AMSA's home page (http~/amsa.army.mi!). 

• Reports: The AMSAIDMSS produces data summaries, epidemiologic analyses. and special 
reports for policy makers, medical planners, health care practitioners, and researchers 
worldwida. The Medical Surveillance Monthly Report (MSMR) is the principal vehicle of 
AMSAJDMSS for the routine dissemination of medical surveillance information of broad 
interest. The MSMR publishes summaries of notifiable diseases, trends of special 
surveillance interest (e.g., daployment-related morbidity), and field reports of outbreaks and 
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isolated cases with special public health or military operational significance. Current and 
previous issues of the MSMR are accessible from AMSA 's home page 
(htt,p://amsaarmy.mil). 

• Serum Repository: AMSA and the DMSS provide the sole link between medical 
surveillance data (e.g., personnel, military experience, medical outcomes) and specimens in 
the DoD Serum Repository. The DoD Serum Repository, the largest of its kind in the world, 
contains more than 27 million frozen archived serum specimens from members of all the 
military services. 

(b)(6) 
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0 DISEASE AND NON-BATILE INJURY (DNBI) SURVEILLANCE 

KEY MESSAGE: 

DNBI data is being collected for military deployments as part of the comprehensive Defense 
Medical Surveillance System (DMSS). The U.S. Army Center for Health Promotion and 
Preventive Medicine (USACHPPM) accumulates and integrates standardized DNBI data from 
the Services' medical surveillance programs. 

FACTS: 

• During Operation Desert Shield/Desert Storm in the Gulf, and to a lesser extent Operation 
Joint Endeavor in the Balkans, DNBI and related medical surveillance information was 
neither standardized among the Services nor consistently reported for centralized data 
collection and analysis. 

• Agencies such as the Institute of Medicine (IOM) and the General Accounting Office (GAO) 
have reported on deficiencies involving the collection, maintenance, and transfer of accurate 
surveillance data on medical incidents, potential exposures to health risks, and troop 
locations daring deployments. 

• Consensus on DNBI reportable events was achieved through the Tri-Service Joint Preventive 
Medicine Policy Group (JPMPG) and disseminated through a DOD (Health Affairs) policy 
memorandum in November 1998. 

• The ability of the VA to fulfill its role in serving veterans, conducting medical research, and 
providing backup to DoD in times of war will be enhanced as DOD increases its medical 
surveillance capability. 

• DoD has several infonnation technology initiatives under development to improve the 
reliability of medical surveillance/DNBI information. These include the patient visibility and 
health surveillance components of the Theater Medical Information Program (TMIP) and the 
Global Expeditionary Medical System (GEMS). 

• While DoD has made progress in developing medical surveillance policy and implementing 
medical surveillance programs, some infonnation technology initiatives to support medical 
surveillance are several years away from full implementation. 

February 22, 2002 
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MEDICAL LOGISTICS IMPROVEMENTS 

KEY MESSAGE: 

Facility Management, Materiel Management, Equipment Management, and Technology 
Management will all soon be handled by one integrated system. The Defense Medical Logistics 
Standard Support program is a partnership involving wholesale medical logistics, medical 
information management, medical information technology, and numerous user communities. 
The implementation of business process innovations decreases costs and improves the 
responsiveness of medical logistics support to fixed military treatment facilities and deployed 
forces around the world 

FACTS: 

• ·The Defense Medical Logistics Standard Support is being developed and deployed in three 
major releases. Release l, currently deployed to 110 sites worldwide, consists of the first 
increments of materiel management and facility management sites. Release 2, has been 
developed and consists of the second increments of materiel management and facility 
management sites. Release 3, will enables the Services to tum off Service unique medical 
logistics legacy systems and will deploy the only increment of equipment and technology 
management sites. 

• A Clinger-Cohen certification supports the Milestone m approval for worldwide deployment 
of Defense Medical Logistics Standard Support program Release 2. The Clinger-Cohen Act 
has been designed to help ensure that investments in information technology provide 
measurable improvements in mission performance. A key to using information technology 
to enable improvements in DoD 's operations and procedures is establishing processes 
through which executive leadership can align business processes and resources to mission 
goals and strategic objectives. 

• The Military Health System Management/Information Technology Program organizational 
structure provides the governance· for the oversight and management of the Military Health 
System information technology portfolio. This governance process also is intended to ensure 
compliance with the Government Performance and Results Act, Clinger-Cohen Act of 1996, 
and DoD acquisition and management regulations. 

• Critical elements of this structure include senior management oversight, Military Health 
System Chief Information Officer leadership, and senior managers for both IT and IM that 
are responsible for executing and monitoring the portfolio investment plans and are 
accountable to senior managers and the Military Health System Chief Information Officer. 

February 20, 2002 



n MEDICAL SURVEILLANCE SYSTEMS 

KEY MESSAGE: 

The Department of Defense is developing improved medical surveillance systems to 
expand force health protection capabilities. 

FACTS: 

• Global Emerging Infections Surveillance and Response System (GElS). The 
DoD-GElS was established in response to a 1996 Presidential Directive expanding 
the mission of DoD to include support of global surveillance, training, research, and 
response to emerging infectious disease threats. The system encompasses a network 
of overseas DoD health surveillance laboratories, along with service-specific 
preventive medicine activities such as the Army Medical Research Institute of 
Infectious Diseases, the Walter Reed Army Institute of Research. the Navy Medical 
Research Center, the Navy Health Research Center, and the Air Force Global 
Surveillance Office. DoD-OBIS is an international military-civilian medical 
surveillance partnership with strong ties to the Centers for Disease Control and the 
World Health Organization. The Army is the DoD Executive ~gent for GElS. 

• Electronic Surveillance System for the Early Notification of Community Based 
Epidemics (ESSENCE). ESSENCE was developed by the DoD-OBIS and provides 
disease surveillance capability to over 400 DoD medical treatment facilities. The 
system acquires, analyzes, and disseminates (via a secure web site) aggregated data 
gathered daily by the DoD Ambulatory Data System. 

• Lightweight Epidemiology Advanced Detection and Emergency Response 
System (LEADERS). LEADERS is a commercially developed disease surveillance 
program sponsored by the Air Force Surgeon General's Office. The system captures 
laboratory, radiology, pharmacy, and ambulatory data directly from medical treatment 
facilities (MTFs) in real-time via encrypted downloads. Surveillance algorithms are 
backed by a data-mining suite that looks for new or unusual disease trends which are 
then reported via a secure web site. MTF personnel are alerted and lEADERS 
provides tools to help confirm, respond, report, and track these trends. 

• Global Expeditionary Medical System (GEMS). GEMS is an Air Force~sponsored 
deployable health management and medical surveillance tool. It includes a Patient 
Encounter Module (PEM) that allows the front-line medic to electronically record 
and track individual patient assessments. A Theater Epidemiological Module (TEM) 
provides the Joint Task Force Surgeon with automated surveillance and reporting of 
deployed force health and readiness. 

(b)(6) 
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n MILITARY MEDICAL SURVEILLANCE RELATED TO 
OPERATION ENDURING FREEDOM 

KEY MESSAGE: 

Procedwes are standardized for assessing health readiness and conducting deployment health 
surveillance. Deployment health surveillance information is forwarded to the Defense Medical 
Surveillance System health data repository, which is managed by the Army Medical Surveillance 
Activity. Instructions require the combatant command to determine the need for deployment
specific medical countermeasures including immunizations, chemoprophylactic medications, and 
other individual personal protective measures. 

The United States Army Center for Health Promotion and Preventive Medicine (USACHPPM) is 
continuing occupational and environmental health surveillance measures in support of combat 
commanders and Department of Defense medical units deployed for Operation Enduring 
Freedom. 

FACTS: 

• DoDD 6490.2, "Joint Medical Surveillance," and DoDI 6490.3, "hnplementation and 
Application of Joint Medical Surveillance for Deployments'' set out health surveillance 
requirements. An ASD (HA) memorandum dated October 25, 2001, updates the policy for 
pre-deployment and post-deployment health assessments and blood samples. 

• A CJCS memorandum, MCM-251-98, "Deployment Health Surveillance and Readiness" 
spelled out the conceptual framework for force health protection with health sUIVeillance as a 
critical component. CJCS Memorandum MCM-0006-02 (effective March 1, 2002) 
supersedes and updates MCM-251-98 and provides standardized procedures for assessing 
health readiness and conducting health surveillance in support of all military deployments. 
Servicemembers who deploy in support of Operation Enduring Freedom are currently 
covered by the requirements of the CJCS memorandum. 

• USACHPPM conducts pre-deployment and during-deployment environmental health 
intelligence preparation of the battlefield for Operation Enduring Freedom through the 
development of industrial hazard assessments for base camps and forward operating bases. 
The Center collaborates with the Anned Forces Medical Intelligence Center in producing 
these assessments, which are classified. 

• USACHPPM is providing deployed medical units with occupational and environmental 
health surveillance equipment sets to Army and Navy Medical Detachments and Army 
Special Operations units. The sets contain sampling equipment, media, and administrative 
supplies, so that air, water, and soil field samples can be collected. 

• The Center is conducting operational risk management estimates for base camps and forward 
operating bases where occupational and environmental health surveillance field samples have 
been collected and analyzed. This aspect involves the assimilation and comparison of the 
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analyzed field sample results to military exposure guidelines, where any identified medical 
and/or health threats are assessed. 

• hi summary, the Center supports Force Health Protection measures outlined in Department of 
Defense Joint Medical Surveillance Directives and U.S. Cen~ Command Force Health 
Protection guidance. 

August 14, 2002 



() THEATER MEDICAL INFORMATION PROGRAM (TMIP) 

KEY MESSAGE: 

• TMIP is an information technology system that supports the medical readiness of deployed 
combat forces anywhere, anytime, and in support of any mission. It brings an integrated 
suite of automated medical information systems to the battlefield in direct support of the 
warfighter. 

• Its overarching "fight like you train" philosophy reduces the fog and friction of deployed 
operations by maintaining the same look, feel, and function found in familiar in-garrison 
applications. This reduces training requirements, reduces errors, and improves casualty care. 

FACTS: 

• Includes multiple Command and Control, Medical Logistics, and Health Care Delivery 
capabilities all designed to enhance the flexibility of commanders, right-size the logistics 
footprint of deployed medical operations, improve the survivability the sick and injured, and 
multiply the overall effeetiveness of U.S. military power. 

• Serves as the medical component of the Global Combat Support System. Medical data 
generated at battlefield locations is transmitted to a central theater database, which can then 
be viewed for command and control of the theater medical battlefield. 

• Integrates existing medical information systems to capture the deployed patient's medical 
record; this same information is then accessible both at home and abroad. 

• Aggregates medical information from all levels of care supporting situational awareness and 
preventive medicine needs for operational forces. 

• Biological and chemical exposures can be identified as a result of trend analysis. 
• Tracks and reports patient locatio~ during evacuation from theater to stateside hospital. 
• TiviiP functional capabilities include: 

+ Medicallogistics 
+ Immunization tracking 
+ Structured text clinical encounter 
+ Battle injuries and battlefield disease 
+ Post-deployment surveys 
+ Occupational Health/radiation exposure 
+ Lab results 
+ Status reporting 

• The integrated suite of TMIP capabilities includes: 

+ Blood management 
+ Medical records 
+ Symptomology 
+ Sick call and physical exams 
• Consults 
• Logistics management 
• Disease and injury coding 
• Automated medical reference/library 

• Composite Health Care System (CHCS) II- Theater 
+ Defense Medical Logistics Stand:rrd Support (DMLSS) System 
• Shipboard Automated Medical System (SAMS) 
+ Medical Surveillance System (MSS) 
• Medical Analysis Tool (MAT) 
+ Defense Blood Standard System (DBSS) 
+ TRANSCOM Regulating and Command & Control Evacuation System (TRAC2ES) 



n • Architecture complies with all DoD IT Architecture and Information Security Requirements. 
• Follows an evolutionary acquisition strategy through the release of blocks of functional 

capability. 
• Successful user testing has been completed at Fort Sam Houston, Texas and in Thailand 

during Exercise Cobra Gold Additional user testing and evaluation will be perfonned during 
the summer of 2002 in Exercise Millennium Challenge, a Joint Forces Command exercise. 
Initial Operational Test & Evaluation is scheduled for 2002. 
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February 20,2002 



US DEPARTMENT OF DEFENSE GLOBAL EMERGING INFECTIONS 
SURVEILLANCE AND RESPONSE SYSTEM (DOD-GElS) 

KEY MESSAGE: 
• The DoD recognizes the significant threafthat emerging infectious diseases, both naturally 

occurring and those introduced by terrorists, pose to national security. 
• The DoD recognizes the need for an international surveillance and response system to 

identify and control the emerging disease threat. 
• The five regional tropical overseas laboratories ·of the Army and Navy are unique and 

essential assets in combating the emerging infectious disease threat to deployed troops 
specifically and to national security in general. 

FACTS: 
• Establishment of DoD-GElS. The DoD-GElS was established in response to Presidential 

Decision Directive NSTC-7, June 1996, which expanded the mission of the DoD to include 
support of global surveillance, training, research, and response to emerging infectious disease 
threats. The Directive called on DoD to strengthen its global disease reduction efforts 
through centralized coordination, improved preventive health programs and epidemiological 
capabilities, and enhanced involvement with military treatment facilities and laboratories 
within the United States and overseas. 

• DoD-GElS Mis$ion. DoD-GElS is to implement the Presidential Directive on emerging 
infections through an international, coordinated, joint service program focused on timely 
recognition and control of emerging and re-emerging infections. The means include 
systematic surveillance (especially laboratory-based suryeillance), research, response, 
training, and capacity building. This mission is executed in two primary settings: the DoD's 
overseas laboratory network and the service-specific preventive medicine programs. 

• DoD-GElS Partners. The DoD-GElS involves multiple military organizations to 
accomplish its mission. including the Walter Reed Army Institute of Research, the Navy 
Medical Research Center, the Naval Health Research Center, San Diego, CA; the US Air 
Force Global Surveillance Office, Brooks Air Force Base, TX; and the US Army Medical 
Research Institute of Infectious Diseases, Ft. Detrick, MD. DoD-GEIS also has strong 
relationships with the Centers for Disease Control and international health agencies. 

• GElS Programs. Building on the DoD network of international laboratories to evaluate 
critical force protection products (dll,lgs, vaccines, diagnostic tests), DoD-OBIS operates a 
global surveillance network for the early recognition and response to emerging infections 
disease threats. It is strengthening the DoD's Military Health System laboratory capabilities, . 
monitoring the health of DoD beneficiaries worldwide through near real-time syridromic 
surveillance, and enhancing the U.S. security through international partnerships to build 
regional capacity for sustained surveillance. For example, decisions regarding influenza 
vaccine composition have been enhanced by worldwide DoD surveillance for new influenza 
strains. DoD-GElS also supports regional engagement initiatives of the unified commands 
by helping other countries implement electronic public health surveillance systems. 

COL Patrick W. Kelley, MC 
) Director. DoD -GElS 

l(b>(6) I 
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USSOCOM MEDICAL SURVEILLANCE-HANDHELD DEVICE 

KEY MESSAGE: 

The Joint Forces Special Operations Component Commander (JFSOCC) identified a need for a 
handheld system to electronically capture patient care and health surveillance data at Level I and 
II during Special Operations Forces (SOP) deployments. 

fACTS: 

• A Combat Mission Needs Statement submitted by JFSOCC generated a need to effectively 
execute and support health surveillance requirements to protect the long and short term care 
of SOF forces. 

• The Deployment Health Support Directorate (previously, OSAGWI) identified this as a 
requirement based on Desert Shield/Desert Storm lessons leamed. The USSOCOM 
Smgeon's Office has been working with ASD(HA), the Joint Staff/J4, and service surgeons 
since 1999 to have such a device developed. 

• Cwrently. the Army and the Air Force are developing one (Army/MC4, Air Force/Gems) but 
each is service-specific in its design and does not meet the joint standards desired by 
USSOCOM. The availability (approx. 2005) of the service systems does not support the 
near-term USSOCOM requirements. USSOCOM' s intent is to have their device designed to 
be compatible with CHCS IIflMIP. 

• USSOCOM in collaboration with the U.S. Army Center for Health Promotion and Preventive 
Medicine has developed a handheld system that meets all joint requirements including 
operational security. 

• Based on a briefing given by SOCOM to the GAO on 30 Jul, 80 devices have been 
purchased, formatted and distributed (Jul) to SOCOM components and JSOTF surgeons . 



Medical Surveillance Programs • Providing Near Real-Time Syndromlc 
Disease Reporting for Early Identification of Possible Biowarfare Attacks 

KEY MESSAGE: 
There are military medical surveillance programs which provide near real-time syndromic 
disease reporting and enable early identification of possible biological attacks. 

FACTS: 

• Reportable Medical Events- About 70 reportable medical events, including diseases due to 
biowazfare (BW) agent exposure, are reportable to state and military disease-control 
authorities. The efficiency and timeliness of reporting is variable and dependent upon 
disease/syndrome recognition and local MTF provider and preventive medicine cooperation 
for reporting. 

• Syndromic s·urveillance- Several initiatives monitor military medical databases to alert for 
spikes and trends in healthcare visits, by diagnosis (ICD-9 codes) compiled into diagnostic 
syndromic groups. These systems utilize routinely generated data from automated healthcare 
encounter records and are thus dependent upon the existence of these automated systems and 
by patient access to medical providers and provider recognition and recording of illness. 
These include ESSENCE (Electronic Surveillance System for the Early Notification of 
Community-based Epidemics), MDSS (Medical Data Surveillance System), and LEADERS 
(Lightweight Epidemiology Advanced Detection and Emergency Response System). 
ESSENCE II is working to expand both the types of data input to its system (e.g., pharmacy, 
lab, absenteeism) and the extent of population covered (i.e., civilians). The Biological 
Defense Initiative (BDI), an Office of Homeland Security project managed by DTRA, is 
working on testbed and prototype projects to implement both medical surveillance 
(ESSENCE, RSVP, B-SAFER) and environmental monitoring for biological-related events 
in U.S. cities. 

• Public Health Laboratory Capability- There are DoD efforts (by GEIS and the Armed Forces 
Institute of Pathology, AFIP) to establish a directory of public health laboratory services to 
provide advice regarding resources for diagnosis of non-routine clinical and environmental 
specimens. CDC has developed the Laboratory Response Network (LRN) to allow for 
standardized laboratory confinnation of biowarfare agents (both clinical and environmental) 
and is expanding its network throughout the U. S. and DoD. Theater laboratory capability 
will be essential in deployed environments. 

• Deployment Environmental Surveillance- CHPPM has established the Deployment 
Environmental Surveillance Program (DESP) to archive environmental, industrial, and 
biologic exposures for deployed forces. The utility of these systems for biowarfare agent 
detection is as yet unclear, although special studies have been conducted regarding chemical 
agent exposures. 
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implemented via a JMeWS Goint medical workstation) server on the SIPRNET using MDSS 
for syndromic surveillance analysis and Watch Board to supply a medical command 
operational picture. 

• DNBI Reporting- JCS has systems in place which monitor disease and non-battle injury 
(DNBI) in deployed forces on at least a weekly basis, with established baselines and trend 
analysis being accomplished locally. This will be automated with TMIP and the JMeWS 
se.rver implementations. 

• Mortality Surveillance- The DoD Medical Mortality Registry is operational at the Office of 
the Anned Forces Medical Examiner, AFIP, and monitors deaths in DoD active duty 
members on a daily basis. Those which are unexplained, of infectious origin, or suspicious 
are immediately investigated and DoD officials notified. The DoD Casualty Sy~tem 
identifies military deaths and manages disposition of the remains, notification of families, 
and family assistance regarding benefits, etc. However, it does riot address circumstances or 
cause of death 

January 8, 2003 
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() DOD AND VA COOPERATION 

KEY MESSAGE: 

• The DoD and VA continue to cooperate in their response to the concerns of veterans on 
several issues including, physical evaluations, potential treatment regimens, research efforts, 
documentation support and outreach efforts 

FACTS: 

• Physical evaluations: The VA and DoD offered comparable comprehensive exam programs 
to ensure Gulf War veterans' access to care. The VA 's program began in 1992; the DoD's 
program in 1994. As of September 30, 2001, approximately 41,000 have completed the 
DoD exam and approximately 74,000 have participate in the V A's Persian Gulf Registry 
program. In February this year, both exam programs will be expanded to include all 
deployers. The clinical practice guidelines will assist DoD and VA health care providers in 
screening and evaluating servicemembers with health concerns following deployment. 

• Treatment Trials: Two treatment trials, Exercise-Behavioral Therapy (EBT) and Antibiotic 
Treatment Trial (ABT), have been conducted at 36 different Veterans Affairs and DoD 
medical facilities nationwide. The EBT study examines whether aerobic exercise and 
cognitive behavioral therapy will improve the life for ill Gulf War veterans. Exercise with or 
without behavioral therapy produced benefits for unexplained symptoms. Behavioral therapy 
alone did not. The Antibiotic Treatment Trial tests the theory that ill Gulf War veterans who 
test positive for an organism called Mycoplasma fermentans incognitus will feel better after 
receiving antibiotic treatment with doxycycline. Results of these treatment trials have shown 
no apparent benefit from 12 months of doxycycline when compared to placebo for 
unexplained symptoms in persons with a positive polymerase chain reaction (PCR) for 
mycoplasma. 

• Research Efforts (Millennium Cohort Study): An example of research collaboration is the 
Millenium Cohort Study. The departments of Defense and Veterans Affairs will study the 
health of 140,000 servicemembers, throughout their military careers and after they leave the 
service. The Millennium Cohort Study is designed to evaluate the impact of military 
deployments on various measures of health over time, including medically unexplained 
symptoms and chronic diseases such as cancer, heart disease, and diabetes. One of the many 
lessons of the Gulf War is that the lack of ongoing, population-based, longitudinal health 
studies has limited the ability to identify deployment-related heaith outcomes. When 
researchers want to learn whether a medical condition is occurring at a higher-than-expected 
rate among veterans of a particular conflict, it can be quite difficult to determine what the 
"expected" incidence of that ailment really is. The cohort study Vtill serve as a foundation 
upon which other routinely captured medical and deployment data can be added to answer 
future questions about the health risks of military deployment, military occupations, and 
general military service. 

• Research Efforts (ALS): A second example of research cooperation between 1he · • 
departments of Defense, Veterans Affairs and Health and Hmnan Services is worl' rela*d to 
studies on amyotrophic lateral sclerosis (ALS) and a possible connection to Gu1{War 
service. This study is one of 193 research projects to study the possible causes of illnesses 
among Gulf War veterans and the third study of ALS. The study addresses the relative rates 



() of ALS in Gulf War veterans serving between August 2, 1990, and July 31, 1991, compared 
to personnel on active duty at the time who did not deploy to the Gulf. Preliminary 
information on ALS cases was collected by clinicians at VA and DoD in 1998 and 1999. 
The DoD data identified 15 patients and the combined DoDN A data identified 28 patients 
with possible ALS among the 697,000 servicemembers deployed to the Gulf War. The 
prevalence rate - a snapshot in time - of AI.S in the United States is estimated to be between 
six to eight cases per 100,000 population. The incidence rate- a rate over time- is one per 
100,000 per year. While the current ALS study does not address the cause of ALS, this work 
could not have been completed without the cooperative effort between government agencies. 

• Research Efforts (Depleted Uranium): Another example of research cooperation is the 
voluntary Veterans Affairs depleted·uranium medical follow-up program began in 1993-1994 
with the medical evaluations of 33 friendly-fire depleted uranium-exposed veterans, many 
with embedded depleted uranium fragments. In 1998, the VA and DoD coordinated an 
expanded program to assess Gulf War veterans who were in or on vehicles when they were 
struck by depleted uranium and those who immediately entered the vehicles to rescue 
soldiers. Also included were soldiers who worked in or around contaminated vehicles. As a 
result of DoD's contact with these individuals in 1999, an additional 29 soldiers volunteered 
for the surveillance program. Some Gulf War veterans with concerns about possible 
exposure to depleted uranium have also been tested. 

• Documentation Support: In August 2000, the VA asked the DoD for help in obtaining 
information needed to clarify claims information from servicemembers who believed they 
might have been exposed to harmful substances during .their participation in Shipboard 
Hazard and Defense (SHAD) exercises. Specifically, VA claims experts needed to know 
what type of substances veterans may have been exposed to, and when they may have been 
exposed. The simulants or agents used, dates of the tests and which vessels were involved 
are key to determine if there should be a concern today. The Defense Department began an 
investigation to determine medical information associated with these tests which may assist 
the VA in making these determinations. The process has been painstaking. Paper and 
microfiche records have been combed by hand, important bits of information pieced together 
and added to a list of materials which then had to go through the Pentagon's declassification 
process. This investigation has required the close cooperation of the VA, the Military 
Veterans Health Coordinating Board, the Assistant Secretaries for Manpower and Reserve 
Affairs of the Army and Navy, and elements of the Office of the Secretary of Defense. The 
Under Secretary of the Army also worked to expeditiously declassify needed documentation. 

• Outreach: Representatives from the Department of Veterans Affairs have participated in 
various DoD outreach efforts since 1998. Local VA subject-matter experts attended nearly 
20 town hall meetings organized by the then-DoD Special Assistant for Gulf War finesses. 
They fielded VA-related questions, provided one-on-one counseling when· needed and helped 
link veterans with local resources. At the national level, representatives from the VA Central 
Office have participated in DoD's monthly Veterans and Military Service Organization 
meetings, which have focused on Gulf War illlnesses. Their participation has improved 
Interagency communication with key stakeholders. 

'• ..... (b)(6) ....._ ______ ..... 
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n DOD-VA COLLABORATION 

KEY MESSAGE: 

The Department of Defense (DoD) and the Department of Veterans Affairs (VA) are building a 
more collaborative relationship to improve the well-being of mili~ary service members and 
veterans. 

• Frrst (quarterly) meeting of the DoD-VA Exerutive and Health Benefits Conn ells held on 
11 Feb 02. Agenda included standardized billing and reimbursements, joint pmcruement, 
computerized patient records. and coordination of capital investments. 

• The two councils will work together to improve coordination in such areas as health care 
services, benefits delivery, information sharing, and capital asset coordination. 

• These cooperative efforts will improve services through new initiatives and increased 
efficiencies that will benefit military personnel, veterans, and taxpayers. 

FACTS: 

• DoD-VA sharing was formalized in May 1982 with passage of the VA and DoD Health 
Resources and Emergency Operations Act (Sharing Act) to promote more cost effective use 
of federal health resources and more efficient delivery of care. Sharing activities include 
local MTF-V AMC agreements, joint ventures, national initiatives (e.g., joint separation 
physical exams), and other efforts (e.g., joint pruchasing) 

• DoD-V A joint ventures (shared medical facilities) began in Albuquerque in 1987 and today 
include sites at Las Vegas, Northern California, Anchorage, El Paso, Honolulu, Oklahoma 
City, and Key West. 

• DoD-VA Executive Council was established by Drs. Joseph and Kizer in 1987; now 
includes working groups for clinical practice guidelines, patient safety, phannacy, medical
surgical supplies, financial management. information systems, geriatric care, financial 
management, benefits coordination, and joint facilities/resource sharing. 

• GAO report (May 2000) identified large numbers of sharing agreements but found activity 
concentrated under relatively few agreements at a few facilities. It suggested that evolving 
health care systems required rethinking of resource sharing strategies. 

• Barriers to DoD-VA collaboration include mission, cultural, and population differences; 
DoD entitlement to care v. VA priority for care; DoD primary care focus v. VA specialty 
care focus; differing financial, IMJIT, and personnel systems; and the uncertain role of the 
VA underTRICARE 

• President's Task Force to Improve Health Care Delivery for Our Nation's Veterans (May 
2001) was established to improve benefits and services, review barriers and challenges. and 
identify opportunities for improved resource utilization. Work groups address leadership, 



n benefit services, IMIIT, facilities, pharmaceuticals, procurement, and resources/budgeting. 
Interim report due July 2002; final report due May 2003. 

(b)(6) 

DHSD-MR 
(b)(6) 

Febnuuy 20, 2002 



() DOD-VA COOPERATION ON RESEARCH 

KEY MESSAGE: 

The departments. of Defense and Veterans Affairs are cooperating in funding studies to 
help evaluate the impact of deployments on health. In collaborative project, the 
departments of Defense and Veterans Affairs will study the health of 140,000 
servicemembers, throughout their military careers and after they leave the service. This 
"Millennium Cohort Study" is designed to evaluate the impact of military deployments 
on various measures of health over time, including medically unexplained symptoms and 
chronic diseases such as cancer, heart disease and diabetes. 

FACTS: 

• One of the many lessons of the Gulf War is that the lack of ongoing, population-based 
longitudinal health studies has limited the ability to identify deployment-related 
health outcomes. When researchers want to learn whether a medical condition is 
occurring at a higher-than~xpected rate among veterans of a particular conflict, it can 
be quite difficult to determine what the expected incidence of that ailment really is. 
The cohort study will serve as a foundation upon which other routinely captured 
medical and deployment data can be added to answer future questions about the 
health risks of military deployment, military occupations, and general military 
service. 

• The voluntary Veterans Affairs Depleted Uranium Medical Follow-up Program began 
in 1993-1994 with the medical evaluations of 33 fri.endly-frre DU-exposed veterans, 
many with embedded depleted uranium fragments. In 1998, the VA and DoD 
coordinated to enlarge the program to assess Gulf War veterans who were in or on 
vehicles when they were struck by depleted uranium and those who immediately 
entered the vehicles to rescue soldiers. Also included were soldiers who worked in or 
around contaminated vehicles. As a result of DoD's contacting these individuals in 
1999, an additional29 soldiers volunteered for the surveillance program. Some Gulf 
War veterans with concerns about possible exposure to depleted uranium have also 
been tested. 
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KEY MESSAGE: 

DoD and the VA have collaborated on a joint initiative to conduct a single, standardized 
physical examination when a servicemember separates from military service and desires 
to file a claim for service-connected disability compensation. The initiative is called 
"Benefits Delivery at Discharge.'' It provides a discharge examination that meets the 
needs of both departments and allows the VA to quickly process claims. The goal of the 
program is to adjudicate claims wifuin 30 days of the date of discharge. 

FACTS:. 

• This initiative was pilot tested with the Army beginning in 1995 for servicemembers 
retiring or being medically separated from the military 

• A joint DoD-VA memorandum of understanding (MOU) was signed in May 1998, 
and a DoD Health Mfairs policy memorandum was published in September 1998. 

• Arrangements for pre-discharge physical examination and claims processing .are 
negotiated locally between VA regional offices and medical centers and DoD medical 
treatment facilities. There are approximately 30 VA regional offices and 140 military 
installations, including two overseas, participating in the program. 

• Each year, approximately 200,000 servicemembers separate from active service. In 
FY 2001, approximately 27,000 servicemembers participated in the "Benefits 
Delivery at Discharge" program. 

• Improved coordination between the DoD and the VA is also the focus of a newly 
established (May 2001) "President's Task Force to hnprove Health Care Delivery for 
Our Nation's Veterans." The goals of the task force's two-year study are to improve 
access to veterans' benefits and to strengthen VA-DoD partnerships for health care 
services. 
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KEY MESSAGE: 

DOD-VA COOP~RATION ON 
PROJECT DESERET TESTING 

The departments of Defense and Veterans Mfairs are cooperating in providing 
information on past chemical and biological tests, specifically tests planned and directed by the 
Dese:ret Test Center, to assist veterans making benefits claims. 

FACTS: 

• In August 2000, the VA asked the DoD for help in obtaining information needed to clarify 
claims information from servicemembers who believed they might have been exposed to 
h.armful substances during their participation in a series of tests known as Shipboard Hazards 
and Defense (SHAD). 

• Specifically, VA claims experts needed to know what type of substances veterans may have 
been exposed to, and when they may have been exposed. The simulants or agents used, dates 
of the tests and which vessels were involved are key to determine if there should be a 
concern today. 

• The Defense Department began an investigation to determine medical information associated 
with these tests which may assist the VA in making these determinations. The process has 
been painstaking. Paper and microfiche records have been combed by hand, important bits 
of information pieced together and added to a list of materials which then had to go through. 
the Pentagon's declassification process. 

• In the course of the investigation, Defense Department investigators discovered that SHAD 
was a part of a larger testing program directed by the Deseret Test Center at Ft. Douglas, 
Utah between 1962 and 1973. In the mid-1960s the Deseret Test Center moved to Dugway 
Proving Ground, Utah. DoD passes all medically relevant information on each Project 
Deseret test to the VA, both ship-based and land-based testing. 

• This investigation has required the close cooperation of the VA, the Military Veterans Health 
Coordinating Board, the Assistant Secretaries for Manpower and Reserve Mfairs o.f the 
Anny and Navy, and elements of the Office of the Secretary of Defense. The Under 
Secretary of the Army also worked to expeditiously declassify needed documentation. 

~(b)(6) :=J 
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DOD-VA COOPERATION ON TREATMENT TRIALS 

KEY MESSAGE: 

The departments of Defense and Veterans Affairs are cooperating in evaluating treatment 
protocols for Gulf War veterans. 

FACTS: 

• Two treatment trials, Exercise-Behavioral Therapy (EBT) and Antibiotic Treatment 
Trial (ABT) have been conducted at 36 different VA and DoD medical facilities 
nationwide. 

• The EBT study examines whether aerobic exercise and cognitive behavioral therapy 
will improve the life for ill Gulf War veterans. Exercise with or without behavioral 
therapy produced benefits for unexplained symptoms. Behavioral therapy alone did 
not. 

• The Antibiotic Treatment Trial tests the theory that ill Gulf War veterans who test 
·positive for an organism called Mycoplasma fermentans incognitus will feel better 
after receiving antibiotic treatment with doxycycline. Results of these treatment trials 
are have shown no apparent benefit from 12 months of doxycycline when compared 
to placebo for unexplained symptoms in persons with a positive PCR for 
mycoplasma. 
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DoD-VA INFORMATION TECHNOLOGY SHARING 

KEY MESSAGE: 

• The Department of Defense (DoD) and the Department of Veterans Affairs 0f A) are 
aggressively pursuing a number of information management and technology initiatives that 
will significantly enhance the ability of the departments to share appropriate health 
infonnation securely. Joint efforts include: 
• Government Computer-based Patient Record (GCPR)-DoD and VA are collaborating 

closely to develop this vehicle that enables DoD to transfer health infonnation to VA on 
service members upon separation and on service members previously separated. 

• DoD Transportation Command Regulating and Command Control Evacuation System 
(TRAC2ES)-provides global patient evacuation planning in an integrated system that 
VA is using to submit bed reporting and contingency data, providing a complete picture 
of medical resource availability. 

• DoDN A are evaluating the compatibility of their health information architecture 
standards (technical, communications, security, systems) to foster systems 
interoperability and information sharing. 

FACTS: 

Current DoDN A Information Technology Sharing Initiatives 
• Map & Gap Health Information Architectme Standards-A 2001 comparison of DoDN A 

technical standards found that ninety-six percent of the categories have the same or 
compatible standards or have no impact on interoperability. 

• GCPR-User testing of the near term solution (NTS) is underway. Following successful 
completion, enterprise-wide use of the NTS within VA is anticipated in the third quarter of 
FY 2002. DoD is in the process of transmitting infonnation on approximately 3.7 million 
separated service members to the VA. 

• 1RICARE Online--An enterprise-wide secure Internet portal for use by DoD beneficiaries 
worldwide. It provides infonnation on health, medical facilities and providers and increases 
patient access to health care. V A's pilot health portal is using the same health information 
content provider. 

• Consolidated Mail Outpatient Pharmacy (CMOP)- Progressing toward enabling DoD to use 
CMOP. 

• TRAC2ES- Facilitates the decision process of evacuating military casualties from a combat 
theater to a source of definitive medical care in the Continental United States. 

Opportunities for DoDN A Information Technology Shadng -In Exploration 
• Pharmacy Data Transaction Service--Allows DoD to build a medication profile for all 

patients. DoDN A are evaluating sharing this service to improve VA quality of prescription 
services and enhance patient safety by reducing the likelihood of adverse drug-drug 
interactions, therapeutic overlaps, and duplicate treatments. 

• Composite Health Care System II-The military Computer-based Patient Record will 
generate, maintain, and provide secure online access to a comprehensive and legible health 

L------------------··· -------------



{ ' 1 record. Developing a joint central clinical data repository will allow DoDN A authorized 
\ / users to access comprehensive patient information, perfonn analyses, and add to data 
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• Centralized Credentials Quality Assurance System-DoD's central database for provider 
information supports the management of adverse privileging actions and risk management 
tracking. DoDN A sharing of electronic provider infonnation will result in improved patient 
access and the quality of healthcare. 

• Defense Medical Logistics Standard System-DoD's award-winning, state-of-the-art 
technical solution improves medical logistics responsiveness at reduced costs and provides a 
high quality, integrated system. Potentially can meet VA medical logistics automated 
information management system needs and become the "bolt" on the logistics element of 
their Enterprise Resource Planning system. 

(b)(6) 
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UNITED KINGDOM- UNITED STATES COOPERATION 

KEY MESSAGE: 

Exchange of medical research information and collaboration on Gulf War investigations with the 
UK have been ongoing since June 1995. The two governments have closely monitored each 
other's research and investigative efforts to avoid duplication and to ensure that neither is 
surprised by the revelations of the other. In addition, our respective public affairs offices 
maintain close contact to share items of mutual interest. 

FACTS: 

• Th.e UK's Gulf Veterans' lllnesses Unit (GVIU) was formally established in 1997 to 
investigate possible causes of Gulf War veterans • illnesses and serve as a central coordinating 
body within the UK Ministry of Defence for all treatment, research, and investigative efforts. 

• Th.e UK Ministry of Defence has provided a medical officer as liaison on Gulf War lllnesses 
issues since 1997. The current liaison officer is Captain Surgeon David Brown. 

• The Deployment Health Support Directorate (formerly the Office of the Special Assistant for 
Gulf War lllnesses) has an extensive history of cooperating with the GVIU on investigations 
related to events of the Gulf War. 

- Our first major collaboration was the Kuwait Girls' School case investigation. The GVIU 
located records, which could not be found in the United States, and provided access to 
British subjects who had played critical roles in the event. The case narrative was 
published as a joint document. 

- The GVIU contributed to our major investigation of possible exposures in AI Jubayl by 
providing information about British units in proximity to US forces. 

- We assisted the GVIU in telling the Khamisiyah story to their veterans by mapping 
locations of United Kingdom units relative to the possible hazard areas. 

- The GVIU also coordinated on most of our published Gulf War narratives, and we have 
on occasion reviewed and commented on their Gulf War papers. 

- We provide a link to the United Kingdom Ministry of Defence's web site via our 
GulfLINK web site (Related Sites). 

• As the only two forces who used depleted uranium during the Gulf War, the US and UK have 
cooperated in research on the material's effects and in risk communication efforts. 

• The UK has also cooperated in locating and sharing records of US and multipartite chemical 
and biological vulnerability testing in support of Project SHAD declas~ification efforts. 

• The UK has a Military Assessment Programme to evaluate military Gulf War veterans as 
does the Department of Defense's Comprehensive Clinical Evaluation Program. 
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GULF WAR ILLNESSES RESEARCH AND 
MULTIPLE CHEMICAL SENSITIVITY 

KEY MESSAGE: 

• The Departments of Defense, Veterans Affairs, and Health and Human Services have 
cooperated on over $200 million of research related to illnesses of Gulf War veterans, 
including some projects that focused on multiple chemical sensitivity. 

FACTS: 

• The following table summarizes the allocation of government funds for research into 
Gulf War illnesses and related topics: 

Funding for Research F¥'94-'02 in $Millions De- FY'94 FY'95 F¥'96 FY'97 FY'98 FY''l9 FY'IJO FY'Ol FY'94-"01 FY'il2 

DoD $65 $11.0 $11.9 $28.9 $13.2 $235 $24.8 $22.0 $141.8 $12.0 

VA $1.2 $2.3 $3.9 $2.8 $4.7 $9.0 $12.0 $8.4 $44.3 $3.7 

lUIS $0.0 $2.5 $1.6 $0.0 $1.6 $1.6 $1.6 $1.0 $10.0 $0j 

Total $7.7 $15.8 $17A $3L7 $195 $34.2 $38.4 $31.4 $196.1 $16.5 

• Funded government research related to multiple chemical sensitivity and Gulf War 
illnesses includes: 

IDIS-1 $3.544M 

DoD-39 $!.173M 

VA-5 $ 2.927M 

VA-4 $2.829M 

VA-48 $0.327M 

DoD-133 $0.884M 

Health Assessment of Persian Gulf War Veterans from 
Iowa- Publications 1 and 2 
A Controlled Epidemiological and Clinical Study into the 
Effect of dulf War Service on Servicemen and Women of 
the United Kingdom Armed Forces - Publications 3 and 4 
East Orange Environmental Hazards Research Center 
Program- Publications 5 and 6 
Boston Environmental Hazards Research Center Program 
Publications 7 and 8 
Cross-Sensitization as a CNS Model for Chemical 
Intolerance 
(new in 2002) 

• For most of these research projects, only a small part of the effort dealt specifically 
with multiple chemical sensitivity. The last two named projects (V A-48 and 
DoD-133) are predominantly dedicated to multiple chemical sensitivity. 
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Publications referenced: 
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41(10):928-933, 

2. Black, D.W., B.N. Doebbeling, M.D. Voelker, W.R. CLarke, R.F. Woolson, 
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2000, 160(8): 1169-1176. 
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Environmental Health, 1999, 54(5):313-318. 
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J. Otten weller, L. Korn, N. Fiedler, and H. Kipen, "Medical Evaluation of Persian 
Gulf Veterans with Fatigue and/or Chemical Sensitivity," Journal of Medicine, 1998, 
29(3&4):101-113. 

7. Proctor, S.P., R. Harley, J. Wolfe, T. Heeren, and R.F. White, "Health-Related 
Quality of Life in Persian Gulf War Veterans," Military Medicine, June 2001a, 
166(6):510-519. 

8. Proctor, S.P., K.J. Heaton, R.F. White, and J. Wolfe, "Chemical Sensitivity and 
Chronic Fatigue in Gulf War Veterans: A :Brief Report,'' J oumal of Occupational 
and Environmental Medicine, March 2001b, 43(3):259-264. 

(b)(6) 

DHSD 

November 22, 2002 
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JOINT PERSONNEL ASSET VISffiiLITY (JPA V) 

KEY MESSAGE: 

The JP A V was intended to be one compqnent of the Joint Total Asset Visibility system 
providing users with timely and accurate information on the location, movement, statlis, arid 
identity of units, personnel, equipment, and supplies. However, this program bas been 
abandoned as a personnel asset visibility tool in favor of other approaches that eventually will 
include the Defense Integrated Military Human Resources System (DIMHRS) under 
development to replace all Service personnel data systems. 

FACTS: 

• JP A V was intended to operate in a classified environment and integrate with all Service 
personnel systems including PersTempo interfaces. Its data will would have been archived 
by the Defense Manpower Data Center. 

• JPAV was intended to include data for duty unit location during operations and exercises and 
will capture the start and end of deployments. 

• Military Services would have used existing systems to feed JP A V. 

• Demonstration tools were developed for active duty forces but not for the reserve 
components, civilians, contractors, host nation support, noncombatants, or repatriated POWs. 

• Funding for development of implementing software tools ran out at the end ofFY 01 and was 
not renewed. 

• Besides DIMHRS, other near-tenn candidates for adaptation to fulfill personnel asset 
visibility requirements in lieu of JPAV include the Personnel Tempo system (PERSTEMPO) 
and the Joint Personnel Status system (JPERSTAT). 

October 23, 2002 

.._____________ ______ - - ··--- -
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t ) BIRTH DEFECTS IN THE OFFSPRING OF DEPLOYED VETERANS 

KEY MESSAGE: 

Reproductive health is an appropriate and importamt concern among military personnel and their 
families, who are mostly people in their childbearing years. Reflecting the importance of this 
concern, the Department of Defense has instituted a national DoD Birth Defects Registry to track 
such events in the DoD health care system. 

FACTS: 

• The Center for Deployment Health Research at the Naval Health Research Center in San 
Diego, California, manages the Birth Defects Registry. 

• The Registry was established in 1998. 

• Eight studies have examined the occurrence of birth defects in the children of Gulf War 
veterans. Six found no difference in the rates of birth defects between offspring of GW 
veterans and contemporaries who did not deploy to the Gulf. These six used medical records 
or examinations to identify the defects. The two other studies, which found an increased rate 
of birth defects in children of gulf War veterans, were based on veterans' self-reports. No 
medical verification of birth defects was attempted. 

• The largest US military study (Cowan, D.N., et. al., ''The Risk of Birth Defects Among 
Children of Persian Gulf War Veterans," New England Journal of Medicine, 1997,336:1650-
1656) involved slightly more than 75,000 live births. It found that 7.45% of births to GW 
veterans and non-deployers were associated with a birth defect and the risk of severe birth 
defects was 1.85%. There were no statistical differences in the rates of 26 major birth 
defects. These rates are similar to those reported in civilian populations. 

February 22,2002 
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. CDC CONFERENCE: THE HEALTH IMPACT OF 
CHEMICAL EXPOSURES DURING THE GULF WAR: A RESEARCH 

PLANNING CONFERENCE 

KEY MESSAGE: 

Congress requested that lfiiS examine the role of chemical exposures in the illnesses 
being reported by Gulf War veterans. It believed it would be useful to support research 
in the areas of multiple chemical sensitivity, the definition of individual genetic 
differences in the ability to metabolize environmental agents commonly encountered 
during the Gulf War, and the development of a better understanding of how multiple 
exposures of chemicals interact to exert their toxicity. Congress emphasized the need for 
treatment trials that use treatment approaches being developed in the public and private 
sectors for illnesses resulting from chemical and other environmental exposures. 

The CDC sponsored the conference from February 28 through March 2, 1999. DoD 
scientists made presentations at this conference and had the opportunity to meet with 
other government and non-government scientists, veterans, activists, and media 
representatives. 

A direct result of this conference was the CDC's support for a Memorandum of 
Agreement with DoD, which made possible the creation of the Medsearch web site. 

FACTS: 

• The background document on Gulf War research prepared for the conference and the 
Final Report on the conference are informative documents posted on the CDC web 
site and referenced on the Medsearch web site. 

• Crucial Congressional support for this conference came from members who are 
strong supporters of the unproven hypothesis called multiple chemical sensitivity 
(MCS). Numerous well-known advocates for MCS attended or made presentations 
at the conference. 

~(b)(6) 

~e.nt.Hea}th Support Directorate 

October 22, 2002 
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:MEDSEARCH 

KEY MESSAGE: 

In June 2002, the DoD, the CDC, and the Department of Veterans Affairs, launched 
MEDSEARCH. Veterans and service members can now find information about the 
federally funded Gulf War medical research at one central web site. 

The idea for the on line medical library came as a recommendation from a CDC 
conference in 1999. 

FACTS: 

• MEDSEARCH is at: htq}://www.gulflink:.osd.miVmedsearchl. 
• A variety of agencies have helped with content on Medsearch by contributing 

documents. The VA and its Research Working Group have tracked just about all the 
work done related to Gulf War illnesses. Other contributions and assistance have 
come from the CDC, the Deployment Health Clinical Center at Walter Reed Army 
Medical Center, and the Medical Research and Material Command. 

• All of the actual research articles have been peer reviewed 
• The site also features plain language topics so that a layperson can readily find what 

he or she is looking for. For example, data on neurological disorders is listed under 
11Brain and nervous system." There are topics listed that are not available at other 
medical sources. For example, under environmental and occupational hazards one 
can find pesticides and depleted uranium, topics that the average HMO may not have 
much infonnation on, but that Gulf War veterans are keenly interested in. 

• To make sure the web site is user friendly and fills the need it was created to fill, the 
development team has met with groups of people who make up the intended audience 
for the web site. Four such gatherings made up of veterans, veterans families and 
active duty explored the web site in its formative stages and offered valuable 
feedback for improvement. 

(b)(6) 

=:Jll.o.YJllen~th Support 
~) _j 

October 21,2002 



OFFICE OF THE SPECIAL ASSISTANT FOR GULF WAR ILLNESSES (OSAGWI) 
CURRENT MISSION AND STRUCTURE 

KEY MESSAGE: 

DoD established the Office of the Special Assistant for Gulf War lllnesses (OSAGWI) in November 
1996. In April2001, it became the Office of the Special Assistant for Gulf War illnesses, Medical 
Readiness, and Military Support, and in October 2001, it became the Deployment Health Support 
Directorate (DHSD). This directorate supports the Special Assistant and continues the mission of 
assisting Gulf War veterans, facilitating force health protection initiatives, and coordinating health-related 
deployment issues between th~ ASD(HA) and the military departments. The Directorate is committed to 
developing and disseminating information in a relevant and timely manner to incorporate lessons from 
previous deployments. 

FACTS: 

• The Deputy Secretary of Defense established the Office of the Special Assistant for Gulf War 
lllnesses on November 12, 1996, with a three-part mission to ensure that 

- Veterans ofthe Gulf War received appropriate care, 

- The Department of Defense was doing everything possible to understand and explain Gulf War 
illnesses, 

- The Department of Defense put into place all required military doctrine, and personnel 
procedures to ensure our forces are protected in the future. 

• On April 5, 2001, the Deputy SecretarY of Defense re-designated the office as the Office of the 
Special Assistant for Gulf War lllnesses, Medical Readiness, and Military Deployments. The 
appointment of the Acting Assistant SeCretary of Defense for Health Affairs as the special assistant 
integrated the experience and expertise of OSAGWI as a permanent asset to focus on deployment 
health for all deployments. 

• On October 2, 2001, the Under Secretary of Defense (Personnel and Readiness) reorganized support to 
the special assistant by creating the Deployment Health Support Directorate in the TRICARB 
Management Activity. Its mission is to: 

- Promote implementation of DoD programs & policy to protect the health of all those involved in 
deployments. 

- Assess deployments for traditional and non-traditional threats to health and assure rapid 
integration of force health protection lessons learned. 

- Actively conduct outreach programs to keep servicemembers, their families, veterans, service 
organization and the American public informed of DoD efforts to protect the health of the force. 

(b)(6) 
February 20, 2002 



VETERANS' DATA MANAGMENT (VDM) TEAM 

KEY MESSAGE: 

The Veterans Data Management section of the Deployment Health Support Directorate is a 
phone center created to facilitate trust and communic.ation between Gulf War veterans and the 
Department of Defense using Customer Relations Management and best business practices. 

VDM contact managers provide veterans, family members, and the public with factual 
information about all deployments, both past and ongoing, on a daily basis. Contact managers, 
who are veterans themselves, provide a host of information about a variety of topics related to 
veteran and deployment issues. 

FACTS: 

• VDM was created in December 1996 in response to veterans' concerns about illnesses 
believed to be caused by their Gulf War service. 

• VDM contact managers were a focal point for the Gulf War illnesses investigations, 
obtaining first hand infomtation and documentation from Gulf War veterans. The process 
involved veterans in a significant and meaningful way and established for the Gulf War 
veteran a single point of contact with our office. 

• Since 1996, contact managers have communicated with more than 17,000 veterans, family 
members, and the public addressing their concerns and issues. Today, many individuals 
continue to speak to contact managers on a periodic basis. 

• In 2000, contact managers began to answer questions and concerns from veterans, family 
members, and the public about past and current deployment health issues. 

• Contact managers act as a conduit for the individual and other f~deral and private 
organizations (e.g., the Department of Veterans Affairs, the American Legion, etc.) where 
veterans, family members, and the public can receive the assistance. 

• The staff is available 12 hours each workday from 9:00a.m. to 9:00p.m. In the event of 
significant veteran or public interest, these hours may be expanded. 

(b)(6) 

DHSD 
(b)(6) 
February 20, 2002 
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DEPLOYMENT HEALTH SUPPORT DIRECTORATE 
OUTREACH TO SERVICKMEMBERS, VETERANS, AND THEIR FAMILIES 

KEY MESSAGE: 

DoD is working to ensure veterans of the Gulf War have access to appropriate care. It is doing 
everything possible to understand and explain Gulf War illnesses and is informing the veterans 
and the public of progress and fmdings through outreach efforts. In addition, DoD is putting into 
place all required military doctrine, personnel and medical policies and procedures to minimize 
any future problem from exposure to biological and chemical agents and other environmental 
hazards. · 

FACTS: 

• An outreach program was developed, using a multi~media approach, that included displays., 
briefings, Internet demonstrations, brochures and other handout materials to provide accurate 
information, dispel rumors, and educate the public on health and force protection issues 
resulting from the Gulf War. 

• In its fll"St year, the outreach program conducted in conjunction with the American Legion 
and Veterans of Foreign Wars veteran's service organizations. Using public forums- "town 
hall meetings" - outreaches were conducted in 13 major metropolitan areas. 

• To ensure that the active duty, National Guard, Reserves, military health care providers, and 
family members received information on Gulf War issues, total force outreach programs 
were conducted at 96 militarY installations and their surrounding communities worldwide. 
Additionally, briefing teams provided exhibits at 81 conferences hosted by veterans, service, 
military support, and health organization associations. 

• Since outreach began in 1997, these programs provided the opportunity to reach out to more 
than 70 thousand active duty military personnel, reserve ~mponent members, veterans, 
family members, military health care providers, and the general public. 
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NATIONAL SURVEILLANCE FOR BIRTH DEFECTS AMONG DEPARTMENT OF 
DEFESE HEALTH CARE BENEFICIARIES POLICY 

KEY MESSAGE: 

Appointed Naval Health Research Center, San Diego, to conduct surveillance for major birth 
defects among DoD beneficiary infants born in both military and civilian medical facilities and 
provide incidence rates of newly diagnosed cases for births and fetal demises. This will be 
accomplished by establishing surveillance for birth defects among DoD health care beneficiaries 
throu~ a scientifically sound, cost-effective hybrid birth defects registry. 

FACTS: 

• Based on lessons learned following the Gulf War, the DoD implemented a number of policy 
changes designed to improve the delivery of health care to active duty personnel. Using the 
Force Health Protection (FHP) strategy, the overarching goal is to protect the health of 
military members from medical and environmental hazards associated with military service 
to the maximum extent possible. 

• FHP is an evolving strategy that seeks to balance the Military Health System's 
responsibilities to promote and sustain health and wellness throughout each person's military 
service; prevent acute and chronic illnesses and injuries during training and deployment; 
rapidly stabilize, treat, and evacuate casualties; effectively evaluate and treat deployment 
related concerns upon return from deployment. 

• ASD Health Affairs Policy, November 17, 1998 

• www .ha.osd.miVpolicies/1999/clin9906.htm 

(b)(6} 
DHSD 

February 20, 2002 



OFFICE· OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

HEALTH AFFAIRS 
ACTION :MEMO 

January 23, 2003, 3:15PM 

FOR: Ellen P. Embrey, DASD, Force Health Protection and Readiness 

FROM: COL Terry Rauch, EO, DASD(HA)FHP&R 

SUBJECT: Investigational New Drugs (IND) for Force Health Protection 

• TAB B is a draft letter to the Commissioner, FDA regarding IND for force health 
protection. 

• TAB Cis a letter to the ASD(HA) from the Commissioner, FDA, December 13,2002. 
• TAB Dis a letter from the ASD(HA) to the Commission, FDA, November 20,2002. 

RECOMMENDATION: Sign the memo at TAB A. 

COORDINATION: TAB E 



OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301~1200 

JAN 2 8 21113 
HEALlliAFFA!RS ~ 

MEMORANDUM FORtl~SISTANT TO TilE SECRETARY OF DEFENSE 
(CHEMICAL & BIOLOGICAL DEFENSE) 

SUBJECT: Interface with the FDA for Use of Particular IND Products 

Dr. Winkenwerder spoke to the Commissioner of the Food and Drug Administration (FDA) 
and subsequently wrote him a letter on November 20, 2002 (attached). The putpose was to thank 
the FDA for their efforts since September 11, 2001, tD approve drugs and vaccines needed for 
treatment or prophylaxis ofbioterrorism threats and to note that there were several issues that 
impact our ability for formulate deployment plans for Investigational New Drug (IND) medical 
products. Specifically, those issues regarding pytidostigmine bromide, botulinum pentavalent 
toxoid vaccine, and label concerns regarding Anthrax Vaccine Adsorbed (AVA) post exposure 
with antibiotics and Cidofovir for treatment of smallpox. 

The Commissioner of the FDA sent a letter of response dated December 13, 2002 
(attached), regarding the use of!ND for prophylaxis or treatment to maximize military force 
health protection capabilities as the war on terrorism and potential new contingencies progress. 

Dr. Winkenwerder is sending a response back to the FDA noting that DoD remains eager to 
work with the FDA to resolve some remaining concerns. Specifically: 

a. Pyridostigmine bromide(PB): On Jannary 6, 2003, DoD submitted a New Drug 
Application (NDA) for PB. Approval of the NDA would eliminate DoD concerns for use ofPB 
under the IND. We await word from FDA Center for Drug Evaluation and Research (CDER) on 
the approval of the PB NDA. 

b. Botulinum pentavalent (BT) toxoid vaccine: We must find a means to provide a llmited 
amount ofBT to special units. We are reviewing any other potentially feasible options to 
address the threat of botulinum toxin. We asked the FDA to continue their stated commitment 
to work with us to find a resolution to this critically important issue. If this is not a safety issue, 
can there be a label change or a revision of the infonned consent form to allow those who 
consent to have access to this potentially life saving product? 

c. Anthrax vaccine and Cidofovir: FDA replied suggesting that we consider submitting a 
waiver request with appropriate justification. We agree. We must make such a submission for 
both of these INDs. 

The purpose of this memorandum is to ask you to task the Program Executive Officer for 
Bio Defense to work with the FDA and USA Medical Research and Materiel Command in an 
expeditious manner to get approval to use BT in a lintited manner for some troops and to provide 
the required request for waiver for the AVA Post Exposure IND label requirement and the 
Cidofovir IND label requirement for treatment of smallpox. 



~~=M;;,.t,y~POC is Colonel Terry Rauch, who may be reached at 6 email: 
@l®»osd.mil. Thank you in advance for your willingness to see rapid resolution of 
these matters. 

Attachments: 
As stated 

Sincerely, 

Ellen Embrey 
Deputy Assistant Secretary of Defense 
Force Health Protection and Readiness 



THE ASSISTANT SECRETARY OF DEFENSE 

HEALlH AFFAIRS 

Mark B. McClellan, M.D., Ph.D. 

1200 DEFENSE PENTAGON 
WASHINGTON, DC 20301-1200 

Commissioner of Food and Drug Administration 
5600 Fishers Lane 
Rockville, Maryland 20857 

Dear Dr. McClellan: 

This is a follow-up to your letter of December 13, 2002, regarding the use of investigational 
new drugs (INDs) for prophylaxis or treatment to maximize military force health protection 
capabilities as the war on terrorism and potential new contingencies progress. Thank you and the 
staff of the Food and Drug Administration (FDA) for your quick response to my letter of 
November 20, 2002. 

DoD remains eager to accelerate approval of several high priority new drug applications 
which could be required for use in a contingency. Again, first among these is the approval of 
pyridostigmine bromide as a nerve agent pre-treatment against soman and tabun. Second is the 
approval of Anthrax Vaccine Absorbed (AVA) as a post-exposure treatment with antibiotics. 
These continue to be are our high priority concerns. 

Unresolved issues remain that currently impact our ability to formulate deployment plans 
for the following JND medical products in priority order: Pyridostigmine Bromide; Botulinum 
Pentavalent Toxoid Vaccine; Anthrax vaccine for post-exposure treatment, and Cidofovir as a 
post exposure treatment for smallpox. Let me discuss the status of these and other issues since 
your letter. Specifically: 

a. Pyridostigmine bromide: An amended!ND protocol was submitted to the FDA on 
January 6, 2003. This IND protocol included the informed consent language worked out 
between DoD and llli:SIFDA. However, as you know, the execution of an IND protocol during 
active military operations is highly problematic. Also, on January 6, 2003, DoD submitted a new 
drug application (NDA) for PB. Approval of the NDA would eliminate DoD concerns for use of 
PB under the JND, and is extremely important. We await word from FDA on the approval of 
thePBNDA. 

b. Botulinum pentavalent toxoid vaccine (BT): DoD submitted the additional potency 
assay data in December, 2002. At a meeting between DoD and FDA on December 18, 2002, 
FDA noted that this product is on "voluntary clinical hold." FDA stated the potency data show 
the product is unusable, and reminded the DoD that the protocol remains on voluntary clinical 
hold, absent additional supporting data. We must find a means to provide a limited amount of 
BT to special units. We are reviewing any other potentially feasible options to address the threat 
of botulinum toxin. We ask that you continue your stated commitment to work with us to find a 
resolution to this critically important issue. 



c. Anthrax vaccine and Cidofovir: Both products are currently licensed for other 
indications; however, DoD will be using them under IND for unapproved indications 
(postexposure prophylaxis of anthrax, and smallpox infection, respectively).. We requested a 
simplified process for re-labeling of the vials in which we would overlabel the vials with an 
"IND use only" sticker or a waiver of this requirement Your reply suggests that we consider 
submitting a waiver request, with appropriate justification. We agree. We will make such a 
submission for both of these INDs. 

I have asked Colonel Terry Rauch of my office to act as the responsible official to accept 
y et..aiassist nee in coordinating DoD-FDA interactions. Colonel Rauch can be reached 
a (b)(6) (@_{~) ]@ha.osd.mil. Thank you for your efforts to effect rapid resolution 

Sincerely, 

William Winkenwerder Jr., MD 



DEPARTMENT OF HEALTH '& HUMAN SERVICES 

December 13, 2002 

Wtlltam Wrnkenwerder, Jr, M D. 
Assistant Secretary of Defense, Health Affans 
Waslungton, D C 20301-1200 

Dear Dr Wmkenwerder 

Food and Drug Acilnlrusntlcn 
-Ue MD 208&7 • 

Thank you for your November 20 letter concemmg use of products under IND for 
prophylaxiS or treattnent m the mtktaly setlulg and for your land words on FDAs efforts 
smce September ll, 2001. I agree that rt IS valuable for both our apnctes to put DoD 
pnonlles in wntmg I wtll address each of your issues m order as presented m your 
letter 

(a) Pmdost!!!l!U!Iebtomtde FDA ccntmues to have concerns about Doll's proposed 
method of tnfi>nned consent for the pyrtdostii!J'Illle bromtde tnal FDA and ill-IS legal 
counsel mnatn C:Oilltl1llted to workmg wtth DoD's counsel to &sluon a legally 
supportable solution in a tmtely manner 

(h) l'enlm!e!tt botuhnum toxoid IPBD vac= FDA Ism recetpl of the October 22, 
2002, oubiDISS!on by DoD to IND 3723, contaunng lot release mlbnnatton for PBT 
vacctlle lots PBT 003 and PBT 004 'I'lns m!ormallon was subnnUed pursuant to FDAs 
Center fur BtologiCS Evalual!on and Research (CBER) request m tlllophone conversations 
wtth DoD repreeet!taltves on February 14,2002, and October 10, 2002 

For PBT lot 003, sunnnary potency data lbr serotypes A, C, and B were reported as 
llltOliCiuswo, while the results for serotypes B and D were found to be below 
speetf!callons. Serotypes D and E t'atled the IOSistance to challenge test For PBT lot 
004, summary potency data for serotypes A, B,"C, and E were reported ss mconclustve, 
whtle the results for SO!Oiype D were reported to be below specdicattons In the 
restStance to challenge assay, serotypes B, D, and E were reported to be below 
spectf!callons 

' 
Further, rntenm ehtncal mununogemcrty data subnutted to 1ND 3723 on Apnl16, 2001, 
have raised concerns about the abthty of PBT lots 003 and 004 to mdttce a pemstont 
antlbcdy response m subjects =umzec! wtth tlus product 

FDA IS concerned that mthtary personnel may no longer be adequately protected .from C 
botztlunmt toJUns through admunstratlon of PBT because of rapu!ly dtcreastng chmcal 
antibody bters and potency data that are e.ther below spec:UicallOllS or have meoncluSIVO 
results for all 5 serotypes In order to fully assess whether llllll111111Z81IOn wtlh current lots 
of PBT may offer pn>tecttve benefit under a nubtaey conttngency, we have requested 

• 
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&>m DoD representanves the details of the potency assay data, UlCludmg assay 
ptocedures and mvesuganon reports, and the chmcaJ unmunogemClty data detiVed from • 
the use of these lots Once CBER has the opportmuty to rmew these data, dus should 
allow an assessment of whether rt rs acceptable to relabel the rtmiiDDll vta1s ofPBT 
vaccme and/or to change the consent form to reflect atmale:nt vaccme We are 
committed to workmg with you to make - WlpOitant assessment 

(c) Anthrax YI'Ctne and C1dofmr lnvatlgat10nal products should be ~ as 
clea1bed m 21 CFR 312 6 Alternatively, a sponsor may request that FDA WIJVe 
applicable requuements set forth m 1M IND repJanons. •ncludl.ag labehng fiia an 
~new drug (21 CFR 3 12 10) A Wllver request must CODtam certam 
m1btmanon destnbed m 21 CFR 312 10 Please note that if FDA were to grant such a 
waver With respect to the labd!DS of a product to be used b mvemp!lonal purposes 
but that n:mams labeled fin us hcensed use, FDA would be prepared, m ttua partlcu]a' 
IDitance, to aetcue 1ts discretion and not object to the products abJpmeot for 
mvesbpbcmal use The Agency would be prepared to do so d'DoD pnmda adequate 
JDfOcmmcm to end-users and to subjects c:oacmung the investigational status and use of 
the product m question In lddmoD, an adequate procedulo for recording the drsposmoD 
of the product would need to be m place, m accordance wrth 21 CFR 3 12 62(a) 

FDA can work With. and provide guidance to, DoD on th1l matter Please also note that 
lf DoD does ''over-label" either anthrax vaccme or ctdoCcmr for mveabpbonal use, DoD 
may not be able to change the labeJms back to that reptesenbng ether products approved 
use unless FDA approves a supplement for addrtlonal relabeling 

Lastly, I would mention that FDA Office Q~ m the Office of 
ilie Cmmm•oQF.~~y lli~~6 --~~--~--~----~ 
em111f(b)(6) Joe fda gov), can serve as an FDA pomt of contact for your office and 
help coorchnato FDA ICUODS on DoD~ Colonel Rauch shoul9J.e~l.heJo 
c.ontact.he at any tune 6 also has a DoD batson officerLCb)(6) 

(b)(6) , PhD , currently detailed to OCT. who can assist m these D015.._pn_on'"""!ty___, 
tssuea Matters rolatmg to apec1ftc product appllCitlona. such as INDIIID!s, NDAs. or 
BLAa, should be discussed With the appropnate FDA Center 

We look forward to worlang With you and your staff to resoive these issues and 
maxmuze hCaJih protcctton for our mlhtary forces 

Smcaely, 

1111(1# --
Mark B McClellan, M D , PhD 
Conmussroncr of Food and Drugs 
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THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON,O.C. 203014200 
:0 . ~ 

"' ..... ·~ ~ -. -
•,_, " 
. __ ' ·. -· .-· 

-~ 

- .. 
! 

Mad< B. McClellaD, M.D., Ph.D. I 
Commissioner of Food and Drug Adminia1iman 
5600 Fishers Lano 
Rockville, Ma!yland 208S7 

~at:. . 
Dear Dr.~ 

NOV 20 mz 

This is a follow-up to our phone COilvena!ion on November 18.2002, regarding the 
use of investigational new drugs (IND) for prophylaxis or treatment to maximize mililary 
force health protection copabilit!es as the war on 1emXism 111111 potential new 
contingenci.,. JliOI!RlSS. 

F'DSI, let me thank you and the staff of the Food and Drug ,AclmjnjCB!i<m (FDA) far 
the efforts since September 11.2001, to approve drugs and vaccines needed for treatment 
or prophylaxis of biotarorism threats. FDAs approval ofBioPort's Biologics Li
Application Supplement has bait instmmental in assuring the provision of vaccine 
nee 11 rJ for the pmleclioD of our forces against tbis threat. Moreover, the licensing of 
the wcciDia vaccine (Drywx) was of immense impottauco to DoD, • was the approval 
of doxycyclii and pcllimllin for post exposllle tres=mt of i•!Watl0118ll!bnX. We have 
a strong tols!iaMhip on which to build fbt the lbtm. 

DoD is eager to acceleiato _..t of several high priority new drug applications 
which could be required for use in a contingency. Filii 81!10118 1bese is the "''P''"''1 of 
~pin• bromide as a m:rve agent pre-treatment against IOJIW1 and talnm. Second 
is the approval of Anthrax Vaccine Absorbed (AVA) u a poot-cxpaame treatment with llllilli•- These a our hi& priori@ ......... 

1hae are several1111r0S0lved issues thai cumnl1y impact 011r ability 10 foimuiste 
deptoymeat plalla for the following IND medical products in priority o!da: 
Pyridostigurine Bromide; Botulinum Pen1avalellt Toxoid Vaceino;AIIIbllx vaccine fbt 
post-exposure b'ea!ment, and Cidofovir as a post exposure -fbtsm~ 
Specifically: 

L .t?widos!i!!!!!inebtomiclo; Aaowprotocolhss heeD submitted to the FDA. 
Although it has not been placod on clinical hold,_the FDA has oxpmsed issues with the 
proposed method of iutlJnned consent. The iDlbm!ed consent issue is Clllmllly being 
cfiscussed between DoD lepl colliiSO! aDd Health and Hmrwl Serlices legal ccnmse1. 
This discussion hss been ongoingtbr the past month and must be resolved to finalize'lho 
plans for fie!t!lnl the drug. 



. ~ 

.. 

2 
. ·. · ... · 

b. Bohllinum pentayalmt toxoid vaccine: Two of the five subtypei (D and E) have 
recently DiJed potency tatma. The issue that requires your assistance is whether it will 
be necessarY to relabol the remaining vials iad change the iDfomlcd consent fom1 to 
reflect a trivaleat vaecine. 1 

c. Anthrax vaccine and Cidotbvfr: Both pmducts are currently Iicensed, however, 
DoD will be using them under IND rot unapproved indications ~ 
prophylaxis of Anthrax, and SDia1Jpox infedicm, nspecdvely). We request you consider 
a simplified process for re-labeling of the vials in which we would overlabel the vials 
with an -JND use only" sticker or a waiver of this n:quiremeDt. 

I wanted to document a clear understanding of the priorities of the Department in 
IChlcvms results needed by our country in the months ahead. My office stands R8dy to 
convene an int.erapacy mccdnswith appropriate represeatativcs from the PDA to 
&cili1lte effective resolutions to the)e issues. My point · Colonel Terry 
Raach. who may be reached at l!b_(6) ] (b)(6) Old.nn1. Ilook 
forward to our work together. Thank you in advance for your mgness to see rapid 
resolutioll otthae matters. 

SiDcciely • 

8:tt 
William Wiakarwclder, Jr .. MD 
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To: 
cc: 

Subject: IND Pkg 

Hi Ed, 

.osd.mll> 

Just FYI . Dr. Winkenwerder signed the IND package today. I faxed to ~ J'DA ~nd 
mailed ·out the original as well. I am sending comeback copy to you through DMD/SkyS . 
The signed document is scanned in ~CS at 43160. Have a great dayl 

(b)(6) 

~~~:~x~aaement Dlv~·~on 

Fax: [ _ 



SUBJECT: Investigational New Drugs for Force Health Protection 

COORDINATIONS 

USAMMDA COL Jeffrey Gere 1/23/03 
Recommends coord with DATSD(CBD) 

Concur 1123/03 
with changes 

DATSD(CBD) LTq(b)(6) 

DoD,OGC Concur 1123/03 

XO, DASD(FHP&R) COL Rauch 

Bucket Supervisor Col Cunningham 



l(b)(6) I CIV, OASDIHA 

From: 
Sent: 
To: 

UM.Jtl.¥.&-....---J Mr, DoD OGC 
.ErL®~ard7, 2003 9:11AM 
[(b)£6) -l CIV, OASD/HA 

Subject: RE: DRAFT Memo to DATSD(CBD) re FDA ltr on INDs 

O.K. with me. - JC 

Attached is my first draft of the requested memo to DR. Winegar concerning a tasking to work with FDA for BT IND 
approval and to provide a waiver for label for AVA Post Exposure and for label for Cidofovir. Sal 

«File: FDA Embrey to Winegar IND Jan 16 03.doc » 

~:~am Director, Health ~cience Policy J 
Office of tlu! Assistant Secretary of Defense 

(Health Affairs) Force Health Protection & Readiness 

~it!)DC2~ 

1 



[(b)(6) 

From: 
Sent: 
To: 
cc: 
Subject: 

Sal: 

lciV, OASDIHA 

t{b)(6) ' I LTC, OSD-ATL 
Thursday, January 23,200312:16 PM 
l(b)(6) 

RE: Interface with FDA for Use of Particular IND Products Draft Memo 

First off, neither of us attended the bot meeting yesterday, so rn not sure whether this memo is OBE or not. Maybe COL 
Rauch could clue us in. Having said that, the issues are still being worked irregardless of the memo. 

Assuming the memo is still needed, here are some further comments: 

Bob 

Acronyms should be spelled out the first time used. 

Dr. Winegar will task the PEO -but added that they need to collaborate with/work with MRMC to develop 
the BT data. 

Dr. Winegar believes that MRMC should have the lead on the INDs, unless we come up with a compelling 
reason for someone else to have the lead. 

In regards to reviewing the INDs- Dr. Winegar stated that i~ MRMC for the IRB level, and then the Army 
SG for the HSRRB. Dr. Winega!S comments: adding these steps makes it clear that cooperation is 
needed and that it wort happen overnight! 

Subject: RE: Interface with FDA for Use of Particular IND Products Draft Memo 

Sub ect: Interface with FDA for Use of Particular IND Products Drift Memo 

Dr. Winegar: Attached is a draft memo to you from Ms. Embrey. Can you have your staff review and 
comment before it gets signed and sent. Thanks. VR Sal Cirone 



<< File: FDA Embrey to Winegar IND Jan 16 03.doc >> 

Program Director, Health Science Policy 
Office of the Assistant Secretary of Defense 

(Health Affairs) Force Health Protection & Readiness 
Washin'lton, DC 20301-1200 
Phone: (b)(6) 
FAX: 



• ' ' • - · - - • £ •.-.--.... "'"" -·----,---~ .-.- .-. -•.-. .,_ ..,........,A"-'AIU 

(b)(6) CIV, OASD/HA 

From: L..l(b_)(.;....6'-) __________ _.b DET.AMEDD.ARMY.MIL] 

Sent: Friday, January 17, 200312:06 PM 

To: (b)(6) 

cc: 

Subject: RE: DRAFT Memo to DATSD(CBD) re FDA ltr on JNDs 

Sal, I dori have anything specific re: the memo. I would suggest you coordinate with AJW prior to sending it. I 
suspect that she will tum to JPO/CBMS, and that their response will be that they do not have AVA or cidofovir in 
their developmental programs so therefore do not have any responsibility for them. They might be willing to help 
on the bot toxoid; fu not a vaccinologist but fu not sure what else can be done right now. The statement in the 
letter says 'We must find a means to provide a limited amount of BT to special units~ When we briefed AJW a 
few weeks ago, we told her that 1) bot toxoid is dead in the water and is not available for the current operation in 
SWA, and 2) that even if it were to be made available, it is already too late. The dosing regimen requires doses 
at 0, 2 and 12 weeks. It is generally recognized that antibody levels are not sufficient for protection until after the 
third dose. So even if we started tomorrow we could not have people fully immunized until mid April. I am not 
sure this fact is clear to Dr. Winkenwerder. Maybe you should make sure he understands that before he decides 
to fall on his sword over this. Jeff 

Fro~T<bX~~~OP 
Sent: Friday, January 17, 200311:29 AM 
To: (b)(6) 
Cc: 

,.. ha.osd.mil] 

Suo~ec~:~~: ~D~RAr.FT~M~e-m-o~t-o~D~A~TS~D~(~C~BD~)~r-e~F~DA~Itr_o_n~I~N~D-s------------------------~ 

Jeff: Attached is a draft memo to Dr. AJW. Re INDs. Can you review and comment? I carl get these to 
COL Davies - the system keeps rejecting his address. Can you forward for his comment/concurrence? 
Thanks. Sal Cirone 

To: 

DRAFT Memo to DAlSD(CBD) re FDA 1tr on INOs 

Attached is my first draft of the requested memo to DR. Winegar concerning a tasking to work with FDA for 
BT IND approval and to provide a waiver for label for AVA Post Exposure and for label for Cidofovir. Sal 

«FDA Embrey to Winegar IND Jan 16 03.doc>> 

l(b)(6) 
Program Director, Health Science Policy 
Office of the Assistant Secretary of Defense 

(Health Affairs) Force Health Protection & Readiness 
Washington, DC 20301-1200 
Phone: (b)(6) 
FAX. 

]/17/2003 
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(b)(6) CIV, OASDIHA 

From: DET.AMEDD.ARMY.MIL] 

Sent: Thursday, January 16,2003 2:50PM 

To: (b)(6) 

Cc: 

Subject: RE: FDA ltr re-write 

my Suggestion is red ~ ,.Jt! II ,d'l~~tJ ~...,._t" -l.o f"'t' 1, r~ ~ ~/-...G&Z, -
4 -cc.earJ I CIIIJ,.;'b. 

-- (' • 1'1/I'P~ 

-=--~----=-----:-:::"""-=:::~~==-=-------F ha.osd.mll] 00"/o~ 

COL Gere and COL Davies: Attached belo~~ft memo from Dr. Wlnkenwerder to the 
Commissioner of the FDA. COL Gere, LTOJ!tl(6) \nd Dr. helped in the initial draft-
however -- there have been changes made by my supervisors. Is draft letter makes COL Rauch 
the POC vice MG Martinez-Lopez because the front office wanted to keep the POC within HA. It 
also changes the Bot Tox paragraph because the front office wants to pursue a path or plan to get 
some type of BT approval for a limited number ot Servicemembers, similar to giving it to lab workers 
who might be In need of protection. It is my understanding that HA received a brief on this last week 
and COL Burnette Indicated that there were other possibilities - although not very optimistic - with 
lots 5&6 • In that regard I have been asked to draft a memo to the DATSD(CBO) to request that she 
task the appropriate organizations to work to FDA to find a solution to this issue. Also the paragraph 
on the AVA Post Exposure INO and the Cidofovir IND has been changed to reflect the FDA 
suggestion for a waiver. The memo to the DATSD(CBD) will also request that she task the 
appropriate organization to prepare and submit the IND waivers to FDA. Finally I have been asked 
to draft a memo to OTSG Army to develop a plan for Ax only since the PB may be licensed and 
require prescription use only. 

I would like your concurrence on the letter below to the FDA. My suspense Is today. 

From: CIV, OASD/HA 

sent: Thursday, January 16, 2003 1:07PM 

To: (b)(6) 
Q:: 

--------------~ 
Subject: PN: FDA ltr re-write 

Terry: This is the copy which I will make final. I changed the last paragraph to appoint you as POC 
as Dr. Winkenwerder asked for the first letter. I will draft a memo from Ms Embrey to Dr. Winegar to 
ask her to task MRMC to work with the FDA on both the Bot Tox and the waivers. I wlll draft a 
memo from Ms. Embrey to OTSG Army to quickly develop a plan for RX only use of Nerve Agent 
Pretreatments and Antidotes. Sal 

<<FDA Winkenwerder INDJan 16 03.dOC>> 

1/17/2003 



1/17/2003 

- --c - - - --

From:J.ULIU!..It---------1 
Sent: Thursday, January 16, 2003 10:27 AM 

:: f(b)(6) I 
Subject; FDA ltr re-write 

Terry: Attached is a re-write with Mr. Casclottl's changes. I have added a few sentences to 
the BT paragraph to Include Ms. Embrey's concern. Can both of you review what I have and 
comment? When I get something close to final, I would like to send it back to MRMC for their 
Information. I'll also Include COL Neal Burnette since he is the one who will have to work with 
USAMRMC on the lots fiVe and six to see what we can do. Sal 

« File: FDA Winkenwerder IND Jan 16 03.doc >> 

Program Diredor, Heallh Science Policy 
Office of the Assistant Secretary of Defense 

(Heallh Affairs) Force Health Protection & Readiness 

WashinE DC20301-120Q 
Phone: (b)(6) 
FAX: .........._...__ _____ __. 



HEALTH AFFAIRS 

OFFICE OF THE ASSIST ANT SECRETARY OF 

WASHINGTON. D;C 20301·1 200 

ACTION MEMO 

2003014-0000012 

2002331-00~ 

DEFENSE ~ 

January 3, 2003 2:45 PM 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ms. Ellen P. Embrey, DASD (Force Health Protection and Readiness) 
I /s//1-6-03 

SUBJECT: Representative Oxleys Inquiry for Information on the Anthrax 
Vaccine Immunization Program 

• Representative Oxley requested we provide a response to one of his 
constituents, l{b )( 6) I regarding the Anthrax Vaccine 
Immunization Program (A VTP)(T AB B). As a concerned citizen, 
(b)(6) has numerous concerns regarding our servicemembers and 
the AVIP. 

• The proposed response explains A VIP policy that addresses her concerns. 

RECOMMENDATION: That the ASD (HA) sign the letter at TAB A. 

COORDINATION: TAB C 

Prepared by: COL Randolph, Dir, AVTP, (b)(
6

) PCDOCS # 
44427/R44440 .._ __ _.. 



[(b)(6) 

from· 
Sent 
TO' 
Subject: 

DATE 
:AAME. 
ADDFl• 
AI)DR2. 
JU)0~3 

CITY 
1TATE 
ZU t 
l'HotJE: 
:r.MA:l., 
ro.sq: 

wnterep 
Frida~. October 25.2002 1.12 PM 
OH04Wt'R 
WritaRep Responses 

Octoo~c 25, 200.2. .:..: 51 AH 
(b)(6) 

De~t Cong~es~man O~ey, 

1 atn wr.2.t.1rg as a concerned e.t.uen I am u.rq:.ng you to .111ves~:.gate 

a nd help 'r.ap~he :Mnd&t:o.::y MthJ:a:!>. vacc:.2.ne l MII''I.lnuabon Program tAVlf l 
of our sex,ll.c:e men and women. A."lthrax vac:c1ne j.S .Jrua&J!e. untest e d, 
u::r.ec:essf..c}'. unpopW.ar, ane :hJ.cal , an d not eoto!l..!ly eftec:hve. Early 
SY!f'ptoms tollot.r~ng the f.ust cr second shor.: that have been .reporte<hn 
h.2.gh 'lurcbe u :.n:lud6 headaches, liiAlu.ee, reapira'!oty distress, <:.h:~..lls, 
duru ea, tave.r. a h d ~bdo'll!).t'lt\l cJ:s:rp)..n.g. tate:: chron.\.c a,Y%1q)t0'11S 
reported often afte.~: tbe tn.u:d or fo u rth shot ~~~ove U\C:ludecf dl.~nness , 
cnz:o~~-:. !c1'tl9ue, c:hea': puns , el e.ep ~l.tOla&u, ~ry loss, head a ches, 
]ol.nt and mus<:le pun, per.2.pheral :!enao.r1 r.europat.h1e.s, .r:eeuu·l ng 
tuhea, blackouts, a'-!tOllm\11ne d.ueuea, 1welbng of ll.DS. collaqer. 
vateulu: dl.seas~. ;,o:p:ns , e.u•o:~,~yepathy, nausea, m.ght: sw eats, cyats, 
tuM~l \ll.$..,on, and suzures Tl'lu ... n!cllll&uor. can be fount~ at the CDC 
webnt.;: www eci<: 9'0V/llllftWrlp.teV.l.e'-'/ll'.mw~l-tml/rr491.5al. ht:n\ and .1.n 'the bo o k 
"Mth:::a,.... A 

• .. (b)(6) 

DcatiJ.y Shcc Ir T!l.e D ark" b y Themas .S He•mnxa $l.X people have d1.ed 
fcllow:.J:Jq anthr ax l.l'l'lh\Un~zatJ.On. 0 u r serv.1ee rne.- and WII'A!l'l !'\ale~ great 
:~ar.:rl.f.a.c:es of tl.ll'.& and SOll'etimes tht!1.r l~Velll to defend our great r.•uon, 
ba1: t. . .'"'e!f sl"'ould n o t have to sacrl. f.-.-:e 'the.:...: health because of thu 
u ns a f e •taec:.ne o: ~lSk couce-mar!: :.d .1f ~e!' re fuse ~t ~~J.~!.ll 9-1\.s are 
g1 ven a cho.tce .eanc:.trnJ.ng t:hU va cc1ne and So s h o u I d ou: s&Vl.ce men an d 
women be 91.ven that same el\al.c:e. Fu~tller resear ch needs tob-t cklhet:> 
f11'\d a safe and efte'=t:.ve anthru vaecl.I'U! 

- · 
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<rongrc.ss of the 'llinited ~rates 
~oust nf Rcprcscnroclucs 

Ulashingrnn. B~ l~~li-iiOf 

Faxed from the Office of 

Congressman Michael G. Oxley 
Fourt!1 01110 D1stnct 

• 
..... \, --}i .. l 

r:w=u.~ o-o•"""'l 
ll'tl>noU'o) 

''""""'~I.MCPI'Jtt 
t>W. !l~ritU4t•U . .... _"' 

.. oou.-;;,;;;;\ncu .n'lloO, .. , 
.., ..... <.\DQtUo••, 

"11•111-l>i• __, 
''"'•' ... '"'00"• 
~·· •'to' 

From. ...l MICI!ael G O>.ley ...l T1m Johnson J D1rk Bartle::> 
J J1m Comeir1an XPeter Erdman ...l Jen !v1uncly 
..J Del)t De,ml'i1g ...l JarerJ Dtlley ...J , ----

Date _/q L 11J . i 2.002 Pages flncludmg cover)._ .2..--~-

Subject: ·-~~4~V:..!£bP=,P,J,&~~·~·!~==== 



SUBJECT: Representative Oxleys Inquiry for Information on the Anthrax Vaccine 
Immunization Program 

Dir, PI (HA) 

CoS~ HA 

PDASD (HA) 

COORDINATIONS 

LTC (b)(6) 

Ms. (b)(6) 

Mr. 

Concur 1/3/03 



DOCUMENT MANAGJEMJEN'lr mVJI§WN 
ADM!"i OJFJFliCE 

TRICARE 
Management 

Activity 

A CHON m'HCE_fi.LLI-±flL.-.c-/1?_'--'-.::::=---DA TE \ L c I C:3 l?COOC§ # tf{/1/2,7 

The attached correspondence is returned for the following reason(s): 

~islribution 
a Coordination 

0 Revision 

D Correct Signature Block 

Q Correct Envelope Size 

a Correct Lett~<"he.ad 

a Provide Origi.nai!SupporHng Documents 

0 /rovide §II) 391 

~etain for your Files 
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ROUTING AND TRANSMITTAL 
SHEET 

Health Affairs 

ASD,HA Dir, TMA 
PDASD, HA 
DASD, C&PP CMO 
DASD,FHP&R Dir, DHS 
DASD,HB&FP CFO 
DASD, HPA coo 

TR/CARE 
Management 
Activity 

Dir. TRICARE Operations 
CIO. MHS Dir, IMT&R 
OGC, DoD OGC, TMA 
LA 
CoS, HA Dir,A&M 

CoS, TMA 
Dir, PI, TMA 

Dir, P&S Dir,Admin 
Other (Specify) Other (Specify) 

)~(SK]Q Dare: DMD(PNT) 

late Receive._.d..._: ~/-+!f_D 3-=--__ ' __ Suspense Date:4/~~1a:....d~u_;3=------
Subject:__,__./l:~IJ~((/--+a~.J>~;...:__;;_-____;;;,._,;: ______ _ 

VOTES: 



THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, D1. C. 20301-1200 

HE.(L TH AFPA IRS JAN -92DD3 
(b)(6) 

Dear (b)(6) 

Thank you for your e-mail concerning the Anthrax Vaccine Immunization Program (A VIP). 
I share your concern for our servicemembers. Preserving their health and safety is our number 
one concern. The Department of Defense (DoD) requires anthrax vaccination for certain 
servicemembers as an added layer of protection against this potentially deadly biological agent. 

The threat of biological warfare has been a risk to U.S. forces for many years. The DoD 
analysts maintain updated threat-level evaluations, adjusting the information as necessary to 
reflect the risk to U.S. operations. Based on assessment of current and past activities in such 
areas as Iraq and the former Soviet Union. the potential offensive biological threat facing 
servicemembers makes it necessary for the DoD to have a robust biological defense program 
today. Anthrax is one of the deadliest biological weapons of choice. 

As with other vaccines, the benefits of the U.S. Food and Drug Administration (FDA) 
licensed anthrax vaccine far outweigh any risk. The Centers for Disease Control and Prevention 
(CDC) states that receiving the vaccination is much safer than getting the diseases the vaccines 
prevent. Biological agents such as anthrax are especially hard to detect because symptoms are 
delayed. Without preventive medical efforts such as vaccination. the results can be devastating 
and widespread. 

Medical experts agree, there have been no deaths from anthrax vaccine reported among 
more than 2.2 million immunizations given to over 567,000 Service men and women since the 
A VIP began in March 1998. Further, no deaths have been attributed in a cause-and-effect 
manner to the vaccine since the FDA licensed it over 30 years ago. 

Many studies establish anthrax vaccine safety. From a 19.58 study published in the Bulletin 
of the John Hopkins Hospital, to more recent studies at Fort Detrick, Maryland, evidence shows 
there are no long-term side effects to the anthrax vaccine. In 2002, the National Academy of 
Sciences, Institute of Medicine (IOM) Committee to Assess the Safety and Efficacy of the 
Anthrax Vaccine, concluded their two-year study. In their published findings, the Committee 
found no evidence that people face an increased risk of experiencing life-threatening or 
permanently disabling adverse events immediately after receiving AVA, when compared with 
the general population. 



Nor did it find any convincing evidence that people face elevated risk of developing 
adverse health effects over the long tenn, although data are limited in this regard (as they are for 
all vaccines).* 

The IOM Committee studied data on anthrax-vaccine effectiveness and concluded 'that the 
available evidence from studies with humans and animals, coupled with reasonable assumptions 
of analogy, show that AVA as licensed is an effective vaccine for the protection of humans 
against anthrax, including inbalational anthrax, caused by any known plausible engineered 
strains of B anthracis. "* 

The DoD continually strives for improved vaccines and improved vaccination programs to 
protect the health of our forces. The DoD is currently collaborating with the CDC in their study 
to determine different ways to administer the current anthmx vaccine. Thls study may lead to the 
FDAS allowing its use in fewer doses and admini~1ering it in a way that may reduce bothersome 
local injection-site redness, pain, swelling and itching. Additionally, the DoD is partnering with 
the Department of Health and Human Services to develop a ·next generation" anthrax vaccine, 
which may be as effective and safe as the current vaccine in fewer doses. Both of these efforts 
are important, but will take years to conclude. Meanwhile, we must protect our servicemembers 
from hann with the currently licensed, safe and effective vaccine. 

I trust this information addresses your concerns and I invite you to visit the A VIP's Internet 
Website at htto:/lwww.anth~.mil. or call the toll-free information line at 1-877-GBT-VACC for 
more in-depth information about the anthrax-vaccine program. Answers to other questions are 
also available by writing to avip@ot~g.amedd.anny.mil. 

Sincerely, 

tv 
William 

cc: 
The Honorable Michael G. Oxley 

* Source- •'fhe Anthrax Vaccine, Is It Safe? Does It Work?" Published in 2002 by the National 
Academy Press, www.nap.edufcatalog/10310/html. 

2 



-• 

(b)(6) 

Deari(b)(6) 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20801-1 200 

JAN -92003 

r 
Thank you for your e-mail concerning the Anthrax Vaccine Immunization Program {AVIP). 

I share your concern for our servicemembers. Preserving their health and safety is our number 
one concern. The Department of Defense (DoD) requires anthrax vaccination for certain 
servicemembers as an added layer of protection against this potentially deadly biological agent. 

The threat of biological warfare has been a risk to U.S. forces for many years. The DoD 
analysts maintain updated threat-level evaluations, adjusting the information as necessary to 
reflect the risk to U.S. operations. Based on assessment of current and past activities in such 
areas as Iraq and the former Soviet Union, the potential offensive biological threat facing 
servicemembers makes it necessary for the DoD ito have a robust biological defense program 
today. Anthrax is one of the deadliest biological weapons of choice. 

As with other vaccines, the benefits of the U.S. Food and Drug Administration (FDA) 
licensed anthrax vaccine far outweigh any risk. The Centers for Disease Control and Prevention 
(CDC) states that receiving the vaccination is much safer than getting the diseases the vaccines 
prevent. Biological agents such as anthrax are especially hard to detect because symptoms are 
delayed. Without preventive medical efforts such as vaccination, the results can be devastating 
and widespread. 

Medical experts agree, there have been no deaths from anthrax vaccine reported among 
more than 2.2 million immunizations given to over 567,000 Service men and women since the 
A VlP began in March 1998. Further, no deaths have been attributed in a cause-and-effect 
manner to the vaccine since the FDA licensed it over 30 years ago. 

Many studies establish anthrax vaccine safety. From a 1958 study published in the Bulletin 
of the John Hopkins Hospital, to more recent studies at Fort Detrick, Maryland, evidence shows 
there are no long-term side effects to the anthrax vaccine. In 2002, the National Academy of 
Sciences, Institute of Medicine (IOM) Committee to Assess the Safety and Efficacy of the 
Anthrax Vaccine, concluded their two-year study. In their published findings, the Committee 
found no evidence that people face an increased risk of experiencing life-threatening or 
permanently disabling adverse events immediately after receiving AVA, when compared with 
the general population. 



Nor did it fmd any convincing evidence that people face elevated risk of developing 
adverse health effects over the long term, although data are limited in this regard (as they are for 
all vaccines).* 

The IOM Committee studied data on anthrax-vaccine effectiveness and concluded '\hat the 
available evidence from studies with humans and animals, coupled with reasonable assumptions 
of analogy, show that AVA as licensed is an effective vaccine for the protection of humans 
against anthrax, including inhalational anthrax, caused by any known plausible engineered 
strains of B anthracis. "* 

The DoD continually strives for improved vaccines and improved vaccination programs to 
protect the health of our forces. The DoD is currently collaborating with the CDC in their study 
to determine different ways to administer the current anthrax vaccine. This study may lead to the 
FDAS allowing its use in fewer doses and administering it in a way that may reduce bothersome 
local injection-site redness, pain, swelling and itching. Additionally, the DoD is partnering with 
the Department of Health and Human Services to develop a 'hext generation" anthrax vaccine, 
which may be as effective and safe as the current vaccine in fewer doses. Both of these efforts 
are important, but will take years to conclude. Meanwhile, we must protect our servicemembers 
from hann with the currently licensed, safe and effective vaccine. 

I trust this information addresses your concerns and I invite you to visit the A YIP's Internet 
Website at htto:llwww .anthrax.mil, or call the toll-free information line at 1-877-GET-V ACC for 
more in-depth information about the anthrax-vaccine program. Answers to other questions are 
also available by writing to avip@ots~t.amedd.army~ 

Sincerely, 

cc: 
The Honorable Michael G. Oxley 

*Source- •The Anthrax Vaccine, Is It Safe? Does It Woik.?" Published in 2002 by the National 
Academy Press, www .nap.edufca\l!log/10310/h!ml. 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE @ 
WASHINGTON, DC 20301-1200 

KEALTH AFFAIRS ACTION MEMO 

MEMORANDUMFRH~~:~T SECRETARY oF DEFENSE (fiEALTH AFFAIRS) 

FROM: Ms. ~"f." ~~~SD, Force Health Protection and Readiness 

SUBJECT: Expanding Responsibility of the Anthrax Vaccine Immunization Program to 
Support tlie MUinary Biological Warfare Vaccine Program 

REFERENCES: (a) D~uty Secretary of Defense Memorandum of June 282002, 
"Reintroduction of the Anthrax Vaccine Immunization Program 
(AVIP)" (TAB B) 

(b) Deputy Secreta!)' of Defense Memorandum (S) of December 
12, 2002, "M Sta,g~ 2 Smallpox Vaccination 
Implementation" {NOT ATTACHED -CLASSIFIED) 

(c) DoD Directive 6205.3, "DoD Immunization Prqgram for 
Biological Warfare Defense," November 26, 1993 (TAB B) 

(d) DoD Directive 5100.88, "DoD Executive Agent," September 
3, 2002 (TAB B) 

• References (a) and (b) have continued the Secre~ of the Army Executive Agency 
responsibilities for the Anthrax Vaccine Immunization Program (A VIP) and 
established similar re~onsibilities for the Smallpox Vaccination 'Program (SVP). 
Bioterrorism p_reparedlless and readiness to address biological warfare threats of 
military si~fic.ance make vaccine program management a top Force Health 
Protection pnonty. 

• As the DoD Executive Agent for A VIP, the Army has demonstrated outstanding 
~anag~mep.t, synchronization, and "implementation of the anthrax and smallpox 
munuruzation pro~ams. Therefore it~-necessary to expand the A VIP Agency to 
~upport a MWtary V ~ccine Agency (MIL VAX), addressing all vaccine 
unplementation reqwrements. 

• Accordingly, I recommend that you request the Secre~ of the Army, in accordance 
with references (a) through (d), to immediately transition the A VIP Agency to the 
Military Vaccine Agency, and include support for the Smallpox Vaccmation 
Program. 

RECOMMENDATION: That the ASD (HA) sign memo at TAB A. 

COORDINATION: TAB C 

ATTACHMENTS: 
As stated 

Prepared by: COL Perry Kendrick, FHP/R, L-(b-'--)(--'-6) __ ......, PCDOCS# 1§'A 75", I/J;).7J 
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THE ASSISTANT SECRETARY OF DEFENSE 
WASHINGTON, DC 20301·1 200 

HEALTH Al'l'A1RS 

MEMORANDUM FOR SECRETARY OF TilE ARMY 

SUBJECT: Expanding responsibility of the Anthrax Vaccine Immunization Program to 
Support tlie Military Biological Warfare Vaccine Program 

REFERENCES: (a) Deputy Secretary of Defense Memorandum of June 28,}002, 
"Reintroduction of the Anthrax Vaccine Immunization nogram 
(AVIP)" 

(b) Deputy Secretary of Defense Memorandum (S) of December 
12, 2002, "(U) Slage 2 Smallpox Vaccination 
Implementation" 

(c) DoD Directive 6205.3, ''DoD Immunization Program for 
Biological Warfare Defense," November 26, 1993 

(d) DoD Directive 5100.88, "DoD Executive Agent," September 
3, 2002 

In references (a) and (b) the Deputy Secretary of Defense continued the Secretary of 
the Army Executive Agency responsibilities for the A VIP and established similar 
responsibilities for the Smallpox Vaccination Program (SVP). Bioterrorism preparedness 
and readiness to address naturally occurring diseases of military significance makes vaccine 
program management a top Force Health Protection priority. AI; ilie DoD Executive Agent 
for A VIP, the Army has demonstrated outstanding management, coordination, 
synchronization, and implementation of a joint Service-level immunization program. 

Accordingly, I recommend that the Secretary of the Army, in accordance with 
references ( al t!ITough (c) begin hmnediately transrtioning the A 'VIP Agency to undertake 
this larger ro e with support to the Smallpox Vaccination Program. Consistent with 
reference (d), I will recommend thai the Deputy Secretary of Defense further expand the 
Executive Agency responsibili to include support for all Bioweapon vaccine program 
implementations tlrrough the Mjlitary Vaccine Agency. 

William Winkenwerder Jr., MD 
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DEPUTY SECRETARY OFDEFENSE 
tOtO DEFENSE PENTAGON 

WASHING'TON. DC 20301•1010 

MEMORANDUM FORSECRETARIESOF1l!B MILITARY DEPARTMENTS 
CHAIRMAN OFTHE101NTCHIHFS OF STAFF 
UNDER SECRETARIES OF DEFBNSE 
ASSISTANT SI!CREI'ARIPS OF DEFENSE 
GENERAL COUNSEL, DEFi\RTMENT OFDEFENSE 
lNSPBCl'OR GENERAL, DEPARTMENT OFDI!PBNSE 
DIRECTORS OF DEI'I!NSE AGENCIES 
COMMANDANT OFTHEUS COAST GUARD 

SUBJECT: Reintroduction of the Anthrax Vaccine !rnrmmiuliou Plogl1m (A VIP) 

Food and Dntg Administration (FDA)8ppl0Yil of the J11!111u1'aclurer's · 
teiiOV8!ed facility restores the availability of anthrax vaccine. FDA has de!etmined 
that the current lll1hrlx vaccine is safe and effective in protecting against all forms i!P! 
of aarhrax infection, a scienlilio conclusion recently suppoittxl by the Institute of 
Medidae. 

Current intelligence assessttiOU!S indicate dtat the anlb!u. threat to 
~ of Defense (DoD) fortes is real. The Deparlmcnt's goal is to Jll1IIOCl all 
forces against anthrax as a pattof the DepatlmeDt's Force Health PratectioJt ., , 
program. Steps are being taken by tile Department to ensure protection of U.S. 
service- and DoD pemoDDel. against the threat of anthlu and other potential 
bioweapon apts, including improved ialdligeuao, detection, and surveillance 
capabilities, protective clothing and equipment, and new generation vaccines and 
odie< -'ical COUIIIC<JiteaSI 

At this time, the DoD wiD resume an Anthmx Vaccine lmmunia!ion 
Program (A W) consistent with FDA guidelines and the best pactice of medicine, 
hegimriDg with mililmy personnel, and Emer~l DoD civilians 111111 =-at higher risk whose performance is essential for certain mission czilical 
capabilities. Vaccination is mandatory for these personnel. except as proWled 
under app1itab1c medical and adminis1Ialive exemption policies. 

The scope of the A W shall encompass peiSODDel assigned to or deployed 
for more than !S days in hi!lber threat areas whose (llrlonnance is essential for 
certain mission critical capabilities. Neafltor.m A VTP implementation may also 
include other personnel determinM by 1!..: Assistant Secretary of Defenae for Health 
Affairs, in consultation wilh the Cbairmah of the Joint Chiefs of Staff, to be at lligluor 

-
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risl: of exposure to anrllrax as conditions change. Vaccinations shall begin, to the 
extent feasible, 4S days prior to deployment or aniwl in higher threat areas. 

For personnel who are covered under this new policy, who had previously 
begun the six shot series but had not completed it, tesl!"tption of their vacciaatioa. 
series will begin immediately. Forpe<sonael whose six shot series was iDtoauplecl. 
but who are not covered under the new policy. comp1etioD. of their vaccination series 
will be clefel:rod lDIIillbrtber IIOiice; resmnp!lon will begin whtm feasible, subject 10 
availability of vaccine. P<:rsomlcl Cllll'ellllybc::ingjnmmnjwl c!esi&n"'""spedal 
mission units, manufacturing and DoD teseateh persoonel, and Coogtossiomllly 
mandated anthrax vaccine ~ continue with their scheduled 
vaa:inalions and aonnal booster shols. 

The UDder Seo!elaty Of Defense for Pmmme1 and Read ..... sball isaue 
policy guidance on die medica! and acfminjsrrarjve aspects of the A V!P. Effective 
program implementation oontinnes to be the responsihUity of tho Scaelaiy of tbo 
Amy as the Executive Agent for the A vrP and the designated senior military •· 
oflk:ers of the services* 
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Department of Defense 

DIRECTIVE 

NUMBER 6205.3 
November 26, 1993 

ASD(NS&CP) 

SUBJECT: DoD Immunization Program for Biologica!Wazfare Defense 

References: (a) Title 10, United States Code 
(b) DoD Instruction 6205.2, "Immunization Requirements," October ?, 

1986 
(c) AR 40..562/NA VMEDCOMINST 6230.3/AFR 161-13/CG 

COMDTINST M6230.4D, ·~mmunizations and Chemoprophylaxis," 
November?, 1988 

(d) DoD Directive 5 136.1, "Assistant Secretary of Defense for Health 
AJ'Iirli!, • December 2, 1992 

(e) through (g), see enclosure I 

I. PURPOSE 

This Directive: 

1.1. Establishes policy, assigns responsibilities, and prescribes procedures for 
members of the Department of Defense against validated biological warfare threats, 
and prioritization of research, development, testing, acquisition, and stockpiling of 
biological defense vaccines under reference (a). 

1.2. Provides vaccination guidance that focuses exclusively on defense against 
biological warfare threats and complements immunization requirements for naturally 
OOCUiiing endentic disease threats outlined in references (b) and (c). 

1.3. Addresses peacetime and contingency reqnirements for immunization against 
biological warfare threats againat U.S. person/teL 

1.4. Designates the Secretary of theAmly as the "DoD Executive Agent" for the 
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DoD Immunization Programfor'Biological Warfare Defense. 

1.5. Provides direction on levels of acquisition and stockpiling of biological 
defense vaccines and prioritizes research and development efforts in defending against 
current and emerging biological walfare threats. 

2. APPLICABILITY AND SCOPE 

This Directive applies to: 

2.1. The Office of the Secretary of Defense, the Military Departments (including 
their National Guards), the Chairman of the Joint Chiefs of Staff, the Unified 
Commands, and the Defense Agencies (hereafter referred to collectively as 'the DoD 
Components'). The tenn "Military Services," as used herein, refers to the Army, the 
Navy, the Air Force, and the Marine Corps. -.. 

2.2. Essential DoD civilian personnel, and personnel of other Federal 
Departments, when assigned as part of the U.S. Armed Forces. 

3. DEF!NJTIONS 

Terms used in this Directive are defined in enclosure 2. 

4. POLICY 

It iS DoD policy that: 

4.1. For immunization, the following personnel, subject to special exceptions 
approved by the Chairman of the Joint Chiefs of Staff, should be innnunized against 
validated biological warfare threat agents, for which suitable vaccines are available, in 
sufficient time to develop immunity before deployment to high-threat areas: 

4.1.1. Personnel assigned to high-threat areas. 

4.1.2. Personnel predesignated for innnediate contingency deployment (crisis 
response). 

I 
4.1.3. Personnel identified and scheduled for deployment on an inuninent or 

ongoing contingency operation to a high-threat area. 

2 
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4.2. For vaccine research, development, testing, evaluation, acquisition, and 
stockpiling, efforts for the improvement of existing vaccines and the development of 
new vaccines against all validated biological warfare threat agents shall be integrated 
and prioritized. The Department of Defense shall develop a capability to acquire and 
stockpile adequate quantities of vaccines to protect the programmed force against all 
validated biological warfare threats. 

5. RESPONSIBILITIES 

5.1. Themrndof Siefe!lse for Acquisition and Technology shall ensure 
the coordination and integration of the DoD immunization Program for Biological 
Warfare Defense with all acquisition-related elements of the DoD Biological Defense 
Program. •. 

5.2. The Under Secretarv of Defense for Policy shall review all facets of the DoD 
Immunization Program for Biological Warfare Defense to ensure that it is consistent 
with DoD policy and is adequately integrated into overall DoD biological defense 
policies. 

5.3. The Assistant Secretarv of Defense for Health Affairs shall: 

5.3.1. Serve as the advisor to the Secretary of Defense as in DoD Directive 
5 136.1 (reference (d)) on the DoD immunization Program for Biological Warfare 
Defense. 

5.3.2. In consultation with the DoD Executive Agent, the Secretaries of the 
Military Departments, and the Chair of the Armed Forces Epidemiological Board, 
identify vaccines available to protect against biological threat agents designated by the 
Chairman of the Joint Chiefs of Staff and recommend appropriate immunization 
protocols. 

5.3.3. Issue instructions to the Military Departments and the other 
appropriate DoD Components on the immunization of DoD personnel, under the 
guidelines of this Directive, and monitor and evaluate the implementation of those 
instructions. 

5.4. The Secretarv of the Armv. as the J;igD Executive Agent for the 
immunization Promm for Biological Warfare Defense. shall: 

3 
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5.4.1. Besides those responsibilities in the Deputy Secretary of Defense 
Memorandum and the Joint Service Agreement (references (e) and (f)), do the 
following to enhance the DoD Immunization Program for Biological Warfare Defense, 
and report ammally through the Assistant Secretary of Defense for Health Affairs 
(ASD(HA)) to the Secretary of Defense the capability to canyout those policies: 

5.4.1.1. Vaccine Research and Develonment 

5.4.1.1.1. Priorities developed in coordination with the ASD(HA), 
the Chainnan of the Joint Chiefs of Staff, and the Secretaties of the Military 
Departments shall include the development of vaccines against validated biological 
warfare threat agents for which none exist, improvement of vaccines that are 
unacceptable in the time they take to produce immunity or in the level of immunity 
they produce or are insdequate because of the number of doses required to achieve. 
inununity, assessment of the effectiveness of vaccines against biological warfare threat 
agents in their likely modes of use (e.g., aerosols), and development of multivalent ~ 
vaccines that will produce protective inununity after a single vaccination. Vaccines 
must be either licensed by the Food and Drug Administration (FDA) or have been 
designated, under FDA requirements, ''for use as investigationaJ new drugs (lNDs)," as 
in 21 CFR 50 (reference (g)). 

5.4.1.2. Vaccine Acq)Jistion and Stockpiling ~•-

5.4.1.2.1. Develop and maintain a DoD capability to acquire and 
stockpile adequate quantities of vaccines to protect the programmed force against all 
validated biological warfare threat agents for which suitable vaccines exist. 

5.4.1.2.1. On an annual basis, provide information and 
recommendations, in coordination with the Secretaries of the Military Departments and 
the Chair of the Armed Forces Epidemiological Board, to the ASD(HA) on vaccines to 
acquire and appropriate inununization schedules that include reimmunization required 
to develop and maintain protective inununity. Those recommendations should 
include, but not be limited to the following: 

5.4.1.2.1.1. All relevant data on the effectiveness of each 
vaccine against the corresponding biological warfare threat agent. 

5.4.1.2.1.2. The expeeted type, frequency, and severity of 
vaccine-associated adverse reactions. 

4 
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5.4.2. Serve as the focal point for the submission of information from the 
Services, as specified by subsection S.S., below, and monitor the Services' 
implementation of the DoD Jmmuni?J!tion Program for Biological Warfare Defense. 
Recommend appropriate changes and improvements to the Secretary of Defense 
through the ASD{HA), and the Secretaries of the Military Departments. Report to the 
Secretary of Defense annually on the lmmmtization Program for Biological Warfare 
Defense. 

5.4.3. The Executive Agent Acquisition Executive (AE) shall plan, program, 
and budget for biological defense. The AE shall coordinate directly with the 
ASD(HA), the Under Secretary of Defense for Policy, the Under Secretary of Defense 
for Acquisition, the Secretaries of the Departments, and other offices as required to 
ensure program integration. 

5.5. The Secretaries of the Militaty Departments shall: 

5.5.1. Implement, monitor, eva1uato, and document the DoD hurnunization 
Program for Biological Warfare Defense in their Department and establish procedures 
for coordinating and reporting the following infonnation to the Executive Agent: 

5.5.1.1. The identification, reporting, and epidemiologic evaluation of 
vaccine-associated adverse reactions, in accordance with FDA requirements. "· 

5.5.1.2. The collection and forwarding of data required by the Executive 
Agent needed to meet requirements of the FDA for products that are the INDs. 

5.5.2. Transmit the instructions of the ASD(HA) about the immunization 
program for biological warfare defense to subordinate mtits. 

5.5.3. Program and budget for the required vaccinations for members of their 
Department and provide the.DoD Executive Agent with projected program 
requirements. 

5.6. The Chairman of the Joint Chiefs of Sta1t in consultation with the 
Commanders of the Unified Commands; the Chiefs of the Military Services; and the 
Director, Defense Intelligence Agency (DIA), annually and as required, shall validate 
and prioritize the biological warfare threats to DoD personnel and forward that list to 
the DoD Executive Agent through the ASD{HA). 

5.7. The Commanders of the Unified Commands, amrually and as required, shall 

5 
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provide the Chairman of the Joint Chiefs of Staff with their assessment of the 
biological warfare threats to their theaters. 

5.8. The Chair of the Armed Forces Epidemiological Board, in consultation with 
the DoD Executive Agent and the Secretaries of the Military Departments, annually 
and as required, shall identify to the ASD(HA) vaccines available to protect against 
validated biological warfare threat agents, and recommend appropriate immunization 
protocols. 

6. PROCEDURES 

The DoD Immunization Program for Biological Warfare Defense shall be conducted, 
as follows: 

6.1. The Commanders of the Unified Commands, annually and as required, ;hall 
provide the Chairman of the Joint Chiefs of Staff with their assessment of the 
biological warfare threats to their theater. 

6.2. The Chairman of the Joint Chiefs of Staff, in consultation with the 
Commanders of the Unified Commands; the Chiefs of the Military Services; and the 
Director, DIA, annually, shall validate and prioritize the biological warfare threats to 
DoD personnel and forward them to the DoD Executive Agent through the ASD(HA). 

6.3. Within 30 days of receiving the validated and prioritized biological warfare 
threat list fillm the Chairman of the Joint Chiefs of Staff, the DoD Executive Agent 
shall, in consultation with the Secretaries of the Military Departments and the Chair of 
the Armed Forces Epidemiology Board, provide recommendations to the ASD(HA) on 
vaccines and immunization protocols necessary to enhance protection against validated 
biological warfare threat agents. 

6.4. Within 30 days of receiving the coordinated recommendations of the DnD 
Executive Agent, the ASD(HA) shall direct the Secretaries of the Military Departments 
to begin immunization of the specified DoD personnel against specific biological 
warfare threat agents. 

6.5. For biological threats for which the only available vaccine is an ND, it shall 
be administered under 21 CFR 50 and 312 (reference (g)) and the established ND 
protocol and/or other applicable legal procedures. 

6 
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7. INFORMATION REQUIREMENTS 

The annual reporting requirements in section 5., above, have been assigned Report 
Control Symbol DlJ.POL(A) 1921. 

8. EFFECTIVE DATE AND IMPLEMENTATION 

This Directive is effective immediately. The Secretaries of the Military Departments 
shall forward one copy of implementing documents to the Assistant Secretary of 
Defense for Health Allilirs within 120 days. 

:...-w-· 
I 

Enclosures • 2 
I. References 
2. Definitions 

v 
William J. Perry 
Deputy Secretary of Defense 

1 
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El. ENCLOSURE 1 

REFERENCES. continued 

(e) Deputy Secretary of Defense Memorandum, "Biological Warfare Defense 
Program," August 26,1991 

(f) Joint Service Agreement, '1oint Service Coordination of Chemical Warfare and 
Chemical-Biological Defense Requirements, Research, Development, and 
Acquisition," July S, 1984 

(g) Title 21, Code of Federal Regulations, Parts 50, "'nfonned Consent of Human 
Subjects," and 3 12, ·~nvesrigarional New Drug Application," current edition 

8 ENCLOSURE 1 



DODD 6205.3, November 2493 

E2. ENCLOSURE 2 

DEFINITIONS 

E2.1.1. Biological Warfare Agent A microorganism or biological toxin 
intended to cause disease, injury, or death in humans. 

E2.1.2. Bioloeical Warfare Threat. A biological materiel planned to be 
deployed to produce casualties in humans. 

E2.1.3. High-Threat Area. A geographic area in the proxintity of a nation or 
nations considered to pose a potential biological threat to DoD personnel by the 
Chalnnan of the Joint Chiefs of Staff in consultation with the Commanders in Chief of 
the Unified Commands and the Director, DIA. 

E2.1.4. l!llmnnitlacity to resist the effects of exposure to a specific 
biological agent or toxin. 

E2.l.S. Immunization. The process of rendering an individual immune. 
Immunization refers to 'the administration of a vaccine to stimulate the immune 
system to produce an immune response (active immunization)." That process may 
require weeks to months and administration of multiple doses of vaccine. .,j!J: 

E2.1.6. Prol!!lll!!!!1ed Force. The DoD active and Reserve force approved by the 
Secretary of Defense in the Future Years Defense Program. 

E2.1.7. Vaccination. The administration of a vaccine to an individual for 
inducing immunity. 

E2.1.8. Vaccine. A preparation that contains one or more components of a 
biological agent or toxin and induces an immune response against that agent when 
administered to an individual. 

E2.1.9. Validated Biological Warfare Threat Agent. A biological warfare agent 
that is validated as a threat to DoD personnel by the Chairman of the Joint Chiefs of 
Staff, in consultation with the Commanders of the Unified and Specified Commands; 
the Chiefs of the Military Services; and the Director, DIA. 

9 ENCLOStlRB2 
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Department of Defense 

DIRECTIVE 

NUMBER5100.88 
September 3, 21102 

DA&M 

SUBJECT: DoD Executive Ageut 

References: (a) Title 10, United States Code 
(b) DoD Instruction 4000.19. 'Interservice and Intragovernmeutal Support," 

August9, 1995 Iii? 
(c) DoD5025.l-M. 'DoD Directives SystemProcedures,"cumntedition . ·· 
(d) DoD Directive 5100.3. "Support of the Headquarters of Combatant and 

Subordinate Joint Commands, "November 15, 1999 
(e) through (g), see enclosure l 

I. PURPOSE ,., 

Pursuant to the authority of the Secretary of Defense under reference (a), this Directive: 

1.1. Provides a DOD-wide definition ofDoD Executive Agent. 

1.2. Provides DoD approval authority for assigning DoD Executive Agent 
responsibilities, functions, and authorities within the Department of Defense. 

1.3. Prescribes the policy for the management and control of DoD Executive 
Agent assignments and arrangements associated with such assignments within the 
Department of Defense. 

1.4. Provides for the exchange of information between DoD Executive Agents and 
the DoD Components regarding resources and the quality of support throughout the full 
range of operations. 
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2. APPIJCABILITY 

This Directive applies to the Office of the Secretary of Defense; the Military 
Departments; the Ch•innan of the Joint Chiefs of Staff; the Combatant Commands; the 
Office of the Inspector General, Department of Defense; the Defense Agencies; the 
DoD Field Activities; and all other organizational entities within the Department of 
Defense (hereafter collectively referred to as "the DoD Components'). 

3. DEFINITIONS 

As used in this Directive, the following terms have the meaning set forth below: 

3.1. DoD Executive Agent The Head of a DoD Component to whom the Secretary 
of Defense or the Deputy Secretary of Defense has assigned specific responsibilities, 
functions, and authorities to provide defined levels of support for operational missions, 
or administrative or other designated activities that involve two or more of the DoD 
Components. The nature and scope of the DoD Executive Agents responsibilities, 
fimctions, and authorities shall: 

3.1.1. Be prescribed at the time of assignment. 

3.1.2. Remain in effect until the Secretary of Defense or the Deputy Secretary 
of Defense revokes or supersedes them. 

3.2. OSD Principal Staff Assistants. The Under Secretaries of Defense, the 
Director of Defense Research and Engineering, the Assistant Secretaries of Defense, 
the Genezal Counsel of the Department of Defense, the Assistants to the Secretary and 
Dejluty Secretary of Defense, and the OSD Directors or equivalents, who report directly 
to the Secretary of Defense or Deputy Secretary of Defense. 

4. POLICY 

It is DoD policy that: 

4.1. The· DoD Executive Agent designation shall be conferred when 

4.1.1. No existing means to accomplish DoD objectives exists. 

4.1.2. DoD resources need to be focused on a specific area or areas of 
responsibility in order to minimize duplication or rednndancy, or 

1 



4.1.3. Such designation is required by law, Executive Order, or 
Government-wide regulation. 
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4.2. Only the Secretary of Defense or the Deputy Secretary of Defense may 
designate a DoD Executive Agent and assign associated responsibilities, functions, and 
authorities within the Department of Defense. 

4.3. The Head of a DoD Component shall be designated as a DoD Executive 
Agent The DoD Executive Agent may delegate, to a subordinate designee within that 
officials Component, the authority to act on that officials behalf for any or all of those 
DoD Executive Agent responsibilities, functions, and authorities assigned by the 
Secretary of Defense or the Deputy Secretary of Defense. The DoD Executive Agen~ 
or subordinate designee, may arrange for and execute inter-Service support agreements, 
in accordance with DoD Instruction 4000.19 (reference (b)), memoranda of ·•· 
understanding, and other necessary arrangements, as required, to fulfill assigned DoD 
Executive Agent responsibilities, functions, and authorities. 

4.4. Within the scope of assigned responsibilities and functions, the DoD 
Executive Agents authority takes precedence over the authority of other DoD 
Component officials performing related or collateral joint or multi-component support 
responsibilities and functions. 

4.5. The DoD Executive Agent assignments and arrangements associated with such 
assignments shall be identified in a DoD issuance in accordance with reference (c). 
The issuance shall: 

4.5.1. Cite the Secretary of Defenses or the Deputy Secretary of Defenses 
authority assigning DoD Executive Agency. 

4.5.2. Identify the responsibilities, functions, relationships, and authorities of 
the DoD Executive Agent 

4.5.3. Identify funding and other resource arrangements for the DoD 
Executive Agent to carry out assigned responsibilities, functions, and authorities. 

4.5.4. Specify other DoD Components, if any, that provide operational 
missions or administrative or other designated activities in support of the DoD 
Executive Agent. 

1 
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4.6. The DoD Executive Agency arrangements shall be structured in a manner that 
permits the effective and efficient accomplishment of assigned responsibilities, 
functions, and authorities. 

4.7. The DoD Executive Agent funding methods and resource requirements, 
including force structure to the extent permitted by law, shall be included as a part of 
the Planning, Programming, Budgeting and Execution process. 

4.8. The performance of DoD Executive Agents shall be assessed periodically for 
continued need, currency, effectiveness, and efficiency in satisfying end user 
requirements. 

4.9. There shall be an approved list of DoD Executive Agent designstions. 

4.10. Procedures governing the establishment, disestablishment, modification, and 
execution of DoD Executive Agent assignments and associated arrangements shall be 
established. 

4.11. The funding and costs in support of each DoD Executive Agent assignment 
and associated arrangements shall be identified separately and shall be visible within the 
DoD budget. 

5. RHSl'QNSIBll.!TJES AND FUNCTIONS 

5.1. The Director of Administrationand Management. Office of the Secretary of 
Defense. shall: 

5.1.1. Develop policy on DoD Executive Agent assignments and arrangements 
associated with such assignments for approval by the Secretary of Defense or the 
Deputy Secretary of Defense; oversee the implementation of the policy throughout the 
Department of Defense; and, issue guidelines, as appropriate, tD define further the 
policies, responsibilities and functions, and authorities contained in this Directive. 

5.1.2. Coordinate on all DoD issuances that assign or modify DoD Executive 
Agent designations. 

5.1.3. Develop, maintain, monitor, revise, and make available to all the DoD 
Components, the list of DoD Executive Agentidesigcations approved by the Secretary of 
Defense or the Deputy Secretary of Defense. 1 



DODD 5100.88, Sept 3,2002 

51.4. Issue DoD issuances implementing this Directive. 

5.2. The DoD Executive Agents shall: 

5.2.1. Execute DoD Executive Agent responsibilities, consistent with 
applicable law, DoD Directive 5 I 00.3 (reference (d)), DoD Directive 5 100.73 
(reference (e)), and this Directive. 

5.2.2. Ensure proper coordination with the DoD Components for the 
responsibilities and activities assigned to provide continuous, sustainable, and global 
support as required by end users. Ensure effective planning throughout operations by 
developing a coordinated process and support plans for transition from peacetime to 
wartime and/or contingency operations. 

5.2.3. Identify requirements and resources, including force structure to the 
extent pennitted by law, necessary to execute assigned responsibilities and functions. 
Submit these requirements to the cognizant Head of the DoD Component to be included 
in their respective budgetdocumenation. 

5.2.4. Monitor resources used in performing assigned responsibilities and 
fimctions. 

5.2.5. Develop, maintain, and report results of performance of DoD Executive 
Agent responsibilities and functions, as may be required by law, Secretary of Defense 
decision, or other Congressional requirements. 

5.2.6. Obtain reports and information, consistent with DoD Directive 8910.1 
(reference (f)), as necessary, to carry out assigned DoD Executive Agent 
responsibilities, functions, and authorities. 

5.2.7. Establish, maintain and preserve information as records, consistent with 
DoD Directive 5015.2 (reference (g)), that document the transaction of business and 
mission of the DoD Executive Agent. 

5.2.~. Designate a focal point to coordinate matters regarding assignedDoD 
Executive Agent responsibilities, functioii.s, and authorities. 

5.3. The OSD Principal Staff Assistants shall: 

5.3.1. Oversee the activities ofDoD Executive Agents in their functional 
areas of responsibility. 

5 
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5.3.2. Assess periodically, but not less than every three years, DoD Executive 
Agent assignments and arrangements associated with such assignments, under their 
cognizance for continued need, currency, and effectiveness and efficiency in satisfying 
end user requirements. Recommend establishment, continuation, modification, or 
cancellation of those DoD Executive Agent assignments and arrangements associated 
with such assignments, under their cognizance, as appropriate. 

5.3.3. Designate a focal point to implement the guidance contained in this 
Directive and to coordinate matters regarding identification, control, and evaluation of 
the DoD Executive Agent assignments and arrangements associated with such 
assignments within their area of cognizance. 

5.4. The Heads of the DoD Components, when receiving DoD Executive Agent 
support, shall: •. 

5.4.1. Provide estimates of requirements and associated resources to the 
designated DoD Executive Agent on a timely basis. 

5.4.2. Assess, as required, DoD Executive Agent support for effectiveness and 
efficiency in meeting requirements and make appropriate recommendations for 
improvement. 

5.4.3. Designate a focal point to coordinate matters regarding the 
establishment of new, the identification of existing, and the control and evaluation of 
DoD Executive Agent support arrangements. 

5.5. The Chainmm of the Joint Chiefs of Staff shall: 

5.5.1. Coordinate with the OSD Principal Staff Assistants aod the Heads of 
the DoD Components to monitor DoD Executive Agent assignments and arrangements 
associated with such assignments for impact on the full range of operations. 

5.5.2. Communicate, to the Combatant Commandors, DoD Executive Agent 
assignments and arrangements associated with such assignments in order to support and 
facilitate national military objectives throughout the :full range of operations. 

5.6. The Under Secretary of Defense (Comntrollerl shall: 
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5.6.1. Ensure that the DoD Component budget submissions, including 
requirements supporting DoD Executive Agent assignments and arrangements associated 
with such assignments, are integrated into the DoD Planning, Programming, and 
Budgeting System. 

5.6.2. Ensure that all funds and costs required to support DoD Executive 
Agent assignments and the arrangements associated with such assignments are displayed 

separately and justified in the FYDP and the budget exhibit submissions of de Heads of 
the DoD Components exercising DoD Executive Agent responsibilities and functioos. 

5. 7. The General Counsel of the Department of Defense shall coordinate on all 
DoD issuances that assign or modify DoD Executive Agent designations, and provide 
legal counsel and advice, as appropriate, to implement this Directive. 

... 
6 .. EFFECTIVE DATE 

6.1. This Directive is effective immediately. 

6.2. This Directive does not revise, modifY, or rescind any DoD Executive Agent 
assignments and their implementing arrangements in existence as of the effective date 
of this Directive. 

Enclosures • 1 
El. References, continued 

Deputy s..:m.uy of Defense 

! 
I 

7 
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El. ENCLOSURE 1 

REFERENCES. continued 

(e) DoD Directive 5100.73, "Major Department of Defense Headquarters Activities," 
Mayl3,1999 

(f) DoD Directive 89 10.1. "Management and Control oflnfonmation Requirements," 
June 11, 1993 

(g) DoD Directive 5015.2. "DoD Records Management l'rogram,"Match 6, 2000 

ENCI.OSOREI 





' . . 

SUBJECT: Expanding Responsibility of the Anthrax Vaccine Immunization Program to 
Support the Military Biological Warfare Vaccine Program 

MIL VAX 

DoD,OGC 

CoS(HA) 

PDASD (HA) 

COORDINATIONS 

COL Randy Randolph 

Mr. John Casciotti 

Ms. Diana Tabler 

Mr. Wyatt 

Concur 1/17/03 



(b)(6) 

01117/2003 08:56AM 

To: b 6 osd.pentagon.mil, (b)( 6) 
cc: 

Subject: REQUEST FOR COORDINATION • Expanding Responsibility of the Anthrax Vaccine Immunization to 
Support the Military Biological Warfare Vaccine Program 

Document is Permanently Archived 

John I COL Randolph, 

Colonel Rauch asked that you review the attached drafts for ASD(HA) and USD{PR) signature. 

D D 
MIL VAX USD PR Action Memo 1-15JIILVAX ASD HA Action Memo 1-15 

~~}(6) ] 
hief, Action Management Branch 

1tfent Health support Directgrate 
[lh) 6 I 



(b)(6) 

01/21J200310:22 AM 

To: 
cc: 

Subject: REQUEST FOR COORDINATION • Expanding Responsibility of the Anthrax Vaccine Immunization to 
Support the Military Biological Warfare Vaccine Program 

Document is Permanently Archived 

Colonel, 

Have you had a chance to review both packages?l(b)(6) lrecommaneded changes 

D 
have been incorporated and are attached. MILVAXUSDPRActionMemo1-15 

D 
MIL VAX ASD HA Action Memo 1-15 

His changes were only to DSD AA9kage. At your convenience please. 
----- Forwarded by[!!U(6) ''JOSAGWI on 011211200310:22 AM - ---

(b)(6) 

01/1712003 08:56AM 
To: ..,(b ..... ).._( 6.._) _ _ 

10
-sd.pentagon.mll 

cc: ~~----~ 

otsg.amedd.army.mil 

Subject: REQUEST FOR COORDINATION • Expanding Responsibility of the Anthrax Vaccine Immunization to 
Support the Military Biological Warfare Vaccine Program 

Document is Permanently Archived 

John I COL Randolph, 

Colonel Rauch asked that you review the attached drafts for ASD(HA) and USD(PR) signature. 

D D 
MILVAX USD PR Action Memo 1-1&11LVAX ASD HA Action Memo 1-15 

Chief, Action Management Branch 
lfh)(6)ment 8ealtb Sunnort Directnj e 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-tZOO 

ACTION MEMO 

HEAL Tit AFFAIAB January 31,2002,3:00 P.M. 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEAL Til AFFAIRS) 

FROM: Ms. Ellen P. Embrey, DASD, Force Health Protection and Readiness 

SUBJECT: DoD National Vaccine Healthcare Center (VHC). Network Advisory Board 
Charter 

• TAB A is a request for coordination on the draft charter, DoD National Vaccine 
Healthcare Center Network Advisory Board (VHC NAB) . 

. 
• Attached at TAB B is the proposed charter, which establishes the VHC network and 

the board membership. The board functions as a consultative panel of experts that 
convenes for the review ofVHC NAB issues and makes recommendations to the 
Assistant Secretary ofDefense for Health Affairs. 

• The VHC network, along with the NAB, is a collaborative effort between the 
Department of Defense and the Centers for Disease Control and Prevention, to 
establish a system for monitoring vaccine adverse events occurring among members 
of the armed forces. See information paper attached at TAB B. 

• Coordination of the draft charter by addressees is requested no later than March 7, 2003. 

RECOMMENDATION: That ASD(HA) sign memo at TAB A. 

COORD~TIONS:~ABC) 

Attachments: 
As stated 

Prepared by: CDR (b)(6) DHSD, (b)(6) _........__ __ _, 

@ 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON. DC 20301·1200 

ACTION MEMO 

January 31, 2002, 3:00P.M. 

FOR: AS~f.NTrJ~?-~ OF DEFENSE (HEAL Til AFFAIRS) 

FROM Ms~P ~~D, Force Health Protection and Readiness 

SUBJECT: DoD National Vaccine Healthcare Center (VHC) Network Advisory Board 
Charter 

• TAB A is a request for coordination on the draft charter, DoD National Vaccine 
Healthcare Center Network Advisory Board (VHC NAB). 

• Attached at TAB B is the proposed charter, which establishes the VHC network and 
the board membership. The board functions as a consultative panel of experts that 
convenes for the review ofVHC NAB issues and makes recommendations to the 
Assistant Secretaey of Defense for Health Affairs. 

• The VHC network, along with the NAB, is a collaborative effort between the 
Department of Defense and the Centers for Disease Control and Prevention, to 
establish a system for monitoring vaccine adverse events occurring among members 
of the armed forces. See information paper attached at TAB B. 

• Coordination of the draft charter by addressees is requested no later than March 7, 2003. 

RECOMMENDATION: That ASD(HA) sign memo at TAB A. 

COORDINATIONS: (TAB C) 

Attacbments: 
As stated 

Prepared by: CDR (b)(6) DHSD (b)(6) 
"------~ 
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HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

MEMORANDUM FOR ASSISTANT SECRETARY OF TilE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (M&RA) 
JOINT STAFF SURGEON 
DIRECTOR, HEAL1H AND SAFETY, US COAST GUARD 
PRESIDENT, ARMED FORCES EPIDEMIOLOGY BOARD 

SUBJECT: Draft charter for the DoD National Vaccine Healthcare Center Advisory 
Board 

I request coordination no later than noon Friday, March 7, 2003, on the draft 
charter for the DoD National Vaccine Healthcare Center Network Advisory Board (VHC 
NAB), (Attachment #1). 

This charter establishes the VHC NAB, which provides consultative expertise for 
the review of network mission specific issues and makes recommendations to the 
Assistant Secretary of Defense for Health Affairs. 

I have enclosed an information paper on the DoD NationalVaccine Healthcare 
Center Network for your information, (Attachment #2). 

Attachments: 
As stated 

tter, please contact Commander ..._(b ...... )(;......:6):...-___. 
lo enthealth.osd.mil. Forward your 

William Winkenwerder Jr., MD 



CHARTER 

DoD National Vaedne fuallhoare Center Network Advisory Board 

1. PURPOSE: The DoD Vaccine Healthcare Center Network Advisory Board (VHC NAB) 
provides consultative expertise for the review of network mission specific questions and 
makes recommendations to the Assistant Secretary of Defense for Health Aff!Urs, ASD(HA). 
The ASD(HA) shall appoint a Director, DoD National Vaccine Healthcare Center Network 
to chair the NAB. The NAB provides periodic oversight recommendations regarding the 
VHC n-..rk program and proposes changes in the mission or ftmctions of the network. 

2. BACKGROUND: The VHC network is a collaborative effort between the Department of 
Defense and the Cenmrs for Disease Control and Prevention that fulfills Section 751 of the 
National Defense Authorization Act of2001. This Act instructs the Secretary of Defense to 
establish guidelines under which servicemembers "may obtain access to a Department of 
Defense Cenmr of Excellence treatment fucility for expedi1ed treatment and follow up" [I OUSC 
11!0(2)(h)(3)] as part of establishing "a sysmm for monitoring adverse events of members of the 
armed forces to the anthrax vaccine" [IOUSC ll10(2)(b)(l)]. The network will ftmctionas 
allergy-imm1mology Centers of Excellence and be accessible to DoD beneficiaries and providers 
either directly or on a referral bssis. As tlle network matures, it will develop the structure and 
tools to support a vaccine safety assessment program from surveillance and enhanced vaccine 
adverse events reporting to case management of complex adverse events. Emphasis will be 
placad on standardization of clinical and educational programs tllat focus on hcalthcare provider 
and beneficiary understanding of immunirations and vaccine safety. Clinical research 
partnerships will be developed to validate clinical guidelines and support improvements in 
vaccine bealtllcare delivery. The first of!S planned regional centers opened in Washington, DC, 
at Walmr Read Army Medical Center on Sepmmber 6, 2001. 

Historically the DoD bes depended on the Armed Forces Epidemiological Board (AFEB) for 
vaccine advice and guidence, just as tlle Department ofHealtll and Human Services bes 
depended on the Advisory Committee on Immunization Practices (ACIP). Representation on the 
NAB by members ofbotll the AFEB and ACIP bring scientific erodibility and inatitutional 
independence to the oversight and recommendations provided to the ASD(HA) and the Director, 
National Vaccine Healtllcare Cenmr N-..rk. 

3. GOALS: The VHC NAB goals include but are not limited to: 

• Providing review of programs, tools and research developed by the VHC network. 
• Providing guidance and recommendetions on how to best optimize collaborative efforts 

between government and civilian agencies with the VHC network. 

• Assiating and directing the VHC network in providing its services to personnel in order to 
anhance vaccine use, primarily for the military in oparational settings. 

• Consulting and reviewing clinical-management issues, protocols. and other vaccine
delivery issues for the VHC network. 
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I 4. MEMBERSHIP: Voting members will eonsist of the Chair, the Surgeons Geneml of the 
Military Services, the Director, Health and Safety of the U. S. Coast Guard, and representatives 
from the ACIP and the AFEB. Subcommittees, either continuing or ad hoc, shall be 
established as needed as working groups of the NAB to assist in performing its functions. 
When necessary, each subcommittee may request the advice of non-voting consultants to 
provide the requisite balance in viewpoints through breadth of expertise. Representatives to 
the NAB shouid include board-certified specialists in the fields of immunology, infectious 
disease, pediatrics, family medicine, and operational medicine. The membership will include: 

. 
r, DoD National Vaccine Healthcare Center Network Chair 

Member of the Advisory Committee on Immunization Practices Member 

Member of the Advisory Committee on Immunization Practices Member 

Member of the Armed Forces Epidemiological Board Member 

Member of the Armed Forces Epidemiologieal Board Member 

Representative from the Centers for Disease Control and Prevention Member 

f'>cedemic Immunologyllmmunization/V acoine Safety Expert Member 

Acedemic Immunology/Immunization/Vaccine Safety Expert Member 

~resentative , Assistant Secretary for Health, Department ofHealth and Ex-Officio 
Human Services Representative 

Representative, Surgeon Geneml of the Army jjX-Officio 
Representative 

Representative, Surgeon Geneml of the Navy Ex-Officio 
Representative 

Representative, Surgeon General of the Air Force 
Ex-Officio 
Representative 

Representative, Marine Corps Surgeon Ex-Officio 
Representative 

~resentative, Health and Safety of the U.S. Coast Guard 
Ex-Officio 
Representative 

~epresentative. TRICARE Management Activity 
tix-Officio 
Representative 

~epresentative, Under Secretary for Health Department ofV eterans Affillrs Ex-Officio 
~presentative 

~xecutive Secretary 

~taff Assistant 



5. MEETINGS: Bi-annual meetings with additional meetings as requested by Chair. 

SUBCOMMITTEES: Continuing or ad hoc subcommittees shall be established as needed. 
Subcommittees sball be tepresented on the parent NAB. The cbair oftbe NAB shall appoint 
voting membem and designate one to serve as the chairperson. When necessary, a 
subcommittee may request the advice of non-voting consultants in order to enable it to carry 
on its work wblle providing the requisite balance in viewpoints tbrougb breedth of expertise. 

6. SUPPORT AGENCY: The Surgeon General, Department of the Anny sball be responsible 
for providing administmlive and staff support for operation oftbe NAB tbrougb the Walter 
Reed National Vaccine Healthcare Center Network. Admlnistmlive support is defined as 
budgeting, funding, fiscal control, manpower control and utilization, personnel 
admjnistration.. security administration, space9 facilities, supplies and administrative services. 

7. INDIVIDUAL PROCUREMENTS: The NAB is not authorized to advise on individual 
procurements. No matter sball be assigned to the NAB for its consideration that would 
require any member of the NAB or Subcommittees to perticipate pemonally and substan1ially 
in the conduct of any specific procurement, or place bim or ber in the position of acting as a 
!!procurement official, 11 as that term is defined pursuant to law. 

8. DELIVERABLES. Written minutes from meetings to include consensus statements on 
clinical and reseerch issues brought to the committee. 

9. DURATION OF DOD NATIONAL VACCINE HEALTHCARE CENTER NETWORK 
CLINICAL ADVISORY BOARD. The Charter of the DoD National Vaccine Healthcare 
Center Network Clinical Advisory Board is subject to renewal two (2) years from the date of 
this cberter and every two years thereafter unless abolished by re-issuance or cancellation. 

Willlsm Wmkenwerder Jr., MD 

ASD(HA) Approval Date: 
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Information Paper 

DoD National Vaceine Healthcare Center Network 

ISSUE 

The National Vaceine Healthcare Center Network (VHC) is a collaborative effort between 
the Department ofDefense (DoD) and the Centers for Disease Control and Prevention (CDC) 
/National Immunization Program (NIP) to provide compliance with HR 4205 by permitting DoD 
to fulfill the requirements set forth in Seetion 735 paragraph (d) "system for monitoring adven;e 
reactions of the anthrax vaccine." In addition to providing compliance with existing legislation, 
the network offers DoD, in collaboration with the CDC, a means to establish an overall system 
for monitoring adverse events fur ali vaccines. It also provides a capshility for DoD to respond 
to the rapidly evolving current and fut1Jie vaccine health care needs. 

Cunent resourcing does not accommodate the needs of the proposed network. Additional 
manpower reqlrirements are projected for the Allergy-Immunology Department of the Walter 
Read Army Medical Center as workload to support this initiative increases. 

The An1brax Vaceination Immunization Program has highlighted areas of improvement in 
the military vaccination system that must be addressed. These include: 

1. Response to servicem.embers who express concern that they may have suffered adverse 
events to vaccinations; 

2. Training of immunization supervisory providars, nursing personnel and technicians; 
3. Understanding of the Vaccine Adverse Events Reporting System (V AERS) and 

individual provider responsibilities to submit the V AERS-1 form in cases of adven;e 
events temporally associated with vaccination; 

4. Provider understanding of what constitutes an adverse event that occurs with a temporal 
relationship to a vaccination; 

5. In-depth V AERS reporting to include follow-up V AERS on persistent medical problems 
that adversely impsot on quality of life or resell in disability; 

6. Provider undeiStanding ofbalanead risk communication (in a high anxiety, low trust 
environment) in relation to anthrax vaccine specifically and immunizations in general; 

7. Policy and resonroing for implementation of quality standards regarding administration of 
vaccines within the DoD; 

8. Medical resources for the diagoosis, treatment and long term follow-up of patients with 
complex, chronic, multi-system diseases such as chronic fatigue syndrome with onset 
temporally associated with an anthrax immunization event. 

NATIONAL VHC NETWORK VISION 

The VHC is a network of regional vaccine health-related clinical programs almsd at 
facilitating the health care of mllitary members and DoD beneficiaries that involve vaccines and 
other therapeutic modalities that improve personal immune protection and "immune readiness." 
The VHC network is dedicated to contiuuous porformance improvement of immunization and 
immune therapy health care delivery, from education and research to management of adverse 



reactions for all DoD beneficiaries. The VHC network will become a strategically located 
collection of centers of excellence for military vaccine qoallty care as well as support for 
enterprise-wide qoallty improvements in immunization health care delivery in general. As a 
platfonn from which to conduct vaccine studies and as the cornerstone for the CDC/DoD 
partnership to enhance vaccine safety, efficacy, and aooeptability, the VHC network has the 
potential to become a national resource for the validation of vaccine safety and ongoing 
surveillance of post-marketing vaccine-related adverse events. 

VHC NETWORK MISSION STATEMENT 

In order to provide this clinical support and leadership for immune readiness, the VHC 
network will work in partnership with the CDC and other agencies to develop programs that are 
dedicated to the highest qcality and safety of all immunizations and preventive medicine 
services. This CDC/DoD collaboration is designed to I) improve the safety and qoallty of the 
delivery of vaccines to military personnel and DoDN A beneficiaries, 2) improve the reporting of 
vaccine-related adverse events in military personnel and DoDN A beneficiaries, 3) improve the 
qoallty of clinical management and follow-up of beneficiaries who suffer vaccine-related adverse 
events, 4) improve military personnel level of sarisfaction with their vaccine-related health care 
services, follow-up experiences, and patient advocacy, and 5) improve beneficiary and vaccine 
provider knowledge, understandjng, and acceptance of immunization requirements. 

VHC NETWORK COLLABORATIVE GOALS 

The VHC Network will assess and enhance: 

• The qoallty of delivery of immunizations to military personnel and DoD beneficiaries. 
• The level of reporting vacciJle.related adverse events in the military healthcare systern, 
• Clinical management aad follow-up of vaccine related adverse events and the level of 

padent advocacy provided to military personnel and beneficiaries who suffer vaceine
related adverse events. 

• The knowledge, attitudes, aad belie:& of military personnel, DoD beneficiaries and 
providers regarding immunization requirements. 

• The number of trained. support personnel for immunizrtion health care improvements. 

BACKGROUND 

lmmunizations in general are the cornerstone of"immune readiness" for servicemembers and 
beneficiaries, both at home aad abroad. lmmunizations from the beginning have been the most 
cost-effective clisease prevention public health imerventions in 20"' aad 21 ~ century medicine, only 
exceeded in efficacy by clean water aad proper waste disposal. Biological warfare and -orism 
are serious threats both within and outside the Unitad States with new and more difficuh 
challenges facing numerous organizations (beside the military) involved in disease and disaster 
prevention. Even under the worst criticism regarding efficacy, the anthrax vaccination program is 
a better preventive strategy fur the defense against biological warfare and terrorism thrests than 
any other available strategy. A framework for the delivery of multiple immnnimtions exists 
throughout the military health care system. However, it has not heen standardized or resourcad 
adequately for the many challenges that have developed over the past 15 years, 



The entire vaccine world, both within and outside governmental institutions, has been faced 
with increasing numbers <>f issues that challenge the credibility and trust in the immunization 
health care delivecy system. The 1990's were a decade of increasing public concern regarding the 
safety of vaccines in general and distrust of government organizations and the established medical 
community, particularly in relation to how individuals with adverse reactions to vaccines are cared 
for and supported. Examples of just some of the issues are SUilllllarized below: 

• Live oral polio vaccine. There have been cases of paralytic polio in previously healthy 
children caused by this vaccine. As a result, the public's perceptions of risk associated with 
tiaditioual immunizations in general have steadily increased. The policy of using live oral 
polio vaccine in infants has changed as a consequence to further reduce risk. The Natioual 
Vaccine Compeusalion Act, directed toward childhood vaccine injury compensation, does 
NOT address adults with vaccine-reiated morbidity and thereby has failed to engender 
confidence in vaccine safety for some sectors. 

• Swine "flu" vaeeine. In the 1970's, this vaccine caused neurological disease complications 
resulting in persistent distrust of the very safe current influenza vaccine. 

• First generation hepatitis B vaccine. This vaccine was derived from a blocd product 
(plasma) and there was a perceived risk ofHIV transmission that was resolved by 
recombinant vaccine generations of today. There was never any data to support the concerns 
about transmission risk. New concerns about this vaccine have arisen from hair loss to 
questions regarding the risk of thimerosal and mercury accumulation. 

• Infant rotavirus vaccine. This vaccine was recalled one year after FDA licensing due to 
over 100 cases of bowel obstruction and several deaths linked potentially to the vaccine. 

• Neonatal hepatitis B vaccine. Policy for this vaccine has been changed recently due to new 
concerns about thimerosal content and possible mercury morbidity (birth and 2 month visit 
with multiple vaccines exceeding the EPA levels of safety 0.1 meg/kg/day). There is no data 
regarding actual harm csused by the vaccine or thimerosal, but national and intemalional 
policy has moved to a recommendation to modifY all vaccines in regard to preservative 
content. This may result in higher costs of vaccines and decreased availability, particularly 
in developing countries. 

• Measles and hepatitis B vaccines. These vaccines have been the subject of increasing 
suspicion as etiologic factors in autism, multiple sclerosis, diabetes, autoimmune disease, etc. 
Clear data is lacking to support the validity of these fears, yet data alone has not been an 
adequate response to managing the public's concerns. 

• mv transmission and immunizations. There continues to be a belief that immunizations 
contributed to or even cansed the HIV epidemic in Africa and other developing countries. 

There appears to be a trend nationally of negative perceptions feeding the distrust of 
vaccines in general. The negative filctors challenging public trust in vaccines are occurring at a 
time whan distrust of traditional medicine is also growing and there is an increasing trend toward 
the public~s desire for alternative or complementary medicine. Moreover, there are increasing 
demands for freedom of individual chcice in health care. The response to the anthrax vaccine 
immunization program partially reflects the background issues surrounding vaccines in general. 



The deficiencies of immunization health care within the DoD have been reviewed in a 
recent report to the Armed Forces Epidemiological Board: Vaceioes in the Military: A Dol).. 
Wide Review ofVaecine PoUry and Practice. A Report for the Armed Forces Epidemiological 
Board (AFEB), April1999; AFEB Infectious Disease Control Subcommittee: "Deficiencies of 
the current approach to the delivery of vaccines in the DoD" (page 72-77). In addition, the 
National Vaccine Advisory Committee has recently published a subcommittee report on 
improved standards for quality adult immunization programs in non-traditional sites that 
challenges all haalth care systems to address vaecine delivery and resourcing of quality standards 
implementstion. (Adult Immunization Programs in Nontraditional Settings: Quality 
Standards and Guidance for Program Evaluation. MMWR 2000;49(RR-1 )(Mar 24);1-13. 
www.cdc.gov/epo/mmwrlpreview/mmwrhtmllrr4901al.htm) The existing health care system 
has not been resourced to meet the complexities and resource requirements of21 st century 
immunization health care delivery. 

In the context of these standards and national concerns, there is a. renewed emphasis on 
vaecine adverse events reporting or the V AERS system- specifieally, developing a more 
vist"ble outreach for quality improvements in V AERS reporting snd follow-up. Anthrax is an 
older vaccine snd post marketing surveillance for adverse events is critical to the credibility of 
the program. Vaecioes are prescription drugs. All prescription drugs are associsted wilh adverse 
resctions or side effects at a minimum- of one to two percent. Drug-relsted medical 
problems, including those assoeisted with vaceioes, should be treated proactively, recogcizing 
that causality cao frequently not be proven or disproved. This is a part of doing business and 
trust is built if the resources to care for the problems are available snd credible. 

STATUS OUTLINE 

1. VHC Structure 
The VHC Network has one Lead VHC located at Walter Reed Army Medical Center, 

responsible for the co-ordination and development of policies, tools, education materials and 
standerd operating ptocedures for ali VHC sites, and Regional VHCs. luitial training of 
Regional VHC personnel will be the responsibility of the Lead VHC. The Lead VHC will co
ordinate its efforts with existing DoD organizations dedicated to quality immunization services 
within the services and the Veteran's Administration. 

The Lead VHC reports to DoD snd the CDC. DoD, lhrough tlte Army as the executive 
agent, will provide command and control and administrative support of the entire VHC program. 
The current organi?JJtional framework for lhe VHC network includes the North Atlantic Regions! 
Medical Command (NARMC) as the Regional Command servicing the Lead VHC; the Walter 
Reed Army Medical Conter as the hosting egeocy for the Lead VHC; snd lhe Allergy
Immunology Department of Walter Reed Army Medical Center as imernal subject matter 
experts. The Lead VHC will report to tlte DoD lhrough this chain. The Lead VHC reports to lhe 
CDC tlrrouglt the National immunimion Program (NIP). Wilhin the NIP there will be a cell of 
personnel to provide ptogram manegement snd dets manegement to the overali VHC Network 
program. Future co-ordination with the VA and civilian eenters developed for comparable issues 
will be a developmental requirement 



There are potentially more than 600 DoD immunization sites worldwide in need of support. 
Categorization of support requirements within each region and for individual sites must first be 
identified for comprehensive standardization of practice, educational support, assistance with 
V AERS reporting, and case management of complex adverse events related patients. To support 
this effort, the number ofVHC sites required throughout the DoD potentially exceeds 16. The 
scope of Work and extent of outreach within each region remains to be defmed. The regional 
VHCs are under the command and control of the Lead VHC, and all data collected will be 
reported through the leed VHC. Personnel for the lead VHC and the first regional VHC are in 
training. Both the lead VHC and the NARMC VHC are located at WRAMC 

FACILITIES 

Providing adequate facilities for the VHC mission within DoD facilities requires resourcing 
of renovations and structural adaptstions to accommodate personnel and automation 
requirements. Since the VHC function is to provide a visible and accessible service ceoter and 
"safe haven" for vaccine related reporting and problero solving, both for providers and patients, 
location of the VHC within existing mllitary treatment facilities is essential. Initial reoovations 
for the Lead and NARMC regional VHC was completed in May of2001. The facilities include a 
service center, clinical evaluation spaces to include facilities for specialized testing and vaccine 
dose challenges, and a 16-seat learoing laboratory/classroom inlegrsted with the existing 
TRISERVICE Immunization-Allergy-Asthma Specialist School. 

INITIAL PRIORITIES 

The initial phase of the VHC initiative, involving the NARMC regional scope, will focus on 
the development of a core trainiog progrsm for personnel involved (currently 9 weeks, including 
risk communication and clinical expertise development) with subsequent outreach to 
immunization sites within the region. The outreach will include assessment of compliance with 
new quality standards for immunization services and assessment oftrainiog and resource 
requirements to include development of support programs to these sites. Support programs will 
include but are not limited to the following: 

!. Reviewing and/or assisting in the development of standardized oparatiog procedures 
that incorpotate the new quality standards for immunization services and facilitate 
V AERS reporting of vaccine related adverse events; 

2. Developing mechanisms to provide support for case management of patients with 
prolonged or more severe adverse events temporally associated with anthrax vaccine 
specifically and military required vaccines in general; 

3. Assistiog in the development oflocal educatioual resonrces to include annual update 
training in vaccine related health care issues to include adverse events infonnation; 

4. Developing an enhanced communication network in order to allow for bi-direetional 
information exchange relevant to immunization issues; and 

5. Establishing SYstematic surveys for data necessary for identifying needs for improved 
V AERS and quality immunization services. 



The establishment of a template of standard operating procedures (SOPs) for a regional 
VHC is a core requirement of the first year scope of work for review and maturation in other 
regional endeavors to include service specific needs. Each region will be pennitted the 
flexibility to tailor its SOPs in order to meet the specific requirements of its provider and patient 
population. These SOPs must be living documents in order to respond to the changing vaccine 
scenarios for the future, but should be coordinaled within the Lead VHC in order to foster inter
service consistency for immunization health care. 

During VHC regional outreach, personnel will actively perform follow-up on patients with 
antbrnx vaccine-related adverse events to include initial evaluations and reporting of persons not 
previously captured in the V AERS system. 

Personnel will participate in surveys of attitudes, knowledge and beliefs among 
servioemembers, providers and other beneficiary groups regarding antbrnx vaccine, specifieally, 
and other vaccines in general. Focus will be placed on the development of communication and 
education programs that address the needs of the DoD community. 

All initiatives will be developed in collaboration with the CDC!NIP and in coordination 
with existing DoD functions. 

····--------------
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THE ASSISTANT SECRETARY OF DEFENSE; 

WASHINGTON, DC 20301·1 200 

"=" 

HEALTH AFFAIRS 

ACTION MEMO 

February/, 2003, 6:00 P.M. 

FOR: UNDER SECRETARY OF DEFENSE (PERSONNEL AND READINESS) 

FROM: Dr. William Winkenwerder Jr., Assistant Secretary of Defense (Health Affairs) 

SUBJECT: Annual Report to Congress on Separations Resulting From Refusal to 
Participate in the Anthrax Immunization Program 

• Section 75 1 of National Defense Authorization Act for 2001 requires the SECDEF to 
submit an annual report to Congress on the separations that have resulted from 
servicemembers who refused to participate in the Anthrax Vaccine Immunization 
Program (A VIP). 

® 

• This years annual report, due not later than April 1, 2003, must include the number of 
members separated categorized by military department, grade, and active duty or 
reserve status. 

• TAB A is a draft memorandum requesting the Services provide the required 
information, which will be compiled and l!lSed in the 2003 Separations Report to 
Congress. 

RECOMMENDATION: Sign memorandum at TAB A 

COORDINATION: TAB B 

Attachments: 
As stated 

Prepared by: CDR ._~(b_)(6_) __ ......~l DHSD, l._'(b-)(
6_> _ _... PCDOCS# ¢,-f7D 
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OFFICE OF THE UNDER SECRETARY OF DEFENSE 

4000 DEFENS E PENTAGON 
WASHINGTON, D.C. 20301-4000 

PERSONNEL AND 
READINESS 

MEMORANDUM FOR SECRETARY OF THE ARMY (M&RA) 
SECRETARY OF THE NAVY (M&RA) 
SECRETARY OF THE AIR FORCE (M&RA) 

SUBJECT: Annual Report to Congress on Separations Resulting From Refusal to Participate in 
the Anthrax Immunization Program 

Section 75 1 of the National Defense Authorization Act for 2001 requires the Secretary of 
Defense to submit an annual report to Congress on service separations that have resulted from 
members who refused to participate in the Anthrax Vaccination Immunization Program. 

This report must include the number of members separated, branch of service, grade, and 
active duty or resenre status. This report covers the timeframe from January 1, 2002 through 
December 3 1, 2002. 

Cc: 
Surgeon General of the Army 
Surgeon General of the Navy 
Surgeon General of the Air Force 

David SC. Chu 

0 



Annual Report to Congress on Separations Resulting From Refusal to Participate in the Anthrax 
Immunizeiltion Program 

COORDINATION 
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HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 
WASHINGTON, D.C 20301-1200 

IS OCT 1999 

MEMORANDUM FOR SURGEON GENERAL OF THE ARMY 
SURGEON GENERAL OF THE NAVY 
SURGEON GENERAL OF THE AIR FORCE 

SUBJECf: :Policy for Reporting Adverse Events Associated with the Anthrax Vaccine 

This memorandum establishes the Department of Defense (DoD) Anthrax Vaccine Immunization 
Program (A VIP) policy for reporting requirements on adverse events possibly related to the anthrax 
vaccine adsorbed (AVA). 

Requirements for Generating a Vaccine Adverse Event Reporting System tYAERS) Form V AERS-1 

For the purposes of reporting anthrax vaccine adverse events, a Form V AERS-1 (Attachment 1) 
must be completed and submitted using Service reporting procedures for those events resulting in a 
hospital admission or time lost from duty for greater than 24 hours or for those events suspected to have 
resulted from contamination of a vaccine lot. Further, health care providers are encouraged to report other 
adverse events that in the provider's professional judgment appear to be unexpected in nature or severity. 
In addition, the patient or a health care provider may submit a Form V AERS-1 directly to the Food and 
Drug Administration (FDA) for any possible adverse event. To obtain Form V AERS-1, contact the FDA at 
1-800-822-7%7 or visit the FDA web site www .fda.gov/cber!vaerslvaers.htm. Additional V AERS 
statistics are available from the National Technical Information Services (NTIS) at 1-800-553-6847. 

A supplemental form (Attachment 2), specifically for use in connection with anthrax vaccine 
adverse event reporting, will be used by the Services' reportable disease project officers to verify 
completeness of and to classify each Form V AERS-!. The Services will submit a copy of the Form 
V AERS-1 and a supplemental form to the Army Medical Surveillance Activity (AMSA), U.S. Army 
Center for Health Promotion and Preventive Medicine (USACHPPM). The AMSA will serve as the central 
repository and will monitor all Form V AERS-1 submitted. The AMSA will coordinate the results of these 
reports directly with the DoD A VlP Agency, Office of the Army Surgeon General (OTSG), and the 
Services' Surgeons General. 

Service Reoorting Procedures 

Army: All reports of anthrax vaccine adverse events are submitted by the chief of preventive 
medicine through the Army's automated reportable disease system to AMSA. These reports are 
consolidated daily into the Defense Medical Surveillance System (DMSS). In addition. a Form V AERS-1 
is submitted to the chairman of the supporting medical treatment facility's (MTF) Pharmacy and 
Therapeutics Conunittee. Report~ are submitted by the chairman, MTF Pharmacy and Therapeutics 
Committee, to the FDA's Vaccine Adverse Event Reporting System and copies of the Form V AERS-1 are 

ll/2/013:12PI 
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provided to the reportable disease project officer at AMSA, DSN: 662-0471. or commercial: 202-782~71. 

Nayy: All reports of anthrax vaccine adverse events are submitted by the preventive medicine 
department or the senior medical officer through the Navy Disease Reporting System (NDRS) to the Navy 
Environmental Health Center (NEHC). These reports are consolidated monthly into the DMSS. In 
addition, a Form V AERS-1 is submitted by the health care provider to the FDA's Vaccine Adverse Event 
Reporting System and a copy to the reportable disease project officer at NEHGDSN: 864-5603 or 
commercial 757-462-5500. NEHG forwards a copy of the Form V AERS-1 and the supplemental form to 
AMSA. 

Air Force: All reports of anthrax vaccine adverse events are submitted by the military health care 
provider to the Foroe Health Protection and Surveillance Branch, IERNRSRH, 2513 Kennedy Circle, 
Brooks AFB, TX 78235-5123, DSN 240-3471 (commercial: 210-536-4371), FAX DSN 240-6841 
(commercial: 210-536-6841). If the incident is life threatening or a death has occurred, the report will be 
made by telephone within 24 hours to IERAIRSRH. These reports are consolidated monthly into DMSS. A 
Form V AERS-1 is submitted to the FDA•s Vaccine Adverse Event Reporting System and a copy to the 
Foroe Health Protection and Surveillance Branch. A copy of the Form V AERS-1 and supplemental form 
are sent to AMSA. Copies are also provided to the local Phermacy and Therapeutic Committee, major 
command clinical points of contact, and the Air Force Medical Operations Agency (AFMOA). 

Timeliness of Form V AERS-1 Reporting 

A copy of Form V AERS-1 should be submitted to each Service's reportable disease project officer 
(AMSA, NEHC, IERNRSRH) within seven days of the occurrence of the edverse event. The reportable 
disease project officer is responsible for verifying the completeness of the information on each report and 
completing an anthrax vaccine adverse event supplemental form (Attachment 2) prior to sending the report 
to AMSA. The reportable disease project officer has seven days from receipt to submit the copy of Form 
V AERS-1 and a completed supplemental fonn to AMSA so that consolidated DoD reporting can be 
provided to the A VIP Agency, OTSG. 

Adverse events that are deemed life-threatening (such as anaphylaxis), result in death, or are 
suspected to be the result of contaminated lots must be reported telephonically to each Services' reportable 
disease project officer within 24 hours of the occurrence of the event. Each reportable disease project 
officer has an additional 24 hours to notify AMSA of the occurrence. Hard copy reports of the event 
should follow the initial telephonic report. 

Classification of the Form V AERS-1 

Each Service's reportable disease project officer is responsible for classifying Form V AERS-1 
reports based on the information submitted and any other supplemental information necessary to complete 
a report and make a determination. The following classification system will be used to classify each report 
on the supplemental form: 

Local Reactions: 

Mild local reactions involve local erythema and induration of 1-2 em diameter that may increase in 
size to 3-5 em. Usual onset is within 24 hours and the reaction subsides by 48 hours. Reactions tend 
to increase in severity by the fifth injection, then decrease in severity with subsequent doses. Mild 
reactions may occur in up to 30 percent of recipients. 

1112101 3:12 Pl 
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Moderate local reactions involve local erythema. induration, and pruritus involving an area more 
than 5 em diameter. Subcutaneous nodules may occur at the injection site and persist for several 
weeks. Moderate reactions occur in up to 4 percent of recipients. 

3 of3 

Large local reactions can consist of extensive edema from the site of injection extending past the 
elbow to possibly involving the forearm, in addition to local inflammatory reaction, focal ras~ 
itching, and subcutaneous nodules. Large local reactions occur less frequently. 

Systemic Reactions: 

Systemic reactions usually are characterized by malaise, myalgia, arthralgia, and fatigue. The 
individual may have generalized rash and pruritis, dyspnea. and fever. Focal swelling and itching 
may appear at areas other than injection site. A simple headache may last a short duration and is 
treatable. Chills and fever are rare. Immediate reactions are suggestive of anaphylaxis. Systemic 
reactions rarely occur ( < 0.2% injections). 

Report to the Executive Agent of A VIP 

AMSA is responsible for forwarding to the DoD A VIP Agency a weekly summary of the reported 
anthrax vaccine adverse events. This summary will compile the reports of anthrax vaccine adverse events 
submitted by each Service. The classification system maintains consistency of anthrax vaccine adverse 
event reporting within the DoD. 

This policy provides guidance to support the Department's AVIP through improving vaccine adverse 
event reporting procedures of the Services• instruction "Immunization and Chemoprophylaxis" (AFll 
48-110, AR 40-62, BUMEDINST 6230.15, CG COMDTINST M6230.4E) of November!, 1995. This 
policy is effective immediately and shall be included in all Service and Joint Staff plans and policies for 
the A VIP and for joint medical surveillance and force health protection 

Dr. Sue Bailey 

Attachments: 
I. Form V AERS-l(FDA), Vaccine Adverse Event Reporting System 
2. Anthrax Vaccine Adverse Event Supplemental Form 

IIQill 
Last update: 12110/1999 
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THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

MEMORANDUM 
FOR 

16May:ZOOO 
SECRETARY OF THE ARMY SECRETARY OF THE NAVY SECRETARY 
OF THE AIR FORCE AIR FORCE (M,RA,I&E) 

SUBJECT: Policy on Adherence to the Anthrax Vaccine Immunization Schedule and Medical Exemptions 
to Anthrax Vaccination 

This memorandum is intended to provide policy guidance on the following medical issues: compliance 
with FDA-approved vaccine guidelines on the scheduling and administration of anthrax vaccine; the 
medical exemptions to anthrax vaccination; and the reporting of adverse events associated with the anthrax 
vaccine. 

Dosage Schedule. 

The Commissioner of the Food and Drug Administration (FDA) recently expressed concern over reports 
that some members of the Armed Forces in both Active and Reserve components are receiving their 
anthrax vaccine doses substantially later than called for by the schedule approved by the Food and Drug 
Administration (FDA), as described in the vaccine manufacturer's package insert. As stated clearly in all 
Anthrax Vaccine Immunization Program (A VIP) policies, full immunization requires six doses 
administered at 0, 2, and 4 weeks. and at 6, 12, and 18 months. to complete the primary series. This 
schedule is the only schedule approved by the FDA at this time. 

All reasonable steps should be taken to ensure that shots are given on or as close as possible to the 
recommended schedule. As stated in my memorandum of September 11, 1998 (HA Policy No. 98-045), 
doses of the vaccine should not be administered on a compressed or accelerated schedule (for example, 
shorter intervals between doses or more doses than required). 

Continued senior leadership attention is necessary to assure proper implementation of the program. 
Administration of the vaccination schedule at the unit command level requires, at a minimum. notification 
to the recipient of the date, time, and location for the next scheduled shot, the availability of the next shot 
at the proper time, and implementation of a procedure to recall the patient if he or she does not appear as 
scheduled. Higher command levels should monitor and provide appropriate follow-up to ensure 
compliance. Accurate documentation in both individual medical records and Service~specific automated 
immunization tracking systems will greatly aid this effort Attention should be directed to those units 
having a significant percentage of the second and third doses being administered more than seven days 
late, and the fourth, fifth, or sixth doses being given more than 30 days late. 

To ensure unifonnity of practice, in cases in which a dose is received beyond the scheduled date, 
administration of the next shot in the series should be based on the interval of time between doses, as 
indicated on the FDA-approved schedule. The approved dosing intervals 2 are: two weeks between doses 1 
and 2; two weeks between doses 2 and 3; five months between doses 3 and 4; six months between doses 4 
and 5; and six months between doses 5 and 6. For example, if dose 3 is received six weeks after dose 2 
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(rather than the normally scheduled two weeks). dose 4 should be given five months after dose 3. There are 
no data to support reduced immune effectiveness of the vaccine if doses are given later than the scheduled 
time but doses given too early may result in reduce inunune response~. 

Medical Exemptions. 

The granting of medical exemptions is a medical function that can only be performed by a privileged 
health care provider. Such individual exemptions should be applied only when medically warranted, with 
the overall health and welfare of the patient clearly in mind. The granting of medical exemptions should be 
based on potential benefits' versus risks and should always take into consideration the immediate threat 
assessment. 

Temporary medical exemptions are warranted in the five situations listed below. 

( 1) Immunosuppressive Therapy. Individuals receiving systemic corticosteroid therapy, other 
immunosuppressive drug therapies, or radiation therapy. may be in a state of temporary immunodeficiency. 
Because of potential suppression of the immune response. these individuals should be deferred from 
receiving the anthrax vaccine until immune function returns. as determined by the attending physician. 

(2) Acute illnesses. Serious acute diseases or acute injuries may be potentially aggravated by anthrax 
vaccination or can lead to more severe side effects with immunization. This includes any acute febrile 
illnesses. Vaccinations may resume, as cktermined by the attending physician. 

(3) Post-surgery. Post-surgical situations may warrant temporary vaccination deferment in order to ensure 
fuJI recovery through convalescence. The timeframe when vaccinations may resume following a surgical 
procedure will be again be determined by the patient's attending physician. 

(4) Pregnancy. Anthrax vaccine should be deferred until after pregnancy. Because anthrax immunization is 
largely based on occupational risk, vaccination should resume with full assumption of duties following 
pregnancy. unless a longer post-partum interval is medically indicated, and be .in accordance with current 
DoD and Service policies. 

(5) Other Conditions. In situations where a medical condition is in the process of being evaluated or 
treated, a temporary deferral of anthrax vaccination may be warranted. This would include significant 
vaccine-associated reactions that are being evaluated. The timeframe for deferral will be determined by the 
attending physician, and in accordance with current DoD and Service policies. 

3 Situations warranting a permanent medical exemption include: severe reaction to a previous anthrax 
vaccination. where it has been determined that further vaccination will seriously endanger the health status 
of the patient; and Human Immunodeficiency Virus (HIV) infection and other chronic 
immunodeficiencies, where the immune response may be unpredictable and such individuals would not be 
deployed to a high threat area. 

If an individual's case is complex or not readily definable, an allergist/immunologist, or other appropriate 
medical specialist, should be consulted before any exemption is granted. If a permanent defennent from 
further immunizations is indicated, appropriate DoD and Service policies will be pursued for the granting 
of such exemptions. Medical records will be accurately and appropriately annotated pertaining to any 
temporary or permanent exemptions. Health care providers will periodically review exemptions. to assure 
that they continue to be valid. 

ll/2101 3:37 Pl 



!iA ~licy. 00-002 http:l/www .tncare.osd.m1Upo11cyfhaOUpollclmUU_Ulr..!..b. 

3 of3 

Adverse Events. 

As provided in HA Policy No. 99-031, "Policy for Reporting Adverse Events Associated with the Anthrax 
Vaccine," 15 October 1999, any serious adverse reaction temporally associated with receipt of a dose of 
anthrax. vaccine should be immediately evaluated by a privileged health care provider and any specialists, 
if indicated. The clinical practice guidelines available on the A VIP web site (www .anthrax.osd.mil). can 
also be consulted. 

Vaccine Adverse Event Reporting System (V AERS) reports shall be filed nsing Service reporting 
procedures for those events resulting in hospital admission or lost duty time or work greater than 24 hours 
or from those events suspected to have resulted from contamination of a vaccine lot. Further, health care 
providers are encouraged to report other adverse events that in the provider's professional judgment 
appears to be unexpected in nature or severity. In other situations in which the patient wishes to submit a 
Form V AERS-1 report, the health care provider will assist the patient in completion of the reporting form. 
V AERS-1 form reports may be obtained by accessing the A VIP web site or by calling the FDA at 
1-800-822-7967. 

These policies are effective immediately and shonld be communicated to appropriate commanders, health 
care providers, and others involved in the implementation of the A VIP. 

Attachment: 
As stated 

cc: 
Surgeon General of the Army 
Surgeon General of the Navy 
Surgeon General of the Air Force 

Dr. Sue Bailey 
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CLINICAL GUIDELINES 
FOR MANAGING ADVERSE EVENTS AFTER VACCINATION 

February 2001 edition 

CMAT Control # 

2003044-000o058 

@> 

1. Purpose: To help medical personnel individually manage and document adverse events after 
vaccination. Based on clinical experience with adverse-drug-reaction management with 
vaccines in general, treatment and reporting recommendations are offered here. Adapt these 
guidelines to individual clinical cases, according to the judgment and scope-of-practice of the 
health-care provider. 

2. Adverse Events After Vaccination: Most people tolerate vaccination without significant side 
effects. But adverse events may occur after vaccination, sometimes requiring treatment to 
relieve symptoms. Although many side effects respond to self-medication, people experiencing 
a reaction should advise a health-care provider before the next dose of the same vaccine. 
Several studies indicate that women are more likely than men to experience temporary 
injection-site reactions and systemic symptoms that typically resolve on their own. 

a. Injection-site reactions, such as redness and swelllng. These reactions are not unusual. 
Antibiotics are not typically warranted to treat injection-site reactions. Anthrax vaccine, 
administered subcutaneously, is associated with a high frequency of nodules (also called knots 
or lumps). Although mild to moderate local reactions can be self-medicated, worsening local 
reactions should be reported to a health~care provider and documented in the medical record, 
before the next dose. 

b. Systemic events such as immediate hypersensitivity, fever, or muscle aches. Systemic 
events are less common than injection-site reactions, and may or may not be caused by the 
vaccine. Systemic events may appear later after vaccination than injection~site reactions. 

c. Some events are caused by vaccination. Others simply coincide in time and may be 
unrelated to the vaccine. The frequency of tile events listed in the attached tables is not uniform. 
Some are common, while others are rare, if they occur at all. Events may occur that are not 
listed. Regardless, it is paramount for health-care providers to provide the best care possible for 
the person in need, regardless of causality. Identify and document clinical problems that follow 
vaccination before the next dose. Vaccination should be considered in the differential diagnosis, 
as biologically appropriate.' When planning future actions, assess the risk-benefit ratio for 
continued vaccination versus medical exemption. 

d .. While most reactions after vaccination require no treatment, some people may need 
further evaJuation, therapy, and/or exemption from further doses of the vaccine. Document all 
adverse events requiring pre-vaccination treatment, post-vaccination treatment, relief from work, 
hospitalization, or other medical care on the Service's clinical-encounter form. Report as 
discussed below. 

3. Treatment Guidelines---See algorithms depicted in Figures 1, 2, and 3, plus companion 
tables with text-based details. Based on published litararure and clinical experience, these 
guidelines are divided into two major groups: injection-site reactions and systemic events. 
Consider relevant footnotes. Patients may present with symptoms corresponding to more than 
one category. · 
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4. VAERS Reporting: 

a. Adverse events after vaccination are reported to the Vaccine Adverse Event Reporting 
System (VAERS) using Form VAERS-1. DoD and the Coast Guard require submission of Form 
VAERS-1, at a minimum, for adverse events after vaccination that involve hospitalization, a life
threatening event (such as anaphy.,xis). loss of duty ol24 hours or longer, or an event related 
to suspected contamination of a vaccine vial. These are minimum requirements. Clinicians are 
encouraged to report all other clinically relevant adverse events after administration of any 
vaccine or medication to VAERS or MedWatch. 

b. Clinicians who file Form VAERS-1 are not making a determination that the two events are 
causally linked. Ideally, initial VAERS lorms should be submitted by primary-care providers, with 
follow-up VAERS forms filed by subspecialists as additional information comes to light. Anyone 
identifying a qualifying case, and uncertain whether a Form VAERS-1 was submitted previously, 
should submit one. 

c. If the patient considers his or her adverse event significant and due to the vaccine, the 
clinician should file a Form VAERSw1 report. Vaccine recipients may complete VAERS forms 
themselves and submit them directly to the FDA. Reporting by a health-care provider is 
preferred, to enhance the quality and completeness of the clinical data reported. 

d. Form VAERS-1 may be downloaded from the Service surveillance centers, or from 
www.anthrax.osd.miltvaerstvaers.htm. Additionally, one may obtain VAERS forms by contacting 
VAERS at t-80Q-822-7967 or www.vaers.org. 

e. Attach pertinent information from the vaccine recipient's medical record to the Form 
VAERS-1 report. Forward the original Form VAERS-1 and attachments to VAERS, P.O. Box 
1100, Rockville, MD 20849-1100. At the same time, send a copy ollhe Form VAERS-1 and 
attachments through the local Preventive Medicine or Preventive Health Officer, as applicable, 
to the Service surveillance center (Annex A). Reports also should be submitted to the local 
pharmacy-and-therapeutics (P&T) committee, because institutions have an accreditation 
requirement to· encourage adverse-drug-reaction reporting. Do not delay reporting while 
awaiting a P&T committee meeting. Pharmacists can assist in filing Form VAERS-1. 

f. The Department of Defense forwards all Form V AERS-1 reports to the FDA and the CDC 
without screening or restriction. All Form VAERS-1 reports on anthrax vaccine are reviewed for 
causality by an independent civilian committee, known as the Anthrax Vaccine Expert 
Committee (AVEC), under the auspices of the U.S. Department of Health and Human Services. 

g. Granting administrative exemptions is a non-medical function, usually controlled by an 
individual's unit Granting medical exemptions is a medical function performed by a credentialed 
health-care provider. Medical exemptions should be applied only when medically warranted. If 
the case is complex or not readily definable, a clinical summary should be sent to the regional 
clinical subject matter expert or group for review. Medical records of Service Members who 
disagree with a given provider or consultant'S recommendations regarding the exemption should 
be referred for a second opinion to a provider or consultant group with experience in vaccine 
adverse reaction management. Review exemptions periodically to confirm continued 
applicability. 

5. Referrals: 
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a. lt additional clinical consultation is needed to assess a patienrs condition, the primaryMcare 
provider should first perform the initial clinical workMup appropriate to the presenting symptoms. 
Temporary medical exemptions may be granted by primaryMcare providers pending referral to a 
subspecialist appropriate to the individual's clinical condition (e.g., dermatology, neurology, 
otolaryngology, rheumatology, allergynmmunology). 

b. Subspecialists may grant indefinite medical exemptions. Multidisciplinary consultations 
may be appropriate in some circumstances. 

&.·Exemption Codes: Use the following exemption codes for electronic tracking of vaccinations 
(www.mods.asmr.com/mods/forceman/append!x c.htmQ. 

a. Good medical practices for the management of an adverse drug reaction apply to the 
evaluation of any adverse event after vaccination. Good medical practices also apply to the 
medicalMdecision process for granting exeinptions or continuing to vaccinate in the face of an 
adverse event potentially linked to vaccine administration. 

b. Medical Exemption Codes: 

Code 

Ml 

MR 

MT 

MP 

Ml;l 

MS 

Code 
AD 
AL 

AM 
AP 
AR 
AS 
AT 

Meaning Explanation or Example Duration 

Medical, Evidence of immunity (e.g., serologic antibody test); Indefinite Immune documented previous infection (e.g., chickenpox} 
Severe adverse reaction after immunization (e.g., 

Medical, anaphylaxis). Code can be reversed if an alternate form lndefinHe 
Reactive of prophylaxis is available. Probably warrants VAERS 

report 

Medical, Pregnancy, hospitalization, temporary immune Specified 
Temporary suppression, convalescent leave, any temporary period. 

contraindication to immunization 
Medical, HIV infection, preMexisting allergy, permanent immune 
Permanent suppression. Can be reversed if the condition changes. Indefinite 

Medical, Declination of optional vaccines (not applicable to 
anthrax vaccine.}, reliaious waivers Declined 

Medical, Exempt due to lack of vaccine supply Supply 

c. Administrative Exemption Codes: 

Mean in 
Administrative, Deceased 
Administrative, 
Emer enc Leave 

Ex Janatlon or Exam le 
Service member is deceased 
Service member is on emergency leave 
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Indefinite 

lndefintte 

Duration 
Indefinite 
Max1 month 

Indefinite 
Max3 months 
Until resolution 

Max3 months 



7. Acknowledgements & Revisions: 

a. This revision, the second edition of these guidelines, is issued by the Anthrax Vaccine 
Immunization Program (A VIP) Agency, within the Office of The Army Surgeon General, Falls 
Church, Virginia. The guidelines were developed based on published literature and clinical 
consensus, beginning at the Biological Warfare Defense Immunizations Conference, 25-27 May 
1999. The major authors of this document are LTC 6 , COL Renata Engler, LTC 
~LULO.~--<J LTC 6 along with clinicians from the medical departments of the 
U.S. Army, Navy, Marine Corps, Air Force, and Coast Guard. 

b. This document will be revised periodically, based on clinical experience and 
epidemiological data. This document provides general guidelines to adapt to individual clinical 
cases, according to the judgment and scope-of-practice of each heatth-care provider. 

c. Forward suggestions for improvements to this document to LTC ~~-----' 
Anthrax Vaccine Immunization Program Agency, fax (b)(6) , e-mail 
(b)(6) @amedd.army.mil. Medical command channels will disseminate revisions 
peno 1cally, which will be posted on the A VIP website, www.anthrax.osd.mil. 
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Annex A. Service Surveillance Centers 

Army Medical Surveillance Activity 
Bldg T-20, Rm 213 (Attn: MCHB-EDS) 
6825 16th Street, N.W. 
Washington, DC 20307-5000 
Phone: 202-782-0471 (DSN 662) 
Fax: 202·782-0612 
http://amsa.army.miVAMSNamsa_home.htm 

Navy Environmental Health Center 
2510 Walmer Ave 
Norfolk, VA23513-2617 
Phone: 757-462-5500 (DSN 253), after hours 757-621-1967 
Fax: 757- 444-9691 
http://www-nehc.med.navy.mil/ 

Air Force Force Health Protection and Surveillance Branch 
lnstttute for Environment, Safety and Occupational Health (ESOH) Risk Analysis 
2513 Kennedy Circle 
Brooks AFB, TX 78235·5123 
Phone: 21 Q-536-5454 (DSN 240) 
Fax: 210-536-6841 
http:/ /iera.satx.disa. miViera/index. html 

Coast Guard Headquarters Directorate of Health and Safety 
Ccmmandant (G-WKH) 
2100 Second Street SW 
Washington, DC 20593 
Phone: 202-267-1098 
Fax: 202-267-4338 
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Table 1A: Localized Reactions (LR) After Vaccination: February 2001 
(Note: The probability of events listed in these tables Is not uniform. Some are quite common. Others occur rarelv. if at alll 
Adverse Event Treatment & 

Future Doses Comments 
Definitions & Evaluation Management 

Local (lnlectlon-Site) Reactions Remote electronic Unless LA was very large or Most local reactions require no 
(LR) typically involve changes at the consultation (e.g., complicated, Service Member treatment. Topical or oral 
injection site with contiguous telephonic, e-mail, usually can proceed with treatment to control symptoms 
spread. Signs of inflammation (e.g., telemedicine) can be used subsequent doses. depends on reaction severity. 
itching, redness, heat, swelling) may to request assistance. Credentialled health-care Complications may warrant 
be present, with occasional bruising. Reassure vaccine recipient providers may make clinical consultation with a specialist. 
Record specific observations, along that local reactions typically decisions to alleviate future May benefit lrom treatment 
with a photo, if needed to preserve resolve and do NOT result discomfort for individual and/or pretreatment 
the image. Biopsy may be warranted in long-term disease. Service Members who develop programs:1

•
2 VAERS reporting 

in some cases {e.g., scaling, Although some of these large or persistent injection- discussed in text. 
crusting). reactions may mimic site reactions.8 

cellulitis, antibiotic therapy 
is not warranted for post-
vaccination Inflammation. 

Subcutaneous Nodules (LR1 ): Record size (in mm) of Proceed with subsequent Do not inject into or through 
• Usually painless with no redness nodule in longest diameter doses at different site (e.g., nodule. If painful, consider 

or heat at the site and duration of palpable contralateral side, antero- topical corticosteroid cream or 

• Usually present within 1-2 days presence. Usually requires lateral thigh). Anthrax: For ointment applied 2to 3times 
of the injection, may persist for no treatment. Reassure unusually large, bothersome or per day for as long as 
weeks, gradually dissipating vaccine recipient that these persistent nodules, consider symptoms persist. Dermatology 

are common and will route. consul~~~ persistent (> 4 to B 
resolve spontaneously. months. 

Local Redness or Swelling (LR2): Usually requires no Proceed with subsequent May benefit from topical steroid 
• < 30 mm in longest diameter treatment. Resolves within doses . therapy or antihistamines, If 
• "Mild" < 72 hours in most cases. itching Is present.1 

Reassure. 
Local Redness or Swelling 30 to May warrant treatment. Proceed. COnsider topical May benefit from topicel 
50 mm (LR3): Rash management noted in corticosteroids and/or corticosteroids and/or 
• 30 to 50 mm In longest diameter LRB. antihistamines just after antihistamines just after 

• "Mild" injection.1.2 injection.1.2 
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Table 1 B: Localized Reactions {LR) After Vaccination: February 2001 
(Note: The probability of events listed In these tables is not uniform. Some are aulte common. Others occur n~rVIv. If at aiD 

Adverse Event 
Treatment & Management Future Doses Comments 

Definitions & Evaluation 
Local Redness or Swelling 50 to 120 Treat with topical therepy, Consider consultation with Consider treatment before 
mm, but NOT extending below elbow analgesics, antihistamines to next level of care,7 before or at time of next 
(LR4): prevent complications or proceeding with next dose. vaccination. 1'

2
'
3 Avoid 

• Patient may exhibit concern about progression. May benefit from short Consider prewtreatment simultaneous vaccination. 
progression and risk from next course of oral prednisone, if options. Anthrax: Consider 
injection symptoms persist or worsen. route.8 

• "Moderate" Consider consultation with next 
level of care. 7 Rash management 
noted in LRB. 

Local Redness or Swelling> 120 Rash management noted in LRB. Consider consult with next If repeats or worsens, 
mm without complications (LRS): level of care.7 Temporary consider temporary 

• "large - Simple" exemption may be exemption, pending 
warranted. Consider consultation. Consider 
pretreatment options.1

•
2 pretreatment 1'2.3 Encourage 

Anthrax: Consider route submission of Form 
and{ or intervaL 8 VAERS-1. Avoid 

simultaneous vaccination. 
Local Redness or Swelling > 120 Provide treatment by physician. Give temporary exemption, If repetitive or worsening, 
mm or extending below elbow (LR6): Consider potent topical and/or oral pending consultation. may merit a temporary 

• "Large - Complicated" corticosteroids to prevent Anthrax: Consider route exemption from subsequent 
• Peri-articular soft-tissue swelling, complications or progression.1 Seek and/or interval. 8 Avoid vaccination, pending 

soreness, stiffness may be present consultation, as needed. If reaction simultaneous vaccination. consultation. Benefit-risk 

• May occur with systemic occurs after~ 2 doses, may be ratio may merit 
symptoms immune (i.e., a "hyper-responder," pretreatment trlal.1

'
2.3 

Note: May see swelling at or below although booster doses may still be Encourage submission of 
wrist Consider possibility of needed). Rash management noted Form VAERS-1. 

L!!ravitational settli!'g_ of edema. in LRB. 
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Table 1 C: Localized Reactions (LR) After Vaccination: February 2001 
(Note: The probability of events listed In these tables Is not uniform. Some are quite common. Others occur rarelv. If at alll 
Adverse Event 

Treatment & Management Future Doses Comments 
Definitions & Evaluation 

Numbness, Burning, or Tingling At or Distal Record detailed description, Reinforce avoiding Value of topical anti~ 
to Injection Site (LR7 _): size of area affected. No injection over triceps. inflammatory therapy not 
• 7a. Prolonged lack of sensation (numbness, specjfic treatment. Usually Proceed with established. Encourage 

hypesthesia, anesthesia) near or over resolves in < 1 to 2 weeks. subsequent doses at submission of Form VAERS-
injection site Reassure. May benefit from different site, to avoid 1. Avoid simultaneous 

• 7b. Burning or painful sensation topical corticosteroids. ulnar nerve. Anthrax: vaccination. 
(dysesthesia) near or over injection site Consider route. 8 

• 7c. Tingling, altered, cold, or other sensation 
without stimulus (paresthesia) near or 
over injection site 

• 7d. Any unusual sensation distal to injection 
site 

If physical exam and/or nerve studies establish 
diagnosis of focal neurologic disease (e.g., 
ulnar nerve neuropathy, see SE14. 
Focal Rash At or Near Injection Site (LRB): May treat with topical steroid After rash resolves, If etiology Is not clear or rash 
• May involve vesicles or papules cream and new~generation continue doses. Give is slow to resolve, consult 

antihistamine.1 May be temporary exemption, with dermatologist. Avoid 
associated with LR3, LR4, pending consultation. simultaneous vaccination. 
LR5, LR6, or other categori~s. Obtain photo and 

consider biopsy. 
Other Events At or Near lnlectlon Site Treat according to clinical Base declslon on 
(LR-xx) condition. complete medical 

Seek consultation, as evaluation and 
appropriate. consideration of 

benefit-risk ratio. 
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Table 2A: Systemic Events (SE) After Vaccination: February 2001 
(Note: The probability of events listed In these tables Is not uniform. Some ere quite common. Others occur rarely, If Ill all) 

Adverse Event 
Treatment & Management Future Doses Comments 

Definitions & Evaluation 
Systemic Events (SE): Symptoms and Health-care provider should If mild and self-limited, may VAERS reporting 
signs of illness after vaccination. Any provide appropriate diagnostic proceed with next dose. discussed in text. 
reaction that does not involve the Injection evaluation. In some cases, give Avoid multiple vaccines in 
site. Temporal relationship does NOT pretreatment to avert symptoms one session for this patient, 
prove a cause-effect relationship, with next vaccination, to avoid if possible. Credentialled 
particularly if multiple vaccines were given morbidity, but allowing for health~care providers may 
and/or other specific diagnoses of illness continued vaccination. make clinical decisions to 
have occurred. alleviate future discomfort for 

individual Service Members 
who develop substantial or 

I Persistent reactions.8 

Myalglas and/or Arthralglas (SE1a) Acetaminophen or NSA!Ds may Subsequent doses can If persistent, start work-up 
Arthritis (SE1 b) be administered. Pretreatment usually be given. Anthrax: to rule out other 

• Primary may be necessary. For symptoms persisting > etiologies. Consult, if 
• Secondary (exacerbation of existing 96 h, seek specialty needed. VAERS report 

condition) consultationi consider encouraged when 
route.B symptoms persist > 48 

hour$. 
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Table 28: Systemic Events {SE) After Vaccination: February 2001 
(Note: The probability of events listed In these tables Is not uniform. Some are ulte common. Others occur rarelv. if at am 

Adverse Event 
Treatment & Management Future Doses Comments 

Definitions & Evaluation 
Mild "VIrai"·Like Symptoms (SE2a): Options include antihistamines Proceed with next Consider 
At least three of the following, lasting < 96 hours: and analgesics to prevent dose, in most treatment before 
• Fever (100" to 102.5"F (adolescent/adult) or 104"F complications or progression. cases .. 2·

4 For fever > or at time of next 
(children)) [oral equivalent] 1 02.5"F (adolescent I vaccination, 

• Anorexia adult) or 104"F particularly if large 

• Nausea (children) [oral local reaction as 

• Myalgia equivalent], consider we\1.1,2,4 

• Arthralgia benefit-risk ratio for 

• Malaise continuing doses If 

• Fatigue patient or provider is 

• Light-headedness (colloquial "dizziness," but not true concerned about risk 

vertigo. See also SE19b) with future doses. 

• Headache (including photophobia or aching eyes) 
But without (or only one) symptom referable to either 

the respiratory (SE17) or gastrointestinal tract (SE18). 
May be associated with moderate or large local 

reactions. 
Usually resolves spontaneously with no treatment or 

with analgesics and rest. 
===================== 
"Flu"-like or "ViraJ".Jike, not otherwise sceclfied fSE2bl 
Severe and/or Prolonged Nonspecific Symptoms May benefit from short course of Consult with next level VAERS report 
(sometimes called severe or prolonged "viraf" .. llke oral prednisone, H not stabilized. of care. Consider encouraged, if no 
Illness) (SE3) May warrant consultation.6 temporary exemption, other cause 
• Includes temperature > 1 02.5"F (adolesoent/adu\t) or Evaluate for coincident disease, pending consultation . Identified. Avoid 

104•F (children) [oral equivalent] treat approprtate\y. High ~ unexplained by simultaneous 

• Includes temperature> 100.5°F and/or systemic temperatures warrant other causes, may vaccination. 
symptoms lasting > 96 hours consultation. warrant 

contraindication. 
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Table 2C: Systemic Events (SE) After Vaccination: February 2001 
(Note: The probabilitv of events listed in these tables Is not unlfonn. Some are aulte common. Others occur rarelv. if at all) 

Adverse Event 
Treatment & Management Future Doses Comments 

Definitions & Evaluation 
Headaches (SE4): Acetaminophen 650 to 1000 Proceed with next dose, Pretreatment generally 

• Usually bitemporal without migraine mg orally every 4 to 6 hours unless worsening effective. If pattern worsens, 
features, ''tensionn type or dominant or ibuprofen 600 to 800 mg pattern. Anthrax: For give temporary exemption, 
feature of "flu"-like syndrome orally every 8 hours (or other symptoms persisting> pending consuJtation with 

• Usually resolve in several days non-steroidal anti- 96 h, consider route.8 neurology. If referred, 
inflammatory drugs, NSAIDs); neurologist should submit 
can start this treatment 1 hour follow-up VAERS. 
before next dose. 5 

Nausea and/or Vomiting (SE5): Usua!ly resolves without Proceed with next dose, Not reproducible from one 

• No other signs or symptoms of treatment, but standard anti- with precautions for a injection to the next on initial 
anaphylaxis emetics and even (sedating} vasovagal reaction. observations, unless part of 

• Usually resolves without treatment antihistamines may provide Anthrax: For symptoms vasovagal reaction. Typically, 

• Can be vasovagal relief. persisting > 96 h, no predictive value for more 
consider route.* serious reaction. 

Syncope or Near-Syncope (Fainting, Position in sitting or supine Proceed, but w~h Occurs in about 1% of healthy, 
Light-headedness) Shortly Alter position with legs elevated, precautions as outlined fit adults. Procedures When 
Vaccination (SE6): head down. under treatment. giving injections of any kind 
• May be accompanied by prolonged • Rarely requires atropine Anthrax: If syncope or should anticipate this reaction, 

malaise . to reverse profound near-syncope was to avoid traumatic ihjury . 
• Fainting or near-fainting with signs of bradycardia related to pain or burning 

vasovagal reaction (diaphoresis, • Encourage hydration as at injection site after 
nausea, vomiting, usually bradycardia, soon as stabilized and injection, consider route. a 
widening pulse pressure and/or frank before future injections 
hypotension) • Advise that future 

• May resun in a fall with secondary injections be given in 
injury supine position 

• Asking people before vaccination 
about this predisposition may avoid 
iniurv 
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Table 20: Systemic Events (SE) After Vaccination: February 2001 
{Note: The probability of events listed In these tables Is not unffonn. Some are Qu1te common. Others occur rarelv. H at alll 

Adverse Event 
Treatment & Management Future Doses Comments 

Definitions & Evaluation 
Tinnitus (SE7): Therapy for nasal congestion may Consider No well·defined association with 

• New onset ringing in the ears help in some cases. If symptoms temporary any vaccine recognized at this 
developing within less than 1 to 2 persist > 1 to 2 weeks, consult with exemption, time. If event recurs with later 
weeks after an injection ear-nose-throat (ENT) specialist. pending routine dose, give temporary exemption, 

• Other cause unlikely (e.g., consultation pending consultation. 
ne~~}genic hearing loss from noise with specialist. 
inju 

Focal or Lrmlted Skin Reaction, not Treat as indicated. Consult with Subsequent May be a rash, erythema, 
near most recent Injection site (SE8): dermatology, ij symptoms persist. doses can bruising, sweUing, etc., at a 
Take photo while acute (or have local usually be distance from most recent 
dermatologist and/or allergist evaluate) given. injection site, such as at 

previous injection site. May be 
unrelated to vaccination. 

Generalized Skin Reaction (pruritic or Cetirizine 10 mg daily or other Consider In rare circumstances, additional 
non-pruritic), not suggestive ol second-generation antihistamines. temporary vaccine doses may result in a 
anaphylaxis (SE9): Consider high-dose prednisone (50 exemption, more serious generalized skin 
• Maculopapular or target lesions to 60 mg dally for 5 to 7 days with pending routine reaction. Additional doses 
• Must involve skin sites remote from rapid taper) tf severe.1

•
2 consultation should be given with caution 

injection site, not just on the If rash is early erythema muJtiforme, with specialist. after expert evaluation and 
injection arm Stevens·Johnson, or toxic epidermal consideration of benefit/risk 

• Take photo while acute (or have necrolysis, see section SE1 0. ratio. Encourage submission of 
local dermatologist and/or allergist Longer therapy may be needed. Form VAERS-1. 
evaluate) Note: accurate diagnosis may call 

lor skin biopsy. 
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Table 2E: Systemic Events {SE) After Vaccination: February 2001 
CNote: The orobabllltv of events listed in these tables Is not uniform. Some are aulte common. Others occur rarely, If at all 

Adverse Event 
Treatment & Management 

Future 
Comments 

Definitions & Evaluation Doses 
Diffuse Blistering Dermatitis and/or Treat acutely, record visually with Give Submit Form VAERS-1. There are 
Mucositis (SE1 0): photo; immediate dermatology and temporary no safety dala for challenge 
• Erythema multiforme allergy consultation for full treatment exemption, dosing and/or desensitization of 

• Stevens-Johnson syndrome program and follow-up. Accurate pending these types of potentially life-

• Toxic epidermal necrolysis diagnosis may call for skin biopsy. consultation. threatening skin reactions. 

• Others ·(fixed drua eruptions etc.) 
Anaphylaxis, Generalized Allergic Potentially life-threatening allergic Give Submit Form VAERS-1. Seek 
Reaction: onset typically within the first reaction, treat immediately with temporary allergy consult.'' Review benefit-
few hours after vaccination (SE:11): epinephrine. Oral corticosteroid exemption, risk ratio carefully with patient. 
• Anaphylaxis: Watery eyes, nasal therapy prevents delayed-phase pending Consult patient regarding 
congestion, general itching, hives, anaphylaxis, which can also consultation treatment options and further 
coughing, throat tightness, wheezing, become life threatening. Admit to with allergist. · vaccination under controlled 
short of breath, light-headed, rapid heart hospital If laryngeal edema or other desensitization conditions. Avoid 
rate, hypotension, anxiety reactlon life·threatening condition is present. simultaneous vaccination. 
f'sense of doom~), nausea, vomiting, Physician or physician assistant 
diarrhea, loss of bladder or bowel evaluation required. 
control with loss of consciousness 
• Generalized rash, itching and 
shortness of breath: Treat as 
anaphylaxis, unless immediate evidence 
of other cause. 
Angioedema/Swelling Diffuse or If initial manifestation is consistent Give Submit Form VAERS-1. Seek 
distant from Injection site, with or with anaphylaxis, treat as in SE11. If temporary allergy consult 4 Review benefit-
without pruritus within 2 weeks of onset > 4 hours, consider treating exemption, risk ratio carefully with patient. 
vaccination (SE12): with corticosteroids and anti- pending Consult patient regarding 

• If onset immediate (within - 2 hours histamines for 5 to 7 days. Note risk consultation treatment options and further 
after injection) may be early of relapse of serum sickness, if with allergist. vaccination under controlled 
cutaneous presentation of serious steroids are tapered too quickly. desensitization conditions. 
anaphylactic reaction (sea SE1 1) Evaluate with CBC, ESR, CAP, 

• If delayed onset (typically within 2 to LFTs, and UA. Store serum sample 
3 weeks), consider serum sickness before steroid therapy. 

14 



Table 2F: Systemic Events (SE) After Vaccination: February 2001 
__1N91;e: The R_I'Obabllfty_of events listed In these tables is not uniform. Some are aulte common. Others occur rarelv, If at alf; 

Adverse Event 
Treatment & Management Future Doses Comments 

Definitions & Evaluation 
Neurologic Disease, Severe (SE13): Consult with neurology for Give temporary Submit FormVAERS-1. Consider 
Possible diagnoses include: diagnosis and treatment. Some exemption, risk for recurrent reaction before 

• Peripheral neuropathy, nonfocal cases may benefit from rapid pending administering additional doses. 

• Encephalopathy treatment with high-dose consultation with 

• Guillain-Barre syndrome intravenous immunoglobulin. neurology. 

• Progressive focal neurologic 
disease (see also SE14) 

Assumes no other etiologic factor 
Focal Neurologic Disease (SE14): Consider compression or trauma Give temporary Submn Form VAERS-1. If 

• Cranial nerve palsy to ulnar nerve due to act of exemption, persistent, specific treatment may 

• Neuropathy/neuritis injection. Perform clinical work- pending .be necessary after neurology 

• Radlculopathy up. Consult with neurology. consultation with consultation. 

• Paresthesias I blepharospasms neurology. 

• Optic neuritis Emphasize 

• Ulnar nerve neuropathy {if diagnosis injection in 

based on physical exam and/or deltoid rather 

nerve studies. If by symptoms only, than triceps 

give precedence to LR7 group) area. 
Prolonged Fatigue ( > 60 days)" Treat and consult appropriately Give temporary Currently no recognized 
(SE15): ~50% functionality (work, before 60-day threshold. exemption, association with any vaccine. 
recreation, school), compared to before Consult with specialty center with pending Cases are often eventually linked 
vaccination expertise in chronic fatigue and consultation. with other diagnoses. Close 

• Loss of exercise tolerance related syndromes. follow-up and sequential 

• Non-restful sleep a frequent feature evaluations may be_ warranted. 

• Reduced concentration, decreased Submit Form VAERS-1. 
memory, as seen in many other 
chronic illnesses and/or depression 
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Table 2G: Systemic Events (SE) After Vaccination: February 2001 
_jN.ote: The probability of events listed In these tables Is not uniform. Some are quite common. Others occur rarelv. If at all) 
Adverse Event 

Treatment & Management Future Doses Comments 
Definitions & Evaluation 

Acute Anxiety Response (SE15): Educate. Reassure. Anthrax: If response Some personnel may 
Treat according to clinical related to burning at benefit from psychiatry 
condition. injection site or related consultation to assist with 

events, consider route.8 diagnosis and 
manaaement. 

Respiratory Illness (SE17): symptoms such Treat symptomatically. If Proceed with next dose, Contrast with SE2a. 
as cough, coryza, congestion, sore throat and symptoms persist .2:. 2 weeks, in most cases.2

'
4 Some patients may jointly 

rhinorrhea with or without accompanying consider other etiologies. experience SE17 and 
systemic svmotoms - SE2a. 
Gastrointestinal Illness (SE18): symptoms Treat symptomatically. Treat Proceed with next dose, Contrast with SE2a. 
such as vomiting and/or diarrhea, with or symptomatically. If symptoms in most cases?A Some patients may jointly 
without accompanying systemic symptoms persist?. 2 weeks, consider experience SE18 and 
(e.g., loose stool, abdominal pain, gas, other etiologies. SE2a. 
indigestion). Note that category SE5 includes 
uncomplicated nausea and/or vomitinQ. 
Dizziness (SE19a) An agent such as meclizine As clinically appropriate. 

or scopolamine may help 
"True" Vertigo (SE19b) symptoms of vertigo. 
• Dysequilibrium characterized by spinning 

or impulsion often with nyst~!-1~ 
Idiosyncratic Response(s) to Live As clinically appropriate. As clinically appropriate. 
Vacclne(s) (SE20), lor example: 
• Rash after measles, rubella, varicella 

vaccines 
• Fever after yellow-fever vaccine 
• Abdominal cramps, diarrhea after oral 

typhoid vaccine 
Other Systemic Events (SE-xx) Treat according to clinical Base decision on 

condition. Seek consults, as complete medical 
appropriate. evaluation and 

consideration of benefit-
risk ratio. 
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Notes February 2001 

1 .. Treatment program for moderate to large local reactions: 
• Apply topical corticosteroid cream or ointment at least 2 to 3 tfmes.per day until reaction has resolved. Rarely requires oral 

corticosteroids (e.g., prednisone at 1 mg/kg or 50 to 60 mg per day for 3 to 4 days, tapering off by 10 to 20 mg per day over the next 2 
to 4 days). Avoid unprotected sun exposure at the treated sites and use sunscreen aggressively. 

• If itching is present. use second~generation antihistamines such as fexofenadine (Allegra®) 60 mg twice daily or cetirizine (Zyrtec®) 10 
mg daily. If not available, use first-generation antihistamines, recognizing sedating side effects. 

• If swelling extends below elbow, a sling may be useful. Some vaccine recipients may benefit from an ice pack within flrst 24 hours. 
2 - Pretreatment program to prevent Mure large local reactions: 

• If localized itching was a dominant feature, pretreat with a second-generation antihistamine such as fexofenadlne (Allegra®) 60 mg 
twice daily (at least 2 doses prior to the next injection) or cetirizine (Zyrtec®) 10 mg daily (at least 2 doses before next injection), 
continuing for 48 to 72 hours after the injection (longer if local reaction persists or reflares). If not available, use first-generation 
antihistamines, recognizing their sedating side effects. 

• Avoid unprotected sun exposure at the treated site for at least 1 to 2 weeks and use sunscreen aggressively. For at least 3 to 4 days, 
avoid strenuous exercise using the arm that has received the vaccination. 

3 - Comment: Some vaccine recipients will tolerate these types of reactions less wen than others, and may be apprehensive about the 
health risk 1rom the next injection. Careful education and/or willingness to consult with specialists may prevent unnecessary polarization 
or potential refusal of subsequent vaccinations. Because most of these vaccine recipients can receive additional doses safely, it is 
important to avoid unnecessary indefinite exemptions, considering the threat and mortality risk of weaponized anthrax. 

4- Prototype Allergy-Immunology Evaluation: Anthrax vaccine skin testing (full-strength prick tes~ 1:1 ,000 then 1 :100 volume/volume 
dilution intradermal} with both prick and intradennal histamine (histamine base: prick test 1 mg/ml, intradermal 0.1 mg/ml) and diluent 
controls (sodium chloride 0.9%). If patient understands risks and benefits of further vaccination and seeks desensitization, provide 
progressive dose challenge without pretreatment initially, treat any reactions appropriately, and pretreat subsequent doses as needed. 
Save serum from before and 3 to 4 weeks after procedure, to evaluate immune response later. Serum can be sent to central repository 
or local medical treatment facility (MTF) serum bank. Use generic consent form for serum collection for patient care, but specifying 
permission for subsequent use of sera for anonymous retrospective research. 

5 - Treatment program for ml1d to moderate systemic events: Symptomatic treatment to prevent recurrence of adverse events has 
been very effective for many vaccines, Including anthrax vaccine. 

6- Prolonged fatigue linked to vaccination Is extremely rare, and has not been characterized as a well-defined vaccine-related adverse 
event. However, if the patient so desires, Form VAERS-1 may be filed. In many cases, other diagnoses are made when more extensive 
evaluation and follow-up occurs. 

7 - Next level of care indicates review by provider with more specialized scope of practice. 
8- Route and Interval: DoD and USCG policy is to administer anthrax vaccine using the subcutaneous route, as descrfbed jn the 

manufacturer's product labeling ("package insert"). This policy, however, does not preclude a physician or other credentlalled health· 
care provider from making clinical decisions to alleviate future discomfort for an individual Service Member who developed a large or 
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persistent injection-site reaction or experienced a significant systemic event after an earlier dose of anthrax vaccine. Information to be 
given to these Service Members appears on the following page. 

According to the guidelines of the Advisory Committee on Immunization Practices (ACIP. Use of anthrax vaccine In the 
United States. MMWR 2000;49(RR-15)(Dec 15):1-20, http://www.cdc.gov/mmwr/PDF/rr/rr4915.pdf or 
http://www.cdc.gov/mmwr/preview/mmwrhtml/rr4915a1.htm): 

"At this time, AC!P cannot recommend changes in vaccine administration because of the preliminary nature of this 
Information. However, the data in this report do_ support some flexibility in the route and timing of anthrax vaccination 
under special circumstances. As. with other licensed vaccines, no data indicate that increasing the interval between 
doses adversely affects immunogenicity or safety. Therefore, interruption of the vaccination schedule does not require 
restarting the entire series of anthrax vaccine or the addition of extra doses." 

Regarding immunogenicity considerations in individualizing medical treatment: "Because of the complexity of a six-dose 
primary vaccination schedule and irequency of local injection-site reactions (see Vaccine Safety), studies are under 
way to assess the immunogenicity of schedules with a reduced number of doses and with intramuscular (IM) 
administration rather than subcutaneous administration. !mmunogenlcity data were collected from military personnel 
who had a prolonged interval between the first and second doses of anthrax vaccine in the U.S. military anthrax 
vaccination program. Antibody to PA was measured by enzyme-linked immunosorbent assay (ELISA} at 7 weeks after 
the first dose. Geometric mean titers increased from 450 JlQ/mL among those who received the second vaccine dose 2 
weeks after the first (the recommended schedule, n = 22), to 1,225 for those vaccinated at a 3-week interval {n = 19), 
and 1 ,860 for those vaccinated at a 4-week interval (n = 12). Differences in titer between the routine and prolonged 
intervals were statistically significant (p < 0.01)." 

Regarding immunogenicity and safety considerations in individualizing medical treatment: " ... a small randomized study was 
conducted among military personnel to compare the licensed regimen (subcutaneous Injections at 0, 2, and 4 weeks, n 
= 28) and alternate regimens (subcutaneous In= 23] or intramuscular [n=22l injections at o and 4 weeks). 
lmmunogenicity outcomes measured at 8 weeks after the first dose included geometric mean lgG concentrations and 
the proportion of subjects serocorrvertlng (defined by an anti-PA lgG concentration of?. 25 ~g/ml). In addition, the 
occurrence of local and systemic adverse events was determined. JgG concentrations were similar between the routine 
and alternate schedule groups {routine: 4781J.g{ml; subcutaneous at 0 and 4 weeks: 625 Jlg/ml; intramuscular at 0 and 
4 weeks: 482 J.lg{mL). All study participants seroconverted except for one of 21 in the intramuscular (injections at 0 and 
4 weeks} group. Systemic adverse events were uncommon and similar for the intramuscular and subcutaneous groups. 
All local reactions (i.e., tenderness, erythema, warmth, induration, and subcutaneous nodules} were significantly more 
common following subcutaneous vaccination. Comparison of the three vaccination series Indicated no significant 
differences between the proportion of subjects experiencing local reactions for the two subcutaneou~ regimens but 
significantly fewer subcutaneous nodules (p < 0.001) and significantly less erythema {p = 0.001} in the group 
vaccinated Intramuscularly (P. Pittman, personal communication, USAMRIID, Ft. Detrick, MD)." 
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ANTHRAX VACCINE IMMUNIZATION PROGRAM 
INFORMATION PAPER 

SUBJECT: Route of Administration for Anthrax Vaccine 1 February 2001 

1. PURPOSE. To describe an alternate route for administrating anthrax vaccine. 

2. FACTS. 

a. The US government license (approved by the Food and Drug Administration (FDA)} for 
anthrax vaccine Is based on Injecting the vaccine subcutaneously, about 'lh-inch under the skin. 
Subcutaneous (SC) injections place the vaccine in fatty tissue between the skin and underlying 
muscle. The anthrax vaccine was 92.5% effective in preventing anthrax infection when injected 
subcutaneously in a key study (Brachman, 1962; FDA, 1985). 

b. In a small study, people given anthrax vaccine SC or IM were compared for antibody levels 
and side effects. The two groups developed roughly the same amount of antibodies. But people 
vaccinated by the SC route were more likely to develop tenderness, redness, warmth, swelling, or 
lumps at the injection site, compared to people vaccinated by the IM route. Other information shows 
that anthrax·flghting antibody levels are somewhat higher when the intervals between anthrax 
vaccinations are prolonged a few weeks longer than usual. These data come from the US Army 
Medical Research Institute of Infectious Diseases (USAMRIID), Fort Detrick, MD (ACIP, 2000). 

c. Although it is DoD policy to follow the FDA·approved method of SC injections, this policy does 
not prevent a physician or other authorized health--care provider from making a clinical decision to 
use an IM injection in a special case. A special case could be to alleviate Mure discomfort for an 
individual Service Member who developed a large or persistent injection-site reaction or experienced 
a significant systemic event after an earlier dose of anthrax vaccine given by SC injection. In such a 
special case, 1M administration is not prohibited if the health-care provider believes the injection will 
provide appropriate vaccine protection and reduce side effects, and informs the patient of the special 
circumstances. 

d. The independent civilian panel known as the Advisory Committee on Immunization Practices 
reported that available data "do support some flexibility in the route and timing of anthrax vaccination 
under special circumstances. As with other licensed vaccines, no data Indicate that increasing the 
interval between doses adversely affects lmmunogenicity or safety.n 

3. REFERENCES. 

a. Brachman PS, Gold H, Plotkin SA, Fekety FR, Werrin M, Ingraham NR. Field evaluation of a 
human anthrax vaccine. American Journal of Public Health 1962;52:432--45. 
http://WVM.anthrax.osd.mil/slte_files/artlcles/lndexclinical/brachman.pdf. 

b. Food & Drug Administration. Biological products; Bacterial vaccines and toxoids; 
Implementation of efficacy review. Federal Register 1985;50:51002~117. 
http:J/www .anthrax.osd.mii/Site _Files/articles/! ndexclln lcaVFed _register .htm. 

c. Advisory Committee on Immunization Practices. Use of anthrax vaccine In the United States. 
Morbidity & Mortality Weekly Report 2000;49(RR-15):1 -20. www.cdc.gov/mmwr/PDF/rr/rr4915.pdf. 

LTC John D. Grabensteln/DASG-HCA/703-681 -5059 

Approved by COL Randolph 
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·MANAGING ADVERSE EVENTS AFTER VACCINATION 
Service Member Receives Vaccine 

*If In yellow or red zone, avold simultaneous administration with other vaccines. 

MODERATE 
LOCAL REACTION: 
Redness 50-120mm 

diameter, pain, 
swelling, itching; 

lump I nodule; 
numbness, tingling; 
burning (LR4, LR7)* 

Document. 
Educate. 

Treat within first 24 h 
with topical 

corticosteroids, 
antihistamines, 

+/- NSAIDs for pain.'.> 
Avoid strenuous 

exercise. 

LARGE. 

+C0~~~6~ 
Redness - ··~"••n 

pain, 
or below 

local. 
(LRS, LR6,. .. 

Educate. Talk& :1>1 

Consider COIISUit 
with next level 

Steroids, 
+/-NSAIDs. 

Encourage VA.E~ 

Avo~l~d~=~~= 

Clinical guidelines for managing adverse events after vaccination: Version February 2001. This 
document provides general guidance, to adapt to individual clinical cases. ·use with companion tables. 
Patients may present with symptoms corresponding to more than one category. Revisions to this document 
will be disseminated via medical command channels and posted on AVIP site, www.anthrax.osd.rrll. The 
probability of events on this chart is not uniform: some are quite common and some are rare. See cover 
sheet for details. 

Submit Form VAERS~1 as warranted. Must be submitted for hospitalization, loss of duty=: 24 h, or suspected vial 
contamination. Other events may also be reported. Presumption of causation rs not required to submit Form 
V AERS-1. :Forms available at www.anthrax.osd.mllfvaerslvaers.htm. 



MANAGING ADVERSE EVENTS AFTER VACCINATION 
Service Member Receives Vaccine 

•Jt in yellow or red zone, avoid simultaneous administration with other vaccines • 

:~;:tY.;.::i~\4;::-.- _, ;·;~_:·F;\~:< ~:t;:.-.'1..':; __ ,;::, 
Jr;-;:f.;•l1~:;:;.:, ~·,t:~·~)l;~~!;l;~·"t';·~~it;:._-~:' '!' 
} 

.../ .. 
~,, . ., ... 

t Myalgias, 
), artbralgias, ,, -, ' 1 arthritis; 
,r~: headaches; 
~_:::-Syncope or 
~~~ear sy~cope; 
!. anx1ety 

he¥·f:m;. 
~ 

headache {SE2a) 
(but not SE17 or 18) 

::.96 h or 

as needed. 
pre/post
NSAID.1 .. 

"h1J'(J)Cini~ikl;f.l~ i.ve.nt(s~, continue. 
~. Bet_Ore next dO$&, COnSider ISSUeS of 
f· • pretreatment,~.5.7 route 8 or interval. 8 
~,_ .. : ' - ·' ._.. . ' 
Jlftolerat"!l·nexf!lose, continue serl<>!l. 

eyel)t(s}recur Ci( wprsen: Reevaluate; 
~idei !8t!!lo91"l.Y exemption and 
¥&~~ l'f!pPr:\i.;p,jl!'lding consultation. 

. · :i\'' 

'- -\. ' :_ .. 

'.· : Y:~ I' 
s gas, __ 
Indigestion •. 

{SE17) {SES, SE18) 

• 

1,3,5 

Clinical guidelines for managing adverse events after vaccination: Vers;on February 2001. This 
document provides general guidance, to adapt to Individual clinical cases. Use with companion tables. 
Patients may present with symptoms corresponding to more than one category. Revisions to this document 
will be disseminated via medical command channels and posted on AVIP site, www.anthrax.osd.mfl. The 
probability of events on this chart is not uniform; some are quite common and some are rare. See cover 
sheet for details. 

Submit Form VAERS-1 as warranted. Must be submitted for hospitalization, loss of duty~ 24 h, or suspected vial 
contamination. Other events may also be reported. Presumption of causation Is not required to submit Form 
VAERS-1. Forms available at www.anthrax.osd.millvaerslvaers.htm. 



MANAGING ADVERSE EVENTS AFTER VACCINATION 
Service Member Receives Vaccine 

systemic 

Serum 
(SE11, 

.1 
-} 
' ... 

Treat 

·~. 

Give 

Grant 

1111f in yellow or red zone, avoid simultaneous administration with other vaccines. 

SYSTEMIC 

Other skin 
Focal or llimiili 

Take 
Consider. 

other 
Give 

11 
{} 

Give 

Submit 
report. 

Grant 

with 

Seek 

Submit 
Grant 

Clinical guidelines for managing adverse events after vaccination: Version February 2001. This 
document provides general guidance, to adapt to individual clinical cases. Use with companion tables. 
Patients may present with symptoms corresponding to more than one category. Revisions to this document 
will be disseminated via medical command channels and posted on A VIP site, W'IIVW.anthrax.osd.mil. The 
probabllity of events on this chart Is not uniform: some are quite common and some are rare. See cover 
sheet for details. 

Submit Form VAERS-1 as warranted. Must be submitted for hospitalization, loss of duty~ 24 h, or suspected vial 
contamination. Other events may also be reported. Presumption of causation is not required to submit Form 
VAERS-1. Forms available at www.anthrax.osd.mil/vaerstvaers.htm. 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

HEAL 'Oi AFFAIRS 

WASHINGTON. DC 20301 -1200 

ACTION MEMO 
,~ 

February~2003, 10:00 A.M. 

, Force Health Protection and Readiness 

SUBJECT: Designation of US Coast Guard's National Strike Force as an Anthrax 
Vaccine Immunization Program (AVIP) Priority 1 Designated Special 
Mission Unit. 

• Attached at TAB A is a draft memorandum that designates the US Coast Guard's 
National Strike Force as a Designated Special Mission Unit and therefore an A VIP 
priority-1 unit under current DoD policy and implementation plans. 

• These National Strike Force teams provide critical response and decontamination 
support to facilities contaminated with anthrax spores. Most notably, this unit 
deployed and supported the decontamination of the Hart building in Washington, DC 
in Fall2001. 

• The Under Secretary of Defense (P&R) policy memorandum dated August 6, 2002, 
gives the ASD (HA) authority to identify other personnel as mission critical and 
therefore requiring immunization with the anthrax vaccine. 

• This request has been coordinated with the A VIP-MIL VAX office, giving full 
concurrence. 

RECOMMENDATION: That ASD(HA) sign memo at TAB A. 

COORDINATION: TAB B 

Attachments: 
As stated 

Prepared by: CDR_(b_)(_6> __ ___, DHSD/ODASD(PHP&R), (b)(6) 

..____ _________ - ----- - -
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HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

MEMORANDUM FOR DIRECTOR, THE JOINT STAFF 
COMMANDANTOfTHEUSCOASTGUARD 

SUBJECT: Designation of US Coast Guard's National Strike Force as an Anthrax 
Vaccine Immunization Program (A VIP) Priority 1 Designated Special 
Mission Unit 

REFERENCE: Under Secretary of Defense for Personnel and Readiness Memorandum, 
"Policy on Administrative Issues Related to the Anthrax Vaccine Immunization Program 
(AVIP), August 6, 2002." 

By direction of the Undersecretary of Defense for Personnel and Readiness, the 
Assistant Secretary of Defense for Health Affairs may deem additional personnel 
occupationally at higher risk for exposure to anthrax and their performance essential for 
mission critical capabilities. 

The increasing threat of the use of weapons of mass destruction makes it essential that 
we have a critical response and decontamination capability like the US Coast Guard's 

. National Strike Force. 

As such, the US Coast Guard's National Strike Force is designated as an Anthrax 
Vaccine Immunization Program (A VIP) Designated Special Mission Unit and subject to 
priority-! anthrax immunization plans. 

This designation is effective immediately. COL Gaston Randolph, Director of the 
int of contact for any question on this matter. He can 

William Winkenwerder Jr. MD 



Subject: Designation of US Coast Guard's National Strike Force as an Anthrax Vaccine 
Immunization Program (A VIP) Priority 1 Designated Special Mission Unit. 

COL Gaston Randolph, US Army 
Director, MIL V AX-AVIP Agency 

COORDINATION 

20 February 2003 
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{£ •'· 02121/2003 08:28AM 

To: 
cc: 

Subject: FW: AVlP Special Mission Unit designation 

COL Randolph has made some changes to the A VIP Spec Mission Unit pacl<age. See attachment 
below. f lease incorporate into~ if has not already gone out. 

' :f mven f dl&l -HI~ b.tkre · 

FOtWarded by ~:29.At1 
~ •RandolpwhiCJ, G...,astu.-o~n-M~CO-L_O_TS____.(b)(6) motsg.amedd.army.mll> 
~ on 0212012003 08:49:50 PM 

To: 
cc: 

(b)(6) deploymenthealth.osd.mll"' 

Subject FW: A VIP Special Mission Unit designation 

(b)(6) deploymenthealth.osd.mD> 

I made a couple recommended changes using word ' s Tracking Tool. Randy 

Message - ---
~~~~~--------~eploymenthealth.osd.mil 
~.u..:::~..,.---..,....----~ ...... deploymenthealth. os.d. mill 
sen :-Xhursd~e~ruary 20, 2003 2:46 PM 
To: b 6 ~tsg.amedd . army.mil 

Subject: AVIP Special Mission Unit designation 

COL, 
Here is a rough for the USCG AVIP 1 Special Mission Uni t designation. 
Please let me know if there are any glaring errors. Our admin folk.s are 
checking the "Memorandum for" line. Please let me know if you see any 
glaring errors. Thanks sir. 

(See attached file : AVIP Designated Special Mission Unit 20 Feb 03.doc) 



OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 
1200 DEFENSE PENTAGON 

WASHJNGTON, DC 20301-t 200 

ACTION MEMO 

February 26, 2003, 2:30 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ellen P. Embrey, DASD, Force Health Protection and Readiness //s//02/25/03 

SUBJECT: Designation of U.S. Coast Guard' s National Strike Force as an Anthrax 
Vaccine Immunization Program (A VIP) Priority I Designated Special 
Mission Unit 

• Attached at TAB A is a memorandum that designates the U.S. Coast Guard's 
National Strike Force as a Designated Special Mission Unit and therefore an 
A VIP priority-! unit under current DoD policy and implementation plans. 

• These National Strike Force teams provide critical response and 
decontamination support to facilities contaminated with anthrax spores. Most 
notably, this unit deployed and supported the decontamination of the Hart 
building in Washington, DC in Fall2001. 

• The Under Secretary of Defense (P&R) policy memorandum dated August 6, 
2002~ gives the ASD (HA) authority to identify other personnel as mission 
critical and therefore requiring immunization with the anthrax vaccine. 

• This request has been coordinated with the A VIP-MIL VAX office, giving full 
concurrence (TAB B). \.. + ~1,.,+ f~ 

/'Ali ~ .. "'~ thw ~,vS" 
RECOMMENDATION: That the ASD (HA) sign memo at TAB A. v<a .. I>r..c4or, Joi"tJfi-

COORDINATION: TAB C 

Attachments: 
As stated 

s- F..e.o d. 

c_Ot-j 
-#' Ot. ~:r-w~ ... . 

Prepared by: CDR~(b~)(.-.6)"""':""'::":-:--:-___,DHSD/OASD (FHP&R).._Cb_><_6> __ _, 
PCDOCS# 46306 



THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. %0301·12:00 

M~R 1 8 2003 

MEMORANDUM FOR DIRECTOR, THE JOINT STAFF 
COMMANDANT OF THE U.S. COAST GUARD 

SUBJECT: Designation of U.S. Coast Guard's National Strike Force for Anthrax 
Vaccine Immunization Progratn (AVfP) 

REFERENCE: Deputy Secretary of Defense "Reintroduction of the Anthrax Vaccine 
Immunization Program (AVfP)," June 28, 2002 

The referenced memorandum authorizes inclusion in the A VIP of additional personnel at 
higher risk of exposure to anthrax based on perfonnance of critical capabilities. 

The increasing threat of the use of weapons of mass destruction makes it essential that we 
have a critical response and decontamination capability like the U.S. Coast Guard's National 
Strike Force. 

Therefore. I approve inclusion of the U.S. Coast Guard's National Strike Force, involving 
approximately 213 active duty members. in current A VIP implementation. Execution of the 
A VfP for these personnel is under the authority of the Commandant of the Coast Guard. 

This determination is effective immediately. COL Gaston Randolph. Director of the AVIP
MILV AX Agency is the point of contact for any question on this matter. He can be contacted at 
(703) 68!-5101. 

w.-L.W~. 
William Winkenwerder, Jr., MD 

cc: 
Surgeon General of the Army 



Reply ZIP Code: 
20318·0300 

THE JOINT STAFF 
WASHINGTON, DC 

DJSM-0100..()3 
05 February 2003 

MEMORANDUM FOR THE ASSISTANT SECREI'ARY OF DEFENSE (HEALTH 
AFFAIRS) 

Subject: Designation of US Coast Guard's National Strike Force as an Anthrax 
Vaccination Immunization Program (AVIP) SpeClal Mission Unit 

1. Tbe US Coast Guard has requested that the members of its National Strike 
Force be designated as a Special M!sslon Umt (Priority 1) under the DOD AVIP 
(enclosure). 

2. Tbe Coast Guard has assigned 213 active duty personnel into three 
National Strike Teams (NSTs) capable of providing critical response and 
decontamination support to facilltles contaminated with anthrax spores. In the 
past, this unit has deployed and supported activities such as decontamination 
of the Harl bUilding In Washmgton, D.C. Tbe Coast Guard has stated that the 
NSTs will continue to respond to anthrax contsminatiOn In the foreseeable 
future. 

3. Tbis request was coordinated with the Army as the execub.\re agency for the 
DOD Immunization Program for Biological Warfare Defense. 

4. I concur to this request and recommend that the USCG National Strike 
Force be destgnaled as a special mission unit and that all personnel assigned 
to tlus unit receive anthrax unmuniZations based on that priority. 

Enclosure 

Copy to: 
Conunandant, US Coast Guard 

M{~ 
JAMES A. HAWKINS 
Major General, USAF 
Vice Director, Joint Staff 



Unked States 
Coast G1.101d 

Commandant 
Umted States Coast Guard 

ME~9RAN~~ BARRETT 
~---- ) Acbng 

From TI!'Q'M'At I COLLINS 
COMDT(G-C) 

2100 Seccnd Street. S W 
Washmgton, DC 20593-0001 
StaffSymbol G-WK 
Phone (202) 267~093 
~202)267-4512 

6230 

DEC I 3 2Dil'2 

Reply to G-WK 
Attn of. RADM Joyce Johnson 

202-267-1098 

To Department of Defense, Joint Staff, ATI'N Jomt Staff Surgeon 

SubJ DESIGNATION OF U.S COAST GUARD'S NATIONAL STRIKE FORCE AS AN 
AVIP SPECIAL MISSION UNIT 

Ref (a) COMDTINST M6230 3A, Coast Gllard Anthrax Vaccme hnmunization Program 
(A VIP), page 2 

(b) CDC doc\llllent, AntJmJcrob~al ProphylaxiS to Prevent Anthrax Among 
Decontammatlon/Cieanup wori<ers Respnndmg to an hnentJonal DISinbul!on of 
Bac•llus anthi'QCIS, dtd 22 Oct 01 

I I request that the U S Coast Gllard's Nabonal Stnke Force be deSignated as an A VIP Special 
Mtsston Un1t As per reference '(a), thtS Wlll mandate anthrax unmumzatton as a pnonty 1 un1t 
The U S Coast Guard's Nattonal Stnke Force mcludes 213 deployable active duty membera 
d1v1ded into three d1fferent response teams (Nanonal Stnke Teams (NSTs)). One rnJSSJOn 
performed m October-December 2001 was to respond to and perfonn decontammahon efforts m 
areas known to be contammated With anthrax Under current miSSion profit~ the NSTs wtU 
respond to anthrax contammanon Sites fOt the foreseeable future 

2 Reference (b) descnbes the potenttal for breaches ofprotechon and the contammabon of 
workers usmg appropnate personal protecnon eqwpment Due to tlns potential for 1ncreased 
exposure dunng repeated deployments mto contatmnated anthrax areas, we request Anthrax 
vaccme to lmmumze Stnke Team members that are at~ risk of exposure due to miSSion 
requtrements Destgnation as a Spectal M1Sston Umt Will allow these at-nsk: mtlttary members to 
recel.Ve hcensed anthrax vaccme lAW reference (a). thus ensunng maxttnwn protection for our 
peJSonnel w1th the potential to be repestedly exposed to anthrax contammated s11es. 

3 It ts our mtention to utlltze only NST members who have been immuntZed With the anthrax 
vacctne as our prunary responders to anthrax decontamtnahon Sltes m the future. Cummtly, only 
SIX Stnke Team persotmel have begun the anthrax vaccme senes Immumzmg all Stnke Team 
personnel wtll ensure that we are ready to respond 1mmedtateJy to any future anthrax 
contammatton s1te Current proJecUons to start most personnel with three doses ofvaccrne and 
bnng those prOVJously started m the program up-to-date would reqUire 633 doses 

4 My Pomt of Contact for thts matter JS RADM Joyce M Johnson at (202) 267-1098 

# 



Designation of US Coast Guard's National Strike Force as an Anthrax Vaccine Immunization 
Program (A VIP) Priority I Designated Special Mission Unit. 

COORDINATION 

COL Gaston Randolph, US Army 20 February 2003 

Director, MILVAX-AVIP Agency concur 

OGC as revised 3/4/03 

DATSD(CBD) 



Designation of US Coast Guard's National Strike Force as an Anthrax Vaccine Immunization 
Program (A VIP) Priority 1 Designated Special Mission Unit. 

COORDINATION 

COL Gaston Randolph, US Army 20 February 2003 

Director, Ma VAX-A VIP Agency 
(b)(6) 

concur 

OGC 
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2003063-0000027 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON,O.C. 2030!-1200 

H£A1.TH Af<f'AIRS 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY 
(MANPOWER AND RESERVE AFFAIRS) 

ASSISTANT SECRETARY OF THE NAVY 
(MANPOWER AND RESERVE AFFAIRS) 

ASSISTANT SECRETARY OF THE AIR FORCE 
(MANPOWER AND RESERVE AFFAIRS) 

OCT 1 9 ?t!Ci 

EXECUTIVE DIRECTOR, TRICARB MANAGEMENT ACTIVITY 

SUBJECT: Policy on Prophylaxis and Treatment for Anthrax Exposures 

This policy provides guidance for prescribing antibiotics for post-exposure prophylaxis 
for anthrax. This guidance is applicable to all DoD providers. The receot isolation of anthrax in 
several differeot locales in the U.S. has highlighted the need for policy guidance concerning the 
dispensing of antibiotics to those who are conceroed that they may have beeo exposed to anthrax 
or who fear they might be exposed in the future. Current guidelines from the Ceoters for Disease 
Control and Prevention (CDC) recommend that physicians not prescribe antibiotics for anthrax at 
this time unless there is credible evideoce to support the possibility of exposme. Providers 
should work with local public haalfu offieiala in eases of suspected exposure, and prescribe 
antibiotics in accordance wifu current CDC guidelines. 

A focus upon identification and tracking of suspected exposures will help to ensure that 
these exposed receive appropriate care and follow-up. Preventive measmes, sneh as 
prophylactic antibiotics~ are not without risk, and in the absence of any evidence of a release of a 
biologic agent, currently have no beoefit Inappropriate use of antibiotics will lead to increased 
antibiotic resistance among microorganisms causing common bacterial infections (e.g .• otitis 
media, pneumonia) and may result in serious adverse effects (e.g., Clostridium d!fficile colitis, 
allergic reactions, interactions with other medications). Given the risks associated with 
inappropriate antibiotic use and since medications from the national stockpile would be rapidly 
available for prophylaxis of exposed persons following a confumed bioterrorist event,. physicians 
should refrain from prescribing antibiotics for patients for curreot use or to stockPile for fue 
fUture. · 

DoD providers should prescribe antibiotics for patient use as prophylaxis against 
biological agents only if there is clinical suspicion of exposure to anthrax, or there has been 
confirmation by local public health officials that such prescn'bing is indicated. Similarly, 
military facility pharmacies should dispeose sueli preseriptions only under fuese eireumstances. 
All suspected exposures to biologic ageots must be reported to local preventive medicine, public 
health and law enforcement officials innnediately so that appropriate investigation and any 
necessary control measures may begin. 

@ 
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Language for ACIP to consider regarding AVA 
OCOtber 25, 2001 

!.Recommendations for further clarification of relative efficacy of 60 day antibiotic 
post-exposure prophylaxis vs at least 30 days of antibiotics + 3 doses of anthrax 
vaccine 

Current 
Because of the potential persistence of spores following a possible aerosol exposure, 
antibiotic therapy 
should be contiuued for at least 30 days if used alone, and although supporting data are 
less definitive, longer antibiotic therapy 
(up to 42--60 days) might be indicated. If vaccine is available, antibiotics can be 
discontinued after three doses of vaccine have 
been administered according to the standard schedule (0, 2, and 4 weeks) 

Need to discuss 
Basis for current recommendation of 60 days of abx or 30 days abx + 3 doses vaccine is 
the Friedlander 1992 study. On the basis of this data alone, both strategies appear to be 
effective, and the evidence for additional efficacy ofvaccine+abx is from one monkey 
only. In light of current vaccine shortages, would it be best to recommend only 60 days 
abx for postexposure, and shift vaccine resources to pre-exposure prophylaxis (see point 
#3)? 

2. Recommendations for anthrax vaccine studies in pediatric populations 

IND contingency protocol approved by CDC IRB Oct 5th indicates that 
vaccine can be used post·exposure for pediatric populations. Shall we include as part of 
ACIP research agenda? 

3. Prioritization of populations for pre-exposure anthrax vaccination 
- based on current epidemiology & 

potential wider seale threat 

Current 
Bioterrorism Preparedness 

Although groups initially considered for preexposure vaccination for bioterrorism 
preparedness included emergency first 
responders, federal responders, medical practitioners, and private citizens, vaccination of 
these groups is not recommended. 
Recommendations regarding preexposure vaccination should be based on a calculable 
risk assessment. At present, the target 



' 

population for a bioterrorist release of B. anthracis cannot be predetermined, and the risk 
of exposure cannot be calculated. In 
addition, studies suggest an extremely low risk for exposure related to secondary 
aerosolization of previously settled B. 
anthracis spores (28,83). Because of these factors, preexposure vaccination for the above 
groups is not recommended. For 
the military and other select populations or for groups for which a calculable risk can be 
assessed, preexposure vaccination may 
be indicated. 

Options other thsn preexposure vaccination are available to protect personnel working in 
an area of a known previous release 
of B. anthracis. If concern exists that persons entering an area of a previous release might 
be at risk for exposure from a 
re-release of a primary aerosol of the organism or exposure from a high concentration of 
settled spores in a specific area, 
initiation of prophylaxis should be considered with antibiotics alone or in combination 
with vaccine as is outlined in the section 
on postexposure prophylaxis. 

Revised: 
According to the Advisory Committee on Immunization Practices, routine vaccination 
with anthrax vaccine, adsorbed (AVA) is indicated for persons engaged a) in work 
involving production quantities or concentrations of B. anthracis cultures and b) in 
activities with a high potential for aerosol production. Laboratorians using standard 
Biosafety Level2 practices in the routine processing of clinical samples are not at 
increased risk for exposure to B. anthracis spores. 

However, ACIP recommendations do not address the issue of vaccination of persons 
handiing environmental specimens in outbreak settings. Standard BSL2 practices may be 
insufficient for processing and handling these specimens. Because of the ongoing threat 
of exposure to anthrax spores, vaccination of these workers is appropriate, with the 
highest priority for vaccination of workers in laboratories and decontamination crews 
handling specimens from areas where anthrax has been documented. 

The next priority of persons considered for vaccination would be public health and law 
. enforcement teams expected to respond to anthrax investigations. Additionally, if it is 
detennined that an ongoing risk ofbioterrorist threats using B anthracis exists, it would 
be appropriate to vaccinate firefighters, police, bazmat and EMT personnel in large 
metropolitan areas to be able to respond to and stabilize an emergency large scale 
outbreak. 
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2. 

3. Format: 
PROBLEM IDENTIFIED lN REPOIU: 

ACTIONS TAKEN TO DA1E: 

CURRENT ST A TIJS (Identify shortfalls., if any}: 

HAVE REQUIREMENTS CHANGED SINCE 9/11101? (Policy!resouroeslrequitemeots issues?) 

4. Draft responses in by Noon. Mon. Report to Dr. Chu by Thu. Meeting Moo or Tue 

5. Actions: 

6. Proposed actions: 
COL Baken, HOP POC/Coordinator: farm out work w/ COL Driscoll 
Rest of HOP - suppon 
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PROBLEM IDENTIFIED IN REPORT: 

ACTIONS TAKEN TO DATE: 

CURRENT STATUS (Identify shortfalls. if any): 

HAVE REQU!REMENTS CHANGED SINCE 9/11/01? (Policy/resources/requirements issues?) 
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2003066-0000008 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE @ 
WASHINGTON, DC 2030t-t200 

ACTION MEMO 
~ 

March/,'2003, 4:00P.M. 

~f. 
FOR: ASSISTANT SEEY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ms. Ellen P. Embrey, D, Force Health Protection and Readiness 

SUBJECT: Request for Exception to Policy for Priority ll Anthrax Vaccinations for 
Selected Air Force Air Mobility Command (AMC) Personnel. 

• Per USD{P&R) policy memo, August 6, 2002, a request for exception to policy 
requires recommendation from the Combatant Commander, with final approval from 
ASD(HA) in consultation with the Chairman of the Joint Chiefs of Staff. 

• The Director, Joint Staff endorsed a recommendation by the Air Force to vaccinate 
certain AMC personnel against anthrax as an exception to policy (TAB B). This 
request includes 4,250 personnel, including strategic airlift crews, Ravens, and tactical 
airlift control elements (TALCEs). For the pwpose of determining impact to overall 
supply, 12,750 doses (4,250 x 3 inoculations) is the planning figure. 

• The Joint Staff recommended approval of this request in its entirety; however, the 
MIL VAX-A VIP agency is concerned that all personnel under the requested exception 
to policy would be immediately vaccinated. They recommend phasing vaccinations 
to start at the time the person is actually placed on orders to high threat area. 

• The Deputy for Chemical and Biological Defense non-concurs with immediately 
immunizing the entire 4,250 AMC personnel outlined in the request. He recommends 
vaccinations for these individuals after notification of deployment to a high-risk area. 

• Given stockpile concerns, it is reasonable to approve immediate vaccination of 
strategic airlift crews now, and approve vaccination of Raven and TALCE personnel 
only when pla.ced on orders to a designated high threat area. 

RECOMMENDATION: Approve phased vaccination by signing memo at TAB A. 

COORDINATION: TAB C 

Attachments: 
As sta.ted 

Prepared by: CDR (b)(6) DHSD/ODASD(FHP&R), (b)(
6
) <f' 71tf

1 
~ 1(S 

~--------~ ---------~ 



THE ASSISTANT SECRETARY OF DE~ENSE 

WASHINGTON, D. C. 20301-1200 

MEMORANDUM FOR DIRECTOR, THE JOINT STAFF 
COMMANDER, AIR MOBILITY COMMAND 

MAR I 0 2003 

SUBJECT: Request for Exception to Policy for Priority II Anthrax Vaccinations for Selected 
AMC Personnel 

REFERENCE: Under Secretary of Defense (Personnel and Readiness) memorandum, ''Policy 
on Administrative Issues Related to the Anthrax Vaccine Immunization Program (A VIP)," 
August 6, 2002 

In accordance with the above reference, an exception to policy is approved for Tactical 
Airlift Control Elements (T ALCEs), Strategic Airlift Aircrew Members, and Security Forces 
Ravens to be immediately vaccinated against anthrax. 

Execution of this vaccination program is per previously published clinical and 
administrative guidelines and consistent with existing Service implementation plans. The 
Secretary of the Army remains the Executive Agent for the Anthrax Vaccine Immunization 
Program (A VIP). Questions regarding this matter shall be directed to COL Gaston Randolph, 
Director of the MIL VAX-A VIP agency. He can be reached at (703) 681-5!01. 

{N;tQA~~. 
William Winkenwerder, Jr., MD 
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Reply ZIP Code 
20318-0300 

THE .JOINT STAFF 
WASHINGTON, DC 

DJSM-oi09-03 
06 ·February 2003 

MEMORANDUM FOR THE ASSISTANT SECRETARY OF DEFENSE (HEALTH 
AFFAIRS) 

SubJect. Exceptton to Polley for Pnon~ ll Anth111X Vaccmattons for Selected. 
AMC Personnel 

1. Recommend approval of AMC's reqUest (Enclosure A) that selected 
personnel be approved for anthrax unmuniZB.tlOns as an exception to polley. 

2 Personnel to be vacc:u1ated under thO =pbon would include strategtc 
anilft crews, Ravens {secun~ forces that travel W1th the aircraft and protect 
crews wlule on the ground at fore>gn mllelds) and tactical alrW't control 
elements (TALCEs) - an est>mated 4,250 personnel, mcludmg Acttve and 

· Reserve COmponent personnel. 

3 Servit:e members are expected to deploy to deSlgnated higher-threat areas 
(HTAs) for more than 15 .cumulatlve days in a'.12-month penod and ate at 
hell!htened nsk or anthrax exposure Tlus request IS supported by 
USCENTCOM, USEUCOM and USTRANSCOM 

4. The Ami.y, as the executive agent for the OOD lmmun~ZB.tion Program for 
BtologlCal Warfare Defense, concurred wtth cntlcal comment (Enclosure B) 
A.lthough vacolnsl:lon or personnel who are m an HTA forcurnulatlve 
deployments of greater than 15 days m a 12-month penod was supported, the 
Army mdtcated that vacc:mattons shoUld bel!ln on an mdtvtdualluiSts when the 
tnchvtdual•• fll'St notified of a deployment or deploys mto one of the HTAs for 
the first time · 

5 Whtle tlua. approach may beJeamble for some Acl:lve Component personnel, 
significant advance planning is re~ to admuuater vaccinations to Reserve 
Component personnel Combmed Wlth the relat•vely short notlce lllherent in 
many au-W't nusmons, 1t seems prudent to g~ve the AMC commander chscretion 
to va001nate tllese personnel ppor to actual notice of a deployment If 1t is 
.deemed that they have a !ugh probabth~ or being deployed to an HTA. 
Furthermore, many of these personnel are expected to reqwre smallpox 
umnuruzat1ons under the current smallpox vac;cmat1on poliCy, and 1t Will be 
much stmp!er loglstlcally to admuuster both vacomations at the same time. 



6 TALCE personnet are subJect to "deployment at less than· 12 hours notice to 
austere fields where medt~ logtstlC support to conduct vaccmatlons is often 
la~lang. Therefore, m1mecha~e vaccination of those who are deemed to have· a 
~gh probability of dej>loymg to an HTA s~ould ~ authonzed. · 

7 Other_Acuve personnel who have deployed to one .of the designated HTAs 
Wlthin the past 12 months should· also be authorized for munediate . 
vaecmauon All other personnel should begm vaccmatlons as soon a8 they are 
design~~ f~r deplo;Yment to an HTA · 

Enclosures 

Copt to 

ue (b)(6) 

~~~ 
J.t,\MES A. HAWKINS 
Ma.JOr General. USAF 
Vtce Director,· Jomt Staff' 

HQ· USAF, Attn Deputy Cluef of ~taft' for A1r and Space O~eratlons 

2 
\ 



DEPARTMENT OF THE AIR FORCE 
H£ADQUMTEAS UNITeD IT ATe& AIR FORce 

WASHINGTON DC · 

MEMORANDUM FOR DIRECTOR, J9INT STAPP 

AFODM 001-93 
16 Jan 03 

. StJBiecT ~ to PolJCy for Pnonty U Anthrax Vaccsnabons for Selcctccl AMC 
. Pcnomcl 

·Request Jomt Staff acuon on me auached Bxcepuon to Pohcy (Jn'P) request from 
~MCJSO (Attachment 1) CUrrent DoD pobcy foe requcsttD& ETP for Pnonty U andU'U 
vaccmabons rcqums recommes)dabon from COmbalant Commander. wt1h final approval froiD 
A.SDiHA 1n coasuitatton wtth the OWrmast, Jomt Ctuefs of S~ (USDIP&R Memo, 6 Au& 02) 
(Attachl'nCnt l) 

Current DoO pohcy for Pnonty n alllhrax YaCCinat1on rtqUJreS personnel to~ asSJgned 
or deployed lO a lugher thn:al Mea (HT A) gtli&ter chan lS coascc:utsvo da,ya · AMC .sttateglC 
mrbft ancrcws. Ravens and Tacucal A~rhft Control B1ements (1' ALCBs) are not uaually m i 
HT A aruter than ts conwcutwe days.~ therefcn. an not authonz.ect to rece1ve anthrax 
vac(Jne under ·Pnont)' Group n However .. ·&mcc many of the desJsnatec:t AMC personnel ue 1n a 

. HT A grearer than 1 S ctlmultmPe day., thetr nsk for poutble .uuhru exposure .. tncrUsed 
Therefore. request an £TP for AMC strateatc ~rlafl aucrcws, Ravens and T ALCEs (an catJinated 

· 4~0 personnel, cnctudsng AD and ARC personnel) to ~ve· anthrax vacc:tne now 

Attachments 
f A \.1C Request for E1'P wJ Bulleted Poanc Paper 
2 6 Aug 02 USDIP&R Memo . . . 

.., 
• 



OEPAATMI!NT OF. 1'HE AIR fORCE 
~-"-""~ 

Mt:MORA'h"t>UM fOJl HQ Af'MO~ 

fROM . ltQ AMCISO 
20) wesa 1 uscy ~11W. s~n~e 1600 
Soott"AFS I'L tm5·52~ 

sutln:c1 · llGquc)t &. Sh•F ~Ut'llt Ml&=~tw ~ea~a tv hlu.y A!&Wc"l( vaccmcs 
lmJ;Jitm~~IOit Plan (A VIP) 

J tnr.aac aar mob1bty ~ rOIIbllelf~r•.,..•t ~ ~ tdeztttfld as hJthcr threat areas 
(Jn'.M) £or on~-c, 'N a-e not tncludc4an ~ Att Poree A VIP ltlart Dut lo Wit .. 
mass·~ AMCJSG ~·· ~ 10 Pobc). "'~'* •:11\ ~aor\be A'!.rfotU 
4 ~ 'M' '"'r~1111hlWI ttl• AMC "-• "'wN~8cd dwec &ptCI(IIr Cl\lt.$1- for et'Ps T~ 
N.tht\ <:ot\tlo~ ~" (TAI.CB'\). ~ttpc "-w\d\ lt,)r~ Medlen. fond It'\~ 

.. 
2 T Al.CF s. •nc. k&dtoc ~ asscta•red Olnlut Jt~lt f taisnn ((ilU ) ,,..""' m ~•"' en ta111d 
4c{llo)'h'nt(Jeu 1J!•J2hOiitUubee)toGU~tn: fi~Lb mllTAJOQ IVtr~l.~ for 4S .d8y~ 
1 ~Es luk adequate l)~pl~ hnw ao ,.,vtdl: an ~NZ&al antbtu Yaei~.uiafKm ~ . 
(J c siUHs l, 2 aa4 3) A&flllD'lJilly. they often bck tJJ. mcdaoa' !OI'S'ae.tiUIIPOfl ttCfleNIII')' co 
vtCCtlllltO 1ft ~~~~ field due to tbltr far *"'ltd 1a)4o~ ~le Of dletT fJ\ISSlOn ~lty afiO 
~¢~TALC& sbollld be !dullliect .. PftOniYTwo~· 

. . 
3 0\.M Q) tJse .atwcoCser~ wi&ft, ~"' ~ •s:.t.,- co dus ~ src alllccly ~ 
tm.UD 1" pl.ac~ 'Qt 1 s •~ or loapr, but can ~ ~~> "pc:etccl to fJic.ccd ., cumul.u-'~ 
da'n1JU l2~ pcnoi tAW w-t)a ~ •aOPS 2ft Arac-c lJ of'" Art 'For= A "IP ~~pl-. 
te011cJ1 that.~r~ct AMC pnect.C.S. ('.)1 C'"·l41 •. and 1Pm•laariiA lmtJI«!DfC .. )3. C-31. 
C-40) cj·CWJ~ lie pt"t an E11- to tnhatt tMmtdrtte an'm ~tJOJ) ln 4ddtb01t. 
m 10 \aCt\1\alC ~nty Fon.cs kll\lol\~" DJ1CO te~Rtel Raftfll ... >fCC14l}Jr ~ '"unty . 
tb"n:~ 1~ tn\\CI" Wttll ~ &1Ceraft 11\4 p Ole'\ot CZWNl ~ Ot\ !be pOUbd •t ~ llr:tdcl$ . 
'fboa nyers •nd ~')' rorcca ~1114 ~ ~fit'd U Pn«UJ1'WO p~RGS~aeJ 



' I .. 

- ·-
1'01NT PAfEB. 

ON 

A.NTHIWCVA.CCINK FORSTitATEGlC ,\lltLtmU 

• Tbe Att Porcc A W 20021mplcJik:,ntatba P1c clarects anthrax \uCUsatton tor pen;cmnc1 
laslped 15 coaseamv~ da)'l or lorigcr to Hishcr 'Threat ~c:a.s (liT AJ) 

.:... AV~ Pic speeifically !clentJSes ~ntmon polJc.y fnr spccaat mituft* and chose a.~~ed 
10 HTAs ad dcplc)'al u pan of AlP b\lcb\l · 

- A w P1aD cloea DOt aclcJtesa rhos" mniaarypmonM! ~Jy ~ra~sjting MTAs b3t DOl 
J'elldma tor ,2: lS ~- c!a)'l-aft~ OCC\U'mlee fontrat~310 arcl\ftors. 

- A VIP Plan AnPu ~ aUows MAJCOM fO ~t Ex~boll to PotJcy(!TP) 

- tatan specifically suua'ta *""II~ aarhft tJersonne1 be ~me! for B'rP when 
pmosmel ctD bo expected to accumulate 1 S da,a in a t2·SD.ODth peri~ 

~ es. C-17, C-141 and &pGOialtattift IQUiadOII orewmcmbtrB fOUtluolyfly mto tho HTAa •d ... 
expected to cxeeoct 1~ ~it! a 12-tDOJUb per.~ocS h would ~ct appropnat• to vaoclDa. them 
buad on lbw ~uir.nt expcmarc/rotaaoD tlwusb tlsese HTA 
. . 

• 1\aveaa. 80CUitty toccoa accOft\pacyias thae mrcrat\. prcmde'aumftsccumy • af£-~n 
.ut1olc!t, co also apccte410 excocc1lS cJaY' caml&la1a"c dayt lo liT ..A.., an6 tcct'laro Wmiw 
am~nx· wectn,~n 

- TacticC Att'\til ~trot 'Rtem«dS (TAt C!t) aiul o1ow tt..d\ La.ycSowa t.ms proW.cio Jrrial 
aeri&l1M)rt, alrerd ~and C2 fca str.aectc airlift at ru t'otw~ balca 

. ' 

-~ mbslon has 12-bov deployment not1ce for 45-dt.y lftissiona 

- Do ut ha"o zobust medic..J ~it, mcludiDg rou~e access to vaccinauona 

- Tboy aro A'EP enablett1 11.0t tlod ~ &1\ A!P bucket, S\lbject. to dcployalODt at I'll"/ tuno 

.. ~ oa AMC &zctionat a.,Ut&. AMClSa es~ total AM.C au<l AMC-pnod pmouad . 
raclucle4 ill tbeae propo111a tq 'be 4,~ · · · · 

- IJ,rctcw (f.-GOO Active '&u.ry/2.350 Air Roacrvo ('omponom). Ravcma (2SOI220}, T ALCBs 
(430 .tU AD) · 

.. ~aulatiou. l<lenbfy Stratesac lwut AitetCW,'llr•vcns, a TA'LCEt u 1\ v~ pnonty . 
two personnel for~ecltato ~.oa to adcquU~ p~t them prlorw doploY'iJ!W 

ott ll( mWdob/18 Oct 02 
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HEADQUARTERS OEPARTM~NT OF THE ARMY 
ASS\S1' ANT DEPUTY TO THE AAWI'f OPERAltONS OEPU1Y 

{JOINT AFFAIRS) 
OFFICE OF JOINT AND DEFENSE 'AFFAIRS 

. 0 3 FEB 2003 

ARMY PLANNER DAC&ZD.JOA. 
Memorandum Number 08'5" 'fR> 

. . 
MEMORANDUM FOR SECRETARY, JOINT STAfF, ATTN· J..4 (Health Service 
Support ON\a\On), \.lC Jonea 

SUBJECT· Exception to PoUoy tor Anthrax Vacctnatlon fer Selected AMC Personnel, 
. (SJS 03-00356) . . . · . 

1. Concur only subject to the foJrowmg crttloal comment 

2. Cn1Jcal comment We agree ~at Qettaln personnel of the USAF AJ.r Mobthty 
Command (AMC) may be et lncrea·sed risk of SsciJ/11$ anthtacl$ exposu,re based on 
cumwattve deployments of greater than 16 days tn a twelve-month paned; however, 
anthrax vacc1na1Jons shou1d .!lQt btgll\ to tt\e entlre force ~ 4,250 personnel · 
tmmed~ately on approval of-this request. VaCQinatlons shOuld only begin on an 
l~dtvtduai basis, when that lndMdualls flrst notdtad of depto~ent or deploy& lnto one .of 
~ CJCS-deslgnated Htgn Threat Arees (HTA) for the ftt'$t tmte Any devfabon from tttls 
concept.WIU 188Uit"' a non-concurrence. · 

Rationale: The.. arert statuS of AMC's subjeCt personnel does not JUStify urtniedtate. 
vaccination Their alert siatus ls no different than other SeiVlces' alert forces (e.g • 
DIVfsson Ready Brigades within Army OMs~), which ire not being vaccinated. · 
Rathert .on notice of actual deployment these forces begin vacetf18tJng· rf they fall within 
the othe_r parar:neters of ttl~ DoD Anthrax Vaccine lmmuruzatfofl Program pokey •. 

Further, Q.arre~ ~0 eontin9ency AVA requlremen~ ~led 'M~ competing AVA . 
requ8$ts from bOth U S Federal Agenctes and fore~gn natfo~~ constrain COD's anthrax 
vacctne supplies untJJ May 03 

3 POC IS COL Randy.Ra.n~olph or~ (b)(6) at (b)(6) 

~.~;L . 
RANDYC~ · 
<:ol.oaal, GS . . 
Deputy t0 ~e ADCSOPS (JA). 



UNCLASSIFIED 

HEADQUARTERS DEPARTMENT OF THE ARMY 
Assistant Deputy Chief of Staff for Operations and Plans 

{Joint Affairs) 

ARMY PLANNER DAMO-ZC 
MEMORANDUM NO. 

MEMORANDUM EOaSECB ARY, JOINT STAFF, ATIN: J-4 (Health Service 
Support Division)J(b)(6) .....__ __ __, 

SUBJECT: Exception to Policy for Anthrax Vaccination for Selected AMC Personnel, 
Joint Staff Action Number JSJ 03-Q0355 

1 . Concur subject to the following critical comment 

2. Critical comment. Concur that subject servicemembers of the US Air Force Air 
Mobility Command {AMC) may be at increased risk of Bacillus anthracis exposure 
based on cumulative deployments of greater than 15 days in a twelve-month period; 
however, anthrax vaccinations should not begin to the entire force of 4,250 
servlcemembers immediately on approval. They should begin in each individual when 
that individual first is notified of deployment or deploys into one of the CJCS-designated 
High Threat Areas (HT A) for the first time. Any deviation from this concept wm result in a 
non-concurrence. 

Rationale: Although we agree conceptually that subject forces may be at increased 
risk to exposure, we disagree that vaccinations to all individual servicemembers in the 
entire subject forces should be started immediately. Rather, the anthrax vaccination 6-
dose series should start in each individual only when each individual servicemember in 
the subject forces has deployment orders into one of the 14 CJCS-deslgnated HTA 
countries. The alert status of AMC's subject forces should not justify immediate 
vaccination-their alert status is no different than other Services' alert forces (e.g., 
Division Ready Brigades within Army Divisions), which are not being vaccinated. 
Rather, on notice of deployment these forces begin vaccinating if they fall within the 
other parameters of the DoD Anthrax Vaccine Immunization Program policy. 

Further, current DoD contingency AVA requirements, coupled with competing AVA 
requests from both U.S. Federal Agencies and foreign nations, constrain DoD's anthrax 
vaccine supplies until May 03. 

UNCLASSIFIED 



ASSISTANT TO THE SECRETARY OF DEFENSE 
3050 DEFENSE PENTAGON 

WASHINGTON, DC 2030H30G0 

MEMORANDUM FOR DEPUTY ASSISTANT SECRETARY 01' DEl'llNSB 
FOR FORCE HEAL Til PROTECTION AND 
READINESS 

SUBJECT: Request for Exception to Policy- AnthraX Immunizalions for 
Selected Air Force Air Mobility Command (AMC) Personnel 

I cannot coocur with your request for exception to policy to immediately 

immunizo 4,250 selected Air Force Air Mobility Command (AMC) personnel. 

Vaccinations should begin only for individuals who are notified they are to deploy 

into one of the designated high threat areas and not for a!! AMC personnel at this 

time. Anthrax vaccine supplies are very limited and a six shot series for 4,250 

personnel requires 25.500 doses of vaccine. 

Attachrnenl>: 
As Stated 

~ ~ ~,._,._,._ '-O /.._. u.t,.;d 
Anra Johnson-Winegar, Pb.D. 
Deputy for Chemical/Biological Defense 



SUBJECT: Exception to Policy for Priority-2 Anthrax Vaccinations for Selected AMC 
Personnel 

Director, M!LV AX-AVIP Agency 

USD(AT&L) 

DUSD (TSP&CP) 

COORDINATION 

Concur with critical comments 

Non-concur with comments 

Concur 



To: 
cc: 

(b)(6) .__ ____ _, SAGWI@OSAGWI 

Subject: FW: Exception to Policy for Selected AMC Personnel 

cc 

---···--Forwarded J{b)(6) 
. {(0)(6) 
~ 05:15:33PM 

~AGWI on 03106/2003 09:53AM·-·-------·--
: " ) on 0310512003 

To: l(b)(6) 

. . . cc: 
Protection and Readiness, OASDIHA • <Ellen.Embrey@ ha.osd.mll> 

Subject: FW: Exception to Polley for Selected AMC PersoMel 

Guys: I spoke at length with the author of this request today. It is prudent 
to approve this request in its entirety. I made some modifyipg language. 
Please review for consistency. 

Please process to get thru to Dr w by Friday, 7 Mar. Thanks much. 

-~;:~~nal Mess~~--l~~enthealth.osd.mil 
~~~~~~~----~~~eploymenthealth.osd.mil] 
Sen~e~ March 0~, 2003 3:10 PM 
To:~ ~ha.osd.IlU.l 
Subject: Exception to Policy for Selected AMC Personnel 

Sir, 
ETP package as discussed. 

---------------------- Forwarded by (b)(6) OSA'GWI on 03/05/2003 03:12 
PM --------------------------- ~----------~ 

(b)(6) 
03/05/2003 03:08 PM 



~. ~· 2003066.(1000 

THE ASSIS'fANT S.ECRETARY OF DEFENSE 
@ 

WASHINGTON, 0. C. Z0301·1200 fEB 2 7 2003 

1-iEALTH AFF .... lR15 

MEMORANDUM FOR DATSD (NUCLEAR, CHEMICAL & BIOLOGICAL 
DEFENSE PROGRAMS) 

SUBJECT: Increased Production of Anthrax Vaccine Adsorbed (AVA) 

Thank you for your memo dated February 20, 2003, subject as above (TAB I), 
and the summary ofthe Joint Vaccine Acquisition Program (JV AP) office's review of 
options to increase production of A VA by BioPort Corporation. Their conclusions that 
BioPort can potentially increase near-term production by 20-percent would certainly 
enhance our readiness of US forces and domestic preparedness. 

Your memo clearly outlines the steps and estimated timeline BioPort must take to 
accomplish this increased production. I know you, your staff, and theN AP office are 
very committed to realizing this new AVA production target, as well providing the 
necessary oversight, support and assistance to BioPort for achieving this objective. I am 
very anxious to being receiving the increased A VA production in order to meet the 
growing demand for the vaccine. 

I request a regular progress report towards the completion of this increased 
production initiative so that my office might stay informed of the situation and can better 
plan the distribution and use of this limited resource. 

Attachment: 
As stated 

cc: 
USD(P&R) 
USD (AT&L) 
PDUSD(P&R) 
ASD(ISP) 
ATSD(NCB) 
DASD (FHP&R) 
DUSD (TSP&CP) 
SURG GEN, US ARMY 
DIR, MILV AX/OTSG 

w:rxt....WL~f\. 
William Winkenwe~~~J;:M£ • 



NUCLEAR AND CHEMICA!. 
ANO S!OI..OGJCAL DEFENSE 

PROGRAMS 

ASSISTANT TO THE SECRETARY OF DEFENSE 
3050 DEfENSE PENTAGON 

WASHINGTON, DC 20301-3050 

MEMORANDUM FOR ASSISTANT SECRETARY OF DEFENSE 
(HEALTH AFFAIRS) 

DEPUTY UNDER SECRETARY OF DEFENSE 
(TECHNOLOGY SECURITY POLICY AND 
COUNTERPROLIFERA TION) 

SUBJECT: Increased Production of Anthrax Vaccine Adsorbed (AVA) 

Per your request, the Joint Vaccine Acquisition Program (NAP) office has 
reviewed options to increase production of AVA by BioPort, Inc. In the near 
term, BioPort can potentially increase production by approximately 20% by 
adding a second shift and thereby producing nine sublets per week instead of the 
current seven. 

In order to accomplish this, additional personnel must be recruited or 
reassigned and trained with an estimated completion date of May 2003. Fnrther, 
final installation and validation of a new water supply for "water for injection" 
must be completed. The estimated completion date for this is May 2003 followed 
by Food and Drug Adntinistration (FDA) approval. 

We will continue to monitor production progress and provide updated 
information on AVA doses produced by BioPort and released by the FDA. 

tJ, ~" ·~-0 tr-----
Anna Johnson-Winegar, Ph.D. 
Deputy for Chemical/Biological Defense 
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2003071-DOOOOOS 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

ACTION MEMO 
HEAl. TH AFFAIRS 

FOR; ASSIST ANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ms. Ellen P. Embrey, DASD, Force Health Protection and Readiness 
(//s//3-12-03 0915 Colonel Rauch) 

SUBJECT: Department of Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau of Investigation (FBI) 

• The Assistant Director, Counterterrorism Division of the FBI requested anthrax 
and smallpox vaccinations to support approximately 150 personnel (TAB B). 

• Personnel are integral to the FBrs mission responsible for federal law 
enforcement crisis response to weapons of mass destruction incidents involving 
US interests. 

• Originally requesting anthrax and smallpox, the FBI was successful in getting 
smallpox vaccine from Department of Health and Human Services. However, 
DoD remains the primary source of anthrax vaccine. 

• An interagency agreement between DoD and the FBI is required and must be 
completed before the request can be supported. 

• DoD Directive 6205.4, Immunization ofOtherThan U.S. Forces for Biological 
Weapons Defense, reserves to the Secretary of Defense the authority to approve 
the provision of vaccine to non-DoD entities. 

RECOMMENDATION: Sign coordination memo at TAB A, DEPSECDEF decision 
package that authorizes anthrax vaccine to approximately 150 members of the FBI. 

COORDINATION: TAB C 

Attachment: 
As Stated 

Prepared by: Colonel David Adams, FHP (b)(6) ~iJoc..S f6 'CJ(1 ......__ ___ __., 

(jf) 



·• 
OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

ACTION MEMO 
HEALTH AFFAIRS 

F DEFENSE (HEALTH AFFAIRS) 

FROM: Ms. Elle SD, Force Health Protection and Readiness 

SUBJECT: Dep Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau of Investigation (FBI) 

• The Assistant Director, Counterterrorism Division of the FBI requested anthrax 
and smallpox vaccinations to support approximately 150 personnel (TAB B). 

• Personnel are integral to the FBI's mission responsible for federal law 
enforcement crisis response to weapons of mass destruction incidents involving 
US interests. 

• Originally requesting anthrax and smallpox, the FBI was successful in getting 
smallpox vaccine from Department of Health and Human Services. However, 
DoD remains the primary source of anthrax vaccine. 

• An interagency agreement between DoD and the FBI is required and must be 
completed before the request can be supported. 

• DoD Directive 6205.4, Immunization of Other Than U.S. Forces for Biological 
Weapons Defense, reserves to the Secretary of Defense the authority to approve 
the provision of vaccine to non-DoD entities. 

RECOMMENDATION: Sign coordination memo at TAB A, DEPSECDEF decision 
package that authorizes anthrax vaccine to approximately 150 members of the FBI. 

COORDINATION: TAB C 

Attachment: 
As Stated 

Prepared by: Colonel David Adams, FHPIR, f(b)(6) J 



HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301-1200 

MEMORANDUM FOR UNDER SECRETARY OF DEFENSE (POLICY) 
UNDER SECRETARY OF DEFENSE (ACQUISITION, 

TECHNOLOGY, AND LOGISTICS) 
UNDER SECRETARY OF DEFENSE (PERSONNEL AND 

READINESS 
GENERAL COUNSEL, DEPARTMENT OF DEFENSE 

SUBJECT: Department of Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau oflnvestigation (FBI) 

The Assistant Director, Counterterrorism Division, FBI, requested anthrax 
vaccination for 150 personnel charged with the mission of national response in the event 
of an act of biological terrorism. These personnel are integral to the FBI's mission of 
federal law enforcement crisis response to weapons of mass destruction incidents 
involving U.S. interests. 

· Originally requesting anthrax and smallpox, the FBI was successful in getting 
smallpox vaccine from Department of Health and Human Services. However, DoD 
remains the primary source of anthrax vaccine. 

DoD Directive 6205.4, Immunization of Other Than U.S. Forces for Biological 
Weapons Defense, reserves to the Secretary of Defense the authority to approve the 
provision of vaccine to non-DoD entities. 

An interagency agreement is required and must be completed before the request can 
be supported. That interagency agreement is being developed by Office of General 
Counsel now. 

We believe this request merits our support, as the sole source for this vaccine. 
Request your coordination/comment on the proposed Deputy Secretary of Defense 
decision package by March 14,2003. My POC is Colonel David Adams~.t..[(b_)(_6) __ ___,J 

William Winkenwerder, Jr., MD 

Attachments: 
As Stated 



THE ASSISTANT SECRETARY OF DEFENSE 

HEALTH AFFAIRS 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301-1200 

ACTION MEMO 

DepSec Action. ____ _ 

FOR: DEPUTY SECRETARY OF DEFENSE 

FROM: William Winkenwerder, Jr., MD, ASD (Health Affairs) 

SUBJECT: Department of Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau of Investigation (FBI) 

• The Assistant Director, Counterterrorism Division of the FBI requested anthrax 
and smallpox vaccinations to support approximately 150 personnel (TAB B). 

• Personnel are integral to the FBI's mission responsible for federal law 
enforcement crisis response to weapons of mass destruction incidents involving 
U.S. interests. 

• Originally requesting anthrax and smallpox, the FBI was successful in getting 
smallpox vaccine from Department of Health and Human Services. However, 
DoD remains the primary source of anthrax vaccine. 

• An interagency agreement between DoD and the FBI is required and must be 
completed before the request can be supported. 

• DoD Directive 6205.4, Immunization ofOtherThan U.S. Forces for Biological 
Weapons Defense, reserves to the Secretary of Defense the authority to approve 
the provision of vaccine to non-DoD entities. 

RECOMMENDATION: Sign memo at TAB A authorizing anthrax vaccine to 
approximately 150 members of the FBI. 

COORDINATION: TAB C 

Attachment: 
As Stated 

Prepared by: Colonel David Adams, FHP/R, (b)(6) .__ ___ ___. 



' ' 

DEPUTY SECRETARY OF" DEFENSE 

1010 DEFENSE PENTAGON 
WASHINGTON, DC 20801·1010 

MEMORANDUM FOR DIRECTOR, FEDERAL BUREAU OF INVESTIGATIONS 

SUBJECT: Request for Anthrax Vaccine 

I approve your request for anthrax vaccination of approximately 150 FBI personnel 
who are assigned national crisis response missions. This approval is subject to the terms 
of an interagency agreement addressing financial considerations and indemnification. 



SUBJECT: Department of Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau of Investigation (FBI) 

CoS {HA) 

PDASD,HA 

USD(P) 

USD(AT&L) 

USD(P&R) 

DoD,OGC 

COORDINATIONS 

MsJbX6) 

Mr 

Mr. Douglas J. Feith 

Mr. (bX6) 

Dr. David S.C. Chu 

Mr. (bX6) 



ANTHRAX VACCINATION 
IMMUNIZATION PROGRAM 

April 30, 2002 

Briefing Book 

Ms Embrey 
Deputy Assistant Secretary of 

Defense for Health Affairs 

2002331-0000005 

fij) 



Table of Contents 
New Anthrax Vaccine Immunization Program 

Tab A: Talking Points on the New Anthrax Vaccine Immunization Program 

Tab B: DoD Stockpile Requirements in FY02/03 

Tab C: Cumulative Anthrax Vaccinations Over 3-Year Observation 

Tab D: Memorandum on U.S. Government Anthrax Vaccine Immunization 
Policy and Minutes of Interagency Meetings 

Tab E: Anthrax Vaccine Immunization Program Communications Plan 

Tab F: Questions and Answers on A VIP 

Tab G: IOM Executive Summary 

Tab H: AFEB Statement 



Tab H 



April 30, 2002 7:00 PM 

New Anthrax Vaccine Immunization Program 

• The Food and Drug Administration (FDA) approved BioPort's renovated 
facility (only US licensed manufacturer of anthrax vaccine) January 2002. 

• The vaccine is safe and effective against all fonns of anthrax, a conclusion 
determined by an Institute of Medicine independent national expert panel in 
February 2002. 

• Vaccination 6-shot series-day 0, 2 weeks, 4 weeks, 6 months, 12 months, 18 
months, and annual boosters; relatively high immunity/protection achieved 
with first 3 shots, but FDA licensure requires full 6 shots.1 

• BioPort has the capability and is planning to produce approximately 2 million 
doses of vaccine in 2002, and 11 million total doses from 2002-2004. 
Approximately 500,000 doses now available. 

• DoD negotiating to purchase total BioPort production for 2002-2004 for use by 
DoD and other federalagencies-DllHS, State, Justice/FBI, EPA and CIA 
(TAB 1). 

• DoD believes threat of anthrax to DoD forces is real, based on current 
intelligence assessments. 

• DoD policy for vaccine use takes into consideration: intelligence assessments; 
limited supply of the vaccine; complex vaccine dosing requirements; other 
national security requirements; and potential contingency requirements for 
DoD/DilHS. 

• Mandatory for military and Emergency Essential civilians and contractor 
personnel assigned/deployed/deployable for more than 15 days in higher 
threat areas whose perfonnance is essential for certain mission critical 
capabilities (TAB 2). 

• Exemptions for certain medical conditions and administrative situations 
(e.g., separation being processed). 

'CDC study underway to determine possible use of fewer doses. 
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• Implementation Strategy -

• Start immunizations now, on prioritized basis, for priority groups 1-3. 
• Re-assess contingency use plans for priority groups 4 - 5 in early June 

2002. 

• Interagency federal coordination 
• For policy of vaccine use by non-DoD federal personnel and civilians, 

including dependents. Frrst meeting (March 28), second meeting (April 
16). 

• Final voluntary use policy, consistent and coordinated by OHLS, expected 
by June. 

• DoD plans to announce policy May 3, 2002-following coordination with 
Office of Homeland Security, OMB and Congress. 

• Messages-

• Health and safety of our men and women is our top concern. 
• Anthrax vaccine is safe and effective. 
• Threat from anthrax is deadly and real. Vaccination offers a layer of 

protection, in addition to antibiotics, needed for certain members of the 
Armed Forces. 

• DoD policy for use of vaccine is coordinated with other federal agencies, 
representing groups of individuals that meet the definition of being at 
higher risk and whose performance is essential for certain mission critical 
capabilities. 

Prepared by: William Winkenwerder, Jr., MD, Assistant Secretary of Defense 
(Health Affairs), l.i..(b.;..;)(6 ..... ) __ __, 

2 
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Federal Anthrax Vaccine Rel[uirements, starting DoD Stookpl~ In FY02 

Assumptions 
• 15-day-in·thmiter policy 
• Prioriies I, 2, & 3 begin May 02 
• Prlorilj 4 begins Aug 02 {uses stockpile) 

Assumptions 
'15-day.in·theater pnlicy 
• Priorities 1, 2, & 3 begin May 02 
• Prtortlj 4 begins Aug 02 {uses stock~le) 

• AVIP resum~ion decision 20 Apr02 
• Priority 5 begins Jan 03 
• Vaccinations for deterred pareonnel begin Apr 03 

• A VIP resumption dec~ion 2ll Apr 02 
' Priortlj 5 begins Jan 03 
'Vaccinations for d~erred personnel begin Apr 03 
• DoD stoekplle resumes Apr 04 

vers~n: 14 Apr 02 
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Chart21 ( Joint Staff Prioritie,, 3·Year Observation 
Cumulative Anthrax Vaccinations 
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THE ASSIST ANT SECRETARY OF DEFENSE 

WASHiNGTON. D. C. 2.0301-lZOO 

P.!JR 2 5 21'! 
HEAt.TH AFFAUIS 

MEMORANDUM FOR DEPUTY DIRECTOR. HOMELAND SECURITY 

THROUGH: DEPUTY UNDER SECRETARY OF DEFENSE, POLICY SUPPORT 

SUBJBCI': U. S. Government Anthrax Vaccine Immunization Policy 

The sole manufacturer of Anthrax Vaccine Adsmbed (AVA) recently obtained Food and 
Drug Administration approval of its renovated manufacluring fa<ility. ln an effort to de
the most appropriate distribution of this new supply of vaccine, the Department of Defense has 
initiated a series of meetings with sevetal other fedetal agencies to develop aoonsislent U.S. 
Government vaccine use policy. 

To date, two meetings have been held. The agencieslhat have participated include the 
Deparlrnents of State, Transportation, and Health and Human Services, as weD as tlte Fedeta! 
Bureau of Investigation. the Central Intelligence Agency and the Environmental Protection 
Agency. While these are not all the Cabinet-level Fedetal agencies that may have a need for !he 
vaccine~ outreach efforts to other agencies shoulde<~ntinue to ensure their at risk personnel 
requirements are identified. 

During the meetings, participating agencies carne to a consensus on !he need to give priority 
to mission essential personnel based on their risk of anthrax exposure. They generally agreed 
that agency policies needed to be consistent across the U.S. Government. and that requirements 
for vaccine needed to be prioritized based on highest risk of exposure over the next three years. 
Fot most of the agencies? higher risk and priority applies to civilian and contractor personnel 
assigned to higher threat areas. those employed in laboratories. and those who must investigate 
acrual or suspected terrorist attacks. The exception is the Department of Transportation (DOT). 
DOT has identified its civilian senior leadership within the Office of the Secretacy of 
Tnmsportatioo as highest priority and thus to be the fi!St to receive the vaccint within that 
agency. This will require additional discussion before a consistent policy can result. 

The Department of Defense realizes this interagency effort may be more appropriately 
handled within the Health and Medical Policy Coordinating Committee within your offioe. 
Accordingly, as we discussed. I defer any further inteillgency efforls in this regard to your office 
to lead this endeavor to an appropriate conclusion. 

Anticipating this, I am foiWarding information describing our progress to date. Enclosed are 
points of contact for each of the agencies that have participated in meetings thus far. and the 
minutes of the meetings that occurred on Mm<:h 28. 2002 and Aprill6, 2002. Iti addition.! have 
attached the policies provided by the Department of StAle, the Federnl Bureau of Investigation 
and our own Department of Defense Directive on vaccination policy for ~ther than U.S. 
Forces." 



I would be happy to brief the interagency representatives at your next Health and Medical 
Policy Coordinating Committee meeting on efforts accomplished thus far. Additionally. I 
strongly encourage the involvement and participation of appmpriatc representatives of the . 
National Security Council and the Office of Domestic Policy. 

DoD anticipates announcing its own policy soon and it may be to our advantage to bave 
begun wort on a coordinated policy by that time. 

I look forward to working with you on this. If you have any questions. plcasc eontactme or 
m De Assistant Secretary for Force Health Protection and Readiness, Ms. Ellen Embrey, at 

(b )(6) 

Sincerely, 

w;~OlAJ~ 
WilJiam Winlcenwerder, Jr., MD 

Attachments: 
As stated 
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ANTHRAXVACCINEIMMUNIZATIONPROGRAMINTERAGENCY 
MEETING MINUTES 

28 MARCH 2002 
OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

FOR HEALTH AFFAIRS 

The first in a series of US Government Interagency meetings was held to begin 
discussions on the identifying a consistent policy for all U. S. Government Agencies who 
anticipate continuing or establishing an Anthrax Vaccine Immunization Program 
activities. The following individuals attended. 

Dr. (b)(6) 

Ms. 
Adr 
co 
co 

DOD: 

Dr (b)(6) 

Dr 

Dr. Winkenwerder welcomed the agencies and provided an overview of the current 
vaccine supply situation. He then discussed the need for a consistent anthrax vaccine 
usage policy for civilian personnel and suggested the other Federal agency establish their 
immunization policy based on the criteria of mission-essential personnel receiving the 
highest priority for vaccination. He reviewed current DoD policy for other than U.S. 
forces, which included other civilians and dependents. Dr. Winkenwerder requested all 
agencies review their agencies' vaccine requirement, forward a copy of the agency 
cunent anthrax vaccine policy and the updated version once the criteria of mission
essential is incorporated. Dr. Winkenwerder then requested that aiJ agencies identify a 
point of contact for discussing legal issues to include memoranda of agreement and 
indemnification of the vaccine manufacturer. 

(b)(5),(b)(6) 

Dr. (b)(6) said the State Department program is voluntary and will continue as 
such. In addition, she mentioned that DoS usuall immunizes the other Federa1 agencies' 
personnel who are stationed overseas. Dr. mentioned that the Department of 
State already has a proposed memorandum of agreement that is currently being reviewed 
by DoD. 



Admiral Johnson reported that the Coast Guard is already included in the DoD military 
personnel number. But she would identify a DOT point of contact for the remainder of 
DOT. 

FBI 

Dr. l(b)(6) !mentioned that the FBI also has an Interagecy Agreement in DoD review. He 
expected the FBI to continue its current voluntary policy, however, they have never had a 
problem getting members to take the vaccine. 

ACTION ITEMS 

All agencies shall: 
1) Review and confirm the requirement previously submitted; 
2) Identify a po~nt of contact for the discussions on indemnification and 

memoranda of agreement; 
3) Provide copy of current anthrax vaccine immunization program policy; 
4) Update current policy to mcorporate a tiered approach to immunizations. 
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ANTHRAX VACCINE IMMUNIZATION PROqRAM INTERAGENCY 
MEETING MINUTES 

16 APRIL 2002 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

BOARD BEARING ROOM 

The second in a series of US Government Interagency meetings was held to review the 
current status of activities. The following individuals attended. 

)(6) ~)(b)(6) l 
Dr. [(b)(6) -, 
Ms. Dr. (b)(6) 

~~ 
Mr. 
Mr. 

co Mr. 
co Mr. 
LT 

DOD: 

Dr. Winkenwerder discussed the DoD anthrax vaccine policy, its current status and the 
overall approach to accommodating other Federal agency requirements. He indicated 
Homeland Security wants to help coordinate interagency efforts. Dr. Winkenwerder said 
efforts would be made to ensure no inference that the vaccine is defective is conveyed. 
DoD messages will emphasize the vaccine is safe and effective and it offers a layer of 
protection to those who are immunized . 

.........,.~ ___ ..... discussed the use HHS will make of anthrax vaccine. Highest 
priority is for post-exposure use, with the aim of giving the· vaccine as soon as possible 
after exposure is verified. Administration of the vaccine will occur with antibiotics. 
Subsequent to the 2-week and 4-week doses, antibiotics can then stop. If the B. anthracis 
is used more often or in a widespread manner, then the post-exposure program will grow. 

Dr. b) 6) said two requests for proposal are being published, one to develop vaccine 
and a second is a one-year notice that HHS will purchase the experimental vaccine. 

(b)(5) 

DOS 

Dr~(b)(6) I said the State Department program is voluntary and based on a worse case 
estimate that 100% of the eligible personnel elect to participate. Dr{(b)(6) lsaid that 
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Anthrax Vaccine Immunization Program (A VIP) Communications Plan 

BACKGROUND: 
The Department of Defense will resume the Anthrax Vaccine Immunization Program consistent wnh FDA guidelines and the best 
practice of medicine, beginning with personnel at higher risk whose perlonmance is essential for certain mission critical 
capabilities. This policy, which focuses the use of the anthrax vaccine, takes into consideration use of the vaccine for other 
national securi~ and civilian requirements. 

OBJECTIVES: 
• Enhance DoD's crBdibili~ with regard to use of the anthrax vaccine, and demoostrates commtiment to health/safe~ of troops. 

• Promote view of coordinated federal approach to vaccine use. 

• Create a deterrent for the use of anthrax against US troops. 

• Avoid specific information useful to adversaries. 

STRATEGY: 
• Inform key executive and leg~lative branch leaders of A VIP resumption plan prtor to public announcement 

• Engage internal and external (third-party) experts to attest to the vaccine's effectiveness and explain the anthrax threat 

• Update 'look and feel" of all educational materials including internet webstie and print media. 

MESSAGES: 
• The heaHh and safe~ of our men and women in uniform are our top concerns. 

• The anthrax vaccine ~ safe and effective. 

• Vaccination offers a layer of protection that is needed for certain personnel at highest nsk. 

• The threat from anthrax is deadly and real. 

Approved: ___ _ 



TACTICS AND AUDIENCES: 

Audience/Outreach/ Principal 
Product 

Ccmeleted 
Third Party Credible Sources Wlnkenwerder 

Trade Press Winkenwerder 

Internal DoD & Svc steffs Winkenwerder 

WhiteHouse Chu/Winkenwerder 

Homeland Security Chu/Winkenwerder 

OMB Wyatt 

Staff 

HA/AVIP 

PNHNAVIP 

HNAVIP 

HAIAVIP 

HNAVIP 

HAIAVIP 

I 
\ 

Targets 

Physic~s& 

Scientists outside 
DoD 

AFIS·Ahem 
Times News Svc 
Miliary Update 

National Journal 
Stsrs & Stripes 

USD, ASD, JCS 

DPC/NSC 

Gov Ridge & stall 

Robin Cleveland, 
Natl Sec Pgms 

Page 1 of 4 

Tactics 

T eleconlerence 
and information 

Aotmdlsble on 
Miliary Health 
System 

Telephone calls 

CsiVbrief 

CaiVbrief 

CaiVbriet 

Timeline 

( 
\ 

Feb 8: 1 0:00 AM Mar 
28: Fedex 

Feb. 22: 9:30AM 

ASAP 

3 days prior to 
announcement 
3 days prior to 
announcement 

3 days prior to 
announcement 
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TACTICS AND AUDIENCES: 

Audience/Outreach/ Principal Stall Targets Tactics Timeline 
Product 

Public Affairs Guidance 

Congress 

Third Party Credible S011rces 

Selected Media 

Press Briefing 

Press Release 

Veterans & Beneficiary 
Associations 

Clarke P!VH!VAVIP Worldwide PA Message 2 days prior to 
Officers announcement 

Winkenwerder, HM.AIAVIP HASC,SASC, Call with offer to 1·2 days prior to 
Moore, Abell, Govt Reform brtef annooncement 
Wyatt, Embrey Sub, VA sub, 

indiv members 

Winkenwerder H!VAVIP Phys~ians& Teleconference & 1 day prior to 
Scientists outside information announcement 
DoD,AMA 

Chii'Winkenwerder P!VH!VAVIP Wash Pos\ NYT, Embargoed 1-on- 1 day prior to 
WSJ, CBS, AFIS 1 Interviews announcement 

SecDef, Gen P!VH!VAVIP Pentagon Press Press brieffng 
Corps 

Day of announcement 
Myers, Chu, Gen 
Pace, 
Winkenwarder, 
Policy 

Clarke P!VH!VAVIP All media Press Release Day ofannouncement 

Wyatt H!VAVIP 30+ organizations Press Release Day of announcement 

Page2ot 4 
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TACTICS AND AUDIENCES: 

Audience/Outreach/ Principal Staff Targets Tactics Timeline 
Product 

Trade Press 

Congress 

Opinion Media 

Wyatt HNAVIP ARS 
Times News Svc 

Military Update 
US Medicine 
Federal 
Practinoner 
National Journal 
Stars & Stripes 

Winkenwerder Sv lAIHNAVIP .aJI Offices 
Surgeons Gen 

Winkenwerder & 
Policy 

PAIHNPolicy OpEd pages of 
major/regional 
newepapers 

Press Release Day ofannouncement 

Packet of Day of announcement 
infonnation, paper 
and disk 

Place opinion Week of 
pieces explaining announcement and/or 
anthrax vaccine as needed 
safety/efficacy 
and threat of 
anthrax 

National, Washington & Trade Winkenwerder PNHAIAVIP Public, military, One-on-one Week of 
announcement and 
as requested 

Press heaHh interviewe 
professionals 

Internal Media Winkenwerder HNPA/Mil Svcs Troops and 
Svc Surgeons Gen families 

Page3of 4 

Bylined article Embargoed for week 
ofannc't 
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TACTICS AND AUDIENCES: 

I 
\ 

Products Principal Staff Targets Tactics Timeline 

Q&A Health Affairs Completed 

Blue Top Public Affairs Completed 

Public Affairs Guidance Public Affairs Completed 

M~hs& Fact Health Affairs, Completed 
Public Affairs 

What are people saying about Heafth Affairs Completed 
anthrax? (News excerpts) 

Talking Points Public Affairs Completed 

Institute of Medicine Report Heafth Affairs Completed 

Armed Forces Epidemiological Health Affairs Com~eted 

Board Report 

Page4ol4 
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DRAFT 
SUBJECT' PUBLIC AFFAIRS GUIDANCE - RESUMPTION OF ANTHRAX VACCINE IMMUNJZATION 
PROGRAM (A VIP) 

I. ALL PREVIOUS ANTIIRAX VACCINE IMMUNIZATION PROGRAM PAG IS SUPERCEDED. 

2. PURPOSE' THIS MESSAGE CONTAINS GUIDANCE FOR THE NEW ANTHRAX VACCINE 
IMMUNIZATION PROGRAM. 

3- POSTURE' PUBLIC AFFAIRS POSTURE FOR ALL ASPECTS OF THE A VIP REMAlNS ACTIVE. PUBLIC 
AFFAIRS OFFICERS ARE AUTHORIZED AND ENCOURAGED TO WIDELY DISTRIBUTE INFORMATION 
CONTAINED HEREIN TO INTERNAL AND EXTERNAL AUDIENCES. 

4. BACKGROUND: 
A. ON MAY 3, 2002, THE SECRETARY OF DEFENSE WILL ANNOUNCE AT A PRESSBRJEFINGNEW 
IMPLEMENTING INSTRUCTIONS FOR RESUMPTION OF THE ANTHRAX VACCINE IMMUNIZATION 
PROGRAM. A TRANSCRIPT OF THAT BRIEFING WILL BE AVAILABLE AT WWW.DEFENSELINK.MIL. 

B. THE FOLLOWING IS THE TEXT OF A DOD PRESS RELEASE THAT WILL BE 
ISSUED ON MAY 3, 2002 AND POSTED AT WWW.DEFENSELINK.MIL' 

(QUOTE) THE SECRETARY OF DEFENSE ANNOUNCED TODAY THAT WITH. THE 
SUCCESSFUL FOOD AND DRUG ADMINISTRATION APPROVAL OF THE RECENTLY -RENOVATED 
BIOPORT ANTHRAX VACCINE PRODUCTION FACILITY, ANTHRAX VACCINATION FOR 
SERVICEMEMBERS AND OTHER DESIGNATED PERSONNEL AT GREATEST RISK WILL RESUME. 
(PARA)''THE DECISION TO RESUME VACCINATION REFLECTS OUR CONCERN FOR THE IIEALTII 
AND SAFETY OF SERVICEMEMBERS," SAID RUMSFELD. ''OTHER FACTORS," HE STATED, 
"INCLUDED THE AVAILABlllTY OF A SAFE AND EFFECTIVE VACCINE AND A REEVALUATION OF 
TilE THREAT POSED BY POTENI1AL ADVERSARIES." VACCINATION OFFERS A LAYER OF 
PROTECTION IN ADDITION TO ANTIBIOTICS AND OTHER MEASURES TIIAT IS NEEDED FOR 
CERTAIN MEMBERS OF THE ARMED FORCES. RECENTLY THE NATIONAL ACADEMY OF 
SCIENCES' INSTITUTE OF MEDICINE CONCLUDED THAT TilE CURRENT ANTHRAX VACCINE IS 
SAFE AND EFFECTIVE IN PROTECTING AGAINST ALL FORMS OF ANTHRAX INFECTION. (PARA) 
THE PROGRAM RESUMPTION WILL INCLUDE DEFENSE DEPARTMENT PERSONNEL ASSIGNED TO 
OR DEPLOYED FOR MORE THAN 15 DAYS IN A DESIGNATED IDOHER THREAT AREA WHOSE 
PERFORMANCE IS ESSENTIAL FOR CERTAIN MISSION CRITICAL CAPABILITIES. THIS PROGRAM 
WILL ALSO .INCLUDE SELECTED HOMELAND DEFENSE MANAGEMENT PERSONNEL. (PARA)TO 
BEGIN SERVICEME.MBER VACCINATIONS, DOD WllL ADMINISTER RECENTLY-MANUFACTURED 
AND FDA-APPROVED VACCINE. THE SIX-SHOT VACCINATION SERIES MAY BE AUTHORIZED FOR 
OTHER DOD PERSONNEL OR IN OTHER THREAT AREAS WHEN DETERMINED TO BE AT HIGH RISK 
OF EXPOSURE TO ANTHRAX. THE POUCY MAY BE EXPANDED AT A FUTURE DATE TO PROVIDE 
SIMILAR PROTECTION AS THE TIIREAT DEMANDS AND EXISTING SUPPLIES ALLOW. (PARA) AS 
VACCINATIONS RESUME, SERVICEMEMBERS AND OTHERS IN HIGHER THREAT AREAS WHO HAD 
BEGUN THE SERIES OF VACCINATIONS BUT DID NOT COMPLETE THE SERIES WILL RESUME THEIR 
REGIMEN ACCORDING TO FDA GUIDELINES. THOSE WHO HAD BEGUN TIIEIR VACCINATIONS BUT 
NOT COMPLETED THEM AND ARE NOT IN OR ASSIGNED TO GO TO HIGHER THREAT AREAS WILL 
COMPLETE THE SERIES AT A LATER DATE. (PARA) SINCE JUNE !I. 2001, TilE ANTHRAX VACCINE 
IMMUNIZATION PROGRAM HAS VACCINATED PERSONNEL IN DESIGNATED SPECIAL MISSION 
UNITS, ANTHRAX VACCINE RESEARCH, AND CONGRESSIONALLY MANDATED STUDIES, 
INCLUDING COLLABORATIVE PROJECTS W!Til THE CENTERS FOR DISEASE CONTROL AND 
PREVENTION. (PARA) ANTHRAX REMAINS ONE OF THE TOP BIOLOGICAL WARFARE THREATS TO 
U.S. TROOPS. VACCINATION IS THE SAFEST AND MOST RELIABLE WAY TO PROTECT 
SERVICEMEMBERS FROM A POTENTIAL THREAT THAT IS HIGHLY FATAL, EVEN WITH EARLY 
TREATMENT. SINCE MARCH 1998, DOD HAS VACCINATED MORE THAN 524,000 SERVICEMEMBERS 
WITH MORE THAN TWO MILLION DOSES OF ANTHRAX VACCINE SINCE MARCH I998. (UNQUOTE) 

DRAFT 
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C. TALKING POINTS FOR THE ANTHRAX VACCINE IMMUNIZATION PROGRAM FOLLOW: (PARA) 
THE HEALTH AND SAFETY OF OUR MEN AND WOMEN IN UNIFORM ARE OUR TOP CONCERNS 
(PARA) THE ANTHRAX VACCINE IS SAFE AND EFFECTIVE (PARA) VACCINATION OFFERS A LAYER 
OF PROTECTION THAT IS NEEED FOR CERTAIN MEMBERS OF THE ARMED FORCES (PARA) THE 
THREAT FROM ANTHRAX IS DEADLY AND REAL (PARA) MORE INFCRMAT!ON ABOUT THE 
ANTHRAX VACCINE IMMUNIZATION PROGRAM IS AT HTTP:J/WWW.ANJHRAX.QSD.MILI . 

5. QUESTIONS AND ANSWERS. 

Q-1. HOW DO YOU INTEND TO PROTECT THE TROOPS? WHAT'S YOUR NEW Al'lTHRAX 
VACCINATION POLICY? 
A~l. AT TIDS TIME, THE DEPARTMENT OF DEFENSE WILL RESUME THE ANTI.ffi.AX VACCINE 
IMl\IDNIZATION PROGRAM (A VIP) CONSISTENT WITH U.S. FOOD AND DRUG ADMINISTRATION 
GUIDELINES AND THE BEST PRACTICE OF MEDICINE. OURPOUCY IS TO IMMUNIZE MIUTARY 
PERSONNEL, EMERGENCY ·ESSENTIAL DOD CIVll.JANS ANI) CONTRACfOR PERSONNEL. ASSIGNED 
TO OR DEPLOYED FOR MORE THAN 15 DAYS IN IDGHER TIIREAT AREAS WHOSE PERFORMANCE IS 
ESSENTIAL FOR CERTAIN MISSION CRITICAL CAPABILITIES, AS WELL AS SELECTED HOMELAND 
CONSEQUENCE MANAGEMENT PERSONNEL. 

Q-2. SO, YOU'RE CHANGING SECRETARY COHEN'S TOTAL FORCE VACONATION POLICY? 
A-2. YES. OWING TO LIMITATIONS IN VACCINE SUPPLY, WE'RE RESUMING THE ANTHRAX 
VACCINE IMMUNIZATION PROGRAM BY ASSURING PRIORITY FOR THOSE AT IDGHERRISK 
WHOSE PERFORMANCE IS ESSENTIAL FOR CERT A1N MISSION CRITICAL CAPABILITIES. 
(PARA) HOWEVER PROTECTION OF ALL FORCES AGAINST ANTHRAX EXPOSURE REMAINS A 
CRITICAL GOAL OF THE DEPARTMENT'S FORCE HEALTH PROTECTION PROGRAM. WE ARE 
TAKING NECESSARY STEPS TO DEVELOP OPTIMAL PROTECTION AGAINST THE THREAT OF 
ANTIIRAX AND OTHER POTENTIAL BIOWEAPON AGENTS, INCLUDING IMPROVED INTELIJGENCE, 
DETECTION, AND SURVEILLANCE CAP ABILITIES, PROTECTIVE CLOTIDNG AND EQUIPMENT, NEW 
GENERATION VACCINES AND OTHER MEDICAL COUNTERMEASURES. IN ADDITION, WE HAVE 
STOCKPILED ANTffi!OTICS IN DISTRIBUTED LOCATIONS. 

Q-3. BUT DO YOUINTENDTOVACCINATETHE TOTAL FORCE OVER THE LONG TERM? 
A-3. THE DEPARTMENT WILL NOT SO MUCH FOCUS ON AN ENDSTATE-BUT RATIIER WHAT WE 
SHOULD DO NOW TO PROTECT OUR PERSONNEL AT IDGHER RISK WHOSE PERFORMANCE IS 
ESSENTIAL FOR CERTAIN MISSION CRITICAL CAPABILITIES. OVER THE LONG TERM OUR GOAL IS 
TO HAVE AN BASIL Y ADMINISTERED VACCINE, WIDCH UTILIZES TilE LATEST TECID'lOLOGY, 
THAT IS EASILY SCALABLE TO PRODUCE LARGE QUANTITIES. WE ARE WORKING TOGh"THER 
WITH THE DEPARTMENT OF HEALTH AND HUMAN SERVICES AND PRIVATE INDUSTRY TO 
PRODUCE SUCH A "NEXT GENERATION VACCINE." (PARA) WITH REGARD TO THE CURRENT 
VACCINE, THE FDA APPROVED BIOPORT'S RENOVATED VACCINE FACILITY EARLIER TillS YEAR, 
AND RELEASED SOME VACCINE FOR USE. BIOPORT NEEDS TO ESTABLISH A CONSISTENT AND 
GREATER SUPPLY OF VACCINE. SO WE'RE WATCHING BIOPORT'S PRODUCTION AND FDA'S 
RELEASE OF ADDITIONAL VACCINE CLOSELY. WEARE MOVING DELIBERATELY, ONE STEP AT A 
TIME. WE ARE IMPLEMENTING A POLICY WE ARE IDGHL Y CONFIDENT WE CAN FULLY EXECUTE. 

Q-4. WHEN DO YOU EXPECT TOT AKE THE NEXT STEP? DO YOU INTEND TO EXPAND THE A VIP? A
Q-4. WEHAVENOSCHEDULED TIMELINETOTAKE THE NEXT STEP OR EXPAND. WE WilL 
MONITOR SEVERAL FACTORS: FIRST, IS SUPPLY OF THE VACCINE AS BIOPORT PRODUCTION 
INCREASES OVER THE COMING YEAR. SECOND, IS PROGRESS ON CURRENT RESEARCH EFFORTS. 
THE CENTERS FOR DISEASE CONTROL AND PREVENTION (CDC) WILL SOON BEGIN A CLINICAL 
STUDY TO DETERMINE IF THE VACCINE CAN PROTECT EQUALLY WITH LESS THAN SIX DOSES; 
AND IF, BY CHAI'lGINGTHE WAY WE ADMINISTER THE SHOT, FROM SUBCUTANEOUSLY (nJST 
UNDER THE SKIN), TO INTRAMUSCULARLY (DEEPER INTD THE MUSCLE), WE CAI'l REDUCE THE 
INJECTION SITE SWELLING, ITCIDNG, REDNESS AND PAIN. THE FDA WILL NEED TO APPROVE 
THAT CHANGE AFfER REVIEWIN'G THE STUDY DATA. THIS EFFORT WILL LIKELY TAKE AT LEAST 
TWO YEARS. A THIRD FACTOR IS HOW THE THREAT OF ANTHRAX TO OUR FORCES MAY CHANGE 
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OVER TIME. WE WILL BE W ATCIITNG THE CHANGING TI!REAT AND WORLD SITUATION CLOSELY 
WITH THE INTElLIGENCE COMMUNITY. (PARA) SO THE DEPARTMENT IS GOING TO KEEP OUR 
ATTENTION ON AIL THESE FACTORS AS THEY EVOLVE. LET'S SEE WHERE WE ARE A YEAR OR SO 
FROM NOW. 

Q-5. WHAT ARE THESE ''CERTAIN MISSION CRITICAL CAPABILITIES" IN YOUR NEW POLICY? 
A-5. WEWILLNOTTALK ABOUTTHESECAPABILITIESBUTONLY SAY THEY ARE AIL IMPORTANT 
IN THIS WAR WE WAGE AGAINST TERRORISM. 

Q-6. WILL VACCINATIONS UNDER YOUR NEW PROGRAM BE MANDATORY? 
A-6. YES. IT IS IMPORT ANT TIIAT AIL PERSONNEL WHOSE DUTIES ARE ESSENTIAL TO THESE 
MISSION CRITICAL CAPABn.ITIES ARE VACCINATED AGAINST ANTHRAX-FOR THEIR PERSONAL 
PROTECTION AND FOR SUCCESS OF THE MU..ITARY M!SSION. SO VACCINATION WILL BE 
MANDATORY, EXCEPT AS PROVIDED UNDER APPLICABLE MEDICAL AND ADMINISTRATIVE 
EXEMPTION POLICIES, SIMILAR TO THOSE WE'VE ALWAYS HAD IN PLACE. 

Q-7. WHY CAN'T YOU AlLOW PERSONNEL TO CHOOSE VOLUNTARILY TO BE VACCINATED? 
A-7. WE PROVIDE MANY DlFFERENT VACCINES AND MEDICAL PROCEDURES ON A MANDATORY 
BASIS, WHEN IT IS KNOWN THAT THE VACCINE OR MEDICAL MEASURE IS SAFE AND EFFECTIVE, 
AND EXPOSURE OR POSSIBLE EXPOSURE TO AN AGENT POSES A REAL RISK. ALSO, WE FIGIIT 
AND WIN AS TEAMS--IF ONE OR SEVERAL TEAM MEMBERS IN AREAS OF !ITGHER RISK ARE NOT 
VACCINATED AND FALL VICTIM TO ANTHRAX, TiffiY COULD JEOPARDIZE THE LIVES OF OTHER 
TEAM MEMBERS AND MISSION SUCCESS. 

Q-8. WHY AREN'T YOU PROTECTING PERSONNEL DEPLOYED 15 DAYS OR LESS? 
A-8. WE DIDN'T W Al'IT TO IMPOSE TEE EIGIITBEN-MONTH, SIX-DOSE SERIES WITH A YEARLY 
BOOSTER ON INDIVIDUALS WHOM, EXCEPT FOR THEIR LIMITED TRAVEL INTO A IITGHER RISK 
AREA, HAD NO CONTINUED TI!REAT OF EXPOSURE TO ANTHRAX. 

Q-9. CAN PERSONNEL DEPLOYED I5 DAYS OR LESS VOLUNTEER TO BE VACCINATED? 
A-9. IF THOSE INDIVIDUALS HAVE CONCERNS, TBBY SHOULD SPEAK WITH TBBIR COMMANDERS. 
WE RECOGNIZE THAT SOME OF OUR PERSONNEL MAY BE ON ROTATION SCHEDULES WITH DUTY 
TAKING THEM INTO HIGHER THREAT AREAS MULTIPLE TIMES IN A GIVEN YEAR, BRINGING 
CUMULATIVE TIME DEPLOYED TO MORE THAN 15 DAYS IN A GIVEN YEAR. THERE ARE 
ALWW ANCES IN OUR POLICIES, BY EXCEPTION, FOR COMMANDERS WITH PERSONNEL WITH 
THESE TYPES OF SITUATIONS. 

Q-lO.lN YOUR POUCY MEMO, WHAT DO YOU MEAN BY ''"IDGHER THREAT AREAS?" 
A-10. IT REPRESENTS THE DEPARTMENT'S FOCUS ON APPLYING ITS LIMITED VACCINE SUPPLY TO 
THOSE PERSONNEL WHOSE DUTIES BRING THEM INTO HIGHER RISK OF ANTHRAX INFECfiON, BY 
DEPLOYMENT LOCATION AND/OR OCCUPATION, AND TO PRESERVE MISSION CRITICAL 
CAPABILITIES IN THOSE AREAS. BECAUSE THE ANTHRAX THREAT HAS NOW REACHED INSIDE 
OUR HOMELAND, WE INTEND TO VACCINATE A LIMITED NUMBER OF SELECTED DOD UNITS 
THAT MAY BE ASKED TO SUPPORT DOMESTIC CONSEQUENCE MANAGEMENT. 

Q-11. WHAT COUNTRIES ARE INCLUDED lli" THE "IDGHER THREAT AREAS?" 
A-11. WE ARE NOT GOING TO COMMENT ON THAT QUESTION. 

Q-I2.IS KOREA A "IITGHER THREAT AREAT'WILL YOU VACCINATEFORCESBOUNDFORKOREA? 
A-I2. WEARE NOTGOINGTOCOMMENTONTIIAT QUESTION. 

Q-13. WHAT DETERMINES AN AREA OF THE WORLD OR A COUNTRY TO BE DESIGNATED "HIGBBR 
THREAT?" 
A-13. MANY FACTORS GO INTO SUCH DETERMINATIONS, INCLUDING INTELLIGENCE 
INFORMATION. KNOWN CAPABILITIES, AND OTHER VARIABLES. 
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Q-14. WHO WILL BE VACCINATED AMONG THE "SELECTED HOMELAND CONSEQUENCE 
MANAGEMENT PERSONNEL?" 
A-14. HOMELANDCONSEQUENCEMANAGEMENTPERSONNELINCLUDECERTA!NPERSONNEL 
AND UNITS WHOSE PR!MARY DUT!ES INCLUDE MISSIONS TO HELP DEFEND OUR HOMELAND. 
THERE AREA RELATIVELY SMALL NUMBER OF SUCH !NDIVIDUALS AND UNITS. 

Q-15. WHEN WILL ANTHRAX VACCINATIONS UNDER THIS POLICY START? 
A-15. WE ARE CURRENTLY VACCINATING DESIGNATED SPECIAL MISSION UNITS, AND 
PERSONNEL !NVOLVED IN RESEARCH AND ANTHRAX VACCINE MANUFACTURING. THIS POLICY 
CGNT!NUES VACCINATION FOR THOSE PERSONS, AND ADDS AND RESUMES OTHERS AS WE ARE 
ABLE TO DISTRIBUTE ADEQUATE SUPPL!ES OF VACCINES AND EDUCATE OUR PERSONNEL. QUITE 
SIMPLY, ANTHRAX VACCINATIONS UNDER TillS POLICY WILL BE ADMINISTERED TODAY, 
TOMORROW, NEXT WEEK, AND IN THE WEEKS AND MONTHS AHEAD. 

Q-16. IT'S TAKEN YOU THREE MONI1IS SINCE FDA'S BIOPORT APPROVAL TO MAKE TillS 
DECISION ... DOES THIS IMPLY THAT THE DEPARTMENT OR THAT SECRETARY RUMSFELD HAS 
CONCERN ABOUT TillS VACCINE OR TlllS PROGRAM? 
A-16. NO. SECRETARYRUMSFELD ASKEDTHEDEPARTMENTTOLOOK VERY CLOSELY AT ALL 
ASPECTS OF THIS VACCINATION PROGRAM: THE THREAT, VACCINE SUPPLY, VACCINE SAFETY, 
VACCINE EFFECTIVENESS, TROOP EDUCATION, AND ONGOING AND FUTURE RESEARCH. HE 
DEMANDED THAT WE PULL TOGETHER LESSONS-LEARNED OVER THE PAST FOUR YEARS OF 
ADMINISTERING THIS PROGRAM. AND OF THE COUNTRY'S RECENT EXPERlENCE WITH ANTHRAX. 
WE BELIEVE OUR CURRENT POUCY IS VERY CAREFULLY CONSIDERED. 

Q-17. WHAT ABOUT THE REST OF THE COUNTRY? WHO AND WHEN WILL OTHERS OUTSIDE THE 
DOD BE VACCINATED? 
A-17. TillS POLICY IS BEING COORDINATED BY THE OFFICE OF HOMELAND SECURITY, WORKING 
WITH THE DEPARTMENT OF HEALTH AND HUMAN SERVICES AND OTHER FEDERAL AGENCIES. 
THE DEPARTMENT OF DEFENSE ANTHRAX VACCINATION POLICY, AND THE AMOUNT OF 
VACC!NENEEDEDTOIMPLEMENTTmSPOUCYTAKBSINTOACCOUNTOTHERNATIONAL 
SECURITY CONSIDERATIONS OUTSIDE THE DEPARTMENT OF DEFENSE. WE HAVE WORKED IN 
CWSE COORDINATION AND COLLABORATION WITH THESE OTHER FEDERAL AGENC!ES, AND 
WITH THE OFFICE OF HOMELAND SECURITY. 

Q-18. IS DOD PLANNING TO USE ALL OF THE ANTHRAX V ACC!NE PRODUCED BY B!OPORT? 
A-18. NO. DOD'S POLICY WAS DEVELOPED TAKING INTO ACCOUNT OTHER NATIONAL SECURITY 
CONSIDERATIONS BEYOND THE NEEDS FORMJLITARYPERSONNEL. TIIEREFORE, A CERTAIN 
SIGNIFICANT AMOUNT OF THE PRODUCED VACCINE IS BEING RESERVED FOR OTHER FEDERAL 
AGENCIES, AND GROUPS OF INDIVIDUALS WHOSE NEED OR POTENTIAL USB OF THE VACCINE 
COULD BE EVALUATED BY EXPERTS AND LEADERS AT THESE AGENCIES. THESE ''ROUGH 
REQUIREMENTS" AMOUNTS HAVE BEEN IDENTIF1ED TO DOD BY THOSE AGENCIES AND 
DEPARTMENTS. (PARA) DOD IS NEGOTIATING AN AGREEMENT WITH BIOPORT IN WHICH DOD 
WILL PURCHASE ALL OF THE VACCINE PRODUCED BY BIOPORT OVER THE NEXT FEW YEARS. 
DOD WILL THEN RE-SELL THE AMOUNTS THAT ARE NEEDED BY OTHER FEDERAL DEPARTMENT 
OR AGENCIES TO THESE DEPARTMENTS AND AGENCIES. 

Q-19. DOES THIS MEAN DOD WILL PROVIDE STATES OR CITIES WITH SOME OF THE VACCINE 
PRODUCED BY BIOPORT? 
A-19. NO. THIS MATTER AND OTHERS THAT RELATE TO POSSffiLE USE OF THE VACCINE FOR 
CIVILIAN CONSEQUENCE MANAGEMENT OR aTHER FIRST RESPONDER PERSONNEL WILL BE 
CONSIDERED THROUGH POLICY THAT IS BEING COORDINATED BY THE OFFICE OF HOMELAND 
SECURITY WITH THE DEPARTMENT OF HEALTH AND HUMAN SERVICES AND OTHER FEDERAL 
AGENC!ES. (PARA) BECAUSE OF THE OVERALL LIMITED SUPPLY OF THE VACCINE, AND THE NEED 
TO RESERVE SIGNIFICANT PORTIONS FOR POSSffiLE POST-EXPOSURE USE IN A LARGE-SCALE 
CONTINGENCY EVENT, IT IS LIKELY THAT ONLY RELATIVELY SMALL AMOUNTS OF THE 
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VACCINE WILL BE AVAILABLE FOR PRE-EXPOSURE USE. POUCY CONSIDERATIONS ON THIS 
MATTER WILL BE EVALUATED IN TilE COMING WEEKS. 

Q-20. CONSIDERING THE DIRECT AIT ACKS ON TilE PENTAGON LAST FALL, WILL PEOPLE 
WORKING IN TilE PENTAGON BE VACCINATED? 
A-20. AT TillS TIME, WE DO NOT PLAN TO VACCINATE PERSONNEL SIMPLY BECAUSE THEY WORK 
IN THE PENTAGON. 

Q-2l.SENIORDODLEADERSWERE VACCINATEDDURINGTHEPREVIOUS AVIP. WILL THEY BE 
VACCINATED NOW? 
A-21. TilE CURRENT POLICY IS TO VACCINAlE PERSONNEL ASSIGNED TO OR DEPLOYED TO 
HIGHER RISK AREAS AND WHO PERFORM MISSION ESSENTIAL JOBS. SENIOR DOD LEADERS 
MEETING THAT CRITERION WILL BE VACCINATED. 

Q-22. WHAT ABOUT ALL THOSE PEOPLE WHO RECEIVED ANTHRAX VACCINATIONS IN THE PAST? 
WILL THEY RESUME THE SIX-DOSE SERIES? 
A-22. THOSEWHOFA.I.L WITIDNTHEGROUPS DEFINEDBYTIITSPOLICYWILLRESUMEAS SOON 
AS THEIR UNIT BEGINS VACCINATIONS-SOME MAY RESUME TODAY, TOMORROW. NEXT WEEK 
OR IN TilE NEAR TERM WEEKS AND MONTHS AHEAD. OTHERS, NOT COVERED UNDER THE 
CURRENT POUCY, WILL RESUME AS SOON AS OUR ANTHRAX VACCINE SUPPLY ALLOWS. 

Q-23. SO WHAT YOU'RE SAYING IS YOU DO INTEND TO RESUME ALL THOSE BEGUN BEFORE, BUT 
NOW DEFERRED? 
A-23. YES, AS THE DEPARTMENT OF DEFENSE HAS ALWAYS SAID, WE ARE COMMITTED TO 
COMPLETING THE 6-DOSB SERIES FOR EVERYONE WHO BEGAN THE SERIES WHO REMAINS IN THE 
FORCE. 

Q-24. BECAUSE OF THE ANTHRAX VACCINE IMMUNIZATION PROGRAM SLOWDOWN, IT'S BEEN A 
YEAR AND A HALF SINCE MY LAST DOSE OF ANTHRAX VACCINE; DO I HAVE TO START ALL OVER 
WITH DOSE #1? 
A-24. NO. BASED ON EXPERIENCE WITH ANTHRAX VACCINE AND OTHER VACCINES. TiffiRE IS 
NO NEED TO REST ART A MULTI-DOSE VACCINE SERIES. CIVILIAN MEDICAL EXPERTS ADVISING 
THE CENTERS FOR DISEASE CONTROL AND PREVENTION RECOMMEND TinS. BACH DOSE IS LIKE 
CLIMBING A SEf OF STAIRS TOWARD FULL IMMUNITY. 

Q-25. THE CENTERS FOR DISEASE CONTROL AND PREVENTION USE OF ANTHRAX VACCINE FOR 
CONGRESSIONAL AND U.S. PDST AL SERVICE WORKERS WAS CALLED "EXPERIMENTAL" ANP 
"INVESTIGATIONAL," REQUIRING INFORMED CONSENT; WHY THEN DOES THE DEPARTMENT OF 
DEFENSE'S USE OF ANTHRAX VACCINE IN THE ANTHRAX VACCINE IMMUNIZATION PROGRAM 
NOT REQUIRE INFORMED CONSENT OF SERVICEMEMBERS? 
A-25. THE CENTERS :roR o:J:SR".SE CONTROL Al'!l) PRBVENTI-ON ~ OF ANTHR/0{ VA:CCIJl.l:li 
FOR CONGRESSIONAL A'I"D U.S. POST/'.L Sl5RVICE \VQRIQjRS USED ,'\NTIW ... "..X VACcn-m POR 
"P-OST J:;X.."'S~ TREATI.'IENF' IN Til REa DOS};S, TillS IS No:I' A roOD A~JD DRUG 
ADMI~liSTRATl(»! LICENSJ:;D ~Of' Tile VACCR-m. ALTUOUGH THE VACCINe ITSaLF WAS, A~ID 
IS, UCENSED. ~PORE, lN TII.AT CASE (POST EXPOSURE). TilE VA..CClN£ Wi'.$ AJ)MIN-ISTERIID 
UN9ER ,'\:."! "INVESTIG."~TIO~lAL NEW DRUG"' .PROTOCOL, WITW I~!f.QRMED CONSE~IT. _THE 
DEPARTMENT OF DEFENSE'S USB OF ANTHRAX VACCINEINTHBANTHRAX VACCINE 
IMMUNIZATION PROGRAM FOR PRE-EXPOSURE PREVENTION USING SIX DOSES OVER 18 MONTHS 
IS CONSISTENT WITH THE FOOD AND DRUG ADMINISTRATION-LICENSED USE OF TilE VACCINE." 
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Q-26. HOW MANY SERVICEMEMBERS HAVE BEEN VACCINATED? 
A-26. SINCE THE BEGINNING OF THE ANTHRAX VACCINE IMMUNIZATION PROGRAM IN MARCH 
1998, DEPARTMENT OF DEFENSE VACCINATED OVER 525,000 PEOPLE WITH MORE THAN 2.1 
MILUON DOSES OF ANTHRAX VACCINE. 

Q-27. WHY DOESN'T DOD ¥00-USE ANTffiiOTICS RATHER THAN ANTHRAX VACCINE? 
A-27. THERE IS NO BETTER ROUND-THE-CLOCK PROTECTION AGAINST ANTHRAX INFECTION 
THAN THE ANTHRAX VACCINE. ANTIBIOTICS ARE EFFECTIVE WHEN STARTED IMMEDIATELY OR 
VERY SOON AFI'ER EXPOSURE. HOWEVER, NOT ALL EXPOSURES CAN BE PREDICTED IN 
ADVANCE OR EVEN DETERMINED IN VERY EARLY STAGES, PARTICULARLY IN CERTAIN 
MILIT AR.Y SITUATIONS. IN SUCH SITUATIONS, THE CONSEQUENCES FOR Mll.IT ARY PERSONNEL 
AND THEIR MISSION COULD BE VERY UNFAVORABLE. THIS IS NOT A RISK WE CAN AFFORD TO 
TAKE. DOD WILL THEREFORE VACCINATE AHEAD OF TIME FOR THE BEST PROTECTION. 

THREAT QUESTIONS 

Q-28. WHAT IS THE THREAT OF ANTHRAX USED AGAINST OUR MILITARY? 
A-28. ANTHRAX IS AN ATTRACTIVE WEAPON OF MASS DESTRUCTION FOR OUR ENEMIES. IT IS 
HIGIIT. Y LETHAL, RIIT.ATIVIIT.Y EASY TO PRODUCE IN LARGE QUANTITIES AND TO DEVELOP AS A 
WEAPON, BASIL Y SPREAD IN THE AIR OVER A LARGE AREA AND IT CAN BE STORED AND REMAIN 
DANGEROUS FOR AWNGTIME. FOR THIS REASON, ANTHRAX MAY BE THE MOST IMPORTANT 
BIOLOGICAL WARFARE THREAT FACING U.S. FORCES. THE INTELUGENCE COMMUNITY 
BEUEVES SEVERAL COUNTRIES CURRENTLY HAVE OR ARE DEVIIT.OPING AN OFFENSIVE 
BIOWGICAL WARFARE CAPABIUTY USING ANTHRAX. HOWEVER, GIVEN THE EASE WITH WIIICH 
ANTHRAX CAN BE PRODUCED, THE THREAT COULD COME FROM ANYWHERE. FOR THAT 
REASON, U.S. FORCES MAY HAVEUTTLEORNOWARNINGBEFORE AN ANTHRAX ATTACK, 
WHICH COULD BE DEUVERED BY UNCONVENTIONAL MEANS. AS A RESULT, U.S. MILITARY 
FORCES AROUND THE WORLD FACE A VERY REAL THREAT OF A SURPRISE ANTHRAX ATTACK. 
DUE TO LIMITED SUPPLIES OF THE VACCINE AND OTHER NOTED CONSIDERATIONS, OUR 
CURRENT POLICY IS TO VACCINATE MILITARY AND MISSION ESSENTIAL PERSONNEL IN HIGHER 
RISK AREAS. 

Q-29. HAS THETHREATCHANGEDSINCE THE TERRORIST ATIACKSINFALL2001? 
A-29. THE THREAT OF ANTHRAX WEAPONS IN THE HANDS OF ADVERSARIAL COUNTRIES 
REMAINS. BUT ANTHRAX WAS USED AS A BIOLOGICAL WEAPONINTHEUNITEDSTATES IN FALL 
2001 BY UNKNOWN TERRORISTS. DELIVERING ANTHRAX WAS AS SIMPLE AS PUTTING IT IN AN 
ENVELOPE AND DROPPING IT IN A MAILBOX. 

EFFECTIVENESS QUESTIONS 

Q-30. WHO SAYS ANTHRAX VACCINE IS EFFECTIVE? 
A-30. THE FOOD AND DRUG ADMlNISTRATION LICENSES ANTHRAX VACCINE AS A SAFE AND 
EFFECTIVE PREVENTION AGAINST BACIUUS ANTHRACIS-THE BACTERIA CAUSING ANTHRAX. 
THE FOOD AND DRUG ADMINISTRATION REAFFIRMED THIS POSITION IN NUMEROUS 
TESTIMONIES TO CONGRESSIONAL COMMITTEES OVER THE PAST THREE YEARS. BASED ON 
HUMAN AND ANIMAL DATA, THENATIONALACADEMY OFSCIENCES'INSTITUTEOFMEDICINE 
CONCLUDED IN MARCH 2002 THAT ANTHRAX VACCINE IS "AN EFFECTIVE VACCINE FOR THE 
PROTECTION OF HUMANS AGAINST ANTHRAX, INCLUDING INHALATIONAL ANTHRAX, CAUSED 
BY ALL KNOWN OR PLAUSffiLE ENGINEERED STRAINS OF BACIUU&ANTHRACIS." 

Q-31. DOES ANTHRAX VACCINE ONLY PROTECT AGAINST CUTANEOUS ANTHRAX? 
A-31. NO. THIS VACCINE PREVENTS ANTHRAX REGARDLESS OF ROUTE OF EXPOSURE. BASED ON 
HUMAN AND ANIMAL DATA, THE NATIONAL ACADEMY OF SCIENCES'INSTITUTE OF MEDICINE 
CONCLUDED IN MARCH 2002 THAT ANTHRAX VACCINE IS "AN EFFECTIVE VACCINE FOR THE 
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PROTECTION OF HUMANS AGAINST ANTHRAX, INCLUDING INHALATIONAL ANTHRAX, CAUSED 
BY ALL KNOWN OR PLAUSIBLE ENGINEERED STRAINS OF BACILLUS,ANTHRACIS." 

Q·32. WILL ANTHRAX VACCINE PROTECT AGAINST ALL STRAINS OF ANTHRAX? 
A-32. YES. EVERY DISEASE-CAUSING STRAIN OF BACILLUS ANTHRACIS CAUSES ANTHRAX 
DISEASE VIA THE SAME PROTEIN. THE VACCINE PRODUCES ANTIBODIES THAT NEUTRALIZE 
THAT PR01EIN. THE NATIONAL ACADEMY OF SCIENCES' INSTITUTE OF MEDICINE CONCLUDED 
IN MARCH 2002 THAT ''IT IS UNLIKELY THAT EITHER NATURALLY OCCURRING OR ANTHRAX 
STRAINS WITH B!OENGINEERED PROTECTIVE ANTIGEN COULD BOTH EVADE AVA [THE U.S. 
ANTHRAX VACCINE] AND CAUSE THE TOXICITY ASSOCIATED WITH ANTHRAX ... 

HEALTH AND SAFETY QUESTIONS 

Q-33. HOW MANY PEOPLE WHO GET THE ANTHRAX VACCINE GET SICK? 
A-33. BASED ON OVER 30YEARS OF ANTIIRAX VACCINE USE, WEKNOWTHATFROM30T060 
PERCENT OF PEOPLE WHO RECEIVE ANTHRAX VACCINE WILL DEVELOP A SMALL SKIN 
REACTION (LESS THAN ONE INCH) AT THE INJECTION SITE. ABOUT ONE IN A HUNDRED 
DEVELOPS A REACTIONS INCHES IN DIAMETER OR LARGER. THERATEOFSIDEEFFECTS AWAY 
FROM THE INJECTION SITE IS ABOUT THE SAME AS FOR OTHER VACCINES: FROM 5 TO 35 
PERCENT, WriHTHESEEVENTSGOINGAWAYWITHIN A FEW DAYS. AS THE NATIONAL ACADEMY 
OF SCIENCE NOTED IN THEIR MARCH 2002 REPORT, THESE RATES ARE SIMILAR TO OTHER 
VACCINES. 

Q-34. IS IT TRUE THAT WOMEN HAVE MORE SIDE EFFECTS TO ANTHRAX VACCINE THAN MEN? 
A-34. YES, WOMEN EXPERIENCE MORE SMALL SKIN REACTIONS THAN MEN. FOR SKIN 
REACTIONS SMALLER THAN ONE INCH IN DIAMETER, THE LIKEUHOOD IS 60 PERCENT FOR 
WOMEN AND 30 PERCENT FOR MEN. FOR SIDE EFFECTS AWAY FROM THE INJECTION SITE, THE 
RATES FOR MEN AND WOMEN ARE ABOUT THE SAME. 

Q-35. DOES ANTHRAX VACCINE CAUSE SEVERE SIDE EFFECTS OR DEATH? 
A-35. MEDICAL EXPERTS AGREE: NO DEATH AND ONLY RARE SERIOUS SIDE EFFECTS HAVE BEEN 
CAUSED BY ANTHRAX VACCINE. THE DEPARTMENT OF DEFENSE, FOOD AND DRUG 
ADMINISTRATION, CENTERS FOR DISEASE CONTROL AND PREVENTION, AND AN INDEPENDENT 
PANEL OF CIVILIAN PHYSICIANS REVIEW EVERY REPORT OF SERIOUS ILLNESS OR DEATH THAT 
MIGHT POSSIBLY BE ASSOCIATED WITH ANTHRAX VACCINATION. THESE GROUPS ALL AGREE 
THAT ANTHRAX VACCINE IS NOT ASSOCIATED WITH ANY UNEXPECTED PATTERNS OF ADVERSE 
EVENTS. THE NATIONAL ACADEMY OF SCIENCES' INSTITUTE OF MEDICINE REPORTED IN MARCH 
2002, "THERE IS NO EVIDENCE THAT LIFE-THREATENING OR PERMANBNTL Y DISABLING 
rMMEDIATE-ONSET ADVERSE EVENTS OCCUR AT HIGHER RATES IN INDIVIDUALS WHO HAVE 
RECEIVED A VA [U.S. ANTHRAX VACCINE] THAN IN THE GENERAL POPULATION." IN RARE CASES, 
PATIENTS EXPERIENCE SERIOUS ADVERSE EFFECTS; THESE ARE TREATED AND FOllOWED 
APPROPRIATELY. 

Q-36. IF A SERVJCEMEMBER HAS A SERIOUS REACTION AFTER ANTHRAX VAOCINATION, WILL 
HE/SHE BE TAKEN CARE OF, OR WILL THE SERVICE JUST THROW THEM OUT? 
A-36. IF ASERVICEMEMBER HAS A SERIOUS REACTION TO ANTHRAX VACCINE, HE/SHE WILL BE 

EXEMPTED FROM FURTHER DOSES AND WILL RECEIVE FULL MEDICAL CARE. THIS POLICY IS THE 
SAME POLICY AS FOR ANY VAOCINAT!ON OR ANY SERVICE-CONNECTED EVENT. 

Q-37. DID ANTHRAX VACCINE CAUSE THE ILLNESSES OF GULF WAR VETERANS? 
A-37. NO. THERE ARE NO ESTABLISHED CONNECTIONS BbTWEEN THE ANTHRAX VACCINE AND 
THE PERSISTENT AND UNEXPLAINED ILLNESSES REPORTED BY SOME GULF WAR VETERANS. 
ALTHOUGH RESEARCH CONTINUES ON THIS ISSUE. A VERY RECENT REVIEW OF THE ANTHRAX 
VACCINE BY THE NATIONAL ACADEMY OF SCIENCES' INSTITUTE OF MEDICINE CONCLUDED 
THAT. WHILE DATA ARE LIMITED, NO CONVINCING EVIDENCE SHOWS THAT PERSONNEL WHO 
RECEIVED THE VACCINE HAVE ELEVATED RISKS OF LATER ON-SET HEALTH EFFECfS. 
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SCU1."ffiSTS HAVE NOT MADB A~IY CONl'JBCTION El31'WF.BN U.S. MADE :".-."'ITHRl'.X VA-CGNI! AND 
ILLNf..SSES OF GULF WAR VETER.'\NS. A NUMBER OF CIVILIAN REVIEW FA."'i!ELS FOUND }10 
SCIENTWIC RfL'\SOl'l TO ASSOCit:..TE OTIII-!R ILLNESSBS WITH .+J"ITHRAX VACCil'tB. 

Q-38. DID THE DEFENSE DEPARTMENT ADDSQUALENETOANTHRAX VACCINE IN 1990-91 TO 
STRETCH THE VACCINE SUPPLY? DOESN'T THE FINDING OF ANTI-SQUALENE ANTIEODIES IN 
GULF WAR VETERANS PROVE IT? 
A-38. NO. SQUALENEWASNOT ADDED TO ANY VACCINES ADMINISTERED TO GULF WAR 
VETERANS. FURTHER, THE NATIONAL ACADEMY OF SCIENCES FOUND THE EVIDENCE FOR THAT 
ANTI-SQUALENE TEST TO BE INADEQUATE AND NO SUCH LINK HAD BEEN BSTABUSHED. FOOD 
AND DRUG ADMINISTRATION (FDA) SCIENTISTS FOUND TRACE QUANTITIES OF SQUALENE IN 
ANTHRAX, DIPIITHERIA., AND TETANUS VACCINES (LESS TIIAN THE NATURAL LEVEL OF 
SQUALENE IN THE HUMAN BLOODSTREAM). THE FDA NOTES THAT THBSE MINUTE QUANTITIES 
COULD HA VB COME FROM THB BACTERIA INVOLVED OR FROM PROCESSING DURING FDA TESTS 
(SQUALENE IS PRBSENT IN THE OIL IN FINGERPRINTS). THE FDA CALLED SQUALENE IN 
VACCINES "NATURALLY OCCURRING AND SAFE." 

Q-39. DIDN'T LOT XXXXX CAUSE PROBLEMS? 
A-39. NO. BASED ON SELF-ADMINISTERED SURVEYS AND SPONTANEOUS REPORTS, LOT-TO-LOT 
COMPARISONS IN THE VARIOUS HUMAN SAFETY STUDIES PERFORMED TO DATE FOUND NO 
MEANINGFUL DIFFERENCES BASED ON LOT. NO VIAL OF ANTHRAX VACCINE WAS DISTRIBUTED 
BYTHEMANUFACTURERWITHOUTLOT-SPECIFICMANUFACTURINGANDTESTINGDATA. 
EXPUCITL Y REVIEWED AND APPROVED BY THE FOOD AND DRUG ADMINISTRATION. THE 
DEPARTMENT OF DEFENSE USES ONLY VACCINE LOTS THAT THE FOOD AND DRUG 
ADMINISTRATION RELEASBS AS MEETING ALL APPUCABLE STANDARDS. 

VACCINE PRODUCTION, PROCUREMENT & INVENTORY QUESTIONS 

Q-40. DID THE FOOD A<'ID DRUG ADMINISTRATION REVOKE BIOPORT'S LICENSE TO 
MANUFACTURE ANTHRAX VACCINE? 
- A-40. NO. BIOPCRT'S PREDECESSOR, THE STATE OF MICIDGAN, APPROVED RENOVATIONS IN 
I995 FOR THE LANSING FACll.JTY. IN 1997, THE FOOD AND DRUG ADMINISTRATION (FDA) ISSUED 
A NOTICE OF INTENT TO REVOKE LICENSE TO THE MICIDGAN MANUFACTURER. MICHIGAN 
RESPONDED WITHIN 30 DAYS WITH ASTRATEGICPLAN FOR COMPLIANCE TO FDA STANDARDS. 
THE MANUFACTURER VOLUNTARll..Y CLOSED THE ANTHRAX VACCINE PRODUCTION LINE IN 
JANUARY 1998 FOR RENOVATION. BIOPORT SUBMITTED A !llGHLY DETAILED SET OF QUALITY 
CONTROL DOCUMENTS TO FDA IN FALL 2001. FDA APPROVED ALL ASPECTS OF BIOPORT'S 
FACILITIES AND PROCESSES ON JANUARY 31, 2002. THE CURRENT SHORTAGES OF INFLUENZA, 
TETANUS, PNEUMOCOCCAL, AND OTHER VACCINES SUGGEST THAT THE U.S. VACCINE INDUS1RY 
IS STILL LABORING TO MEET FDA PRODUCTION STANDARDS. 

Q-41. ISN'T ANTHRAX VACCINE BASED ON OLD (ARCHAIC) TECHNOLOGY? 
A-41. ANTHRAX VACCINE WAS INVENTED USING MID.CBNTURYTECHNOLOGY THAT ALSO LED 
TO HIGHLY SUCCBSSFUL VACCINES AGAINST TETANUS, DIPHTHERIA, AND OTHER INFECTIOUS 
DISEASES. TODAY'S PRODUCTION OF ANTHRAX VACCINE MEETS ALL CURRENT FOOD AND DRUG 
ADMINISTRA110N STANDARDS OF PRODUCriON. 

Q-42. WHAT IS THE IMPLICATION OF THE FOOD AND DRUG ADMINISTRATION'S JANUARY 31, 2002 
ACTION "APPROVING'' BIOPORT? 
A-42. THE FOOD AND DRUG ADMINISTRATION APPROVED THE RENOVATIONS TO BIOPORT'S 
ANTHRAX VACCINE MANUFACTURING FACILITIES AND PROCESSES. THE UCENSE TO MAKE 
ANTHRAX VACCINE HAS BEEN VALID WITHOUT INTERRUPTION SINCE 1970. BIOPCRT'S UCENSE 
WAS AMENDED AND APPROVED BY FDA TO REFLECT THOSE NEW FACILITIES AND PROCESSBS. 

Q-43. HOW MUCJI VACCINE DOBS THE DEPARTMENT OF DEFENSE NOW HAVE? 
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A-43. APPROXIMATELY 500,000 DOSES OF FOOD AND DRUG ADMINISTRATION-RELEASED 
ANTHRAX VACCINE. 

Q-44. WHAT'S THE COST PER DOSE? 
A-44. CONTRACT NEGOTIATIONS ARE UNDERWAY AND COST PER DOSE WILL BE DETERMINED 
WITH THESE NEGOTIATIONS. 

Q-45. HOW MUCH HAS THE DEPARTMENT OF DEFENSE SPENT ON THE ANTHRAX VACCINE 
PROGRAM? 
A-45. SINCE SEPTEMBER 1998, $146M HAS BEEN OBUGATEDFOR THE ANTHRAX VACCINE 
PRODUCTI_QN PROGRAM TO OBTAIN FOOD AND DRUG ADMINISTRATION UCENSURE AND 
PROCURE VACCINE. 

Q-46. WHAT HAPPENS TO THE "OLD" VACCINE, THE LOTS THAT THE FOOD AND DRUG 
ADMINISTRATION DIDN'T RELEASE? 
A-46. THOSE UNRELEASED, PRE-RENOVATION LOTS WILL REMAIN AS AN EMERGENCY 
STOCKPILE, UNTll.. NEWER PRODUCTION LOTS CAN REPLACE THEM. THEY WOULD BE USED 
ONLY IN AN EMERGENCY AND WITH THE CONCURRENCE OF THE FOOD AND DRUG 
ADMINISTRATION. 

Q-47. WHERE DOES THE DEPARTMENT OF DEFENSE STAND ON THE SECOND-SOURCE FOR 
ANTHRAX VACCINE PRODUCTION? 
A-47. POTENTIAL SOURCES FOR A "NEXT GENERATION'' ANTHRAX VACCINE ARE CURRENTLY 
BEING EXAMINED. THERE HAS BEEN INTEREST BY COMMERCIAL MANUFACTURERS IN A 
"SHARED UCENSE" AGREEMENT WITH BIOPORT; BUT THAT COULD TAKE TWO TO FOUR YEARS 
OR LONGER. 

MILITARY DISCIPLINE QUESTIONS 

Q-48. HOW ARE REFUSALS TO BE VACCINATED HANDLED? 
A-48. WE ANTICIPATE THAT VERY FEW, IF ANY, SERVICEMEMBERS Wll..L REFUSE TO BE 
VACCINATED GIVEN MORE ROCBNT l(;.."IO'.VT.diDGE MORE RECENT KNOWLEDGE ABOUT THE 
THREAT OF ANTHRAX AND ALSO ABOUT THE VALIDA TED SAFETY AND EFFECTIVENESS OF THE 
VACCINE. HOWEVER, WE BEGIN WITH THE ASSUMPTION THAT ANY SERVICEMEMBER COVERED 
BY TillS NEW MANDATORY POLICY WHO REFUSES VACCINATION MAY BE UNINFORMED ABOUT 
THE FACTS RELATED TO THE DEADLY EFFECTS OF THE ANTHRAX AGENT AND THE SAFE 
PROTECI'ION AFFORDED BY THE VACCJNE. OUR FIRST ACTION WITH THOSE WHO MIGHT REFUSE 
THE VACCINE WILL BE TO DETERMINE THEIR CONCERN AND PROVIDE lNFORMATION. 

THIS IS A FORCE HEALTH PROTECTION ISSUE. IF A SERVICE MEMBER CONTINUES TO REFUSE THE 
VACCINE. THEN A COMMANDER WILL MANAGE THE SITUATION AS HE OR SHE WOtn.D FOR ANY 
FAILURE TO OBEY A LAWFUL ORDER. INCLUDING EDUCATING THE MEMBERS ABOUT THE A VIP 
AS APPROPRIATE. 
IF A SERV1CEMm.4BeR CONTINUES TO RIWYSE TilE ''l\CC}}-IE .WfER REPEATED ~RT£ TO 
EDUCATE HIM OR IU!R, TFDiiW A COMMA.II.IQER WILL M:\J.fAGS nm SITUATI~ A£ llli: OR SHB 
WOULD FGR ANY SITIJ:'JION OF ·'R'\ILUirn TO OBEY A DHU;CT A.l\tD LAWFUL~." THIS IS A 
FORCI3 :W&ALTH PROTECTION ISSOO Al!,lD MANAOOMENT OF REFUSAL£ WILL BE IN ACCOIIDMICE 
WITH. POUCIES OF THE RESPECTIVE SERVICES. 

WE EXPECT SERVICEMEMBERS TO COMPLY WITH ADMINISTRATION OF TIDS VACCINE AS FOR 
ANY OTHER MANDATORY VACCINATION. IT IS COMPARABLE TO AN ORDER TO WEAR BODY 
ARMOR DURING ARMED ENGAGEMENT, OR TO DON A PROTECTIVE MASK IN A SUSPECTED 
CHEMICAL OR BIOLOGICALLY CONTAMINATED ENVIRONMENT. ANY SERVICEMEMBER WHO 
DOES NOT COMPLY WITH THESE MEASURES ENDANGERS HIS/HER OWN HEALTH, AND PLACES 
BOTH THEIR UNIT AND MISSION ACCOMPUSHMENT AT RISK. 

DRAFT 
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Mll.lT ARY AND CIVILIAN JUDGES UNIFORM!.. Y HAVE FOUND ORDERS FOR MEMBERS TO BE 
VACCINATEDTOBELAWFULORDERS. AGAIN, WE DO NOT ANTICIPATE TinS ISSUE TO BEA 
MAJOR PROBLEM. 

6. CONTINGENCY STATEMENT -NOT APPUCABLE. 

7. MISCElLANEOUS INFORMATION- NOT APPLICABLE. 

S. POINTS OF CONTACT' THE OASD (PA) IS JIM TURNER, (703)-697~5135, DSN 227~5135. THE TOlL 
FREE NUMBER FOR ADDITIONAL INFORMATION REGARDING THE A VIP IS 
1 .sn-GET ~VACC (1-877-438-8222) OR WEBSITE AT HITP:IJWWW.ANTHRAX.OSD.MIIJ. 

DRAFT 





Executive Summary 

ABS'IRACT 

Anthrax Vaccine Adsorbed (AVA) W4$ licensed in 1970 to 
provide protection against infection with Bacillus anthracis. A VA 
was initially admiJJistered on a limiUd btJSis~ prinu:rify to prptect · 
veterinarimu and worken processing animal products sw:.h as hair 
or bides that could be contaminated with anthrax spores. In the 
1990s. with growing concerns about the possible use of anthrax as 
a biological weapr.m, use of the v~tcdne was substantially expanded. 
The Department ofDefen$e (DoD) vaccinated some of the military 
personnel deployed for the GulfWor in ·1991 and in 1998 initiated 
.the Anthrax Vudne Immunization Program, calling for manda
tory vaccination of all U.S. service members. By late 2001,,roughly 
2.1 million doses of AVA htid been admmisrered. Production of 
AVA was suspended in 1998 when t~ facility manufacturing the 
·vaccine W(l$ dosed for renouatiqns, which were undertaken to meet 
repllltory requirements of the Food and Drug Administtation 
{FDA). 

Concerns. about the efficacy and safety of A VA, and about 
va«ine pt'othiakm. led Congress to direct the DoD to support an 
independent examination of AVA by tbu Institute of Medicine. In 
October 2000, the Ins'tieuts of Medldne convened the Committee 
.to Assess the Safety and Efficacy of the Anthrax Vaccjne. The 
committee reviewed ali avai!ablll tltJta~ both published and unpub-

1 
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lished, and heard from representatives of DoD, FDA~ and other 
federal agetlcies; from the vtUcine manufacturer BioPort; from re
nmchllt's studying the effieacy tmd safety of the vaccine; anti from 
service members and others with coriarm about the safety or effi
cacy of the vacdne. After the· bioterrorism of {all2001, the ecin
mittee a&aJlerateel its original tim8tabk for its reviav. 

As indicated by evidence from studies in both humans and 
ammaut the committee concluded that A.V A, as licensed. is an 
effective 'IIQ(;cins to prote&t humans ag111inst anthrax, including in
halational antlwtix. Moreover, b"ecawe-the tJtZCdne ~ its pro
tection via an antigen muiill to tbs action of the bacterium's tox
hu, A VA should be effective against anthrax toxid:ty from all 
known strains of B. anthracis, as well as from awy potential bia-. 
engineered strains. 

After examining data from 1ttlm8fOJI$ case reports And espe
cially epidemiologic studies, the committee also eondudd that 
A VA is reasonably safe. Within bot.trS or days_ following vaccina
tion, it is fairly common for redpisnts to experience some local 
eventS (e.g., redness, itching. nvelling, or temkrnen at the injection 
site}, while a sm4ller number of vaccine recipients experience some 
systemic events {e.g., fevet and malaise). But these immedilite 
reactions, tind the rates at which they occur. are comparable ro 
-those observed with other vacc:in(S regularly administered to adults. 
The committee founJ no evidence that vaet:imr redpients face an 
increased risk of experiencing Ii{e-threatming or permanently dis· 
abling adverse events immedUttely after receiving AVA. when com
pared with the gene?al population. Nor did it find any convincing 
evidence that vacdsle recipients face elevated risk of develt>ping 
adve1'se health effects m.rer the longer term. although data are lim
ited in this regard (as they tlre for .all vtu;dnes}. 

Regarding manufacture of A VA. the committee rllvkwed and 
evaluated the steps taken by BioPort to win FDA approval of its 
produaion process. With the twwly validated manufacturing pro
ass being used in a renovated facility~ AVA wi./1 be produced unde.r 
strict controls auording to ament FDA requirements. The newly 
produced vacdne is expected to have greater assurance of consis· 
tency than the vaccine J»''du&ed at the time of its original licensure. 

It remains important to continue and improve monitoring ef 
forts to detect any adVerse hMlth effects caused by A VA and other 
vaccines. Also ne&kd ttre studies to establish a quantitative COffe
Uztitm of prot.?etive levels of antibodiu in animals with antibody 
levels in humans after full immunizatioh. Direct tests of the efficacy 
of AVA are neither feasible nor ethical in humans. However, corr~ 
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lates of twotectron in animal models can be used to test the efficacy 
of A VA. as well as new vacdnes against anthrax. The prodt«.~ 
testing, and Hcensure of a new vaccine requiring fewer doses and 
producing fewer local reactions an needed. 

3 

Anthrax Vaccine Adsorbed1 (AVA) was licensed in 1970. More than 2 
Dilluon doses have been administered, and most of those doses have been 
given since 1998 to U.S. military personnel to protect them against possible 
exposure to anthrax spores used a.s biological ~pons. The tertorist at
tacks of Septembe!' 11, 2001, and the sqbsequent distribution through the 
U.S. mail of potent doses ot anthrax spores drew neW attention to the risks 
o£ anthrax exposure and to questions about the anthrax vaccine. 

Until the 1990s, AVA had primarily been used b',.-a small population 
with a risk of occupational exposure to anthrax (e.g., texti(e mill workers 
and veterinarians). In 1990, concerns that Iraq had biological weapons 
containing anthrax spores motivated the U.S. military to administer AVA 
to an estimated 150,000 service members deployed for the Gulf War. The 
existence of "an Iraqi biological weapons program was ·confirmed in the 
mid~1990s (Henderson. 1999; Zilinskaa, 1997), and in 1997 the Depart
ment of Defense {DoD) announced a plan to vaccinate all U.S. service 
members with the licensed anthrax va.cdne. DoD's Anthrax Vacdne Im
munization "Program (AVIP) began in March 1998 with personnel sclled
uled for deployment to bigheNisk. areas (e.g., Korea and Southwest Asia). 
In 2000 a limited vaccine supply, the re8ult of delays in federal approval fQr 
release of newly manufactured va«ine lots, began slowing plans to vacci
nate all military personnel. AE. more 6ervke members were vaccinated 
under the mandatory A yrp • some raised concerns about the safety or the 
efficacy of AV~ and more. than 400 personnel refused vaccination (Wciss. 
2001). Some had also suggested a link between vaccination with AVA and 
illnesses in "Gulf War veterans. · · 

STUDY PROCESS AND INFORMAnON SOURCES 

Responding to the c:oricerns about the anthrax vaccine and AVIP, the 
U.S. Congress directed DoD to enter into a. contract with the National 
Research Council £or a study of the vaccine's efficacy and safety.2 In 
(!ctober 2000 the Institute of Medicine (10M) convened the Committee to 

tA$ of janu11cy 31, 2002, AVA will be manufactured under the name ffiothrax. 
lThe study was ealled lor in the con~ upon: aQ.:Omptlnyiag the 2000 DoD approprill· 

tions ac:r P. L No. 106-79 (1999}. 
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Assess the Safety and Efficacy of the Anthrax Vaccine to carry out that 
study. Commlttee members were selected for their expertise in microbiol
ogy; vaccine reseateb, developinent, manufacture, and evaluation; post
marketing surveillance of adverse events; regulatory 8.nd licensing prcce
dures;-epidemiology; biostatistics; immunology; and health surveillance. 

'nle charge tO the c.ommittee included consideration of the types and 
severity of adverse reactions, sex: differences in adverse reacions, long-term 
health implications, the efficacy of AVA against inhalational exp0$Ure to all 
known anthrax strains, and the correlatiOn of the s:afety and efficacy of the 
vaccine in animal models to its safety and efficacy in humanS. 'The study 
was also to address the issue of validation of the manufacturing process, 
with consideration of discrepancies identified by the Food .and Drug Ad
rilin.isttation (FDA) in February 1998, the definition· of vaccine compo-
nents, and identification of gaps in existing research. (See Appendix A for 
the Statement of Task.) Tbe clwge did not include evaluation of the DoD 
policy to vaccinate all service members, so the committee .did not include an 
evaluation of the threat from biological warfare agents in its purview. 
Similatly, the committee was not asked to address the challenges in bio
weapons vaccine development and procurement generally, Which have re
cently been discussed in-a ~tement froM the Council of the Institute of 
Medicine (http:lfwww Jom.eduJIOMIIOMHome.nsf/PagesNaccine+ Devel
opment) and in reports by the Gilmore Commission (http://www.rand.orgl 
nsrdlterrpanel/) and DoD (http;//www.defensclink.mil/pubs/Reporton 
BiologlcalWMfare!>efenseVaccineRDP_rgras-Ju!y200l.pdf ). 

Since the terrorist attacks of Septel!J.ber 11, 2001, and subsequent mail 
distribution o£ anthrax spo~ interest in AVA has greatly increased. Con
sideration <lf the full range of ropics concerning civilian Ul'lC of the anthrax 
vaccine was beyond the purview of this report. However, some of the 
issues that the committee-did address should also be of inte.rest for civilians. 

The committee held eight deliberative meetings plus four public work
shops. At those workshops, the committee heard from representatives of 
DoD, FDA, and other federal agencies; from the manufacturer of AVA, 
BioPort; from resem:hets studying the efficacy and safety of the vaccine; 
and from service members and others with concerns about the safety or 
efficacy of the vaccine. The committee also commissioned a ieview of the 
avallable.Iiteratu're on adverse events asS'ociatcd with other vaccines rou
tinely adminlstered to adults. 

The committee examined both published a:nd unpublished data from 
studies of the safety and efficacy of AVA. The investigators involved in 
many of those studies presented their data and discussed their findings at 
committee workshops. In addition, several analyses of existing data were 
carried Out at the committee's requeSt. 
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ANTHRAX AND ANTHRAX VACCINE 

Anthrax is caused by infection with Bacillus anthracit, a gram-positive, 
nonmotile, spore-forming organism (Bracbman and Friedlander, 1999; 
Dixon et al., 1999). It is primarily a disease of wild and domestic animals. 
Historically, humans have contracted the disease through contacr: with in
fected animals or animal products, such as hair or hides, contaminated with 
anthrax spores. Depending on the site of infection, anthrax can occur in a 
cutaneous, gastrointestinal, or inhalational form. The disease had become 
extremely uncommon in any form in. the United States until the bioterr<>rist 
"incidents of the autunil'l. of 2001 caused an ontbreak of both cutaneous and 
inhalation a] cases of the disease. M of November 28,2001, there had been 
11 cases of inhalational anthrax, S of which were fatal, ·and 7 confirmed 
and 5 ~wpected cutaneOus anthrax infections (CDC, 2001b). More than 
30,000 people may have been exposed to~ spores (CDC, 2001a,b}. 

The virulence of B. antlmuh derives from the production of a capsule 
and three toxin proteins: protectiVe antigeil (PA), edema factor (IF), and 
lethal factor (LF). To Produce active toxins, PA mLtSt bind to cellular 
receptors and then to either EF or LF. AVA, the vaccine currently licensed 
for human use in the United States, is a cell-free filtrate containing PA as the 
principal immunogeit. It .is administ"eted in six subcutaneous injections of 
O.S milliliters each. The first three doses are given 2 weeks apart:, and the 
following doses are given 6, 12, and 18 months after administration of the 
first dose. Annual booster doses are required. 

ANTHRAX VACCINE EFFICACY 

· The committee's observations and findings addressed the efficacy of 
immuniuttion with the licensed Vaccine, AV ~ against inhala.tional anthrax 
and all known anthrax strains {see Chapter 3). Of particular concern is 
exposure to anthrax spores processed for use in biological weapons. The 
committee.also examined what is known and what must still be established 
regarding the correlation of protection in animal models with immunity in 
humans. 

It is important to note that efficacy is relative, not absolute. The degree 
of protection provided by a vaccine is determined by a variety of factors, 
which can include the size of the inoculum of exposute, the strain of the · 
pathogen, and the host response. Even a vaccine considered highly effective 
may fail to protect some individuals under some circumstances. 

Evaluating Efficacy of A VA 

lhe efficacy of a FA-containing anthrax vaccine similar to AVA against 
anthrax iiuect.ion was established by a randomized controlled Seld study of 
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textile mill workers (Brachman et al., 1962). Subsequent data from the 
Centers for Disease Conttol and Prevention {CDC~ support the results of 
that study (FDA, 1985). The small number of inhalational ca~ in those 
studies provides insufficient information to establish the vaccine's efficacy 
against inhalational itUecdOII, but the data suggm that the vaccine has a 
protective effect. 

Animal swdies arc essential for £utther investigation of the eff.teacy o£ 
AVA and other anthrax vacci~ against inhalational disease because stud
ies with humans are neither feasible nor ethical. Cases o£ inhalational an
thrax are very rare, even where anthrax occurs naturally in the environment 
or as an occupational hazard. Moreover~ hnman research subjects cannot 
be deliberately exposed to poteritially lethal agents, such as. anthrax spores, 
for no therapeutic reason arid without the availability of a proven treat-

"""'· 
Fmdittg: Because additional clinical trials to test the e£Gcacy of A VA in 
humans are not feasible and challenge trials with volunteers ~ unethi
cal. by necessity animal models represent the only soruces of the supple-
mentary data needed to evaluate AVA's efficacy.· 

Animal m~ls with pathologiCal and "immunological characteristics 
silnilar to those of humans could be considered the most appropriate ones 
for the evaluation of vaccine ef&acY. The pathophysiology of anthrax in 
nonhuman prnnates, such as the macaque, most dosely resembles the patho
physiology of anthrax in humans. Among the smaller and more available 
labou.tory animals, rabbits most closely resemble nonhuman primates in 
terms of the pathology of. anthrax and tbcir ret;ponse to the anthrax vac
cine. 

Fmdittg: The macaque and the rabbit are ad'=quate animal models for 
eve.luati.on of the effica.ty .of AVA for the prevention Of inhalational 
anthrax. 

Efficacy of AVA Against AU Known B. anthracis Strains 

Several clli.ferent B. .anthracis strains are £ouod in nature worldwide 
(Fellows et al., 2001; Kcim et al., 2000), and analysis of tissUe samples from 
victims of the release of anthrax spores from the Soviet biological weapons 
facility at Sverdlovsk in 1979 indicated the presence of several B. anthrar::is 
strains {~rinberg et al., 2001; Jackson et al., 1998). It is important to 
establish whether AVA can afford protection against the full.taoge of natu
rally occUrring or engineered B. anthracis strains. 

Studies have shown that the protection that A VA affords guinea pigs 
differs by bacterial strain (Auerbach and Wright, 1955; Fellows et al., 
2001; Ivins et al., 1994; Little and Knudson, 1986; Turnb~ et al., 1986}, 

• 
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but AVA and a predecessor vaccine protected rabbits and monkeys against 
the numerous strains tested (Auerbach and Wright, 1955), including those 
that defeated the vaccine in guinea pigs (Fellows et al., 2001). No AVA
resistant strains have been demonstrated in nonhuman primates. Observa
tional data from stUdies. with humans also support the efficacy of AVA. 
against a :variety of strains, though exposure strains were not evaluated in 
the studies (Br.,chman et al., 1!162.; CDC, 1967-1971). 

PA is the principal immunogen in AVA, and the efficacy of AVA against 
· a broad spectrum of B. anthrads strains is consistent with the critical role 
of PAin the pathogenesis of .antlitax (Bh.atnagar and Batra~ 2001;: Cataldi 
et al., 1990; Smith and Keppie, 19 54}. As shown in FtgUn: ES-1, PA must be 
competent to carrY out multiple complicated tasks: it must bind to its 
receptor, form a heptauter, and bring EF and LF into the cell. 

There is concern that natUral mutations 0! bioengineered alterations of 
the PA component of anthrax could result in vaccine-resistant strains. Stud
ies (Sellman et al., 2001; see also Mogridge et al., 2001) have shown, 
however, that a PA heptamer is deactivated by the presence of even a few 
mutant subunits. A deactivated hepwner is unl.ikely to be able tO deliver BF 
and- LF to the cytosol. The committee considers it improbable that a 
mutant PA that retains its function yet escapes the ~licited · protec-
tive antibodies directed to the wild-type PA could be constructed at this -· The likely difficulty of successfully altering PAis supported by evidence 
that the B. antJmui$ genClme is highly conserved among strains isolated 
across a wide geoiraphical: area Gackson, 2001; Keim et al., 1997) and th$t 
PA is also highly conserved Uac:kson, 2001; Price et al., 1999). Because PA 
is critical to virulence and because its ruuctul-e is so highly consenred, it 
appears likely that changing its structure would alter and thus eliminate its 
toxic action. · ,.,.. · ·· 

• 
Finding: It is unlikely that either na.turaDy ocaming or anthrax strains 
with bioengineered pro~ti.ve antigen could both evade AVA and cause 
the toxicity a~sociated with anthrax. 

Establishing Animal Mode1 Correlates of Anthrax Vaccine Efficacy 

Several recent studies have used passive protection to demonstrate a 
relationship between levels of circulating anti-PA antibody and protection 
from ·challenge with anthrax spores (Barnard and Friedlander, 19~.9; 

Beedham et al., 2001; Little et al., 1997; McBride et aL. 1998; Pitt et al.~ 
2001; ~euveny et al., 2001). 

Finding: The available data indicate that immunity to anthrax is asso
ciated with t11e pttscllee of antt'body to p_rotective antigen. 
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FIGURE ES-1 Medel of anthrax toxin action. (1) PA binds to cellular receptor", 
(Z-3) The protein is cleaved and activated to fonn a hept'l1llleric prepare. (4) LF, 
BF, or both bind to the heptamer, and the resulting complex is taken into an 
acldie a);npartment in the~ tbrough endocytOilis. (5-6~ The ad die pH initiates 
the bepta.mc;r to pierce the membmne of the cell 'and translocate I.P, EF, or both 
into the cytosol, where the toxins lead to damage. [Reprinted, with permissioa, 
from Biochemistry 38:10431-10441 (1999). Copyright 1999 by American Chem· 
ical Society.] . 

The information reviewed by the committee demonstrates that both 
humans and certain laboratOry animals manifest the same disease after 
infection with the same anthrax organism and that both are protected by 
immunization with AVA, which elicits the production of antibOdies to PA. 
This information establish~ a qualitative correlation between protection in 
animal models and protection in humans. To move forward with research 
on the current anthrax vaccine or any new vaccines, however, a quantita
tive correlation of the protective levels of antibodies in animals with the 
antibody titers obtained aftei fullimmunizationin humans is needed. Those 
correlates in animal model& can then be ~ ·to test new Vaccines for 
efficacy with confidence that the data from studies with animals will be 
predictive of the cliniCal results for immunized humans. The data from 
animal smdies already developed suggest that ser~logical correlates of hu
man immunity can be developed in appropriate animal models. The com
niittee commends this work and encourages its furthei: development. 

Recommendation: Additional passive protcctiOii studies with rabbits 
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·and monkeys inducfmg the transfer of animal and human sera are 
urgendy ne~ed to quantify the protective levels of antibody in vivo 
against different challenge doses of anthrax spores. 

Recommendation: Additional active proteaion studies should be am
ducted or mpport<d to develop data thot d...,'be the rclatiooshlp 
between immunity and both ~ and functional quantitative anti
body levels, including studies of 

• the relationship between the vaccine dose and the resulting level 
of antt'body in the blood of test anima1s that protects the animals from 
chollenge; 

• . dte relationship between the level ol antibody· that protects a.Jli..; 
mals from cltallenge and the level of antibody present in humans va.a:i
nated by the regimen currendy recommended for the licensed product; 
aiul 

· • the vaccine dose that .results in a level of antibody in the blood of 
human volunteers similar to that in the blood of protected animals. 

Postexposure U!ic o£ Antlu:ax Vaccine 

As· a result of the inhalational exposure to anthrax spores from letters 
mailed in the autumn of 2001, questioD.s about the postexposure efficacy of 
AVA have arisen. No data from studies with humans are available, but two 
papers provide infonnation from &tl.\dies· with rhesus monkeys. 

1hese l.United data suggest that use of the vaccine in Combination with 
an appropriate antibiotic for 30 days could provide eXcellent postexposure 
protection against ·inhatational anthrax. Although the additional benefit 
from rea:iving the vaccine after a prolonged period of antibiotic use is not 
prov-en, reliance on the Vaccine alone .after exposure is clearly insufficien~ 
as some protection is needed during the time required for an iri:unune 
response to develop. Additional studies on the postexposure use of AVA 
with antibiotics are needed. 

Recommendation; DoD should pursue or support itdditional research 
with laboratory animals on the efficacy of AVA in combirutt:i.on with 
antt'biotics administered ·following inhalational exposure tQ anthrax 
spores. Studies should focus on establishment of an appropriate dura
tiara. for antibiotic prophylaxis after vaccine administration. 

Conclusions Regarding ·Efficacy 

A vaccine similar to AVA was-shown to be effective against cutaneous 
anthrax in.h\ll.IUUq. in the field trial supporting the original application for 
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licensure of AVA (Bracbman et al~ 1962), Although that study bad too few 
cases to evaluate the vaccine's efficacy for the preVention of inhalational 
disease, the £ve inhalational cases observed during the trial occurred only 
among nonvaccinated or placebo recipients. Data from CDC on cases re
ported between 1962 and 1974 also indicated that th"e vaccine offered 
protection against: the cutaneous form of the disease (FDA, 1985). Further
more, labotatory experiments indicate that AVA provides effective protec
tion against inhalational ch~enge in rabbits and maCMU~ the animal 
models in which the disease is most reflective of the disease in humans 
(Fellows eta!., 2001; Ivins et al., 1996, 1998; Pitt et al., 2001). Because PA. 
is critical to the virulence of B. anthracis and because PNs structure is so 
highly conserved, it appears. likely that changing its strttchrre would alter 
and thus eliminate its toxic actiOn. Data hom studies with animals suggest 
that AVA will offer protection against .strains with PA-baserl toxicity. Fi
nally, the available data indicate that immunity to anthrax is associated 
with the presence of antibodies to PA. such as those stimulated by the 
anthrax vaccine. 

F'mding: The committee Bnds that the available evidence ttoat studies 
with humans and animals, coupled with reasonable assumptions of 
analogy, shows that AVA as licensed i5 an effective vaccine for the 
protection of humans against imtbrax, -including inhalational anthrax, 
cawed by any known or plausible e:ngineered strains of B. antbrads. 

ANTIIRAX VACCINE SAFETY 

As with any pharmaceutical product or mediCal proa:dure, the use of 
vaccines carries a risk of adverse health effects that must be weighed against 
the expected health -benefit. Expectations for th.e safety3 of VACcines are 
especially high because, in contrast to therapeutic agents, which are given 
when "a disease is known to be present (or at least sospected), vaccines are 
usually given to people who are healthy to proteCt them against: a disease 
that they may not be-exposed to in the future. 

The committee evaluated case reports and epidemiologic studies pro
viding information about the safety of the anthrax vaccine. Case reports 
can help to generate hypotheses about poss.\ble associations but are rarely 
sufficient by themselves to confinn &uch associations. Formal epidemiologic 
studies are usually needed to deterniine w~ether those advene ~nts iden-

lFor this repott, saftty te&cu expeaations of relative freedom .from hatmfgt effeas when 
a ptOduct is used. prud~y. considering the condition of dl.e ec:ipient and tho health risk the 
product is dim:tcd a.ggirtst. 
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tified·in ease reportS occur in exposed populations at a rate that exceeds the 
background rate in unexpoSed populations. 

The case reports relating to AVA come p.dniar!ly from the Vaccine 
Adverse Event Reporting System (V AERS}, a passive surveillance system 
that collects reports on adverse events following the use of any vaccine 
licensed in the United States (see Chapter 5). A subset of tb.e committee 
reviewed each of 120 V AERS reports on serious advetse events assoc:iated. 
with A VA. The committee also heard testimony regarding· adVerse events 
following vaccittation with AVA. These statements. som.e of which .con
cetned cases reported to V AERS, added valuable insight into the conditions 
that some military personnel are experiencing. 

In evaluating the epidemiologic studies of adverse event5 following 
receipt of AVA (see. Chapter 6)1 the committee gave additional weight to 
those that {1) "qSed a.c:tiv'e surveillance rather than self-reports of pos.t--
1mmunization events; (2) included sufficiently large numbers of subjects; {3) 
had clearly speCified, objective criteria for the definition of adverse events; 
and { 4) had su.fficiendy long postimmunization follow-up interVals to allow 
identification of later~nset events. Those studies that included a suitable 
unimmunized. comparison group or in which evaluators were blinded to 

. vaccination status were especially useful to the committee. 

Conclusions Regarcling AVA V 4cdnation and Adverse Events 

Substantial data fll'e now available from V AERS, epidemiologic studies 
with data &om the Defense Medical Surveillance System (DMSS), and. other 
epidemiologic 6t:Udies for assessments of the health outcoiOOl following 
vaccination with AVA. Immediate-on$et health events are observable within 
hours or days following vaccination; later-onset events would be observ
able only months or years following vaccination. 

Epidemiologic studies that have used either active surveillance 
(Brachman eta!., 1962; Pittman, 2001b,c; Pittm.an et aL, 1997, 2002, in 
press) or passive surveill.ance (Hoffman et al., submitted for publication; 
Pi~ 2001a; Pittman et al., 200la.b; Wasserman, 2001) have consis-
tently found local injection-site teactions, including redness, induration, 
edema, itching, or tenderness {see Table 6-.1 £or details). Systemic events, 
such as fever, malaise.· and myalgia, are also associated with .vaccination 
with AVA hut are generally less common than injection--site reactions. The 
types of local and systemic reactions as~ciated. with AVA and the rates at 
which they'were Observed are comparable to those observed with other 
vaccines regularly administered to adults, such as diphtheria and tetanus 
toxoids and in£luenza. vacdnes (Treanor, 2001). Although these immedi
ate·onset health effects can result in brie'f limitation of activities or the loss 
of time from work (Hoffman et al., submitted for publication; Wasserman,. 
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.2001), they are self-limited and result in ·no serious, permanent health 
impairments {AMSA, 2001a,b,c; Grabenstein, 200~ Lange et al., 2001a,b; 
Rebme, 2001; Rehme et aJ,, 2002; MaSOn et aL. 2001, submitted fur pub~ 
lication; Sato, 2001a,b; Sato et al., 2001). · 

l'indml!' Tb. data .-.ailable &om V AERS, DMSS, and epidemiol"'iic 
&tlldi.es indkate the foUowing regarding iminediate-oMet health events 
following receipt of A VA: 

• Load evems, especiall.y redness, sweUittg, or nodules at the injec
tion site, are associated with receipt of AVA, are similar to the events 
observed following receipt oE otht:t vaccines ~dy in use by adults, 
arui are fairly common. 

• Systemic events, such as fever, malaise, Md myalgia, are assod
_ated with :receipt of AVA, are similar to the events observed following 
receipt of other vaccines ctttrelltly in. use by adults but are much less 
common than local events. 

• Inunediate-onset health effects aut be severe enougb. in some indi
viduals to tesult in brief functional impairment, but these effecrs are 
self-limited and result in no permanent health impairments. 

• There is no evidence that life..threaten:ing or petmanently dis
abling immediate-.onm adverSe events ot:c~tt at higher rates in individu
als wh.o have received AVA than in the general population. 

Sex differences are seen in local injection-site reactions. Women are 
more likely than men to experience and report erythema, local tenderness, 
subcutaneous nodules, itcl;Ung, and.edema (Hoffman et aL, submitted for 
publication; Pittman, 2001a,b; Pittman et al., 2001a,b, 2002; Wasser:r;na.D, 
2001 ). In addition, some systemic effects, including fever, headache, malw 
aise, and chills, were sometimes more often reported by women than .by 
men (Hoffma.n et al., submitted for publication; Pittma.n, 2001a; Pittman et 
al., 2001a,b), but rates· of clinically observed systemic reactions generally 
did not differ substantially between men and womm (Pittman, 2001b? 
Pittman et al., 2002), For female service members, rcacti.cms following 
vaccination against anthrax may be more likely to have an adverse effect on 
their abllity to perform their duties (Hoffman eta!., submitted for publica
tion; Wasserman, 2001)~ Studies of other vaccinea have also generally 
found higher rates of local reactions among women but similar rates of 
systemic teactions between men and women {Treanor, 2001). The factors 
that account for these sex differences are not known, but they could be a 
function of differences in muscle mass, differences in the doses per unit of 
body IJl.a§, physiologic: factors, or diffuenc:es in care"!!eeking behavior. 
Futute studies of vaccination against antbrnx should continue to analyze 
data for men and women separately. 
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Finding: The available data from both active arid passive surveUlanCe 
indicate that there are sex dffe:rences in lOcal reactions foDowing vacci· 
oarima with AVA, as there are following admini.sttation of other vac-
cines. For female service members, reactions following vsccination 
with AVA can have a transient adverse impaa on their ability to per. 
form their dllties. The factors that acoount tor these sex dillerences are 
Jiotknown. 

Recommendation: FUture illoni1oring and study of health eveirt& fol
lowing vac:clnatioD.(s) with AVA (and other vaccines) should c:ontinne 
to include separate analyses of data for meit and women. · 

sOme of the daia reviewed )ly the committee showed lot-to-lot differ-
ences in the reactogeniclties of AVA doses (CDC, 1967-1971; Pittman. 
2001a; Pittman et al., 2001~b). 

Unlike most vaccines, AVA is licensed for subcutaneous rather than 
intramuscular admi:nisttation. The limited. evidence from a small study that 
tested changes in the AVA dosing schedu1e and route of administratiOn 
(Pittman, 2Q01b; Pittman et al.; 2002) suggests that subcutaneous adminis
tration contributes to the Ictal reactions but not systemic reactions associ
ated with AVA. With other vaccines, subcutaneOus administration is also 
associated with higher rates of local erythema. or induration {Treanor, 
2001h reactions commonly reported following the administration of AVA. 

Fmding: The carrendy Ikensed subco.taneous route of ~ministration 
o£ AVA iand the six-dose vaccinatian schednle appear to be associated 
with a higher incidence ol immediate--onset, local effects than it i.tttra
musculai administration or a va.~ation schedule with fewer doses of 
AVA. The &equeru:ies of inunediate-onset, systemic: events were low 
and were: not affected by the route of administration. · 

Recommendation: DoD Jbould continue to support the c.fforts of CDC 
tc stUdy the uactogenkity and immunogenicity of an alternative route 
of AVA administration and of a reduced nlllDber of vaccine doses. 

Some have expressed concerns about potential later-onset and' chronic 
health effects resulting from A VA use. The available information regarding 
later-onset health effects is limited, as for all vaccines, but provides no 
convincing evidence of elevated risks of latct--onset health events (AMSA, 
2Q0la,b,c; Grabenstein, 2000; Lange et al., 2001a,b; Mason et al., 2001, 
submitted for publication; Peeler et al, 1958, 1965; Rehme, 2001; Rehme 
et al., 2002; Sato, 2001a,b; Sato ct al., 2001; White eta!., 1974). DMSS, 
which· provides the best source of data for studying Iater~onset health ef
fects. proVides data on service persottnel who have docwnented histories of 
vaccination with AVA and who have been observed for up to 3 years. 
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Although AVA has been admini.steted to military personnel for more than 3 
years, unreliable documentation of vaccinations before 1998lim.its analys!s 
of DMSS data for observation of potential vaccine-related health effects 
over longer periods. · 

Fin~ The aV11ilable data are limited but" show no convincing evi
dence at this time that personnel who have received AVA have elevated 
risks of later-onset health events. ·· 

Recommendation: DoD should develop sysrems to enhance the capac~ 
~ty to monitor the oc:currence of later-onset health conditions that might 
be associated with the receipt of any vaccine; the data reviewed by the 
committee do not suggest the need for special efforts of this ~ fur 
AVA. 

The studies reviewed did not examine the nse of A VA in children, the 
elderly 1 or individuals with chronic illnesses. In a4dition, infonnation 
regarding the outcomes of pregnancy following use of the vaccine is limited. 
These limitations: should be taken into account if AVA is considered for use 
in the general population. 

ANTIIRAX VACCINE MANUFACTURE 

-The committee was charged with addressing "validation of the manu
facturing process focusing on, but not limited to, f{isctepancies identified by 
the Food arid Drug Administration in February 1998... The committee 
could not directly validate the manufacturing process and did not wish to 
second--guess FDA's inspection and determination of validity. It was pos
sible, however, to review and evaluate the steps by which BioPort worked 
to validate the AVA manufacturing process (see Chapter 7). 

IYocuments that BioPort provided to the committee gave detailed infor
mation about findings from FDA inspections conducted since 1.9.98, the 
company's responses to those findings. and FDA's evaluation of BioPort•s 
progress. The committee paid special attention to materials on product 
characterization and process validation. It also considered the recent and 
increasing investments by BioPort and DoD in faci.l.i.ty renovations and 
improvements in documentation of the manufa.cturing process, as well as 
the transfer, with approval from FDA•s Center for Biologics Research 
{CBER), of 6l1ing operations to a contractor meeting Good Manufacturing 
Practices standards.. The committee noted BioPort's access to technical 
support and assistance from CBER and DoD research and d!!Velopment 
resources. The results of these efforts were reflected in BioPort's reports of 
progress -in correcting deficienclt:$ previously noted by FDA, as reported at 
the committee~& July 2001 meeting. This progress was confirmed by FDA. 
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On january 31, 2002, FDA approved BioPort's supplements ro its Biologics 
License Application coVering facility renovatio-ns, changes to the package 
label, and the contracted filling oxrations. 

In evaluating BioPort's efforts to meet the manufacturing requirements 
for AVA, the committee .no~ FDA's- cltangcs and inodemizations and 
improvements in the regulation of biologics, as well as the continuing eHon 
at constructive criticism and response between the agency and the manu£ac.. 
tlll'er. The committee also considered the history of the AVA manufac.. 
tlll'er-..:..in particular, the switch from a state-owned to a privately owned 
and operated interstate commercial venture-and the coincident changes in 
FDA ovt!rsight and validation requirements. Fmally, the committee was 
mindful of the scientific and_technicaJ advana;s in vaccine_manufacture. and 
characterization that bltVe occurred since the original licensure of the AVA 
prcduct. 

Finding: FDA's precess of plant inspection and FDA's validation of the 
vaccine manufacturing process have changed and have become more 
stringent with time. · 

Finding: With high .. priority efforts by the manufacturer and FDA, the 
manufacturing process for AVA~ been validated so that vaccine· 

-manufactured post-renovation has been approved for release and cJistri.. 
bution. ' 

BioPOtt has responded to numerous specific citations from FDA re
garding the manufacturing process. and equipment and has now reteived 
IDA approval of its license supplements. In the committee's judgment, the 
cumulative effects of the changes in materials, equipment, and processes in 
response to FDA citations, as well as the changes in the regulatory climate 
and in scientifu: knowledge, are likely to result in greater assurance of 
consistency in the final AVA product. 

Finding: AVA will now be produced by a newly validated manUfactur
ing process under strict controls, according to current FDA require
ments. As a result, the postreoovation prodnct has greater assurance of 
consistency than that produced at the time of original ~re. 

FUTURE NEEDS 

Despite recent IDA approval of the licel'lSe supplement for AVA manu
facturing renovations, package insert, and contract filler, the committee is 
convinced that relying on AVA and the current specifications for its use is · 
far from satisfactory. There is a need for research toward the developmeilt 
of a different and betn:t anthrax vaccine, as Well as a need for .improve-
ments in monitoring the safety of the current vaccine. 
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Future Use of A VA 

Finding: Current events in both the military and civilian arenas high
light and coDfirm. the importance o£ ensuring both the availability and 
th.e quality o~ the natioo's anthtaxvm:ine. 

With the deplOyment of U.S. troops to Afghanlstan and surrounding 
areas and domestic bioterrorism incidents involving exposure to B. antMacis 
spores, vaccination against anthrax is likely to resume and possibly expand. 
This means that A VA is likely to be giVen to a much larger population than 
was anticipated at the time that the vaccine was licensed. 

M~whlle, the current supply of AVA is limited because· of manufac
turing difficulties, which have now been overcome. On the basis of infor
mation provided by BioPort and FDA, the committee notes that the AVA 
manufacturing process has been modified to incotpOmte more modem tech
nology and procedures. These changes are expected to rn.aease assurance of 
the consistency of the final product, which remains a relatively crude vac-

. cine ·by cunent $talidards. 
Although greater assurance of product consistency will Occur, the levels 

of immunogenkity, safety, and stability o£ the postrenovation AVA prod
uct must be characteril:ed. The committee emphasizes that the SUI:Veillance 
methods_-recom.mended below ate the same a!' those that would be expected 
for any widely used va.cclne and ate not unique to AVA. 

Finding: The A VA product produced in a renovated facility by a newly 
validated manufacturing process coold differ from the prerertovation. 
product iri. temlS of its reaaogeniclty, jmmunogeniclty~ and stability. 
The information available to tb.e committee suggests that AVA lou 
manufactured Postrenovation may show less variation in reactogeni~ 
because of gfeater consistency in the pt"odtu:tiOil process, and there is 
no a priori basis to believe that the .posttenovation product will be 
more reac:togenic or less immunoge;nic 'than the older vacdne. 

Recommendation: As with aU vaccines, AVA lots produced post
renovation should be monitored. for immunogeniclty and stability, and 
individuals receiving these lots slwuld be monitored for possible acute 
or chronic adverse events of immediate or later onset. · 

Surveillance for Adverse Events 

DoD has supported an independent civilian advisory panel called the 
Anthrax Vaccine Expert Committee (AVEC) t'o review eaclt VAERS report 
associated with A VA. 
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The Putltf'e and AVEC 

The committee found AVECs expert scrutiny of VAERS reports for 
signals that might require further action to he an .important component of 
surveillance for the safety of AVA. However, the value of such a review 
process may not be limited to AVA. Furthermore, the IOM committee is 
generally skeptiCAl about att:dbution of causality, such as those that AVEC 
makes, from reports to a surveillance system like· V AERS, especi3.1ly given 
the potential for misclassification of reponed events when considering them 
as possibly related or unrelated to vaccination. The ~emphasizes 
that a review of case reports to VAERS is appropriate only for the genera
tion of hypotheses. Mote emphasis should therefore be placed on the' use of 
A VEC..cferived hypotheses to trigger tidditional analyses, such as thoSe tha.t 
can be performed with data from DMSS. Toward that end, AVEC and the 
Anny Medical Surveillance Activity (the office responsible for DMSS) 
should maintain regular and. frequent communication, With signals from 
the fonner leadlng to analyses by the latter. "$ignals,. are the earliest indi
cation of a possible causal relatiot1$hip between an exposure and a health 
event. Such signals can come from the anecdotal experiences of patients 
with an adverse event after the exposure or from preliminary analYses of 
data. A signal does not mean tllat a call!al relationship exists, as there may 
be other explanation& for the apparent association. Instead, a signal is 
merely an indication that further investigation is. needed. 

Although AVA appear& to ·be associated with certain undesjrable but 
self..limited or easily treated advme events, the committee saw no indica
tion from the currently available data of a need to continue special monitor
ing program.s for A VA. Nevertheless, monitoring of vaccine safety in gen
eral and the safety of vaccine& for U&e by members of the military in 
particular must be a priority. The committee observed several areas in 
which surveillance for the safety of vaccines in general and AVA in particu
lar might be improved. 

Finding: Given the concerns raised by some service. members about the 
salety of the anthrax vacdne, the creation of AVEC wu an appropriate 
complement to other resGur~ in FDA, CDC, and DoD for the moni
toring of vaccine &afety concerns. The results of the extra monitoring 
did not indicate the existence of any sentinel events that were ttot 
detected in the existing FDA and CDC reviews. 'nle committee fmds 
no scientific reason for the contitmed operation of AVEC in its preseJ:tt 

·form. 

The IOM committee'& observation& about AVEC reflect no fault with 
the members of AVEC or its performance as that committee is constituted; 
rather, the 10M committee observes that AVEC was designed to pay extra 
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attention to safety concerns regarding the safety of A VA and that the data 
do not warrant the contiiluation of such exceptional attention ... The re-o 
sources supporting AVEC activities related to AVA alone could be more 
wisely invested in improved monitoring of the safety of vaccines in generaL 

Recommendation: DoD s'hoald. disband AVEC in itS current form and 
instead assist FDA 'and CDC in establishing an independent advisory 
committee charged with overseeing the entire process of evaluating 
vaccine safety, The pt'Opos:ed advisory committee can also assist on an 
ad hoc basis in the interpmation of potential signals detected in V AERS 
or other sources regarding the safety of any vaccine. The newly estab
lished FDA drug safety committee might be an appropriate mo4el. 

Should DoD: choose to continue AVEC. die committee urges DoD to 
recommend a shift in AVEC's focus from m3J~ing attributions of causality 
in individual cases to seeking any patterns or rate thresholds that have been 
crossed in terms of the serlpus adveiSe eventS reported to V AERS. AVEC 
coUld then develop criteria for signals from VAERS data for any vaccine· 
that_ warrant& additional follow~up and could in general further systematize 
its processes by developing standard operating proCedures and a regular 
schedule for examination of aggrCgate V AERS data. Background rates o£ 
illnesses as well a:s the biological plausibility of hypothesized effects must be 
taken into consideration as part of the method used to identify signals of 
possible safety c~s. 

Recommendatiom H DoD chooses to continue AVEC, DoD should 
consider redefining the panel's role so that it serves as an independent 
advisory committee that responds on an ad hoc basis to spe:cific re
quests to assist in the interpretatiQil of potential signals detected by 
othen: (e.g., CDC and FDA) and reported to VAERS or other sources 
regarding the safety of all vaccines administered to service personnel 
rather than continuittg the panel's CtUI"ent role of rereviewing each 
V AERS report related to A VA. 

Additional Sources of Data on Adverse Events 

Ensuring the best use and interpretation of V.AERS reportS requires 
complementary information from other soruc:es that can be used to help 

. analyze the signals that may be suggested by VAERS" reports. One such 
resource is DMSS. DMSS can be ·used both to generate and test hypotheses. 
If VAERS raises a hypothesis, it can be furtb.er evaluated in DMSS. DMSS 
data c:a.n also be used to geo.erate hypotheses (as in its quarterly saeening 
reports); these then need to be evaluated in more.~ within DMSS, 
including more detailed data analyses and eHorts that might involve review 
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of medical record~ for example. Formal testing of these hypotheses would 
require additional studies, however, in separate data sets. 

· Find.ittS: nMss is .a unique and promising population~b8scd resource 
for mollitoring the emergence of both immediate-onset and later-onset 
(perhaps up to S years) health concerns among military personnel and 
for testing hypothesized associations betWeen such health concerns and · 
exposures resulting from military serrice, including vaccines. 

Because· DMSS is designed to record all medical encounters without 
depending on the decision of a patient or a physician to report a particular 
encounter, DMSS data may be aoss-checked with the more open-ended but 
much less complete <:ase reports collected through V AERS. 

Recommeruiation.: DoD shoukl develop a <:apability for the efkctive 
use ofDMSS to regulBrly test hypotheses that emerge from VABRS and 
other sourc:es regarding vaccine--related adverse evettts. 

Fmding: DoD personnel have used DMSS to conduct valuable analyses 
itt response to oonams about health eHects that might be associated 
with vaccination with AVA. Yet DoD personnel working with DMSS 
data are necessarily limited in time and focus. DMSS data oould there
fore yield valuable insights in the hands of ciWian researchers. 

Recommendation: DoD should actively sa~ mud advance the de-
velopment of DMSS data resour~;eS and the staffing of units that will 
allow the continuing rapid and careful aulysis of these data, inc:luding 
but not limited to the proposed ct~Uaboration between CDC and the 
Army Medical Surveillance Activity. · 

Recommendation: DoD should investigate mc;clw:risms that can be 
used to make DMSS data available to civilian researclters. as is done by 
civilian agencies, with appropriate controls and protections for privacy. 

As discussed in Chapter 61 data on the later-onset adverse effects of. 
vaccines are available for few, if any1 vaccines. Although the committee 
found no data indicating that vaccination "Nith AVA is associated with any 
later-onset adverse iweots or with any severe or lasting adverse events, some 
service· members have bad serious concerns about possible links between 
AVA and such adverse evf:nts. To make it possible to conduct studies of 
later-onset health concerns, DoD could take steps to improve access to data 
on the chronic or later-onset effects, if any, of vacCines in general, 

Recommendation: DoD should carefuiiy evaluate options for longer
term follow-up of the poss1'ble health effects of vaccination against 

-----------------
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aDthrax (and other service-related exposures). The committee recom-. 
mends consideration of the following specific steps: 

• Encourage plll'ticipation in the Mille:mtium Cohort Studt' as part 
of a program to enmre adequate monitoring tor any possible later-
onset health effeaj that might be assodated .with vaccination with 
A VA or other set'rice-rel.ated exposures. 

• Collaborate with dte Department of Veterans Affairs {VA) to 
monitor service members who reCeive medical. care through VA facili
ties after separation from military service. Linking of data from DMSS 
to data from VA is a possible tool. Even though those who :rece:i.ve their 
medkaJ care through VA may be an unrepresentative minority of all 
fonner military pen~ valid comparisons may be possible between 
those withiri that population" who received a vaccine or other exposure 
and those who did not. 

• Collaborate ·with VA to obtain fact-of-death information from 
the Beneficiary and Records Locator System and with the Social Secu
rity Admittistration to obtain death files. Data on the cause of death 
should be obtained from the National Death Index as needed. 

• Ensure the Iong-t= main.telian~ of DMSS and other relevant 
paper ~ electronic records so that retrospective studies will be fea
sible if health concerns arc identified in the future. 

New Anthrax Vaccine Development 

Although AVA appears. to be sufficiently saie and effective for use, it is 
far from optimal. 

F'mdiug: The current anthrax vatcine is difficuit to standardize, is 
incomp1.etcly cltaracterized, and is relatively reactogenic (probably even_ 
more so beea.use itis administered suhc:!ttmeously), and the dose sched
ule is long and cllallenging. An anthrax vaccine free of these draw
backs is needed, and suclt impiovemenu: are feasible. 

Initially, the committee w:ges that improvements to the currently li
censed v3.ccine, AVA, be made as qu.ickly as possible. Th~ committee 
welcomes anticipated imptovements in the assw:ance of loN<rlot consis-

4The ~rn Cohort Study is a sutVty recommended by the U.S. Congress !Uld spon
$0red by DoD. The stUdy wi1I monitor a total of 140,000 U.S. military ~during and 
afrer their military servke for up to 21 years to evaluAte the health risks of mililllry deploy
-, n1.Uka.:y oeellpaikms, and general miliwy service (see http:f/www.tnillenniurneollo.tt. 
ordabout.html). 
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tency in the postrencm.tion vaccine. The committee also believes that it is 
likely that the rates of adverse events and the general acceptability of AVA 
will improve with a change in the route of administration (from the subcu~ 
taneous to the intramuscular route) and with a reduction in the total nurn~ 
her of injections required and.that such improvements would be desirable. 
Research to assess the effects of those cliAngea in vaccine administration 
was :under way as this report was being written. 

The committee concluded, however, that a new vaccine, developed 
according to more modem principles of vaccinology, is urgently needed. 
The committee did not comment on any puticular new vaccine develop
ment program, and a review"of research related to the development of a 
new vaccine was beyond its charge. The committee recognius that reo 
search on new vaccines ilga.iost anthrax: is under way at DoD, the National 
Institutes of Health, and various university laboratories: and strongly en
courages continued and further support of work on promising new vac
c.Q:tes. Further o:search with AVA on ta;Pics such as correlates of immunity 
in animals, the components necessary to stimulate protective ·immunity, 
and the best way to administer the vaccine should aid in the development of 
new and improved vaccine products for protection· against anthrax. 

Recommendation: DoD shoald continue and further expedite its re
search efforts pertaining to anthrax disease, the B. anthrads organism, 
arul vaccines against anthrax. Researclr. related to anthrax should 
include, in particular, efforts" such as the follawing: 

• DoD shOuld pursue and encourage research to develop an an
thrax vaa:i:ne product that <:an be produced more consistendy and that 
is less reaetogenic than AVA; 

• DoD should pursue and encourage research regarding the B. 
anthracis capsule; 

• DoD should pursue and encourage research on the mechanisms of 
action: of the anthrax toxins; such research could lead· to tbe develop
ment of smaS.-moleOlle lnhibitors; 

• DoD should p1ll'S'Ile and encourage research to map 1he epitopes 
of the prOtective anligen that correlate with specific functional acdvi

. ties; 
• DoD should pursue and encourage research to test the therapeutic 

potential of ~oxin proteins or antibodies; and 
• DoD should pursue and encourage research into additional po

tential virulexaee factors in B. antbrads~ and into other possible vaccine 
candidates. 
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. 5109 LEESBURG PIKE 

FAUS CHURCH VA 22641-3258 

AFEB (15-la) 2002-06 Mareh I, 2002 

MEMORANDUM FOR The Assistant Secretary of Defense (Health Affairs) 
The Surgeon General, Department of The Army 
The Surgeon General, Department of The Navy 
The Surgeon General, Department of The Air Fon;e 

SUBJECT: Vaccination Program to Protect Again.st Anthrax 

!. During its Winter 2002 meeting; the Armed Fon;es Epi~ological Board (AFBB) 
was asked by the Assistant Secretary of Defense for iiealth Affairs to comment on the . 
possible reintroduction of the Anthrax Vaccineimmnnization Program (A VIP) to protect 
Armed Forces persOD)lel, now that additional Food and Drug Administration (FDA) 
approved lots of the vaccine have become available. The Board has had a longstanding 
interest in force proteciion· against biowarfare ·agents snch as anthrax, and in recent ye8rs 
has issued a·num~ of statem~ts.coriceming use of the vaccine. These previous AFEB 
statements have supported the use of the· v~cliie When i~dicated to protect individuals 
bclng deployed to. areas where analySis has determined that there is a Cn:dible risk of 
""J?OSII"' to anthrax. 

2 Since these statements were isSued, a significant amount of new infonnation h~ been 
collected-based on the previqus experience ot the A VIP. which includes studies of. short~ 
and long-term safety and side effects associated with vaccination and both basic and 
applied research studies. The vaccine has also undergone intense scrutiny and review by 
several independent scientifi_c bodies, including the Institute of Medicine. of the National 
Academy of Sciences. The Board is cognizant_ of the iss\}& assOciated with . 
implementation of the total force anthrax immunization prngrmn including lack of 
consensus regarding the risk-benefit ratio, concerns about Vaccine safety and efficacy~ . 
difficulties tracking vaccine receipt and delivery, and ultimately an inadequate snpply of 
the vaccine that lad to a slow-doWn of theA VIP. · · 

3. The Board is impressed with the degree of diligence that has been given to addressing 
the concerns and sharing pnblicly the findings of research effoi:ts, regardless.ofwhether 
they were supportive of the program. We havoseen no data that leads uo to conclude that 
the vaccine is unsafe when administered according to the package insert. The range of 
reported side effects experienced by recipients of the anthrax vaccine are in line with 
previously published reports and compatible with similar vaccines. There .are no 
convincing data demonstrating long-term adverse health impacts to recipients. of anthrax 
vaccine, atthough additional studies are in progress. Deta regerding efficacy, particularly 
_against challenge· with aerosolized ant~ Spores, ari less c·omplete because they rely 00 
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animal suirogates and very limited human studies, but !here is no reason to believe that 
the vaccine does not offer valuable added protection to persons from any form of anthrax 
exposure. 

. . 

4. The events of AuiUmn. 2001 showed that the intentioruii use of l.lltbrax. !>Bn '2USO... . 
siguifil'ant morbidity, mortality, and disruption of actiVities. This re=t experience is · 
likely to overcome some of !he previous Opposition to the program should a decision be' 
reached t~ ~nine-vaccination fOr persorinel in settings where there is a significant risk of-
exposure to aritbrax. · · -

5. The Boafd ~mmends the fo)lowing stepS as a means of enhancins the anqirax 
iinm~on progriun: · · 

. . . . . . 

• DEVELOP ENHANCED PROGRAMs TO EDUCATE ALL ARMED 
FORCES PERSO~ AND THE <>ENERAL PuBLIC ABOti'f TIJE . 
RISKS AND BENEF1TS OFTHE VACCINE AND THE REASONS FOR 
THE PROGRAM. 

• MAINTAIN THE CURRENT VACCINE TRACKING SYSTEMS AND 
CONTINUETOMONITORFORACUTEANI>LATENTVACClNE- . 
RJ<:LATED MOIUIIDITY AMONG PERSONNEL WHO RECEIVE THIS 
VACCINE. 

. ~!~~~~~Js~W;J:~~wm=~RS ARE MINIMIZED. . . . . . . . 

• ASSURETIIAT MEASURES ARE IN PLACE SO TIIAT PERSONNEL IN. 
WIIOM THE VACCINE IS NOT INDICATED, jlsPECIALLYWOMAN .. . 

·. WHO ARE PREGNA)'IT OR POTENTIALLY PREGNANT, DO NOT . 
RECEIVE IT. 

• . ASSURE A STEADY AND UNINTERRUPTED SUPPLY OF .LICENSED 
VACCINE TO MEET PROGRAM NEEDS AND MINIMIZE ANY . 
FUTURE DISRl)PTION OF PROGRAMACTIVITI!<S AND CONI:ImJ& 
EFFORTS TO DEVELOP ALTERNATE SOURCES FOR VACCINE. 
PROCUIUi:MENT.. . . . . . ... 

• THE BOARD STRONGLY ENDORSES ()NGOING.EFFORTS TO .· 
DEVELOP NEW GENERATION ANTHRAX VACCINES THAT ARE 
POTENTIALLY LEss REACTOGENiC AND COULD REQUIRE :ui.Ss 

2 

. ' 
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FREQUENT DOSING TO AFFORD PROTECTION •. WE ALsO 
SUPPORT EFFORTS WITIDN DOD AND THE DEPARTMENT Oil 
HEALm AND HiJMAN SERVICES TO EXPLORE Al-TERNATIVE · 
DOSING SCHEDULES AND ADMINISTRATION ROUTES TO 
MINlMIZE WCALIZED !lEACTIONS .Wim THE CURRENTLY · . 
AVAILABLE VACCINE. SUCH STUDIES WILL HOPEFULLYLEAD 
TO SIMPLER DOSING SCHEDULES THATWILLMA.KE THE 

. VACCINEMOREACCEPTARLE·TOMIIJTARY ANDOmERATRISJ{ 
PERSONNEL WHILE REDUCING THE COMPLEXWGISTICAl. 
CHALLENGE OF ADMINlSTERING THIS VACciNE TO SUCH A 
HiGHLY MOBILE pQ~tJ:LATION. . 

These activities should be.part of the criteria used in making deoision8 abOUt resumption . 
of the anthrax immll1lization program.· 

6. The Boatd is pleased to continue to ~~DoD as it ~aves furw,.rd to develop · 
policies regarding ·anthrax vaccination and other measures to Protect Armed F()l'ceS 

· personnel against 1he.tbreat of biologic weapons of mess dOstruction. · 

~":"==~:!]~ 
STEPHEN M. OSTROFF, M.D. JAMES R. RIDDLE, DVM., MPH 
AFEB President Lt Col, USAF, BSC 

· AFEB Executive Secretary · 

CF: 
Boatd Members and Corisultants 
USD(AT&L) . 
J4-MRD 
USAMRMC 
USAMRIID 
SAAA-PPO 
Libraty of Congress 
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· OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE ~ 

WASHINGTON, DC 20SOl -1 200 ~ 

ACfiONMEMO 

HEALTH AfFAIRS March 24, 2003,11:30 AM 

SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

mbrey, DASD, Force Health Protection and Readiness 

SUBJECT: Pentagon Force Protection Agency (PFP A) Request for Priority 
in the Anthrax Vaccine Immunization Program 

• The Pentagon Force Protection Agency requested that its Chemical, Biological, 
Radiological and Nuclear Directorate (CBRN) personnel receive priority in the 
Anthrax Vaccine Immunization Program (TAB C). 

• The PFP A request included a three-tiered approach to vaccination. Tier 1 consists 
of approximately 128 employees of the Joint Operations Division (JOD), Hazard 
Response Division (HRD), and Lab Division (LD). Tiers 2 and 3 consist of 
administrative and support personnel that have limited potential risk for anthrax 
exposure inherent in their duties. 

• The Joint Staff recommended that tier 1 personnel (128) be given priority for 
vaccination as an A VIP designated special mission unit (Priority 1 ). The Joint 
Staff further recommended that these personnel be provided with smallpox 
vaccination as an exception to policy. The Joint Staff recommended other tiers 
NOT be vaccinated at this time (TAB B). 

• · JOD personnel serve in capacities of liaisons to the response crisis center, building 
operation control center and incident command, and may have to travel through 
contaminated areas. The HRD may be tasked to collect concentrated air samples, 
collecting swabs from suspicious items, and respond to known biological events to 
ascertain areas of potential contamination. The LD provide hands-on 
manipulation of routine, suspicious and event-generated biological samples for 
agent identification. 

RECOMMENDATION: ASD (HA) approve request by signing memorandum at TAB 
A. 

COORDINATION: TAB D 

Attachments: 
As stated 

Prepared by: Colonel David Adams, OASD (FHP&R), (b)(6) , PCDOCS# ..._ ___ __, 

47128,47168,47345 



HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301~1200 

MEMORANDUM FOR DIRECTOR, JOINT STAFF 
DIRECTOR, PENTAGON FORCE PROTECTION AGENCY 

I approve your request to vaccinate certain personnel assigned to the Pentagon 

Force Protection Agency against anthrax and smallpox. Specifically, up to 128 personnel 

assigned duties in the Joint Operations Division, Hazard Response Division and Lab 

Division are approved to receive these vaccines. Execution of these vaccination 

programs are per previously published clinical and administrative guidelines and 

consistent with existing and approved Service implementation plans. 

William Winkenwerder, Jr., MD 



(b)( 6),(b )(7)(E) 



(b)( 6),(b )(7)(E) 
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Coordination: Pentagon Force Protection Agency Request for Priority in the 
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Reply ZIP Code: 
20318-0300 

THE .JOINT STAFF 
WAIHINGTCII, DC 

DJSM-0218-03 
12 March 2003 

MEMORANDUM FOR THE ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

Subject: Pentagon Force Protection Agency Request for Priority in the Anthrax 
Vaccine Immunization Program 

1. The Pentagon Force Protection Agency (PFPA) has requested (Enclosure) that its 
Chemical, Biological, Radiological and Nuclear (CBRN) Directorate personnel receive 
priority in the Anthrax Vaccine Immunization Program (AVIP). 

2 . The PFPA request includes a three-tiered approach to vaccination. Tier 1 consists 
oi approximately 128 employees of the Joint Operations Division, Hazard Response 
Division1 and Lab Division. Tiers 2 and 3 consist of administrative and support 
personnel that have limited potential risk for anthrax exposure inherent in their 
duties. 

3. Recommend that Tier 1 personnel be given priority for vaccination as an AVIP 
designated special mission unit (Priority 1). Also recommend that they be provided 
with smallpox vaccinations as an exception to policy. Approval of vaccinations for Tier 
2 and 3 personnel is not recommended. 

Th J . s .. -a . f ~ th ' ti' • (b)(6) . e omt LtD1 pomt o contact ,or 1s ac on 1s (b)(6) .___ _______ ....... 

Enclosure 

Copy to: 

M~~ 
JAMES A. HAWKINS 
Major General, USAF 
Vice Director, Joint Staff 

Director, Pentagon For ce Protection Agency 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 
f ZOO DEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

ACTION MEMO 

March 17. 2003, 3:00pm 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: ~ Y. ~Assistant SecreWy of Defense (Force Health 
Protection and Readiness) 

SUBJECT: Pentagon Force Protection Agency (PFP A) Request for Priority in the 
Anthrax Vaccine Immnnization Program 

• The Pentagon Force Protection Agency requested that its Chemical, Biological, 
Radiological and Nuclear Directorate (CB~ pers~el receive priority in the 
Anthrax Vaccine Immunization Program.{ TAAi C.J. 

• The PFP A request included a three-tiered approach to vaccination. Tier 1 consists 
of approximately 128 employees of the Joint Operations Division (JOD), Hazard 
Response Division (HRD), and Lab Division (LD). Tim 2 and 3 consist of 
administrative and support personnel that have limited potential risk. for anthrax 
exposure inherent in their duties. 

• The Joint Staff recommended that tier 1 personnel ( 128) be given priority for 
vaccination as an A VIP designated special mission unit (Priority 1). The Joint 
Staff further recommended that these personnel be provided with smallpox 
vaccination as an exception to policy. Tbe Joint Staff recommended other tiers 
NOT be vaccinated at this time. (1'~~ -e.). 

• JOD personnel serve in capacities of liaisons to the response crisis center. building 
operation control center and incident command. and may have to travel through 
contaminated areas. The HRD rnay be tasked to collect concentrated air samples, 
collecting swabs from suspicious items, and respond to known biological events to 
ascertain areas of potential contamination. The LD provide hands~n 
manipulation of routine, suspicious and event~generated biological samples for 
agent identification. 

RECOMMENDATION: ASD (HA) sign the coordination memorandum at TAB/;-· 

COORDINATION: TAB W "t> 

Attachments: 
As stated 

Prepared by: Colonel David Adams, OASD (FHP&R), fCbX6) I 
0 



THE ASSISTANT SECRETARY OF DEFENSE: 

WASHINGTON. 0, C. 20301·f2.00 

MAR 2 0 2003 

HEI\t..TH Af"FAIR!l; 

MEMORANDUM FOR DEPUTY UNDER SECRETARY OF DEPENSE FOR 
TECHNOLOGY SECURITY POUCY AND 
COUNTERPROUFERATION 

DEPUTY ASSISTANT TO THE SECRETARY OF DEFENSE 
FOR CHEMICAL BIOLOGICAL DEFENSE 

GENERAL COUNSEL, DEPARTMENT OF DEFENSE 

SUBJECT: Pentagon Force Protection Agency (PFPA) Request for Priority in the 
Anthrax Vaccine Immunization Program 

The Pentagon Force Protection Agency requested that its Chemical, Biological, 
Radiological and Nuclear (CBRN) Directorate personoel receive priority in the Anthrax 
Vaccine Immunization Program. 

Request your coordination on attached memorandum by COB, Mar 21, 2003. 

UJ.Q~;J.J~. 
William Wmkenwerder, Jr., MD 

Attachments: 
As stated 



OFFICE OF THE ASSIST ANT SECRETARY OF DEFENSE 
1200 pEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

ACTION MEMO 

March 24, 2003, 11 :30 AM 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ellen P. Embrey, DASD, Force Health Protection and Readiness 
(1/s//3-24-03 Colonel Rauch) 

SUBJECT: Pentagon Force Protection Agency (PFP A) Request for Priority 
in the Anthrax Vaccine Immunization Program 

• The Pentagon Force Protection Agency requested that its Chemical, Biological, 
Radiological and Nuclear Directorate (CBRN) personnel receive priority in the 
Anthrax Vaccine Immunization Program (TAB C). 

• The PFP A request included a three-tiered approach to vaccination. Tier 1 consists 
of approximately 128 employees of the Joint Operations Division (JOD), Hazard 
Response Division (HRD), and Lab Division (LD). Tiers 2 and 3 consist of 
administrative and support personnel that have limited potential risk for anthrax 
exposure inherent in their duties. 

• The Joint Staff recommended ~at tier 1 personnel (128) be given priority for 
vaccination as an A VIP designated special mission unit (Priority 1). The Joint 
Staff further recommended that these personnel be provided with smallpox 
vaccination as an exception to policy. The Joint Staff recommended other tiers 
NOT be vaccinated at this time (TAB B). 

• JOD personnel serve in capacities of liaisons to the response crisis center, building 
operation control center and incident command, and may have to travel through 
contaminated areas. The HRD may be tasked to collect concentrated air samples, 
collecting swabs from suspicious items, and respond to known biological events to 
ascertain areas of potential contamination. The LD provides hands-on 
manipulation of routine, suspicious and event-generated biological samples for 
agentidentUflcation. 

RECOMMENDATION: That the ASD (HA) sign memo at TAB A 

COORDINATIONS: TAB D 

AITACHMENTS: 
As stated 

Prepared by: Col David Adams, OASD (HA)/FHP&R((b)(6) 1 PCDOCS# 
47345, 47374 0 L------......11 



THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 2030HZOO 

MAR 2 6 2003 
>-IEAI..TI-i AfFAIRS 

MEMORANDUM FOR DIRECTOR, JOINT STAFF 
DIRECTOR, PENTAGON FORCE PROTECTION AGENCY 

I approve your request to vaccinate certain personnel assigned to the Pentagon 

Force Protection Agency against anthrax and smallpox. Specifically, up to 128 personnel 

assigned duties in the Joint Operations Division, Hazard Response Division and Lab 

Division are approved to receive these vaccines. Execution of these vaccination 

programs shall be consistent with previously published clinical and administrative 

guidelines. existing and approved Service implementation plans, and, in coordination 

with the WHS Office of General Counsel, applicable personnel procedures. 

w:QR;·J.AJ~9. 
William Winkenwerder, Jr., MD 

L--------------
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[Categorical Listing] [Numerical Listing] 

HEALTH AFFAIRS 

THE ASSIST ANT SECRETARY OF DEFENSE 
WASHINGTON, D.C 20301-1200 

MEMORANDUM FOR SURGEON GENERAL OF TilE ARMY 
SURGEON GENERAL OF TilE NAVY 
SURGEON GENERAL OF TilE AIR FORCE 

DMMC COntrol# 

2003086-0000015 

(jj) 

15 OCT 1999 

SUBJECT: :Policy for Reporting Adverse Events Associated with the Anthrax Vaccine 

This memorandum establishes the Deparlment ofDefense (DoD) Anthrax Vaocine Immunization 
Program (A VIP) policy for reporting requirements on adverse events possibly related to the anthiax 
vaccine adsorbed (A VA) .. 

Requirements for Generating a Vaccine Adverse Event Reporting System (VAERS) Form V AERS-1 

· For the porposes of reporting anthrax vaccine adverse events, a Form V AERS-1 (Attachment I) 
must be completed and submitted using Service reporting procedures for those events resulting in a 
hospital admission or time lost from duty for greater than 24 hours or for those events suspected to have 
resulted from contamination of a vaccine lot. Further, health care providers are encouraged to report 
other adverse events that in the providers professional judgment appear to be unexpectad in nature or 
severity. In addition, the patient or a health care provider may sobmit a Form V AERS-1 directiy to the 
Food and Drug Administration (FDA) for any possible adverse event. To obtain· Form V AERS-1, 
contact the FDA at 1-800-822-7967 or visit the FDA web site www.fda.gov/cber/vaerslvaers.htm. 
Additional V AERS statistics are available from the Nationai Technical information Services (NTIS) at 
1-800-553-6847. 

A supplemental form (Attachment 2), specifically for nse in connection with anthrax vaccine 
adverse event reporting, will be used by the Services' reportable disease project officers to verifY 
completeness of and to classi!Y each Form V AERS-1. The Services will subntit a copy of the Form 
V AERS-I and a supplemental form to the Army Medical Surveillance Activity (AMSA), U.S. Army 
Center for Health Promotion and Preventive Medicine (USACHPPM). The AMSA will serve as the 
central repository and will monitor ail Form V AERS-1 subntittad. The AMSA will coordinate the results 
of these reports directiy with the DoD A VIP Agency, Office of the Army Surgeon Generai (OTSG), and 
the Services' Surgeons General 

Service Rworting Procedures 

Army: All reports of anthiax vaccine adverse events are subntittad by the chief of preventive 
medicine through the Army's automated reportable disease system to AMSA. Titese reports are 
consolidatad daily into the Defense Medical Surveillance System (DMSS), In addition, a Form 
V AERS-1 is subntittad to the chairman of the supporting medical treatnent facility's (MTF) Pharmacy 
and Therapeutics Committee. Reports are subntittad by the chairman, MTF Pharmacy and Therapeutics 
Committee, to the FDA's Vaccine Adverse Event Reporting System and copies of the Form V AERS-1 
are provided to the reportable disease project officer at AMSA, DSN: 662-0471 or commercial: 
202-782-0471. 

Navv: All reports of anthrax vaccine adverse events are submitted by the preventive medicine 

1/6/00 8:27 M 
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department or the senior medical officer through the Navy Disease Reporting System (NDRS) to the 
Navy Environmental Health Center (NEHC). These reports are consolidated monthly into the DMSS. In 
eddition, a Form V AERS-1 is submitted by the health care provider to the FDA's Vaccine Adverse 
Event Reporting System and a copy to the repottab1e disease project officer at NEHC DSN: 864-5603 or 
commercial 757-462-5500. NEHC forwards a copy of the Form V AERS-1 and the supplemental form to 
AM SA. 

Air Force: All reports of anthrax vaccine adverse events are submitted by the military health care 
provider to the Force Health Protection and Surveillance Branch, IERAIRSRH, 2513 Kennedy Circle, 
Brooks AFB, TX 78235-5123, DSN 240-3471 (commercial: 210-536-4371), FAX DSN 240-6841 
(commercial: 210-536-6841 ).If the incident is lile threstening or a death bes occurred, the report will be 
mada by telephone within 24 hours to IERAIRSRH. These reports are consolidated monthly into DMSS. 
A Form V AERS-1 is submitted to the FDA's Vaccine Adverse Event Reporting System and a copy to 
the Force Health Protection aod Surveillance Branch. A copy of the Form V AERS-1 and supplemental 
form are sent to AMSA. Copies are also provided to the loeal Pharmacy aod Therapeutic Committee, 
major conunaod clinieal pomts of contact, and the Air Force Medical Operations Agency (AFMOA). 

Timeliness ofFonn V AERS-1 Reporting 

A copy of Form V AERS-1 should be submitted to each Service's rcpottable disease project officer 
(AMSA, NEHC, IERAIRSRH) within seven days of the occurrence of the adverse evant. Tha reportsble 
disease project officer is responsible for verifying the completeness of the information on each raport 
aod completing an anthrax vaccine adverse event supplemental form (Attachment 2) prior to sending the 
report to AMSA. The rcpottable disease project officer has seven days from receipt to snbmit the copy 
ofForm V AERS-1 and a completed supplemental form to AMSA so that consolidated DoD reporting 
can be provided to tha A VIP Agency, OTSG. 

Adverse events that are deemed life-threatening (such as anepbylaxis), result in death, or are 
suspected to be the result of contaminated lots must be reported telephonically to each Services' 
reportable disease project officer within 24 hours offue occurrence of the event. Each reportsble disease 
project officer has an additional 24 hours to notify AMSA of the occurrence. Hard copy reports of the 
event should follow the initial telephonic report. 

Classification offue Form V AERS-1 

Each Service's reportable disease project officer is responsible for classifying Form V AERS~ 1 
reports based on the infonnation submitted and any other supplemental information necessary to 
complete a report and make a determination. The following classification system will be used to classify 
each report on the supplemental form: 

Loeal Reactions: 

Mild loeal reactions involve loeal erythema and induration of 1-2 em diameter that may inerease 
in size to 3-5 em. Usnal onset is within 24 hours aod the reaction subsides by 48 hours. Reections 
tend to increase in severity by the fifth injection, then decrease in severity with subsequent doses. 
Mild reactions may occur in up to 30 percent of recipients. 

Moderate local reactions involve local erythema, induration, and pruritus involving an area more 
than 5 em diameter. Subcutaneous nodules may occur at the injection site and persist for several 
weeks. Modemte reactions occur in up to 4 percent of recipients. 

Large local reactions can consist of extensive edema from the site of injection extending past the 
elbow to possibly involving the forearm, in addition to local inflammatory reaction, foeal rash, 
itching, and subcutaneous nodules. Large local reactions occur less frequently. 

Systemic Reactions: 

I/6/00 8:27 A1 
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Systemic reactions usually are characterized by malaise, myalgia, arthralgia, and fatigue. The 
individual may have generalized rash and pruritis, dyspnea, and fever. Focal swelling and itching 
may appear at areas other than injection site. A simple headache may last a short duration and is 
treatable. Chills and fever are rare. Immediate reactions are suggestive of anaphylaxis. Systemic 
reactions rarely occur(< 0.2% injections). 

Report to the Executive Agent of A VIP 

AMSA is responsible for forwarding to the DoD A VIP Agency a weekly summary of the reported 
anthrax vaccine adverse events. This summary will compile the reports of anthrax vaccine adverse 
events submitted by each Service. The classification system maintains consistency of anthrax vaccine 
adverse event reporting within the DoD. 

This policy provides guidance to support the Department's A VIP through improving vaccine 
adverse event reporting procedures of the Services' instruction "Immunization and Chemoprophylaxis" 
(AFll 48-110, AR 40-62, BUMEDINST 6230.15, CG COMDTINST M6230.4E) of November 1, 1995. 
This policy is effective inunediately and shall be included in all Service and Joint Staff plans and 
policies for the A VIP and for joint medical surveillance and force health protection 

Dr. Sue Bailey 

Attachments: 
1. Form V AERS-1 (FDA). Vaccine Adve!Se Event Re.porting System 
2. Anthrax Vaccine Adverse Event Supplemental Form 

IDml 
Last update: 12/1011999 
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THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON. D. C. Z030H~OO 

HII:AL.TH AFF'AI~S ACTION MEMO 

::?P. 
TARY OF DEFENSE 

FROM: i am 1 enwerder, Jr .• MD. ASD (Health Affairs} 

SUB~: Department of Defense (DoD) Provision of Anthrax Vaccine for the Federal 
Bureau of Investigation (FBI) 

• The Assistant Director, Counterterrorism Division of the FBI requested anthrax 
and smallpox vaccinations to support approximately 150 personneL 

• These personnel are integral to the FBI's mission responsible for federal law 
enforcement crisis response to weapons of mass destruction incidents involving 
U.S. interests. 

• Originally requesting anthrax and smallpox, the FBI was successful in acquiring 
smallpox vaccine from the Department of Health and Human Services, the agreed 
upon source for this vaccine. However, DoD remains the primary source of 
anthrax vaccine for all interagency requests. 

• An interagency agreement between DoD and the FBI is requjred and must be 
completed before the request can be supported. 

• DoD Directive 6205.4, fmmunization of Other Than U.S. Forces for Biological 
Weapons Defense, reserves to the Secretary of Defense the authority to approve 
the provision of vaccine to non-DoD entitle.~. 

RECOMMENDATION: That the DEPSECDEF sign the memorandum at TAB A. 

COORDINATlON: TAB B 

Attachment: 
As stated 

Prepared by: Colonel David Adams, FHP&R • ._~(b_)<_6_> __ ....... IPCDOCS 475951 '17'7 )!> 

@ 



DEPUTY SECRETARY OF DEFENSE 
1010 DEFENSE PENTAGON 

WASHINGTON, PC 20301·1010 

MEMORANDUM FOR DIRECI'OR, FEDERAL BUREAU OF INVESTIGATIONS 

SUBJECT; Request for Anthrax Vaccine 

I approve your request for anthrax vaccination of approximately 150 FBI personnel 

who are assigned to national crisis response mis..~ions. This approval is subject to the 

terms of an interagency agreement addressing financial considerations and responsibility 

for any indemnification claim to the Department of Defense. 



... 

SUBJECT: Department of Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau of Investigation (FBI) 

DASD (FHP&R) 

CoS (HA) 

PDASD(HA) 

USD(P&R) 

COORDINATIONS 

(b)(6) nos ~en .8/28/03 

~....,......----"--+----'={-{ (Jir1 

fwJ {sf~:> 

Dr. DavidS. C. Chu~.d, /_,C~? 'fr~3 



SUBJECT~ Department of Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau of Investigation (FBI) 

COORPINATIONS 

(b)(6) 
USD (P) Mar21, 2003 

USD(AT&L) Mar31, 2003 

General Counsel Mar25, 2003 

Director, Joint Staff Mar27, 2003 
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-~~~ Av~able --· -·-· ___ ····-- o From External Source? 

----·--···-----------·-··----- - -·-----------·- -·---------··-·_j 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

HEAlTH AFFAIRS 

ACTION MEMO 

May 6, 2003 10:00 AM 

FOR: ASSIST AN CRET ARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: .a/it-t. br y, ~ , (Force Health Protection and Readiness) 

SUBJECT: Report to Congress on Separations as a Result of Refusing to Participate in 
the Anthrax Vaccine Immunization Program (A VIP). 

• At TAB A is a draft Report to Congress on Separations as a Result of Refusing to 
Participate in the A VIP with a cover letter from Dr. Winkenwerder requesting 
coordination. 

• Section 751 of the National Defense Authorization Act for Fiscal Year 2001 requires 
the Secretary of Defense to submit to Congress an annual written report. on the number 
of members of the Armed Forces who have been separated as a result of refusing to 
participate in the A VIP. 

• Coordinating offices will be given two weeks from the date of the coordinating letter 
to respond. 

RECOMMENDATION: Sign letter at TAB A and forward for coordination. 

COORDINATION: TAB B 

Attachments: 
As stated 

Prepared by CDR Eugene de Lara, DHSD, .... I(b_><_6> __ ___.1 PCDOCs# "'\ '\ ~1 ( "( 



HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

MEMORANDUM FOR UNDER SECRETARY OF DEFENSE, PERSONNEL & READINESS 
ASSISTANT SECRETARY OF DEFENSE, LEGISLATIVE AFFAIRS 
GENERAL COUNSEL~ DEPARTMENT OF DEFENSE 
DIRECTOR, JOINT STAFF 
DIRECTOR, MILITARY VACCINES OFFICE 

SUBJECT: Report to Congress on Separations as a Result of Refusing to Participate in the 
Anthrax Vaccine Immunization Program (A VIP). 

Section 751 of the National Defense Authorization Act for Fiscal Year 2001 requires the 
Secretary ofDefense to submit to Congress an annual written report on the number of 
separations resulting from refusing to participate in the Anthrax Vaccine Immunization Program. 

Request your coordination on the attached package no later than two weeks from the date 
of this memorandum. 

[(b)(6) 

William Winkenwerder Jr., MD 

Attachments: 
As stated 



Service 

Army 

DEPARTMENT OF DEFENSE 
REPORT ON 

SEPARATIONS THAT RESULT FROM A REFUSAL 
TOPARTICIPATEINTHEANTHRAXVACCINE 

IMMUNIZATION PROGRAM 
(January 1, 2002, through December 31, 2002) 

Separations 

0 
0 
0 

Component 

Active 
Guard 
Reserve 

Rank 

NIA 
N/A 
N/A 

Total 

0 
0 
0 

Note: One reported separation occurred in the 2003 and will be reported in a subsequent report 
covering the 2003 tirnefrarne. 

Navy 

Air Force 

Marines 

0 
0 
0 

l 
0 
0 

0 
0 
0 

Active 
Guard 
Reserve 

Active 
Guard 
Reserve 

Active 
Guard 
Reserve 

':</A 
N/A 
NIA 

E-4 
NIA 
NIA 

NIA 
NIA 
N!A 

0 
0 
0 

I 
0 
0 

0 
0 
0 

Services To tal ·--------------------------------------------------------------------------~ 1 
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SUBJECT: Report to Congress on Separations as a Result of Refusing to Participate in the 
Anthrax Vaccine Immunization Program. 

COORDINATION 

Concur Non-concur Comment 

Under Secretary ofDefense (P&R) 

Assistant Secretary of Defense (LA) 

DoD,(OGC) 

Director, Joint Staff 

Director, Military Vaccines Office 



. .. . . 
THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. .WSOH 200 

I.IMMC Control # 

2003085-0000022 

MAY 2 8 2002 
HEAL.TH AFFAfRS 

MEMORANDUM FOR ASSIST ANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (M&RA) 

SUBJECT: Support for an Accelerated Vaccine Planning Effort 

REFERENCES: (a) DoD Directive 6205.3, "DoD Innnunization Program for 
Biological Warfare Defense,"November26, 1993 

(b) DoD Directive 5136.1, "Assistant Secretary of Defense for Health 
Affairs (ASD(HA))," May 27, 1994 

{c) DoD Instruction 6205.2. "Immunization Requirements/1 

October 9,1986 

Action is under way to increase interagency vaccine policy coordination to 
support development, production, distribution and use of vaccines for protection against 
biological warfare agents and other threats to public health. Within DoD, the Deputy 
Secretary of Defense is directing our support. In anticipation of the establishment of a 
more fonnal structure, we must immediately accelerate DoD planning and actions 
necessary to protect against such threats. Our initial efforts will focus on establishing a 
near-term contingency plan for responding to select disease outbreaks. 

In order. to accelerate our work, I am, under the authorities of references (a), (b), 
and (c), establishing a task force with the objective of submitting detailed contingency 
plans by October I, 2002, with monthly interim reports to the USD(P&R). There are two 
immediate actions that require your assistance and support: 

1. The Anny, as Executive Agent for the DoD Immunization Program for 
Biological Warfare Defense, will have the lead for supporting the task force. 
This builds upon the excellent work of the Anthrax Vaccine Immunization 
Program (AVIP) Agency, which has already tllken on broader vaccine 
program roles. 

2. The task force will be established June II, 2002 to develop detailed 
contingency plans for addressing select disease outbreaks. This task force will 
work full-time for four months to produce the required plans. I request that 
each Military Department identify appropriate militsry medical experts to 
participate on this task force. Please nominate one expert for each of the 
following: clinical medicine, preventive medicine, medical planning, and 
medical logistics by Monday, June 3, 2002. We will select one individual 
from each Service for participation in the task force. 



.. 
I • 

This task force will work closely with representatives from the Department of 
Health and Human Services, and with other representatives from across the federal 
government. The Deputy Assistant Secretary of Defense (Force Health Protection and 
Readiness) will oversee the task force and report to me. I plan to work in close 
collaboration with the Assistant Secretary for Health, Department of Health and Human 
Services who has expressed a strong interest to establish joint collaboration now. The 
Under Secretary of Defense (Personnel & Readiness) has asked for an initial report 
within 4 weeks. 

A meeting will be held on June 11,2002 with the task £4'1'9:'11'!··,·~~~~~:J; 
requirements and expectations. My POC is COL Terry Rauch, (b)(6) .__ ____ -I 

cc: 
USD(P&R) 
USD(AT&L) 
JCS (J4) 
Surgeons General 

William Winkenwerder, Jr., M.D. 

Director, Administration & Management 

2 
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[<b)(6) ] CON, OASD(HA}ITMA 

From: \If'· 24:: BaM 
Sent: 

RE: Smallpox~asl< .r:::o-=rce:-::--------------__. 

To: 
Cc: 
Subject: 

looks okay to me. lets do It 

~glnal tbV6)= J:lV, OASO(HA)IrMA 
Sent: ¥~urs= Mi~23, 20021:21 PM 
~~; [(b)(6L -
SwJ~: ~~~al~l~~x~T~as~F~~~---------------------~ 

<< File: Support for Accelerated Vaccine Planning.doc » 

I have made the suggested changes from OTSG to this memo (except for the ones recommending we establish an 
expanded AVIP office in this memo). 

Pis chop quickly (by 1500) and return to me with an "Ok to sign." 

Thanks b 6 

1 
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~)(6) \ CON, OASD(HA)ITMA 

From: 
Sent: 
To: 
Subject: 

(b)(6) Sorry, got behind the power curve yesterday. This looks fme to me and Ms Embrey has also reviewed. 

~Ina!~~~ ...... 

Sent 
To: 
Sub)ect 

(b)(6) -Any update? 

<< FUe: Support for Accelerated Vaccine PJanning.doc » 

I have made the suggested changes from OTSG to this memo (except for the ones reconvnending we establish 
an expanded A VIP office in this memo). 

1 
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THE ASSISTANT SECRETARY OF DEFENSE 
WASHINGTON. D.C. 

cMA i" control I 
2001103-0000033 

® 
HEAL TI-l AFFAIRS 

MEMORANDUM FOR SURGEON GENERAL OF THE ARMY 
SURGEON GENERAL OF THE NAVY 
SURGEON GENERAL OF THE AIR FORCE 

OCT 15 1999 

SUBJECT: Policy for Reporting Adverse Events Associated with the Anthrax Vaccine 

This memorandum establishes the Department of Defense (DoD) Anthrax Vaccine 
Immunization Program (A VIP) policy for reporting requirements on adverse events 
possibly related to the anthrax vaccine adsorbed (AVA). 

For the purposes of reporting anthrax vaccine adverse events, a Form VAERS-1 
Attachment 1) must be completed and submitted using Service reporting procedures for 

ose events resulting in a hospital admission or time lost from duty for greater than 24 
hours or for those events suspected to have resulted from contamination of a vaccine lot. 
Further, hea~h care providers are encouraged to report other adverse events that in the 
provider's professional judgment appear to be unexpected in nature or severity. In 
addition, the patient or a health care provider may submit a Form VAERS-1 diractiy to 
the Food and Drug Administration (FDA) for any possible adverse event. To obtain Form 
VAERS-1, contact the FDA at 1-800-822-7967 or visit the FDA web site 
www.fda.gov/cber/vaers/vaers.htm. Additional VAERS statistics are available from the 
National Technical Information Services (NTIS) at 1-800-553-6847. 

A supplemental i I for use in connection with anthrax 
vaccine adverse event by the reportable disease project 
officers to verify completeness and to classify each Form VAERS-1. The Services will 
submit a copy of the Form VAERS-1 and a supplemental form to the Army Medical 
Surveillance Activity (AMSA), US. Army Center for Health Promotion and Preventive 
Medicine (USACHPPM). The AMSA will serve as the central repository and monitor all 
Form VAERS-1 submitted. The AMSA will coordinate the resu~s of these reports directy 
with the DoD A VIP Agency, Office of the Army Surgeon General (OTSG) and the 
Services' Surgeon General. 

Services Reporting Procedures 

~1 AU reports of anthrax vaccine adverse events are submitted by the chief of 
preven e medicine through the Army's automated reportable disease system to AMSA. 
These reports are consolidated daily into the Defense Medical Surveillance System 
(DMSS). In addition, a Form VAERS-1 is submitted to the chainman of the supporting 
medical treatment facility's (MTF) Pharmacy and Therapeutics Committee. Reports are 
submitted by the chainman, MTF Pharmacy and Therapeutics Committee, to the FDA's 
Vaccine Adverse Event Reporting System and copies of the Form VAERS-1 is provided 
to the reportable disease project officer at AMSA, DSN: 662-0471 or commercial: 
202-782-0471. 

4112/0111:21 AM 
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, ~: All reports of anthrax vaccine adverse events are submitted by the 
prevenuve medicine department or the senior medical officer through the Navy Disease 
Reporting System (NDRS) to the Navy Environmental Health Center (NEHC). These 
reports are consolidated monthly into the DMSS. In addition, a Form VAERS-1 is 
submitted by the health care provider to the FDA's Vaccine Adverse Event Reporting 
System and a copy to the reportable disease project officer at NEHC DSN: 8645603 or 
commercial 757-462-5500, NEHC forwards a copy of the Form VAERS-1 and the 
supplemental form to AMSA. 

: All reports of anthrax vaccine adverse reactions are submitted by the 

~
~~~~~~~~~!~to the Force Health Protection and Surveillance Branch, Circle, Brooks AFB, TX 782355123, DSN 240-3471 

FAX DSN 240-6641 (commercial: 210-536-6841 ). If the 
is life threatening a death has occurred, the report will be made by telephone 

within 24 hours to IERA/RSRH. These reports are consolidated monthly into DMSS. A 
Form VAERS-1 is submitted to the FDA's Vaccine Adverse Event Reporting System and 
a copy to the Force Health Protection and Surveillance Branch. A copy of the Form 
VAERS-1 and supplemental form are sent to AMSA. Copies are also provided to the 
local Pharmacy and Therapeutic Committee, major command clinical points of contact 
and the Air Force Medical Operations Agency (AFMOA). 

Timeliness of Form VAERS-1 Reporting 

A copy of Form VAERS-1 should be submitted to each Services' reportable 
disease project officer (AMSA, NEHC, IERA/RSRH) within seven days of the occurrence 
of the adverse event. The reportable disease project officer is responsible for verifying 
the completeness of the information on each report and completing an anthrax vaccine 
adverse event supplemental form (Attachment 2) prior to sending the report to AMSA. 
The reportable disease project ofticer has seven days from receipt to submit the copy of 
Form VAERS-1 and a completed supplemental form to AMSA so that consolidated DoD 
reporting can be provided to the A VIP Agency, OTSG. 

Adverse events that are deemed life-threatening (such as anaphylaxis), resu~ in 
death, or are suspected to be the result of contaminated lots must be reported 
telephonically to each Services' reportable disease project officer w~hin 24 hours of the 
occurrence of the event. Each reportable disease project offiCer has an additional 24 
hours to notify AMSA of the occurrence. Hard copy reports of the event should follow the 
initial telephonic report. 

Classification of the Form VAERS-1 

Each Services' reportable disease project ofticer is responsible for classifying 
Form VAERS-1 reports besed on the information submitted and any other supplemental 
information necessary to complete a report and make a determination. The following 
classification system will be used to classify each report on the supplemental form: 

Local Reactions: 

Mild local reactions involve local erythema and induration of 1-2 em in diameter that may 
Increase 1n siZe to 3-5 em. Usual onset is within 24 hours and the reaction subsides by 
48 hours. Reactions tend to increase in severity by the fifth injection, then decrease in 
severity with subsequent doses. Mild reactions may occur in up to 30 percent of 
recipients. 

Moderate local reactions involve local erythema, induration, and pruritus involving an 
area more than 5 em diameter. Subcutaneous nodules may occur at the injection site 
and persist for several weeks. Moderate reactions occur in up to 4 percent of recipients. 

4/1210111:21 iWI 
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barge local reactions can consist of extensive edema from the site of injection extending 
past the elbOw tO possibly involving the forearm, in addition to local inflammatory 
reaction, focal rash, itching, and subcutaneous nodules. Large local reactions occur less 
frequently. 

Systemic Reactions: 

,us!Jallly are characterized by malaise, myalgia, arthralgia, and fatigue. 
generalized rash and pruritis, dyspnea, and fever. Focal 

swelling and 1n~,;:r, ~:/'rfcr~ at areas other than injection site. A simple headache 
may last a short d is treatable. Chills and fever are rare. Immediate reactions 
are suggestive Systemic reactions rarely occur (greater than 0.2% 
injections). 

Report to the Executive Agent of A VIP 

AMSA is responsible for forwarding to the DoD A VIP Agency a weekly summary of 
the reported anthrax vaccine adverse events. This summary will compile the reports of 
anthrax vaccine adverse events submitted by each Service. The classification system 
maintains consistency of anthrax vaccine adverse event reporting within the DoD. 

This policy provides guidance to support the Departments A VIP through 
improving vaccine adverse event reporting procedures of the Services' instruction 
"Immunization and Chemoprophylaxis" (AFJI48-110; AR 40-562; BUMEDINST 6230.15; 
CG COMDTINSTM6230.4E) of November 1, 1995. This po[cy Is effective immediately 
and shall be included in all Service and Joint Staff plans and policies for the A VIP and for 
joint medical surveillance and force health protection. 

Dr. Sue Bailey 

41121011 1:21AM 



Jtts 
VACCINE ADVERSE EVENT REPORTING SYSTEM For CDC/FDA Use Only 

24 Hour Toll Frealnfonnation 1-80()..822¥7967 VABRS Number 
P.O. Box 1100, RockvMJe, MD 20849-1100 

Th 

Patient Name: Vatcine administered by (Name): Form completed by (Name): 

""' Fint M.l. Responsible Relation Ovacci~~e Prmoidu 0 Pa~1111Paren1 
Physician to Patient o....,_, 0"""' 

"""''" Facility Name/ Address Address (if differemfrqm paJfent or provider I 

C1cy ,.k Zip Cicy .... Zip acy - Zip 

Telephone no. r ) l T,;,- •.f l 

1. State r 2. County whel'll edministel'$d .!J 0ute ol birth I 

' 
r" p,,.,..,. 

'·~;.OF • 0"" 

ewnts(s) (symptOms, Signs, Ume WUIS&) and treatment, it any ~ Cl19ck aK appn;,prtate: 

' ' D Patient dBtl (Gate ) 
0 Life threatening Illness mm "' 'fl 
Cl ReQuirsd emergency room/dcclor loislt 
D Reqlired hcspltallzstlon days) 
0 Aesttted In prokmglltkm of hospitalizatiol'l 
D Resulted In pen'NlllElnt diSabiity 
D None of the above 

9. Pa!ienl: !&COVered DYES 0NO 0UNI<NOWN ;gr 
I I I I 

12. Relevant dlagnostle 188l911abomtory data mm "' " .. ... " "~ 
i .10 

No. Previous 
Vacclns (typE~} Manufacturer Lot number ......,., .. -· • 

• 
< 

• 
14. Any olhpr vaccloatlons within 4 weeQ prior to the data listed in no. 10 

No. Previous """ Vacclll8 {lype) Mantlf&durer Lot number ,,,,.,. .. ,_ 
""' • 

b. 

"·~""""' 
I 

g I 0 Mlntary lurtds 
D r;·, r D Otherll.mkntlwn 

18. II ,._.,, 19. 
' 

ONo 

~· 
20. Haw you reported u 

this advetM &Y8f'lt 
previc~o~sly? OTodoctor OTo ITlll!ufacturer 

I I I ~ ...... Ooo" ~:: .. ==· E"M ... 
Olnpetlenl 

J:jln brother 28.15day-? 21. Rspalt typs 
or sister CYn CNo 0 Initial 0 Follow-Up 

'·""'" ·~-,' 
I ,;;;;.~ 

'""' 



GENERAL 

"Fold in thirds, tape & mail-DO NOT STAPLE FORM" 

BUSINESS REPLY MAIL 
FIRST ..CLASS MAIL PERMIT NO. 1595 ROCKVILLE. MD 

POSTAGE WILL BE PAJD BY ADDRESSEE 

1tl Y.t!~~o 
Rockville MD 20649-I 100 

I NO POSTAGE 
NECESSARY 
FMAilED 
IN THE 

UNITED STATES 
OS< APOIFPO 

latlaiJI,ulnJ,,IItJI,Jaatul!iuJ!{(,,,IIunl,lal 

DIBECTJONS FOR COMpLETING FORM 

{Additional pages may be attached if more space is needed) 

Use a separate form for each patient Complete the form to the best of your abilities. Items 3, 4, 7, 6, 10, 11, and 13 are considered 
essential and should be completed whenever possible. Parents/Guardians may need to consult the facility where the vaccine was 
administered for some of the information (such as manufacturer, Jot number or laboratory data.) 
Refer to the Reportable Events Table {RET) for events mandated for reporting by law. Reporting for other serious events felt to be 
related but not on the RET is encouraged. 
Health care providers other than the vaccine administrator 0/A) treating a patient for a suspected adverse event should notify the 
VA and provide the information about the adverse event to allow the VA to complete the form to meet the VA's legal responsibility. 
These data will be used to increase understanding of adverse events following vaccination and will become part of CDC Privacy 
At;t System 09-20-0136, ~Epidemiologic Studies and Surveillance of Disease Problems~. Information identifying the person who 
received the vaccine orthat person's legal representativewill not be made available tothe public, but may be available to the vaccinee 
or legal representative. 
Postage will be paid by addressee. Forms may be photocopied (must be front & back on same sheet). 

SPECIFIC INSTRUCTIONS 
Form Completed By: To be used by parents/guardians, vaccine manufacturers/distributors. vaccine administrators, and/or the person 

Item 7: 

Item 9: 

Item 10: 
Item 11; 

!!em 12: 
Item 13: 
Item 14: 
Item 16: 
Item 17: 
Item 16: 

completing the form on behalf of the patient or the health professional who administered the vacx:ine. 
Describe the suspected adverse event. Such things as temperature, local and general signs and symptoms, time course. 
duration of symptoms diagnosis, treatment and recovery should be noted. 
Check "YES' if the patient's health condition is the same as it was prior to the vaccine, ~No~ if the patient has not returned 
to the pre-vaccination state of health, or "UNKNOWN~ if the patienfs condition is not known. 
Give dates and times as specifically as you can remember. If you do not know the exact time, please 
indicate "AMM or '"PMM when possible if this information is known. Jf more than one adverse event give the onset date and 
time for the most serious event. 
Include '"negative" or "normal" results of any relevant tests performed as well as abnormal findings. 
List ONLY those vaccines given on the day listed in Item 10. 
List any other vaccines that the patient received within 4 weeks prior to the date listed in Item 10. 
This section refers to how the person who gave the vaccine purchased it, not to the patient's insurance. 
List any prescription or non-prescription medications the patient was taking when the vaccine(s) was given. 
List any short term illnesses the patient had on the date the vaccine(s) was given {I.e., cold, flu, ear infection). 

Item 19: List any pre-existing physician-diagnosed allergies, birth defects, medical conditions {including developmental and/or 
neurologic disorders) for the patient. 

Item 21: Ust any suspected adverse events the patient, or the patienfs brothers or sisters, may have had to previous vaccinations. 
If more than one brother or sister, or lf the patient has reacted to more than one priorvaccine. use additional pages to 
explain completely. For the onset age of a patient, provide the age in months if less than two years old. 

Item 26: This space is for manufacturers' use only. 



SSN of recipient:---------- Date of adverse event: --------

Service: 0 USA 0 USN 0 USAF Date of vaccination: ________ _ 
0 USMC 0 Other 

Location (facility) of adverse event: 

Meets criteria for required reporting: 

Patient hospitalized: 

Patient on quarters > 24hrs: 

Classification of reaction: 

0 Yes 0 No 

0 Yes 0 No 

0 Yes 0 No 

0 Mild local reaction 
0 Moderate local reaction 
0 Largelocalreaction 
0 Systemic reaction 

Suspected lot contamination: 0 Yes 0 N o If yes. lot nwnber: _____ _ 

Form submitted by: 0 AMSA 0 NEIIC 0 IERAIRSRH 

Date fonn submitted to AMSA: _______ _ 

Comments: 
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THE ASSISTANT SECRETARY OF DEFENSE 
WASHINGTON. D.C. 

CMA T Control # 
2001103-0000034 

® 
HEALTH AFFAIRS 

MEMORANDUM FOR SECRETARY OF THE ARMY 
SECRETARY OF THE NAVY 
SECRETARY OF THE AIR FORCE 

SUBJECT: Policy for Deviation from Anthrax Vaccine Immunization Schedule 

SEP 11 1998 

Full immunization with Anthrax Vaccine Adsorbed requires six doses administered over 
18 months to complete the primary series. Doses are to be administered at 0, 2, and 4 
weeks, 6 months, 12 months, and 18 months (where the first dose is given at "week 0'1. 
Yearly boosters are administered thereafter to maintain immunity. This schedule is the 
only regimen shown to protect humans against anthrax and is the schedule approved by 
the Food and Drug Administration. 

At its April 15, 1998 meeting, the Infectious Diseases Control Subcommittee of the 
Anmed Forces Epidemiological Board (AFEB) reviewed the data available on this issue 
and made recommendations based on this data. This DoD policy is based upon the 
AFEB recommendations. In addition, the Advisory Committee on Immunization Practices 
(ACIP), U.S. Public Health Service (MMWR Vol. 43, No. RR-1, Jan. 28, 1994) does not 
generally recommend reinstitution of the entire series of a vaccine because of an 
interruption in the immunization schedule. For the anthrax vaccine! this approach is 
supported by unpublished data in humans that shows a robust antibody response to the 
anthrax vaccine one to two years after a partially completed primary series. However, 
because the consequences of inhalation anthrax are severe and the correlation between 
serum anthrax antibody titers and protection in humans is uncertain, the policy outlined 
in this memorandum reflects a more conservative approach to dealing with an 
interruption of the anthrax vaccine immunization schedule than the ACIP 
recommendation (Le., restart the primary immunization series with the first dose if only 
one dose in the primary series has been administered and more than two years have 
elapsed). 

Based on the findings cited above, the Department of Defense policy shall be to adhere 
to the published immunization schedule. Deviation from this schedule should be the 
exception rather than the rule and be documented by bonafide reasons such as 
pregnancy, active infection, etc. Although the effect of specific deviations from this 
schedule on the efficacy of the vaccine is unknown, in general, the greater the deviation 
the Jess certain the protective effect in humans. 

Doses of the vaccine should not be administered on a compressed or accelerated 
schedule (for example, shorter intervals between doses or more doses than 
required) For an individual who is late for or has missed a dose in the standard 
immunization schedule, the following procedures shall be followed: 

. If only one dose in the primary series has been administered and more than 
two years have elapsed, restart the primary immunization series with the first 
dose. 

• If one dose in the pMmary series has been administered but less than two 
years have elapsed or two or more doses have been administered, the 

4/1210111:20 IWo 
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primary series does not need to be restarted. Resume the primary series with 
admimstration of the next dose in the series. Administer subsequent doses of 
vaccine at intervals based on the date the last dose was given, not when it 
was originally scheduled . 

. If an annual booster has not been administered on time, administer the 
booster dose at the eartiest possible date, adjusting the subsequent booster 
schedule accordingly. Once the primary series of six doses is complete, the 
primary series is never repeated. 

This policy is effective immediately and should be included in Service and Joint 
Staff plans and policies for the Departments Anthrax Vaccine Immunization 
Program. 

Dr. Sue Bailey 

Surgeon General of the Army 
Surgeon General of the Navy 
Surgeon General of the Air Force 
Director of the Joint Staff 

HA Policy 98..045 
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THE ASSISTANT SECRETARY OF DEFENSE 
WASHINGTON, D.C. 

2001103.0000036 

® 

MAR 10 2000 

MEMORANDUM FOR SECRETARY OF THE ARMY 
SECRETARY OF THE NAVY 
SECRETARY OF THE AIR FORCE 

SUBJECT: Policy on Adherence to the Anthrax Vaccine Immunization Schedule and Medical 
Exemptions to Anthrax Vaccination 

This memorandum is intended to provide policy guidance on the following medical 
issues: compliance with FDA-approved vaccine guidelines on the scheduling and 
administration of anthrax vaccine; the medical exemptions to anthrax vaccination; and 
the reporting of adverse events associated with the anthrax vaccine. 

Dosage Schedule. 

The Commissioner of the Food and Drug Administration (FDA) recently expressed 
concern over reports that some members of the Armed Forces in both Active and 
Reserve components are receiving their anthrax vaccine doses substantially later than 
called for by the schedule approved by the Food and Drug Administration (FDA), as 
described in the vaccine manufacturer's package insert. As stated clearly in all Anthrax 
Vaccine Immunization Program {A VIP} policies, full immunization requires six doses 
administered at 0, 2, and 4 weeks, and at 6, 12, and 18 months, to complete the primary 
series. This schedule is the only schedule approved by the FDA at this t1me. 

All reasonable steps should be taken to ensure that shots are given on or as close as 
possible to the recommended schedule. As stated in my memorandum of September 11, 
1998 (HA Policy No. 98-045), doses of the vaccine should not be administered on a 
compressed or accelerated schedule (for example, shorter intervals between doses or 
more doses than required). 

Continued senior leadership attention is necessary to assure proper implementation of 
the program. Administration of the vaccination schedule at the unit command level 
requires, at a minimum, notification to the recipient of the date, time, and location for the 
next scheduled shot, the availability of the next shot at the proper time, and 
implementation of a procedure to recall the patient if he or she does not appear as 
scheduled. Higher command levels should monitor and provide appropriate follow-up to 
ensure compliance. Accurate documentation in both individual medical records and 
Service-specific automated immunization tracking systems will greatly aid this effort. 
Attention should be directed to those units having a significant percentage of the second 
and third doses being administered more than seven days late, and the fourth, filth, or 
sixth doses being given more than 30 days late. 

To ensure uniformity of practice, in cases in which a dose is received beyond the 
scheduled date, administration of the next shot in the series should be based on the 
interval of time between doses, as indicated on the FDA-approved schedule. The 
approved dosing intervals are: two weeks between doses 1 and 2; two weeks between 
doses 2 and 3; five months between doses 3 and 4; six months between doses 4 and 5; 
and six months between doses 5 and 6. For example, if dose 3 is received six weeks 
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. after dose 2 (rather than the normally scheduled two weeks), dose 4 should be given five 
months after dose 3. There are no data to support reduced immune effectiveness of the 
vaccine if doses are given later than the scheduled time but doses given too early may 
result in reduce immune responses. 

Medical Exemptions. 

The granting of medical exemptions is a medical function that can only be performed by 
a privileged health care provider. Such individual exemptions should be applied only 
when medically wanranted, with the overall health and we~are of the patient clearly in 
mind. The granting of medical exemptions should be based on potential benefits versus 
risks and should always take into consideration the immediate threat assessment. 

Temporary medical exemptions are warranted in the fiVe situations listed below. 
1. Immunosuppressive Therapy. Individuals receiving systemic corticosteroid therapy, 

other immunosuppressive drug therapies, or radiation therapy, may be in a state of 
temporary immunodeficiency. Because of potential suppression of the immune 
response, these individuals should be deferred from receiving the anthrax vaccine 
until immune function returns, as determined by the attending physician. 

2. Acute Illnesses. Serious acute diseases or acute injuries may be potentially 
aggravated by anthrax vaccination or can lead to more severe side effects with 
immunization. This includes any acute febrile illnesses. Vaccinations may resume, 
as determined by the attending physician. 

3. Post-surgery. Post-surgical situations may warrant temporary vaccination 
deferment in order to ensure full recovery throu~h convalescence. The timeframe 
when vaccinations may resume following a surg1cal procedure will be again be 
determined by the patienfs attending physician. 

4. Pregnancy. Anthrax vaccine should be deferred until after pregnancy. Because 
anthrax immunization is largely based on occupational risk, vaccination should 
resume with full assumption of duties following pregnancy, unless a longer 
post-partum interval is medically indicated, and be in accordance with current DoD 
and Service policies. 

5. Other Conditions. In situations where a medical condition is in the process of being 
evaluated or treated, a temporary deferral of anthrax vaccination may be 
warranted. This would include significant vaccine-associated reactions that are 
being evaluated. The timeframe for defenral will be determined by the attending 
physician, and in accordance with current DoD and Service policies. 

Situations warranting a permanent medical exemption include: severe reaction to a 
previous anthrax vaccination, where it has been determined that further vaccination will 
seriously endanger the health status of the patient; and Human Immunodeficiency Virus 
(HIV) infection and other chronic immunodeficiencies, where the immune response may 
be unpredictable and such individuals would not be deployed to a high threat area. 

If an individual's case is complex or not readily definable, an allergist/immunologist, or 
other appropriate medical specialist, should be consulted before any exemption is 
granted. If a permanent deferment from further immunizations is indicated, appropriate 
DoD and Service policies will be pursued for the granting of such exemptions. Medical 
records will be accurately and appropriately annotated pertaining to any temporary or 
permanent exemptions. Health care providers will periodically review exemptions, to 
assure that they continue to be valid. 

Adverse Events. 

As provided in HA Policy No. 99-031, Policy for Repotting Adverse Events Associated 
with the Anthrax Vaccine, 15 October 1999, any serious adverse reaction temporally 
associated with receipt of a dose of anthrax vaccine should be immediately evaluated by 
a privileged health care provider and any specialists, if indicated. The clinical practice 
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• guidelines available on the A VIP web site (www.anthrax.osd.mil). can also be consulted. 

Vaccine Adverse Event Reporting System (VAERS) reports shall be filed using Service 
reporting procedures for those events resulting in hospital admission or lost duty time or 
work greater than 24 hours or from those events suspected to have resulted from 
contamination of a vaccine lot. Further, health care providers are encouraged to report 
other adverse events that in the provider's professional judgment appears to be 
unexpected in nature or severity. In other sttuaftons in which the patient wishes to submtt 
a Fonm VAERS-1 report, the health care provider will assist the patient in completion of 
the reporting form. VAERS-1 fonm reports may be obtained by accessing the A VIP web 
site or by calling the FDA at 1-800-822-7967. 

These policies are effective immediately and should be communicated to appropriate 
commanders, health care providers, and others involved in the implementation of the 
A VIP. 

Dr. Sue Bailey 

Surgeon General of the Anmy 
Surgeon General of the Navy 
Surgeon General of the Air Force 
Director of the Joint Staff 
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DoD NCB ....... Del"* Woritiac Groap 
MINtJTIS OF M£ETINC 

Dace: Novaaber17, I"' 
Tbne: U :OO p.n1. ·llsJO p.m. 

Subjacc.: See Altaehed Atonda. 

AUeJidocl: MG Claypool, R..U)M Mayo. (RIT LTC) Voq ... , Mr. CaldoiU, CAPT 
)tlplre, COL Huycke, l>r. CI.Mwson, Mr. Kuhn, LTC TbomptOn, LTC Pienoa, LTC Ro., 
Dr. Clrono 

MG Ctaypaol •* opcadlll nnarks. TQe paf'PC* or thla •ceCln& wa11 to dilcust the 
-aendaltcma, I.e., filUM rtla._. 1o PB, INDI, and reJ.red fteld tralafn1- HJa nnt questloa 
wu to reartJ1111 the IIMd for the ~·P. Ia 1h.,. pwl"ppSC to condn•• on • ~ blts1•1 
11lc consen~~IM wM pc~~~l&lve. Coneral Claypool noc.d tbat be wiU reeire IM)Oft and lhil would 
he bU last mecdna. Hla replacancmt bas not ._.ldcntlfled. He wiD rocemmend that 
RADM Cowan or Mr.Jlldulrck cbal:r thllllloollftl Ulltil bil repl~~eeme~~t II MnoUMed. 

Tbc nnt item • tM aaenda waa to dlac::ua the ...... ot lbe polk:y on PB. MG Claypool 
nc~ced tbat dUll w• .,....ben: Ia pnpe111 lo the SBCDEF' tor alpa&ure.. U or whn It wtP 
be ldped .. •Dknowa. Slnas tbk has DOt..._..-, maaben arc nolat l1bert)' te 
dfllll!ll'lfMte the dnft. Mr. Cedotal .. ...,_. tbat It na.llht be approprla1e Co write 
anodler ._.,.o an INDL U the SBCDBF CODCUn and lips that ateMO, Dr. BaUcy eoald 
refe.ralce tt aftdlled • ...-no Oft P8. 

The aat ltetn oa tbe ,...ada wu a pnsadadon »out lbe l&ltus of abe PB protoeoJ by LTC 
PknoD. LTC Plonon WM np~ttna MG Partor. He pr~ldod luielh•c cJ.ru 
(attacbed). He dllciJIIId die hlaory oltbo PB protocoL He atated lbat thla recocNaes U..t 
mtlltary opentfona occur .,_ alpec:trum ot threats with volafttai'J to mandatory 
patrdci .. don. 1be p..-.col pro.tdu. mtcha.U.. .., tntonn semco mem~111 or 
lafnrmat.lon raqulred by Exeeuttte Ordet- 13139 aacl c:baDeo- to FDA rqalaUonl (ll CFR 
50.21. n will be a c:MIIen,. for Jmploment•tJon bec:au.e ot •tr·admlalstndon and 
lolf•ctcal trackln1 requiremtmt&. The protocol hM bad a sort• ot revlalona In the ,_., six 
month. baled oa vanoaa IMCitutJon .. ns.tew•. T,..,ntna ft4ulnments of the E•ocudH 
Order are bidudod In the protoeol to include! the balllll for a Presldmtlal determbaatlon 
that Informed coa.nt Ia aot ftallble; meant tor &nddllt u.e IU'Id sick! effec:ta; benaftta and 
rflb or the lnveldpdonal dnat; alld a •tatontent tbat tho druc It aot approved. The 
o•tstancllna lllu. to coaapltk &be protocollndelde; duutbfQ~ 1M ncord koeplnc ayawn 
which 111111& be capUie oltraddn1 frvm HppiJu to lndiYidual; piau tor dlaamlnad011 of 
lnformad011; r.orcllq uae ot drot io die ratdlcaJ ncord; daUy ccua~ ot lndJ¥idul .._ ot 
PB; ,_-deplo,.mt Kreealac; aad eollectloe ot aa nport forma. 

DlKPIIIion ,..,..,._ Mr. CaldotU -.. ., t& wtft be two protoeGk. ono wtth and oac 
wtu.-a fnf..,..od COMalt. The aMWcr' s. tM qaadon Is No. 'lbere Ia Dilly one p~ 
W'hldl d.mb• ctMidldoes oder wlllda PB ..rnw.k&r•Uon would be under l'Oiutary or 
IIWIIlaeory coadi~ He Mbd aboQt Cbe lat'om.ecl eonMDt proc:ca tn the tldd 
atviroamenL LTC....._ felt that die edaadoft ~ needed to be Ia adftnce -
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perhaps at doplnyment. Penonntl tfgn that they have been briefed. Tbe Informed tonseat 
pert tomes when U.o eommand ddumiJIOI that PB should be distributed or taken. In smne 
deployments, It may be know In adnn~ thAt aa threat ex~* aad penonnel may be ~lven 
PB tlaba at deployiiiCilt after the eclucatlon•d brtof. Pe1110nnel wiD sip tllat they ha•e tba 
tahleea and U!a taldna of tbe tablet Ia the coneenL 1'benl noccls to be a daily c:onaWI of wbo 
took what at tile unlt le'Wll a11d this rorwudod for rec:onlkapln1 pprposes. Penonncl will 
be told Chat &bcly ~nnot be onlencl to take the PB pnb£ the President approved a w~ver 
or iJifonned coh&ellt. 'Ild• wtU be scaffed and presented to tho lRB and FDA. The FDA 
would have to sip oft'. Dr. Cirone uked it this plan would meet the roq11trements of the 
EO and Sectjoa 1107. Both LTC flenon and Mr. Cudotti belfeyed th11t It would or tlult it 
eoalld be properly argut:d that It sadlfla the requirements. It wa11 noted that In time lite 
PIC eould be LIM!d for trackfna-. RA DM Mayo notod that tbe record keeptne could t»o .lust 
II'"' tho anthnax vacdno. The dhltrlbution of the PB &a blot would be like the vaccine. lt 
eoeald be rceorded aacl tnekod 111 the same manner with dle ..mo adverse reaalon data 
recorded. L'l'G (a.t) Vesaer noted that Che tra1ntn1 upeet wlll be dJtrkult In Cha' some 
unlu will min and otben have a run tnlnln1ildledule and th1• may not be al dl• top or 
dlelr HJt ()f training prfortdes. Other da.ualon condnuecl naalty aot1n1 Chat dJe HSRRB 
wnl be l:iftfl d1o protoc:ollo Jaaury lOOO. After review and eomment. at will p to the 
Joint Swtf for review ancl comment or apprc.val by tbo CJNCs. Tben back to the liSR.RB 
before ao\•t to the FDA. MG 01:ypool Mlft~ tha1 a proof of eonc:ept woulcl be lfe8l if 
possible- 0-J., use tbk ht • tntnlnc eurdn to lest lbc system. 

The ned Item on the apllda was the brfenft8 on tbe roplatocy stahl• ofPB by Dr. 
Cl~w•oa. His brtonna cbartl are attached. flo noted lbe bl1tory of the proceq slncc 1994. 
He stated that the sponsor plan wu pnwented to tho FDA whh a pl1n for two 1tudles- one 
In JUIDN pip &o correlate lUIC A OlE, P8 blood Ieveli, duue Ache Jnhfbldon, and e~klnt 
or ruovory of a ph1sfololfcaUy rdennt rtapclPIC! In dlapbraJm mU&Cie. Tbls would 
tndude lhe study ot recovery of plnea pJ1 RBC ACbl!: h•hlbidon In vitro. Th othor 1tudy 
would be O:JNW'Ute 10 soman or buman UCs ra~~ovod trom voJunt•n c:Jven PB. 'JlJJ!J plan 
waa pl"'lSC!nted to lbc FDA. FDA roquestech Add a lethality arm to the plnea piastud.J 
(coneurred): add a ~nd IJIOC!In (aareod &o add abe rat); conaJdor die use of me~~us 
(llnraolwd); provldG jul;dftcatlon ot tro&'l-lpeclu simllaritfoa (liUbmlned). The Animal 
Use Committee approved the ploea pta ~lady protoc:ol In Aucu•& 1999. 'l1le pilot •tu•ties 
are underway and the esdlaated completJoa date Is the 4.., quarter Ji''VOO. 1be nat ltUdy 
protocol Ia In prepanUon with an admated start date of 1• qua11er FYOO. Th• estJm•~ 
ccqpJetion da&a II 111 quarter J'Y01. The dJalcalstudy protocolll Jn preparation with an 
atJ.Jnaced ltart date of z• qaarUr JYOO aDd an I!Mtmated c:omp1etlon ate nf 3rd q\t!U'ter 
FYOO. The anraolvcd l..ae f1 the requirement for a primate rtudy. Dr. Clawson noted 
that they are loGkln1 at a new manufaeturer (ICN). The new fonnulatioa. wiU require-. 
bioequfvalence iiludy hetore approved by tbe PDA. Estimated start date is 4'11 qiW'ter 
FYOO wlth a resub1nlt blraot elate o1411 quarter FY01 for the NPA. 

Dlscuaton tollowod. VSAMMDA e¥pecll &o heAr fi'ODII the FDA before tbe no" year about 
the need for the prbnate .-ly, It nq .. ml to do thfli, the IICUdy would be expected to start 
n~t summor wtth a compledon dag ot one yoar from the start. A ,;lpjlletnt concern Is 
the appro.a1 ol &ho AnlmaJ U-e Committee and the avalla.blllty ot rbos1IB monlcoy1, 

The next tapie waa the DRAFT non Dlreettvo OD Ule of PB. MG Claypool noted that tile 
draft fli Sn Dr. Bailey'• omce for sic:nlltun or the ~rdlnadon document. Onee staned, it 
wiU be hllnd eanied to staff offtcas with a IRISpen. of January lS, 1000. 
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The 1111t lc.n o• tlae ...,..... was • dlr..:O. ttl tbe tnlnfnt J't!Clulremenc. ot the Scdf011 
· 111'7 and abe £0 13139. Coplol ot the Sedion l1W7, Section 13139, and tbe Interim Fi
R•fe by lhe FDA on the Wllllver ollnffN'IDed co.ant were prama.od to lhe metDhen. Also a 
.tnlt ltalem«<C fw ,....blo .-to pl'D~ lhe Sentca lnfonnalloa for ~Mnuall, tralntua 
d..-nd pa•pb...._ Dr. Cfroee wm wort. with tbe AniiJ sc Atatr to • "'-'and hew 
to pre,.re and dktrtbate lalonn.1don '*lllin:d for rnlDina· 

MG O.ypool Mked for doliat na.rb. Mr. CatdoUj a.kod about tile POC tor the PDA 
thlt wu ~ wltb Mr. ODwr-On about die dabal ot die BtoPorl review. ,.,G 
Ct.ypool .oted lbat Mr. OUYU wiD work with .J1I'O aad he wan~ a lot by lot report of 
anthrex .acqne nabla. MG ClafPOGi IMIQted m.t we have CMU~h aalhrax Y.cirw to 
last unefl Man:b. U Cbe new loD are appnmld, we wW bavc eMup tor Aq_,. TIM Reed 
co han ~ prodlldtoa r.tlkJ appl"'WWIIaad res11111 prod~ II at • uJtkaJ •c.te· Be 
•otat that theft Iii aa.o • te1U.'U11 aboat poiiiiiCJ lilt rallha. Genuw1 Claypool abo noted 
that four aaembtn ol ~ 1n'8IB the fDA abol&t ceDCeru about BloPort and tbe 
utbnur ,,..,..... I'DA k ~meet..._. lhlletter. 

MG ct.,-pool dafed Cbe ....... rtikrwd .. die eat .atoll. Sammary: MG CJaypoel 
cHnetecl u..&hre be eontiMlblc ....aba&w ol the NCB Modkal Delenu Wortdfta Croap. 
Tbe USAMRMC wfl ~thnl«! &o worlt cbe P8 pratecol aDd 1bo PB NDA. Or. Cirone wiD 
work die tnl• ... ....._ The DoD DirediYe 011 ~ wUI a.e Alalfed. II Medcd, • •ano on 
IND UICI wtU be pnpared for the SBCDD a.-tan followed bJ a IDal'lo Iron~ Dr. Bllley 
on•HoiP&. 

G. a. MC, MC, USA 
CMirmaa. NCB MedJCJII Dettlde Worldq Grwp 
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THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, OC 20301-1200 

CMAT Control I# ~ 
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HEII.l-'THAFF ... !RS 

Honorable John W. Wamet 
Chainnan, Committee on Anned Services 
United States Sena1e 
Washington, DC 20510..6050 

Dear Mr. Chainnan: 

2 i. Lit~ 19SS 

I am pleased to forward this Report in response to a requirement of the J061
h COn!!ress, House 

of Representatives, Report 106-244, 2000 Department of Defense Appropriations Bill. The 
Department of Defense fOoD) has funded a study directed to develop and validate an assay to test for 
the presence of squalene antibodies. 

There is no evidence to support the allegations tbat squalene was used as a component in 
vaccines administered to Gulf War veterans. In its investigations of illnesses among Gulf War 
veterans, the Senate Special )nvestigations Unit (SlU) found no credible lnfonnation indicating that 
vaccines used during the Gulf War contalned squalene. The FDA verified that none of the vacclnes 
used during the Gulf War contained squalene as an adjuvant. The DoD funded study should provide 
adequate scientific evidence to re~olve the issue of whether squalene antibodies exist and can be 
detected in human serum. 

Our commitmemto civilian and Federal researcbe~ and to Gulf War veterans is to support and 
fund h.i!!h quality research. This is best assured when all decisions on resean:h fundin!' are based on a 
process of riEorous, competitive. and independent peer review of all research proposah. 

cc; 
Honorable Carl Levin 
Ranking Democrat 



THE ASSISTANT SECRETARY OF DEFENSE 

WASHJNGiON, DC 20301-1200 

H[ALTH AFFAIRS 

Honorable Tim Hmchinson 
Chairman, Subcommiltee on Personnel 
Commlnee on ATTlled Services 
United States Senate 
Washington, DC 20510~6050 

Dear Mr. Chairman: 

?1 DIC 1191 

I am plea~ed to forward this Report in response to a requirement of the 1061h Congress, House 
of Representatives, Report 106-244,2000 Depanment of Defense Appropriations BiJJ. The 
Depanment of Defen~e (DoD) has funded a study directed to develop and validate an assay to test for 
the presence of squalene antibodies. 

There is no evidence to support the allegations that squalene was used as a component in 
vaccines administered to Gulf War veterans. In its investigations of illnesses among Gulf War 
veterans, the Senate Special Jnvestigations Unit (SJU) found no credible information indicating that 
vaccines used during the Gulf War contained squalene. The FDA verified that none of the vaccines 
used during the Gulf War contained squalene as an adjuvant. The DoD funded study should provide 
adequate scientific evidence to resolve the issue of whether squalene antibodies exlst and can be 
detected in human serum. 

Our commitment to civilian and Federal researchers and to Gulf War veterans is to suppon and 
fund high quality re~earch. This is best assured when all decisions on research funding are based on a 
process of rigorous. competitive, and independent peer review of all research proposals. 

cc: 
Honorable Max Cleland 
Ranlting Democrat 

Sincerely, 

t':(;t~~ 



THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

Honorable Floyd D. Spence 
Chairman, Committee on Armed Service~ 
House of Representatives 
Washington, DC 20515-6035 

Dear Mr. Chairman: 

J am plca!'ed to forward this Repon in response to a requirement of the 106th Congress. House 
of Representatives, Repon 106-244. 2000 Department of Defense Appropriations BiJJ. The 
Deparlment of Defense (DoD) has funded a study directed to develop and validate an assay to test for 
the presence of ~qualene antibodies. 

There is no evidence to !>upport the alle,;ations that squalene was used as a component in 
vaccine!' administered to Gulf War veterans. In its investigation~ of illnes~es among Gulf War 
veterans, the Senate Speciallnvestigatiom Unit (SIU) found no credible information indicating that 
vaccines m.ed during the Gulf War contained squalene. The FDA verified that none of the vaccines 
used during the Gulf War contained ~qualene as an adjuvant. The DoD funded study should provide 
adequate :-cientif1c evidence to resolve the issue of whether squalene antibodies exist and can be 
detected in human serum. 

Our commitment to civilian and Federal researchers and 10 Gulf War veterans is to !>Uppon and 
fund high <luality re~earch. This ls best assured when all decisions on research funding are based on a 
process of ngorous, competitive. and independent peer review of all research proposals. 

cc: 
Honorable Ike Skelton 
Ranking Democrat 
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THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

Honorable Steve Buyer 
Chairman. Subcommittee on Military Personnel 
Commillee on Armed Service~ 
Hou~e of Representatives 
Washington, DC 20515-6035 

Dear Mr. Chairman: 

l1 DEc 1SSi 

I am pleased 10 forward this Report in response to a requirement of the J061
h Conl'!ress, House 

of Repre~entatives, Repon 106-244, 2000 Department of Defen!'e Appropriations Bill. The 
Depanment of Defense (DoD) has funded a study directed to develop and validate an assay to test for 
the presence of squalene antibodie!.. 

There is no evidence to mpport the aJJegations thai squalene was u.s.ed as a component in 
vaccines administered to Gulf War veterans. ln its investigation~ of illnesses among Gulf War 
veterans, the Senate Special Investigations Unit (SlU) found no nedible information indicating that 
vaccines used during the Gulf War contained squalene. The FDA verified that none of the vaccines 
used during the Gulf War contained squalene as an adjuvant. The DoD funded study should provide 
adequate ~cienlific evidence to re~olve the issue of whether ~qualene antibodies exis1 and can be 
detected in human serum. 

Our commitment to civilian and Federal researchers and 10 Gulf War veterans is to ~upport and 
tund high quality research. This is bes! assured when all decisions on research funding are based on a 
process of rigorous, competitive, and independent peer review of all research proposals. 

cc: 
Honorable Neil Abercrombie 
Ranking Democrat 

Sincerely, 

~~' 
Dr. Sue Bailey ~ 



THE ASSISTANT SECRE1AR'Y OF DEFENSE 

WASHING1'0N, DC 20301·1200 

H£AL1H ... HAIRS 

Honorable Ted Stevens 
Chairman, Committee on Appropriations 
United States Senate 
Washington, DC 20510·6025 

Dear Mr. Chainnan: 

I am pleased to forward this Report in response to a requirement of the 1061
h Congress, House 

of Representatives, Repor1 106-244,2000 Department of Defense Appropriations Bill. The 
Depanment of Defense (DoD) has funded a study directed to develop and validate an as!>ay to test for 
the pre~ence of squalene antibodies. 

There is no evidence to suppon tbe allegations that squalene was used as a component in 
vaccines administered to Gulf War veterans. ln its investigations of illnesses among Gulf War 
veterans. the Senate SpeciaJlnvestirations Unit (SIU) found no credible information indicating that 
vaccines used during the Gulf War contained squalene. The FDA verified that none of the vaccines 
U!>ed during the Gulf War contained squalene as an adjuvant The DoD funded study should provide 
adequa!e scientific evidence to re."o]ve the issue of whether J.qua1ene antibodies exist and can be 
detected in human serum. 

Our commitment to civilian and Federal researchers and to Gulf War veterans is to support and 
fund high quality re!>earch. This is best assured when all decisions on research funding are based on a 
process of rigorous, competitive, and independent peer review of all research proposal5. 

cc: 
Honorable Robert C. Byrd 
Ranking Democrat 

Sincerely, 

~~~~ 



H£AL Tk AH AI~ 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHJNGlON, DC 20301·1200 

Honorable Ted Stevens 
Chairman, Subcommillee on Defense 
Committee on Appropriations 
United States Senate 
WashinE"ton, DC 20510-6028 

Dear Mr. Chainnan: 

.n me 1991 

Jam plea~ed to forward this Report in response to a requirement of the 1061h Con{!ress, Home 
ofRepresematJves, Report 106--244, 2000 Department of Defense Appropriations Bill. The 
Department of Defen~e {DoD) has funded a smdy directed to develop and validate an assay to test for 
the presence of squalene antibodies. 

There is no evidence to support the alle.rations !hat squalene was used as a component in 
vaccines administered to Gulf War veterans. In its investigations of illnesses among Gulf War 
veterans, the Senate Special Investigations Unit (SlU) found no credible information indicatin!! that 
vaccines U.!.ed durinf the Gulf War comained squalene. The FDA verified that none of the vaccines 
m•ed during the Gulf War contained squalene as an adjuvant. The DoD funded study should provide 
adequate scientific evidence to resolve the issue of whether squalene antihodies exist and can be 
deJected in human serum. 

Our commitment to civilian and Federal researchers and to Gulf War veterans is to suppon and 
fund high quallly research. This is best assured when an decisions on Jl'~carch funding: are based on a 
process of rigorom.. competitive, and independent peer review of all re1>earch proposals. 

cc: 
Honorable Daniel K. lnouye 
Ranking Democrat 



HE ... L1jot ... FfA!R~ 

THE ASSISIANT SECRETARY OF DEFENSE 

WASHINGTON. DC 20301·1200 

Honorable C. W. Bi1l YounE 
Chairman, Committee on Appropnatiom. 
House of Representatives 
Washin~ton, DC 20515·6015 

Dear Mr. Chainnan: 

,I 1 DE~· ISS! 

1 <~m plea~ed to forward this Repon in response 10 a requnement of the 106 1
'~~ Congress, House 

of Repre~entatives, Repor1 106-244. 2000 Depanmenl of Defense Appropriations BiJl. The 
Depanmem of Defense (DoD) ha1< funded a study directed to develop and validate an assay to test for 
the pre~ence of !-qualene antiborlie~. 

There is no evidence to ~upport the allegations that !'qualene was used as a component in 
vaccme~ admini.!'.tered to Gulf War veterans. In its investi£ationl' of illnesses among Gulf Wat 
veterans, the Senate Speciallnvesti,!:'ations Unit (SJU) found no credible information indicatlng that 
vaccines u~ed during the Gulf War contained !lqualene. The FDA verified that none of the vaccines 
used durinp the GuJf War contained ~qualene as an adjuvant. The DoD funded study should provide 
adequate ~cientific evidence to resolve the issue of whether !'qualene antibodies exist and can be 
detected in human serum. 

OUI rommitmentto civilian and Fedetal researchers and to Gulf Was veterans is to suppon and 
fund high quality research. This is best a~sured when all deci~iom on research funding are ba1<oed on a 
proces~ of rif!oroos, competitive, and independent peer review of all research proposal~. 

cc: 
Honorable David R. Obey 
Ranking Democrat 

Sincerely, 

Ft:/::~y~ 



THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

H[.AL TH .AFf .AIR'i: 

Honorable Jerry Lewis 
Chairman, Subcommittee on Defense 
Committee on Appropriations 
House of Representatives 
Washington, DC 20515-6018 

Dear Mr. Chainnan: 

I am pleaM:d to forward this Report in response to a requirement of the J06~h Congress, Bouse 
of Represematives, Repoi1 106-244. 2000 Department of ])dense Appropriations Bill. The 
Depanment of Defense {DoD) has funded a study directed to develop and validate an assay to test for 
the presence of squalene antibodie.!>. 

There is no evidence to support the allegations that !-qualene was used as a component in 
vaccines adminislered to Gulf War veterans. In its investigations of illnesses among Gulf War 
veterans, the Senate Special Investigations Unit (SIU) found no credible information indicating that 
vaccines used during the Gulf War contained squalene. The FDA verified that none of the vaccines 
u~ed during the Gulf War contained squalene as an adjuvant. The DoD funded study should provide 
adequate ~cientific evidence to Iesolve the issue of whether squalene antibodies exist and can be 
detected in human M:rum. 

Our commitment to Civilian and Federal researchers and to Gulf War veterans is 10 suppon and 
fund high quality research. This is best assured when all decisions on research fundin~ are based on a 
process of rigorous, competitive, and independent peer review of all research proposal~. 

cc: 
Honorable lobn P. Mur1ba 
Ranking Democrat 

Sincerely, 

uk · 
Dr. Sue Bailey~ 
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REPORT TO CONGRESS 

GULF WAR ILLNESS 

Development and Validation of an Assay to Test for the Presence of 
Squalene Antibodies 



Executive Summary 

This Repor1 has been prepare-d in response to a requirement of the 1 06th Congress. House of 
Repre~entatives, Report JOb-244, 2000 Department of Defense Appropriations Bill: 

··-·---

The Comrninee concun with the findings of a recent GAO report on squalene antihodies and is 
concerned by the Department's reluctance to test for squalene a01ibodies since squalene is a 
potential contributing factor in illnesses of veterans of the Persian Gulf War. The Secretary of 
Defense is directed to develop and/or validate the as5ay to test for the pre~ence of squalene 
antibodies. A report detailing the proposals to carry out this requirement shall be submitted to the 
Committee by January J, 2000. 

A May 1999 Vanity Fair article, ''The Pentagon's Toxic Secret" alleged thai the Department of 
Defense possibly used "an illicit and secret anthrax vaccine·· on its own soldiers? 1 According to a 
Vanity Falr news .1eleasc. "the licensed formula for ... anthrax \•accine may have been altered, without 
foJmal FDA approval. 10 comain an experimental, and potentially dangerous. additive," squalene, that 
reportedly "causes incurable dh,eases in lab animals and may be the cause of some cases of Gulf War 
syndrome." The Vanil)• Fair ankle went on to sugpestthat the modified anthrax vaccine "may be pan 
of the stockpile now beinr administered in the wake of the DoD's December 1997 decision to 
immunize 2.4 million people in the armed services against anthrax." A News Watch As~ociate editor 
prese01ed an opposing review of the allegations entitled ··vanity Scare'' in May 1999.3' 

On March 29, 1999. Congressman Jack Metcalf announced the release of a General Accounting Office 
(GAO) report, which he had requested, regarding squalene antibodies in veterans suffering from Gulf 
War illnesses. The GAO Report. "Gulf War Illnesses: Questions about the Presence of Squalene 
Antibodies in Veterans Can be Resolved" (GAO/NSlAD·99·5) recommended that DoD .. conduct 
research designed to replicate or dispule the unpublished independent research results that revealed the 
presence of squalene anlihodies in the blood of ill GulfWar~era Vcterans."3~ 

Jn its investigations of illne~~es llmonf1 Gulf War veterans, the Senate Special Investigations Unit 
(SJU) found no credible information indicating that vaccines used during the Gulf War contained 
!'.qualene.l~ In its report, the STU stated that according to the Food and Drug Administration (FDA), 
!'.qualene can be contained in a vaccine due to two different proces~es; I) as an adjuvant. which is an 
agent to enhance the immune response; or 2) in minute quantities in vaccines manufacmred using eggs, 
since eggs are rich in squalene and cholesterol. The FDA verified that none of the vaccines used 
during the Gulf War contained squalene as an adjuvant. 

To investigate the squalene hypothesis, a scientifically proven test for squalene antibodies is needed to 
a~sess whether Gulf War veterans have antibodies to squalene. Jn response to a DoD solicitation for 
re!>earch on illnesses amonp Gulf War veterans, a DoD investigator and nationally recognized expert 
on antibodies to chole~terol and other lipids submitted a research proposal to deteJmine the feasibility 
of developing a test for antibodies to squalene. 

The funded research project to detennine whether antibodies to squalene exist has five main 
objectives: 

1) Development and validation of an EUSA assay for antibodies to squalene. 
2) Evaluation and po!ential development of other assays for antibodies to squalene. 



3) Development of a positive control antibody to squ~lene. 
4) Pwduction of the poshive control ~ntibody to squalene for use in the assays. 
5) Testing of normal human ~rum for antibodies 10 squalene by ELISA and other methods. 

The DoD funded study should provide adequate ~cientific evidence to resolve the issue of whether 
squalene antibodies exist and can be detected in human serum. 



Background 

Squalene JS a relatively simple, linear hydrocarbon. It is a naturally occurring molecule in the human 
metabolic process that synthesizes cholesterol. J Squalene is pre!-ent in human sebum and cell wall 
~trucmres. Squalene is also a component of shark liver oil, ~orne vegetable oils, and plant and animal 
cell membranes? 11 is licensed by the FDA as a dietary supplement in the United States and is listed in 
the PhyJiciam' Desk Reference. Squalene is used commercially in the cosmetic industry and in 
sunscreen products.3 

Epidemiological studies ofbrea!'l and pancreatic cancer in several Mediterranean populations have 
demonmated that increased die!ary intake of olive oil is associated with a small decreased risk or no 
increased risk of cancer, despite a higher proportion of overall lipid intake. Experimental animal 
model studies of high dietary fat <:md cancer also indicate that olive oil has either no effect or a 
protective effect on the prevention of a \'ariety of chemically induced tumors. As a working 
hypoth{'sis, it is proposed that the hip:h squalene content of olive oil. as compared to other human 
foods. is a major factor in the cancer risk-reducing effect of olive oil. Experiments in vitro and in 
animal models suggest a tumor"inhibiting role for squalene.4 In ;;ddition. studies using squalene in 
combination with low-dose pravastatin have demonstrated combination therapy si!!nificantly reduce~ 
total cholel'terol and LDL cholesterol and increases HDL cholesterol to a greater e:xtent than either 
drug alone.:. 

Squalene i~ one of l'everal component~ of adjuvant formulations in a variety of vaccines.(> One 
common formulation is MF59. MF59 is a safe, practical, and potent adjuvant for use with human 
vaccines.1 Toxjcology studies in animal models and Phase J·Ill ~tudies jn humans have demonstrated 
the safety of MF59 with HSV, HIV, and influenza vaccines.7

•
17 HilheTh. et al. concluded that 

rcactofenicity and stability but not adjuvanticity of symhetic sulfolipo-polysaccharideh•qualane/water 
fonnulatiom. depended on the molecular wei!!hl of synthetic sulfolipo-polysaccharide and that 
synthetic ~ulfolipo-cyclode:xtrinh:.qualanelwater is a promisinE non·mineral oil adjuvant as it combines 
stronf adjuvanticity {l.e. better than the mineral oil-based adjuvant pte!-ently applied) with low 
reactogcnici!Y and good stability .1 ~ 

However. Lorentzen has reponed that the cholesterol precur!-or squalene (C30H50). through 
nonspeciftc activation of the immune system, can precipitate ar!hritis in rats. Using arthritis-prone rat 
strains to ~earch for disease-triggerinf!" factors amon~ molecules which initially induce innate defense 
reactions rather than specific immune Jesponses. Lorentzen reponed on the potential for endogenous 
lipids to precipitate arthritis. 19 In addition, there is evidence that in ~orne instances squalene has a 
negative effect on the nervous syslem. 20

·21 

Pamela B. Asa, Ph.D., an unaffiliated molecular biologist from Memphis, Tennessee and Yan Cao, 
M.D. and Robert F. Garry, Ph.D., from Tulane University. New Orleans, Louisiana have theorized that 
mnes~e~ afflicting veterans of the Gulf War are an atypical connec!ive tissue disease (an autoimmune 
disease) resulling from use of the vaccine adjuvant, squaJene.22" 2~ The.!-e investigators have reponedly 
developed an immunoassay for detecting anti-squalene antibodies and used the assay to test blood 
serum ~amples from various patient and control ,groups. 

To investigate this hypothesis, DoD has funded a scientific pro!fram which will answer several major 
questions. Initially, the research staff will determlne jf antibodies lo squalene exist and if an assay can 
be developed to detect and quantify these antibodies. In addition, an animal model wjJI be uJ;ed to 
induce anti-squalene antibodies to use as positive controls to characterize anti-squalene antibodies in 



hunlans. lf a positlve anlibody response to squalene can be induced in mice, then normal human ~erum 
ct~n be tested for possible antibodies to squalene. Next. the re!-.earch program will focus on qualitative 
detection of squalene and development of a chemical assay. Finally,lhe research pro.gram will 
examine the biological implications of antlbodies to squalene. 



Discussion 

Pamela B. Asa, who ha~ worked in the area of rheumatology and silicone· gel breast irnplant5., 
presented a theory in 1995 of "human adjuvant dif'ease" and its possible link to Persian Gulf War 
(PGW) Veterans' Dlne~!.eS. She theorized that 5ilicone adjuvant (an agent added to a vaccine to 
increase antigenic response) was responsible for PGW veterans developinF "human adjuvant 
disease."

24 A ~cienlifK review prepared by an independent non-governmental medical ex pen on 
September 13, 199:> of Dr. Asa's "Repon on Gulf War Syndrome" found the basic hypothesis and 
supportinE evidence presemed was based on a series of erroneou~ assumptions and unsupponed 
conjectures.25 A similar review by the Medical. Chemical and Biological Defeme Research Program 
found the basic hypothesis and supporting evidence pre~ented by Dr. Asa were flawed or inaccurate?t. 
Available infonnation also strongly argues against Dr. Asa's hypothesis: 

All vaccine~ u~ed durinp the Gulf Will have a Jon}' hJ~tory of safety and all, eJ<ccpl Bnl1 ox thai wa~ used under an 
Investifational New Dru1 ciND), were lie~o:n~ed by tht: FDA 111 the IJme of the GulfWru. 

Since the Handard immunization series is piven 10 individuals in ba~ic and advanced lrainin!!. only a relatively 
small numher of additional vaccine~ wete civendurinF deploymentlo the Persian Gulf. and the previous use 
of these van:ines ha~ not H'$Uhed in problems similar to those repo!1ed by GW veter11m. 

All vaccme lot~ are individually licensed for ~alety and eff1cacy. The vaccine5 used. therefore, are unlikely to be 
contamimued or of low quality. 

The cnly adjuvant usul in the vaccines ,~?iven to Gulf War pen;onnel was alum. Alum 1s an FDA-apptoved 
adjuvant with a Jonp history of safety. lt has been f!Jven to millions of pt>ople worldwide withClut ~ignifJcant 
problem~. No expenmenta! adjuvanl~ were u~<ed by the military. 

There are no 1epon~ of alum causinf' human adjuv.ant di~ease or any other chwnk di~e::a~t. 

There are no 1epurt~ of chronic inflammatory Jespon~e$ at the sites of immunization with vaccines containinr alum 
a.~ W(lUJd he expected if human adjuvant di!>ease were to occur. 

Severa! recent ~tudies have failed 10 show any as~ociation between silicone· rei impJ;mt~ and increa~ed inciderJce 
of connecnve m~ue disea~. There is linle ~upponinr evidence, other than anerdotalteports, that silicone·fel 
implant$ cau~e an increa5e in connective tissue diseases or human adjuvant discaM. 

Dr. Asa's current work focu$eS on the presence of antibodies to squalene in a cohort of 142 Gulf War
era veterans or military employees. She theorizes that "Gulf War Syndrome" manifests a spectrum of 
signs and symptoms similar to that of other atypic:al connective tissue disea!>es and that most "Gulf 
War Syndrome" patients have ~rum antibodies to squalene, an immunological adjuvant. The study 
protocol anributes tbe hyfotheses to findin8S in one (l) patient from a Nlli·sponsored trial using 
squalene as an adju\'ant. 2 The findings of the currcnl unpublished work apparently origlnate from 
!'amples collected under this protocol. lt js unknown if informed consent was obt.Uned from 
individuals submitting samples for testing or if an Institutional Review Board ORB) revjewed and 
approved the research protocoL Review of the draft manuscript indicates the basic hypothesis and 
supporting evidence presemed as flawed or inaccurate. The findings from the study must be 
interpreted with caution as flawed methodology including biased sample selection and potential 
cofounders weaken any potential association. The following information also strongly argues against 
rhe current hypothesis: 

If in facl antibndies to ~qualene are present in Gulf War veterans, the clinical significance of finding these 
antibodies in humans is unknown. Squalene is normally present in humans as part of the body's production of 



cholr~terol. In addition, il is found in human sehurn (tkin oils) and plant and &nimal cell membranes. AmibOOie~ 
10 chole~terol in humam are common. 

Thete may~ alternative expl~nations lor the teponed laboratory fmdinp, im:luding: l.ietection of naturally 
occurmlf .1quaknc: tros~-Jcaction with compnt.~nds ~imilar to ~qualene: ck•'ated levels of squalene due to 8 known 
or unknown dlM:&M: proces~ causin1 human illne~~~. or; labo:a!Ory en or or contaminant. 

lf in I act ami-squalene amilmdies are pte~e/11 in the blood of Gulf Ww-era veterans, this is nol sufficient to 
e~tahli~b an as~ociation of ~qua!ene or ~qualtllt antibodies with any illne~s(es) among Gulf War veteran~. 

The as~ay lor Bllli-squa!el!e antilwdie~, which independent re~earchers at Tulane University dt-veloped. has 1101 

heen \"alidated at other laboratories nor have their fmdinps been ~ubjettr.d to minimal peer review thtou1h 
puhlkation in the ~dcntific IiterBture 

The only adjuvant u~d in the vacc:i~s ¥iven 10 Gulf War per~onnel was alum. Alum is an ffiA,apptoved 
adju\·am with a Jonp hi~10ry of salety. It ha.~ been given to millions ol people worldwide without sij!"nif!cant 
ptnblem~. No e;ll.perimental adjuvallts Wt're u.\ed by the military. 

The ~tnthrax vaccine 1,!iven to sen'ice members durinp the Gulf Wru and ~ub~equently did not and does not contam 
~qua!ene. 

The Army Surpeon General ha~ verifted that the anthrax \"accine wa~ never produced at any alternate pwduction 
farilitir~ m tbt U.S. durinp the Gulf Ww. and l!nth1a}l \"accine proclucnon at the Mit:hitan Biologic Products 
ht~mute lMBPI, now BioPon) nevet contained squalene. Stanford Re~earch lnstitute, International has tecentl) 
completed '·erif~eation testinl;! fm ~qttalenr on 6 lots of anthrax \"accine and verifted that no squalene wa~ 
detectable m any of the vials. 

There au: no data demonMratinp inc1ea~d rates of BU\oantihodies in ill Gulf War veterans. 

Unfonunately, we cannot be ~ure that the theorists actually detected antibodies to a synthetic- ~qualcne 

adjuvant in the veterans they te~ted. They teponedly used a variation of a previously de~cribed 
asl'ay.17 This technique was used to claim fmdings of the first evidence from a blinded study of the 
existence of a lahoratory marker that correlates with the severity of local and systemic complications in 
smcone bteast implant recipien~. The :Jssay in question detects amibodies, not 10 silicone, bm to a 
synthetic polymer whose characteristics have not been fully described. Jn subsequent letters to tht> 
editor. m:Jny nmed the methodological flaws in the study, argued that since the antibody is not against 
silkone. there was no reason to suppo!'.e the implants had anything to do with the symptoms or 
anti polymer antibody assay test result!>, and noted that the invcstigalOrs had reported similar high 
$Croactivity in fibromyalgia patients.'fi A Comminee named by the lnslilute of Medicine (}OM) 
recently reponed that a careful study of all the evidence indicates that women with silicone breast 
implants are no more likely to develop chronic disease than women without the implants. The JOM 
Commiuee did not address antipoJymer antibodies; however, they swted that 'The clinical siEnificance 
of a recently de$Cribed antipolymer antibody test is unclear, although the polymer in question is not 
silicone or silicon containing, and it is extremely unlikely that it measures an antisilicone antibody."29 

Dr. Garry and Tulane University reportedly received a U.S. paten! in 1997 for an assay that could 
detect antihodies to polymers, of which squalene is one. In a Jetter from Dr. Garry to DoD, Re: Anti
Squalene Antibodies, dated May 7, 1999, Dr. Garry informed DoD that Tulane University Medical 
Center had applied for a patent on the use of anti-squalene antibodies in assessing Gulf War Syndrome. 
Dr. Garry also infonned DoD that Tulane was the sole owner of the intellectua1 property provided in 
the lener of May?, and that DoD should share the data only with those who have a specific need to 
k.now. In this JeCier, Dr. Garry reviewed the specifics of the anti-squalene antibody assay, or ASA 
Assay, thai measures the binding of serum immunoglobulins to squalene. 



The' Office of the Anny Sur peon General (0TSG) requested em update in early May 1999 on 
investigations, tests, and projects to investi,gate al1e,gations regarding squalene in the anthrax vaccine 
and plans for developing an assay for squalene antibodies.30 In the update, the Army stated that all Jots 
of tht anthrax vaccine relea~ed by DoD would be tested and that current testing to date by Stanford 
Re~carch lnstitute, lntemationaJ confirmed that no squalene was detectable in any of the vials. The 
FDA is doing additional testing. Dr. Garry provided the manuscript outlining the details of his 
propo!>ed a~~ay to OTSG for review. It was the opinion of COL Alving and Dr_ Malyas that there were 
"dozens of imponant technical and theoretical flaws" in the assay-many described by COL AlvinE as 
"fatal flaws." Dr. Garry had informed COL Alving and Dr. Matya~ that, "even in the absence of peer
reviewed ~cientific validation, the paten! rights to the technolO£Y for measuring antibodies to squa1erie 
11ad been exclusively licemed by Tulane University for commercial development by a company called, 
Autoimmune Technolo{!ies, L.LC.'' Dr. Garry was unaware of the scientific literature that exists on 
antibodies to cholesterol. When informed of the antibodies 10 cholesterol by COL Alving, Dr. Garry 
"<~greed that the purponed antibodies that he obM!rved might weB repre~ent antibodies that react with 
cholesterol." 

Excerpts of the GAO repon entitled, "Gulf War Illnesses: Questions about the Presence of Squalene 
Antibodies in Veterans Can be Ref.olved" stated that independent rcl'earchers had developed a test 
based on a Western blot a~say and had detected antibodies to !-.qualene in the blood of sick Gulf War 
vctcJam. If the de~cription of the test described in the GAO repon is accurate, there are wme 
technical points that would seem to invalidate such a test 

Squakne is a non-charfed lonF chain hy<llocarbon that would not be expected to migrate on a rei su~h as required 
in a Western blot assay. 

Bet:au5e ~qualene Jach chlUgt. it W(lUid not bt: expected to transfer ID nii!P<'cllulosc as is done in a Western blot 
~~~~ay 

On March 29, 1999, Congressman Jack Metcalf (Washinf!ton) announced the release of a GAO repon, 
which he had requested, re!!ardin£ !-.qua]ene antibodies in veteran~ suffering from Gulf War ilinesses. 
The GAO Report, "Gulf War lllnes~es: Questions about the Pres.ence of Squalene Antibodies in 
Veterans Can be Resolved" (GAO/NSIAD-99-5) recommended that DoD "conduct research designed 
lo replicale or dispute the independent research results that revealed the presence of squalene 
antibodies in the blood of ill Gulf War-era veterans.''33 The GAO did not comment on the ethical 
conduct of the rese;uch includinE a requirement for informed con!'cnt and IRB review of the protocol. 
The GAO did note that Chiron and Ribi bnmunoChem reponed that their squalene adjuvant 
formulation had been tested on over 9,000 and 1,000 human subjects, respectively. 

The clinical significance of findin!! amibodies to squalene is unknown. Squalene is nonnally present 
in humans as pan oftbe body's production of cholesterol. It is found in human sebum (skin oils) and 
plant and animal cell membranes. The scientific work that has been done on squalene's role in human 
heahh and disease notes the positive effects of dietary squalene on cancer prevention and cholesterol 
regulation and the safety and efficacy of squalene as a vaccine adjuvant. There may be alternative 
explanations for the reponed laboratory findings, incJuding: detection of antibodies to cholesterol;34

' 37 

detection of antibodies to naturally occurring squalene; cross-reaction with compounds similar to 
squalene; elevated levels of squalene due to a known or unknown disease process cJmsing human 
illnesses, or; laboratory error or contaminant. 

The assay for anti-squalene antibodies developed by independent researchers at Tulane University has 
not been minimally validated 1hrough publication in the scientific literature. The investigators have 



1epohedly !'ubmined a manuscript to a peer-reviewed medical journal; to date, however. this effort 
apparently has not been successful. 

Since the Gulf War, t-qualene has been a component of vaccines underfoing testin!? by the Walter Reed 
Anny lnl'timte of Research (WRAIR). Volunteers received the ''accines in well-controlled studies that 
followed FDA regulations. Squalene is one of several components of the adjuvants found in each of 
two vaccine products undergoing testing by WRAIR. Pharmaceutical grade squalene is used to 
produce the oil emulsion used in these vaccine products. The exact compositions of the adjuvant in 
these vaccines are proprietary and belong to DoD Coopera6ve Research and Development Agreement 
lCRDA) partners. Development. C'\•aluation, and FDA approval for the use of these adjuvant systems 
has hecn conducted by DoD CRDA partners and WRAIR. The two vaccines are investigational 
pi(lducts for the prevention of malaria and human immunodeficiency virus (HJV) infection. 
Inform21ion on the study on the HJV vaccine ha<. not yet been published and is considered proprietary 
information. lnfonnation on the study involving the malaria vaccine has been published in the 
~cientific literature.39 

Prior to its use in humans. the vaccines containing the emulsion underwent e:xtensive FDA~mandated 
Good Laboratory Practices repeat dose toxicology !'!udies involving rodents, rabbits, guinea pigs and 
nonhuman primates. The details of these ~tudies (four volumes) were filed with the FDA as pan of the
IND application. The studies revealed anticipated inflammatory responses surroundinE the site of 
injection. No gross changes were observed. No laboratory abnonnalities were found. 

Conclusion 

Allegations of an ongoing conF.piracy by the media and others is troublin~. Squalene is. not a foreign 
.<.ub;~;tance. It is normally presem in the human body in large quantities because it is a precursor to the 
biosynthesis of cholesterol in the liver. The DoD funded study should provide adequate !'Cientiflc 
evidence to resolve the issue of whether squalene antibodies e:xist and if they can be detected in human 
.'-erum. Since squalene is being U:!'ed as an adjuvant in some newer £eneration vaccines, this question 
becomes of interest not only to the military but also to the Eeneral public. Previously, these 
investiEalors were able to demonstrate antibodies to cholesterol. Squalene may not be immunogenic 
by it!'elf, but under cenain circumstances antibodies to the compound may arise. Althou~h antibodies 
to cholesterol and possibly squalene occur naturally. this does not necessarily mean they have an 
adverse effect. 

This research proposal was submitted in response to a competitive solicitation for proposals. The 
proposal was peer reviewed independent of the Department, by the American InstitUle of Biological 
Sciences, and received a hiEh scientific merlt score. Programmatic review was accomplished by the 
Department and the Research Working Group of the Persian Gulf Veterans Coordinating Board. 
Based on the results of this research, further studies can be pursued. if appropriate, to look at the 
e:xistence of these antibodies in Gulf War veterans and their correlation to disease. 
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Vaccines are important tools that help protect the health of the men and 
women who serve their nation in uniform. The disease threat may 
spread person-to-person in recruit training. It may be a disease acquired 
by consuming contaminated food or water or from the bite of an infected 
mosquito during deployments. The threat may be the hostile use of a 
biological warfare agent Vaccines provide a safe and effective means of 
countering the threats to personal health and military readiness. 

This site provides access to current immunization program information 
for the Department of Defense (DoD) and the Military Services. Since 
DoD immunization programs are built on the foundation of national 
standards of immunization practice, the site provides links to other 
governmental and non-governmental sites dedicated to vaccines, 
immunization practices, and vaccine safety. 

The Mi!'rliN Health Svslem Web Sittis the Official Web Presence of the 
Ofliee of 1M Assistant Secretary of Defense {Health AB'aNI) and the TRICARE Management Activity 

The content of this page was updated on 9 July 1999 
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ASD (Health Affairs) issued a policy for the use of varice!!a (chickenpox) vaccine. The 
memorandum directs use of the vaccine for military accessions and health care 
workers who are susceptible to infection with varicellawzoster virus. Serologic screening 
is the preferred method to establish susceptibility to infection. Children will be 
immunized according to ACIP recommendations. HA Policv 99-034. November 22, 
1999. 

ASD (Health Affairs) issued a policy for the use of inactivated poliovirus vaccine. 
The memorandum directed adoption of the all inactivated poliovirus vaccine (IPV) 
schedule for the immunization of children against poliomyelitis within the Military Health 
System and outlined the need to transition to JPV for immunizing recruits, officer 
accessions, and travelers. HA Policv 99-029, October 22, 1999. 

ASD (Health Affairs) issued a policy for the use of Lyme disease vaccine. Lyme 
disease vaccine will be provided to beneficiaries of the Military Health System in 
accordance with the recommendations of the Advisory Committee on Immunization 
Practices (ACIP), Centers for Disease Control and Prevention (CDC). Lyme disease 
vaccine is not recommended as a routine vaccine for military service members, but the 
vaccine should be considered for occupational groups of military members and/or DoD 
civilian employees whose duties result in frequent or prolonged exposure to 
tick-infested habitats in areas of high or moderate risk for Lyme disease. HA Policy 
99-030. October 28, 1999. 

ASD (Health Affairs) issued a policy for reporting adverse events associated with 
the anthrax vaccine. A Vaccine Adverse Event Reporting System (VAERS) Form 
VAERS-1 must be completed and submitted using Service reporting procedures for 
those events resulting in a hospital admission or time lost from duty for greater than 24 
hours or for those events suspected to have resulted from contamination of a vaccine 
lot. Health care providers are encouraged to report other adverse events that in the 
provider's professional judgment appear to be unexpected in nature or severity. In 
addition, the patient or a health care provider may submit a Fonn VAERS-1 directly to 
the Food and Drug Administration (FDA) for any possible adverse event. HA Policy 
99-031, October 15, 1999. 

Wyeth Lederle Vaccines voluntarily has withdrawn from the market its rotavirus vaccine 
RotaShield{ The manufacturer has requested the immediate return of all doses of 
the vaccine. The company's press release can be accessed at the web address below. 
www.ahc.comlreleaseslwa 101599. htrn 

Archive of What's New 
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Vaccines Typically Administered to U.S. Military Personnel, 1999 
(U.S. Army, U.S. Navy, U.S. Marine Corps, U.S. Air Force, U.S. Coast 

Guard) 

Timing I Vaccine Routine Schedule 
! for Basic Immunity 
' I .. 

and officer ' 4 & 7 • .,. Single dose 
, Diphtheria Every 10 years 
1 Hepatitis A • 

'~~~~:,1 
l!wo ·doses 

; a~~ 
1 Influenza 

~~~~: ~':''dose ' j · Measles 

' ' Meningococcal disease • j dose 
' h"i5)" Mumps • j dose 

Poliovirus i dose 
: Rubella I dose 

II~~~ 10 years 
[Q~; doses 

~=/ever, dose 
' 

during I , lc'.,.,_11 o years 
(active 
reserve 1 eumus · "'"'' 10 years 

1'~~0~1~1 ' 1 

and 
:hemoprophylaxls" 
,aragraph 
14 & 18) 

~lert forces and series 
10rcea deploying or .. !wo doses . 
:raveling to high i A Two doses 
1sk areas. B . Three doses 

li Three doses 
Vaccine admi I 

~~~=t~e f not previously Plague- es 
mmunized or if j j 

I !hree doses XKlSter dose needed) i 

1"~~::;· 
One to two doses 

'Joint Instruction Single dose 
jn "Immunizations 
:md Chemoprophylaxis" 
'aragraph 17) 

ndividua!ized Haemophilus influenzas type b Single dose 
according to Hepatitis B Three doses 
:»eeupaUonal or Lyme disease Three doses 
personal needs Meningococcal disease Single dose 

Pneumococcal disease Single dose 
Rabies Three doses 

!Two doses 
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• Vaccination policy varies among Military Services . 
• "Booster doses may be required at annual or other intervals to sustain immunity . 
... Vaccine seldom used and/or supply is limited. 
Primary Source: Air Force Joint Instruction 48-1 101United States Army Regulation 
40-5621Navy Bureau of Medicine 8 Surgery Instruction 6230.1 5/Coast Guard 
Commandant Instruction M6230.4E. Immunizations & Chemoprophylaxis. Washington, 
DC, November 1, 1995. 

Vaccines and Toxoids 

(Note: AU paragraph notations [i.e.: Paragraph 28] reference 
the Joint Instruction on "Immunizations and Chemoorophvlaxisn. PDF format) 

Adenovirus Types 4 and 7 Vaccine 
Military Indication. In military recruit populations, for prevention of febrile respiratory 
diseases and disease outbreaks that is acquired through person-to-person 
transmission of these specific adenovirus types. The vaccine is no longer available. 

Joint Instruction on "Immunizations and Chemoprophylaxis~ Paragraph 28 

Anthrax Vaccine 
Military Indication. For prevention of anthrax, primarily inhalation anthrax, after 
exposure to spores of the bacteria Bacillus anthracis as a bioloaical warfare or 
bioterrorism agent. Inhalation anthrax is almost uniformly fatal once symptoms develop. 

DoD Anthrax Vaccine Immunization Prooram 

CDC Rerommendations 
MMWR 1999:48:69-74. Bioterrorism Alleging Use of Anthrax and Interim Guidelines for 
Management - United States. 1998 

Cholera Vaccine 
Military Indication. None at present. Cholera vaccine may be required to meet the 
international travel requirements of a few nations. 

Joint Instruction on "Immunizations and Chemoprophylaxis~ Paragraph 29 
ACIP Recommendations 
MMWR 1988:37:817-18.623-24, Cholera Vaccine 

Haemophllus lnfluenzae B (Hib) Vaccine 
Military Indication. None at present. For prevention of invasive Hib infection in adults at 
increased risk of infection because of immunological or other host defense 
abnormalities per ACIP recommendations. 

AC!P Recommendations 
MMWR 1985:34:201. Polvsaccharide Vaccine for Prevention of H. influenzas Tvoe b 

Hepatitis A Vaccine 
Military Indication. For prevention of hepatitis A, an acute infection of the liver, that is 
acquired by consuming food or water contaminated with hepatitis A virus during 
deployment or travel to areas with poor food, .water, and sewage sanitation. Hepatitis A 
is endemic worldwide. 

Joint Instruction on "Immunizations and Chemoprophylaxis" Paragraph 30 
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ACIP Recommendations 
MMWR 1996A5CRR~15}. Prevention of Heoatitis A Throuah Active or Passive 
Immunization 

Hepatitis B Vaccine 
Military Indication. For prevention of hepatitis B, a potentially chronic infection of the 
liver, that is acquired through percutaneous, sexual, and other permucosal exposure to 
blood and body fluids from persons infected with hepatitis B virus. Hepatitis B infections 
occur worldwide, and some persons maintain a chronic carrier state. 

Joint Instruction on "Immunizations and Chemoprophylaxis" Paragraph 31 
ACIP Recommendations 

Influenza Vaccine 
Military Indication. For prevention of influenza A and B, acute febrile respiratory viral 
infections, that can cause epidemics within military populations, especially under 
conditions of crowding, such as recruit training, aboard ship, extended air transport, or 
certain deployment settings. Influenza A has the potential for pandemic spread. 

Joint Instruction on ~Immunizations and Chemoprophylaxis" Paragraph 32 
ACIP Recommendations 
MMWR 1999:48lRR-4). Prevention and Control of Influenza 

Japanese Encephalitis Vaccine 
Military Indication. For prevention of Japanese encephalitis, a mosquito-borne viral 
disease, during deployments and travel to endemic areas in Eastern Asia and the 
western Pacific Islands. Japanese encephalitis virus causes an acute infection of the 
brain, spinal cord, and meninges with high rates of complications, chronic disability, 
and death. 

Joint Instruction on "Immunizations and Chemoprophylaxis" Paragraph 33 
ACIP Recommendations · 
MMWR 1993;42(RR-1l, Inactivated Japanese Encephalitis Virus Vaccine 

Lyme Disease Vaccine 
Military Indication. No specific military indication. 
Lyme disease vaccine should be considered in conjunction with other measures for the 
prevention of Lyme disease in persons who reside, work, or recreate in areas that have 
a high or moderate risk for ticks infected with Borrelia burgdorferi and who engage in 
activities that result in frequent or prolonged exposure to tick infested habitat. 

COO Policy 
Polley for the Use of Lvme Disease Vaccine fHA Policy 99-030, October 28, 1999} 

ACIP Recommendations 
MMWR 1999:48fRR-7l. Recommendations for Use of Lvme Djsease Vaccine II 

'Aooendix Methods Used forCreab a Natjonall.yme Disease Rjsk Mao 

Measles, Mumps, and Rubella (MMR} Vaccine 
Military Indication. For prevention of measles, mumps, and rubella primarily by boosting 
immunity acquired from childhood vaccination. The three acute viral infections are 
spread by the respiratory route or person-to-person contact. In military recruit 
populations, measles can cause disease outbreaks. Rubella usually causes a mild 
infection, but infection during the first trimester of pregnancy puts the fetus at high risk 
of congenital rubella syndrome. Young adults may experience more severe 
complications from mumps infection. All three diseases occur worldwide primarily 
among children. 
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Meningococcal Vaccine 
Military Indication. For the prevention of meningitis and other systemic infection caused 
by the bacteria Neisseria meningitidis, sera groups A, C, W~l 35, and Y. No vaccine 
against Group B meningococci, another common pathogen, is currently licensed in the 
United States. Recruits and other military populations living in conditions of crowding 
are at increased risk for meningococcal infection; historically, outbreaks have occurred 
in recruit fX>pu!ations. Meningococcal vaccine may be indicated for deployment and 
travel to areas with highly endemic meningococcal disease. 

Joint Instruction on ~Immunizations and ChemoprophylaxisH Paragraph 35 
Recommendations 

Plague Vaccine 
Military Indication. None at present. A licensed vaccine is not available currently. 
Plague has been identified as a potential biological warfare agent. 

Joint Instruction on "Immunizations and Chemoprophylaxisn Paragraph 36 
AC!P Recommendations 
MMWR 1996;45!RR-14l. Prevention of Plague 

Pneumococcal Vaccine 
Military Indication. None at present. For prevention of pneumococcal disease in adults 
at increased risk of systemic infection or severe disease per ACIP recommendations. 
Persons at increased risk include those with functional or anatomic asplenia, chronic 
cardiovascular disease, chronic pulmonary disease, chronic liver disease; or 
immunological or other host defense abnormalities. 

ACIP Recommendations 
MMWR 1997:46fRR..Sl. Prevention of Pneumococcal Disease 

Poliomyelitis Vaccine 
Military Indication. For prevention of ;x:Jiiomyelitis primarily by boosting immunity 
acquired from childhood vaccination. Polio is acquired through person-to-person 
transmission through the fecal-oral route. Persons deploying or traveling to areas with 
poor sanitation are at increased risk, although international immunization efforts have 
decreased polio incidence worldwide. 

Joint Instruction on "Immunizations and Chemoprophylaxis" Paragraph 37 

000 Policy 
Policv for the Use of Inactivated Poliovirus Vaccine (HA Policv 99-029. October 22, 
199!!) 

ACIP Recommendations 

Rabies Vaccine 
Military Indication. For prevention of rabies after the bite of an animal suspected to be 
infected with rabies virus. Vaccine is given in conjunction with wound care and the 
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administration of human rabies immune globulin (HRIG). For pre-exposure 
immunization of persons occupationally at risk of exposure to rabid animals (e.g., 
animal handlers and certain laboratory, 'Ni!dlife management, and security personnel) 
and persons assigned long-term to regions with endemic rabies, especially in dogs and 
cats. 

Joint Instruction on ulmmunizations and Chemoprophylaxis" Paragraph 38 
ACIP Recommendations 
MMWR 1999:48(RR-1l, Human Rabies Prevention· United States. 1999 

Smallpox Vaccine 
Military Indication. None at present In 1979, the World Health Organization Global 
certified the global eradication of naturally occurring smallpox. Smallpox has been 
identified as a potential biological warfare agent. 

Joint Instruction on 'Immunizations and Chemoprophylaxis~ Paragraph 39 
ACIP Recommendations 
MMWR 1991 :40<RR-14). Vaccinia <Sma!Ipo)() Vaccine 

Tetanus-Diphtheria (Td) Toxoids 
Military Indication. For prevention of tetanus and diphtheria primarily by boosting 
immunity acquired from childhood vaccination. Tetanus is an acute illness caused by 
an exotoxin of Clostridium tetani, a bacteria that grows at the site of wounds 
contaminated with its spores. C. tetani spores are ubiquitous in the environment 
wor1dwide. DIPhtheria is an acute disease caused by a cytotoxin of the bacteria 
Corynebacterium diphtheriae. Diphtheria occurs worldwide. 

Joint instruction on 'Immunizations and Chemoprophylaxis" Paragraph 40 
ACIP Recommendations 
MMWR 1991:40<RR-10). Dlchth8ria. Tetanus. and Pertussis: Recommendations for 
Vaccine Use and Other Preventive Measures 

Typhoid Vaccine 
Military Indication. For prevention typhoid fever, a systemic bacterial disease, acquired 
by consuming food or water contaminated with SalmoneHa typhi during deployment or 
travel to typhoid endemic areas and other areas with poor sanitation. 

Joint Instruction on MJmmunizations and Chemoprophylaxis" Paragraph 41 
ACIP Recommendations 
MMWR 1994·{RR14), Tvohoid Immunization 

Varicella Vaccine 
Military Indication. For prevention of varicella (chickenpox) among susceptible military 
members, especiat!y recruits and other trainees, living in military environments 
conducive to person-tcrperson spread of respiratory diseases (such as barracks and 
ships). Although varicella is a common childhood viral disease, adults experience a 
more severe illness and have higher rates of complications and death. 

Joint Instruction on 'Immunizations and Chemoprophylaxis~ Paragraph 42 
I for Use of Varicella (Chickenpox) Vaccine <HA..Policv 99-034 

II 

Yellow Fever Vaccine 
Military Indication. For prevention of yellow fever, a mosquito-borne viral disease, and 
to meet international health requirements during deployment or travel to yellow fever 
endemic areas. 

Joint Instruction on 'Immunizations and Chemoprophylaxis" Paragraph 43 
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ACIP Recommendations 
MMWR 1990:39lRR-6'J. Yellow Fever Vaccine 

General Recommendations and Other Vaccines 

General Recommendations 
Joint Instruction on "Immunizations and Chemoprophylaxis" Section 8 
ACIP Recommendations 
MMWR 1994:43(RR-1l. General Recommendations on Immunization 
Recommendations of the AdVisory Committee on Immunization Practices fACIP) 

Adolescents 

Vaccine Side Effects and Adverse Reactions 
Joint Instruction on ~Immunizations and Chemoprophylaxis" Paragraph 12 
ACIP Recommendations 
MMWR 1996;45CRR·12l. Vaccine Side Effects. Adverse Reactions. Contraindications. 
and Precautions Recommendations of the ACIP 

Health Care Workers 
ACIP Recommendations 

I 

BCGVaccine 
ACJP Recommendations 
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• U,S. Eurooean CommandRThe Command Surgeon provides preventive 
medicine guidance, including immunizations, for U.S. military operations and 
exercises in the EUCOM area of responsibility, which includes 89 countries and 
territories extending from the North Cape of Norway, through the waters of the 
Baltic and Mediterranean seas, most of Europe, parts of the Middle East, to the 
Cape of Good Hope in South Africa. 

• Other /JIIbtCommands-The three other major geographic unified commands 
currently do not post on a webpage the requirements for immunizations and 
other preventive medicine measures for their areas of responsibility. The 
following links point to the unified command's home page. 

U S.Pacjfic Command 
U.S. Atlantic Command 

U,S. Southern Command 
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• DoD Instruction 6205.2. "Immunization Reguirements"-This instruction 
provides policies on immunizations for all members of the U.S. military, civilian 
employees of the Department of Defense, and eligible beneficiaries of the 
Military Health System. It requires programs to prevent illness from diseases 
that are preventable through immunization. The current instruction, dated 
October 1986, is being updated . 

• 
i i 
U.S. personnel aaalnst 

acquisition of vaccin<>S 

• DoD Anthrax Vaccine Immunization Proaram-Secretary of Defense William 
Cohen approved a plan to vaccinate the entire force with anthrax vaccine 
beginning in 1998 to counter the threat that anthrax will be used as a biological 
warfare agent against U.S. forces. 

Assistant Secretary of Defense for Health Affairs Immunization Policies and 
Announcements 

• Policv for the Use of Varicella (Chickenpox) Vaccine (HA Policv 99-034. 
November 22. 19991 

• Policv for the Use of Inactivated Poliovirus Vaccine (HA Policv 99-()29, October 
229991 

• Policy for the Use of Lvme Disease Vaccine (HA Policy 99-030. October 28. 
1999) 

• Poljcv for Reoortinq Adverse Events Associated wjtb the Anthrax Vaccine (HA 
Policv 99-031. October 15.1999) 

• Policv for Deviation from Anthrax Vaccine Immunization Schedule (HA Policy 
98-45. September 11, 1998) 

• Policv on Use and lnterchanqeabiUtv of Licensed Adult Hepatitis A Vaccines (HA 
Policv 98-23. Februarv 27. 1998) 

• Policy for Use of Heoatfiis A Virus (HAY} Vaccine and Immune Globulin liGl (HA 
Policv 96-054. Auaust 12. 1996) 
This policy was amended by Amendment to ASDIHA) Policy 96-054 ~poucv for 
Use of Hepatitis A Virus fHAVl Vaccine and Immune Globulin~ (HA Policy 
91-047, Mav 5. 199D 

• Hepatitis B Jmmunjzatjon pojjcy for Oecartment of Defense Medjcal and Dental 
Personnel (HA Policy 97=06. October 3. 1996) 

• Recommendations ReQardjna the Use of the Newly Licensed Hepatitjs A 
Vaccjne in Mi!itarv Personnel !HA Poljcy 95-004, Aoril 19, 1995) 
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• Joint Instruction on "immunizations and Chemoprophvlaxls~·This joint Air 
Force, Army, Navy, and Coast Guard publication (AFJJ 48·110, AR 40..562, 
BUMEDINST 6230.15, CG COMDTINST M6230.4E) provides the requirements 
for the Armed Forces Immunizations Program, establishes principles, 
procedures, policies, and responsibilities for the immunizations program, and 
implements pertinent Department of Defense directives and international health 
regulations and requirements. While the publication applies primarily to the 
uniformed members of the four departments, it provides guidance on 
immunizations for selected Federal employees and family members eligible for 
care within the Military Health System. 

• Armv Immunization Information-The U.S. Army Center for Health Promotion 
and Preventive Medicine, Directorate of Clinical Preventive Medicine, creates 
policy and guidance on the control of diseases, including vaccine-preventable 
diseases, and injuries relevant to military populations and DoD beneficiaries. 

• Naw and Marine Corns Immunization Information-The Navy Environmental 
Health Center maintains this webpage to provide the information regarding 
Department of Defense, Department of the Navy (Navy and Marine Corps), and 
national immunization policies and practice. 

• Air Force Immunization Information-The Department of Public Health, U.S. Air 
Force School of Aerospace Medicine maintains this webpage to provide the 
information regarding Department of the Air Force immunization policies and 
practices and to provide links to other immunization resources. 

5130100 1:411 
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• immunization Trackina in the Individual Health Record. The primary record 
keeping system for immunizations is Standard Form (SF) 601, Health 
Record-Immunization Record, which is part of the individual's permanent 
outpatient health record. The International Certificate of Vaccinations 
{Department of Health and Human Services Form PHS-731) supplements the 
SF-601. Section G of the instruction ~Immunizations and Chemoprophylaxis~ 
outlines record keeping requirements. 

• Immunization Trackina in PHCA-The Preventive Health Care Application 
(PHCA) is a computerized health maintenance system, including an 
immunization tracking system, for the Military Health System. PHCA, Which is 
currently being installed and tested at military medical facilities, will serve as a 
standard solution for health care providers to deliver and track: clinical preventive 
services. 

• Immunization Trackina in DEERS 

• Armv Immunization Trackina in MEDPROS-The Medical Protection System 
(MEDPROS) was designed to track the administration of vaccinations, 
particularly the anthrax vaccine. MEDPROS is a module with the Army's 
Medical Occupational Data System (MODS). 

• Naw/Marine Corns Immunization Trackina in SAMS-Naval Medical Information 
Management Center {NMJMC) supports the Immunization Tracking System to 
capture immunization data using the SNAP-Automated Medical System (SAMS) 
software project. 

• Air Force Immunization Trackina in ASJMS-The Aeromedical Information 
Management System {ASIMS) is a collection of user-developed software 
modules that help manage base-level Aeromedical Services programs, including 
the Military Immunization Tracking System {MITS). 

S/.!0100 1 :48 p 



~ .:'are of Reserve Component Members with lmmunbation Adv,'r ~' '·. 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1 200 

MEMORANDUM FOR SECRETARY OF THE ARMY 
SECRETARY OF THE NAVY 
SECRETARY OF THE AIR FORCE 

"'.uicare.osd.millimmunization/RCMTF Acces$. 

20 July 195 

SUBJECT: Ensuring Reserve Component Have Full Access to Department of Defense (DoD) Military Treatment Facilities (MTF) for 
Treatment and Evaluation of Adverse Events from DoD Directed Immunizations 

Tille 10, United States Code for the Armed Forces directs that members of the Reserve components who incur or aggravate any 
njury, "ilnes&, or disease while perfonning active duty for less than 30 days, or inactive duty training are entitled to medical care 
appropriate for the treatment of the injury, illness or disease. Adverse reactions from DOD·directed immunizations are line of duty 
Unesses. Therefore, when a member of the ReseNe component presents for treatment at an MTF, expressing a belief that the 
::ondition for which treatment is sought is related to receiving an immunization during a period of duty, the member must be examinE 
and provided necessary medical care. 

Jnce treatment has been rendered or the individual's emergent condition is stabilized, a Line of Duty and/or Notice of Eligibility will t 
1e...,'11tlned as soon as possible. No treatment beyond that justified to. stabilize the condition or emergency is authorized until Servicf 
:l dlon is validated. Reserve component members should seek medical attention with their personal healthcare providers for 
njulies, illness or disease unrelated to duty . 

.-iea!thcare providers must submit a Vacdne Adverse Event Reporting System (VAERS-1) fonn for vaccine reactions that result in a 
1ospital admission, loss of duty for greater than 24 hours, or suspected to have resulted from the contamination of the vaccine. The 
)cO and Food and Drug Administration encourage health care providers and individuals to report to VAERS any clinically significant 
:.dverse event occuning after the administration of any vaccine licensed in the United States. Reports to VAERS may be made in 
Nriting or by calling 1.S00-822-7967. Reporting instructions are available on the Internet at htti):J/www'.fda.aov/cberlvaers.htm. 

:lroviding MTF access to members of the Reserve components Who may have health problems resulting from OoO-d"trected 
mmunizations is our responsibility and an important way to keep trust with this large portion of the Total Force. 

~: 

JSD (P&R) 
'lSD (RA) 
Vice Chief of Staff, Anny 
Jirector, Joint Chief of Staff 
:Ommandant, USCG HQ 

::rsm 
'Immunization Hamel 
..asl update: 09107199 
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Dr. Sue Bailey 
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Dear Mike Kilpatrick 

CMAT Control #o 

2002217-0000024 

Desert Storm Battle Registry 
P.O. Box 77381 

Washington, DC 20013 
Tel: 54().477-2923 
Fax: 54().477-2941 

August 2nd 2002 

What is being done to contact past Gulf War Anthrax Vaccine recipients for FDA I CBER to 
comply with FDA's "follow up of a investigational drug" requirement? 

We would like the classified portions of the Anthrax data on the OSAGW! internal servers be 
declassified and released to our organization for review. 



' 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHI~GTON, DC ZGJ!tl-1200 

llEALlH AFFAIRS 

Mr. Kirt l.Dve 
Desert Storm Battle Registry 
P.O. Box 77381 
Washington, D.C. 20013 

Dear Mr. Love: 

In our last meeting you delivered a letter with questions regarding anthrax vaccine 
iDfolllllllion. 

The anthrax vaccine is fully licensed and approved by the Food and Drug Administration 
(FDA) and has been since 1970. The FDA determined that the anthrax vaccine as used by DoD 
in the anthrax vaccine immunization program is an approved drug being used in accordance with 
its approved label. The Department of Defense's use of anthrax vaccine for pre-exposure 
prevention using six doses over 18 months is consistent with the Food and Drug Administration
licensed use of the vaccine. Because it is an FDA approved vaccine, there is no follow-up 
requirement. 

Yon also asked about classified anthrax data on OSAGWI internal servers. All 
medically relevant GulfWar information was declassified by the Services. This information 
would have been included in that declassification effort and is available to the public on 
GulflJNK. If you have specific documents you would like declassified you should contact the 
Department of Defense Directorate for Freedom of Information and review at (703) 697-1160. 

If you have any other questions about the anthrax vaccine or the anthrax vaccination 
program, we suggest you contact A VIP at (877) 4388222. Thank you for the opportunity to 
address your concern 

Sincerely, 

J¥4;:-~ 
Michael E. Kilpalrick, M.D. 
Deputy Director 
Deployment Health Support 



~ lllserl Stano JIISiiee fllldlli81. Inc. 
Dear Mike Kilpatrick Sept 20"' 2002 

Listed below are the following questions the D.S.J.F. would like for Deployment 
Health Support directorate to answer for us: 

1.~s DOD using a newer NBC Detector Since the Persian Gulf Was? ) 
If so, what is the model II, manufacturer (s), and specificallons for NBC 
detecHon and warranty, if any. -

Deployment Unk now using official ShOt records lor our troops, who in d 
uture deployments have already received or wilf receive the Anthrax vaccine 

and other experimental dJUgs? 

3.(-Has DOD olllained a newer version of MOPP Suits and NBC~ Since the ) 
Gulf Was? II so. will theSe suits and ~ protect oor future troops against 
"Dusty Mustanl." which our past NBC equipment lacked the capability to -
protect against? 

4.Gf the above listed equipment Is a newer version than what was ueed In the \ 
Persian Gulf War, then what are the manufactured warranties on the~ 
purchased materials? 

Sincerely, 

Paul D. Lyons. SSG. 
USA Retired 
President, D.S.J.F. 
http://wWW.dsjf.ora 



Dear 

Desert S1Drm Battle Registry 
P.O. Boxn381 

washington, DC 20013 
Tel: 54().477-2923 
Fax: 54().477-2941 

To Whom It May Concern: 

I would like to address several issues on behalf of the Gulf War Veterans as wen as the present 
day and future soldiers that could be deployed to a region that unknown risks may arise. 

1. During llldeployment of the Gulf Troops some of the equipment that was utilized in 
country reoelved special cleaning to deconi!Knlnate the equipment. However, this was 
not the case for all units except for their vehicles and the weapons that were tumed in to 
the arms supply. Many personnel, (specifically the soldiers that did not live in the 
banacks,) did not tum in their personal equipment such as~ !f/Bfi gear, etc 
for -mination and this was not requested by the unit Cornman What 
policiesfprocedures are now In place to ensure that the families of the t ps are not 
exposed to biological and chemical contaminates from cleaning this equipment, or from 
oonlac! with this equipment. tva any procedures being Implemented to assist~. \ 
families in recognizing the symptoms for con1aCt exposure to these cootaml~ 

2r Whm. policies have been implemented to protect service members from the volatile' l ~bination~nogens that were known to be present during Desert Shield and 
Desert Storm? Suches The CARC Paint that was used openly around end by the troops 
for painting e r vehicles. The fuel for the spsc;e heate111 req<ired to keep the soldi0111 
warm at nigiL The smol<e, f1m1es and chemicals from the oil well fires, burning vehicles 
etc. 

3. There have been eleven years pass since Desert Shield and Desert Storm. and 
numerous studies have been completed concerning the 1Ecals and biological agents 
that the soldiers were exposed to during their deployment. Is now !mown about the 
dormancy of the biological agents that were present and Is now !mown about the 
half~ife of both the chemicals end biologlcal agents in the area? What is the immediate 
risk to t'!_e spldiers that are to be deployed to the area in the near future from these 
hazard"1.J 

4.j For future deployments, will the units be issued updated, new NBC gear?{ What 
measures are being taken to ensure thai the equipment being Issued to the soldiers will 
offer adequate protection to prevent the known health problems of their predeeesSOTS'I _J 

5. ~ere has been eleven years pass since many of the soldiers returned from the GuJf 
region and there have been numerous studies concerning the exposures and the effects 
to date what data is available to the vets and their families about the exposures that 
causa health probi~~ 

Sincerely 

Leslie D. Stevenson 
Leslie D. Stevenson 

State Commander 
DSBR, 



Dear Mrs. Ellen Embrey: -

Desert Storm Battle Registry 
P.O. Box 71381 

Washington, DC 20013 
Tel: 540-4n-2923 
Fax: 541J.4n-2941 

Seplsmter14, 2002 

I What were the OSHA, or environmental health standards in place durtng Desert Shield 
and storm and the clean up efforts immediately lollowinJIZ] 
I know that since that time more has been done to inform local units of hazardous 
materials, and the proper way to handle and use them, bull would like to know what was 
in place at that time. I ask this because I was not deployed, and by the time things from 
the desert were arriving back, I was pregnant, and tasked to clean the NBC gear 
(masks, MB alarms, MOPP suit), tents, sleeping bags, etc. Not once was I ever briefed 
on what I was using, the known affects on my unborn child, or given any indication that 
any of the cleaning products being harmful, carcinogenic, or toxic in any form, nor was I 
given the option not to use them. Some of the cleaners I know I used at that time were 
TSP- tlisodium phosphate (decon of NBC equipment), and Trich- Trtchlorofloroethane 
(eleclronlcs), Break free (weapons), and denatu~~cohol. 
I do not want to know about those specific cleane am asking what system, and 
specific regulations were in place durtng that time that should have been followed, and 
what specific changes have been made to those policies to insure the safety of our 
troopstod~ 

I What policies are in place to ensure that non-deployed troops are not exposed to 
lllefiE!Id hazards such as depleted uranium dust, or chemicals and biologicals (if used 

in theater of operations) due to cleaning and servicing returning equipment? What is the 
disclosure policy to those troops that they may be working with, or inadvertenUy exposed 
to those agents? What is being done to insure that the troops know and understand the 
symptoms that may indicate inadvertent exposure?\ 

hat research is being done, or has been done on the actual persistence rates of the 
emicals and biologicals Sadam was known to have at the time of Desert Storm? I am 

not asking about the assumed rates, I am asking specifically about any data from the 
~mples actuaHy collected at that time. I 
l 1 would also like to know what, ~ anything, has been done aboulsampHng that 

environment receni!U I ask this specifically due to the fact !hall believe that we are 
destined to once agarn have troops in that theater, and I am concerned about not only 
anything new that Sedam may use, but anything that may be left over from the first Ume 
that troops ahould be prepared tor. 

fii the EPA regulates emissions from Diesel engines, and all other engines as a matter of 
public safeily and health, what is being done to change the 10M statement that the 
smoke from the burning oil wells, space heaters, etc. did not cause, contribute, or 
significantly impact veterans heatth issue~ I ask this specifically due to the following 
excerpt from the EPA webs~e http://ctpub.eoa.gov/ncea/ctm/recolll!splay.cfm?deid=29060 



"This assessment examined information regarding the possible health hazards 
associated with exposure to diesel engine exhaust (DE), which is a mixture of gases and 
particles. The assessment concludes that long-term Q.e., chronic) inhalation exposure is 
likely to pose a lung cancer hazerd to humans, as well as damage the lung in other ways 
depending on exposure. Short-tarm (i.e., acuta) exposures can cause irritation and 
inflammatory symptoms of a transient nature, these being highly variable across the 
population. The assessment also indicatas that evidence for exacerbation of existing 
allergies and asthma symptoms is emerging. The assessment recognizes that DE 
emissions, as a mixture of many constituents, also contribute to ambient concentrations 
of several criteria air pollutants including nitrogen oxides and fine particles, as well as 
other air toxics. The assessment's health hazard conclusions are based on exposure to 
exhaust from diesel engines buift prior to the mid-1990s." 
I also ask due to the large number of vetarans that have breathing problems since 
returning. 

I also ask in light of the recent findings of the EPA released through the Associated 
press, which states the folloWing: 
WASHINGTON (Sept. 3) -Diesel exhaustS from large trucks and other 
sources probably cause lung cancer, the Environmental Protection Agency 
concluded Tuesday In a report that bultlesses a puah to reduce truck 
emissions through stricter requirements for cleaner diesel fuel. 

The EPA report concludes that uncertainties remain about long-temt 
heallh effec1s of exposure to diesel exhausts. II said, however, !hal 
studies involving both tests on animals and occupational exposure suggest 
strong evidence of a cancer risk to humans. 

"Overall, the evidence for a po1ential cancer hazard to humans 
resulting from chronic inhalation exposure to (diesel emissions) is 
persuasive," said !he heallh impact report re- by the EPA. 

The report mirrors conclusions made previously In documenis from 
various WOJ1d health agencies and studies In Galitomia and is particularly 
significant because !he EPA Is !he federal agency !hal regulates dieeal 
emissions under the Clean Alr Ad. 

TJ am also interested in any data that may be available on any military regulation of exposures of j 
f!hls kind. 



Dear Ellen Embrey 

Desert Storm Battle Registry 
P.O. Box 77381 

Washingloo, DC 20013 
Tel: 540477-2923 
Fax: 540477-2941 

t Will the United Stales use pyridostlgmlne bromide (PB) for nerve gas protection W we invade J 
lnoq? . 

(if no, why?. What has changed sinoo 1he Gulf war that makes this a reasonable decision? J 
( If yes, why? Wihat peer reviowBl scientifiC studies support this ~on. J 
fH'"as the DoD changed Ws policy on the usefulness~ PB?) 

(Why?_} 

Sincerely 
James Moss 
Member, DSBR 



DesertStonn Battle Registry ~ 
P.O. Box77381 \31 

washinglon. DC 20013 
Tel: 540-477-2923 
Fu 540-477-2941 

To WhOm It May Concern: 

SUBJECT: NSO~&Gul!WarRelaledtasues 

\ft is imperative that 1118 DSBR be pennltted to pertlcipete ins all future NSO briefings by 1118. 
Deparlm8nt of veterans Affairs and 1118 Depatment of Del . No other organization 1s In tune with the 
primary canasms of the Gulf War Community. To exclude t!1e SBR from represontir1g 1118 c:ancems of 
itoo aanstituents before t11o DOOJDVAIOHSO only raises questions of whothar or not these agenaes are 
truly;- in providing adequate answers to sick Gulf War Veterans. 

There..., sevarol questions, which beg enswerlng. These include: 

1r0flhe -Olchhllllilf 175,001fi!llliliiY piiSiml1al.- iHiriiCidillliijfOperiiiiOils -
ShleldiStorm,- many ha¥8 been medically -.god? 5eccndly, how meny of1hase 
now no Jorcler on active duty haVe bean awarded aerviao-connec:ted dissbill!les es a direct result 
of aervlao In the gulf. How meny oft!1o 675,000 haVe pessed away1J · 

21f---. been pulln placet<>--the VAER'• prog..- 1 .. -to 
a11 dOpiOJing pen10111101 to..,.and au area of_.a-JI Advarasvacx:ine reporting 
should notelfecl how the individual saldler8 are treated. CoiMianders should ensure that any 
negative reparl$ be esnt-

3)[....,._.noNBC --ngframlhe-onoflhenlnen-reae!DIB 
and numoroua blo-chomlcal bunlcelalhenwhy -...'tall tile-.... been made 
available unclarllle Freedom oflnfonnallon Al!!) 

4} Allf<dwepnHieplaymant-umplesdlawnshauldba.-wlthSSNisa-any 
lick vetanm In lllefulure ..,!8CII*t a umpla of-blood to prove-any injury duo 
t<>wcclnallonorNBCI-can---~--
-. Blood is already baing stored for resesrch purpasesi Why not make H availaDie to the 
soldier they are drawing t11o blood from? I 

5) lnfonMd Coneent- not be dl...-forllle- of National Security. The Anthrsx 
vaccine is en experimental vacci'le. Russia haa davelcped a suparstialn of ent11rsx and we do 
rd know If our vaocine is capebJe or proteclfon. Soldiers should not be ueed as gu!Ma pigs. 

6) '(Squalana ofasyniiiOIIc nature foUnd Jng.dr~-ablaod ~to be~;.;. ... ... .. -
a crime and an lnaJ...,Inveetigatlon should be conducted aa to how this adjuvant was 
.-to lnc..,...lheellic:iancyoflhe~As tocla!e no n!ela,_haa bean given 
that would satisfy veteramo who have tills synlhotic squalene In their blood 

7}rw..,_theDODIDIIAfalledtoadlllbdotarSPECT-to8lclcgulfwarwlaransand 
relumlng daployad-duty-- sulfering"""' neurological prablems? tnalaed 
solcf181Sand .-ansare-and diagnosed with somatofonn ~ 

Sincerely, 

r-;21 .. ,~~:w~ 
Oklahoma State Commendar, 

DSBR/AVJF 



To: DHSD 

Desert Storm Battle Registry 
P.O. Box 77381 

Washington, DC 20013 
Tel: 540-477-2923 
Fax: 540-477-2941 

Sep 19,2002 

1. Medical personnel of all specialties we in =Jy for all services. This Is both a 
Homeland Security and VelerBnS support issu What is~ of training of VA 
pe!SOnnel on radiation, chemical and biolog protocols? I 

2. In a Thursday, September 19, 2002; Page A01 article, the Washington Post reports "The 
Bush admlnlstralion has abendonad an ln1ematlonal effort to strengthen the Biological 
Weapons Convention against germ warfare:Gising its allies !hal the United Stales 
wants to delay fiJ!Iher <iscusslons untll2006 Have sutlicient Fon:e Health Protecllon 
measures. to Include antidotes, been imp! to support our troops in the event of a 
oonfllct where chemical (I.E. vx """'"agent ?.!f'"staro agent} and/or biological (I.E. 
anthrax or botUlinum toxin) weapons are used? I 

3( Has the Veterans' Appeals Control and Loca!or System (VACOI.S} and subset GUlf War ) 
Veterans Information System (GWVIS), consclldallon or exlsltng VA. BVA, VHA and 
VBA Information systems Into a single source or inlonnallon about GUlf War VeiOrBnS 
Including health and disability matters been completed? 

4.(What Comprehensive Clinical Evaluation Program and VA Gulf War Health Examination \ 
Registry data fields were not iiiCOipOralad Into the new VACOI.S relational database? } 

5.( The 2000 Census reportad !hal approxlmalely 350,000 guWwar veterans were drawing a ) 
disability. Is this data inline with the number of individual records in 'Dle Gutf War 
Veterans Information System (GWVIS) database? 

6.( What is your position on the •planned destruction" d the original DoD's Comprehensive ) 
Clinical Evaluation Program and the VA's GuW We< Health Examination Registry dala? 

1. (Why is the CCEP and PGR data not being sent to NARA for archive? ) 

B.( When will the GWVJS database be accessible to reesarchers and w11at agency will ) 
control access to it? 

9[The 2000 Census reportad !hal approximately 350,000 guW war veterans were drawing ) 
disability pay. What is the l>reel<l1oMl of diagnoses and disability peroentages? 

I . What is the current number of gulf war veterans reoelvlng social securlly? ) 

11~hat Is the status or Project DoD-94, the study "Combined AnsJysls of the VA and DoD ' 
Gulf War Clinical Registrtes; A Study or Clinical Findings from Systematic Medical I 

inations of 100,000 U.S. Gulf War Veterans"? 

12tWhy are only 100,000 records being examined in project DoD-94, W the 2000 Census') 
reports that approximalely 350,000 gUlf war veterans are drawing some fonn or 
di-lity? 
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13. VA physicians are not currently using the VBA(VHA Clinical Pradice Guidelines{_ Has a 
l!alning plan been formulated to correct 1hls? ) 

1 J Are the Guidelines for Disability Examinations In ~ulf War Veterans being utilized for 
~andale<! fo~up VBA C&P disability exams? J 

,J Is there a rnechanfsm in place where a claim of increased disability is automatically 
~Into the sysllom ff a foilow-<Jp VBA C&P dl-llty exam shows- the veteran 

has gotten worse? I 
16. Vetefans are assigned to a Primary Care Manager Team based on thei~ significant 

diagnosis. however many gulf war vets have multiple comorbid dlag What 
mechanism is in place for the teams within the hospital and between s to share 
lnfoJmation about treabnent ~that have been found to benefit veterans but have 
not been the results of a study? J 

17foo the various services provide the same Information on pre-discharge programs? What 
are the OOJm10rt denominatoJS between the services. to inckJde type of Information J 
provided (I.E. education and VA benefrts) and effectiveness of various NSO 
pteSentations? 

11/ Ans Deployment Health Assessment Protocols being followed for pre and post 1 
-\ deployment Afghanistan and Persian Gulf veterans? 

1i At whatlevells the deployment surveillance database shared between the component ) 
\ sennces? 

co 
USN IDRL 
GA state Commander 
DSBR 
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Dear Mike Kilpatrick 

Desert Storm Battle Registry (j) 
P.O. Box 77381 

Washington, DC 20013 
Tel: 540-477-2923 
Fax: 540-477-2941 

[1] Since this announcement (Contracts/Procurements June 2002) The U.S. 

Army Medical Research and Materiai~C~o~m~main~d~is~iiiii~fo~rio~rig~in~a~l service membe_rs~2, ~ 

[2] For Operations Desert Shield and Desert Storm, the Army and the Air Force 
directed that one-page health summary forms be prepared at the time of 
mobilization. These "abbreviated health records" were to be sent with deploying 
soldiers and airmen in place of full individual health records. As part of an 
initiative to identify and facilitate veterans' access to their Gulf War inpatient 
records, staff from the special assistanfs office searched through records at the 
National Personnel Records Center in Sl Louis • permanent storage site for all 
records of hospitalizations in military medical faciltties. The team located more 
than 25,000 inpatient records of deployed Gulf War servicemembers and entered 
the information into a database. 

Veterans can call OSAGWI at (800) 497-6261 for a database search and 
assistance in obtaining copies of their records. 

- [a] when will I get my records for treatment at the 85" Evac Hospital for 
Jan 90 Saudi Arabia ? 

Defense Occupational and Environmental Health Readiness System 
-Industrial Hygiene 

[a] I request the tities of all documents (memorandums, notices, 
regulations) which have come into existence or modified since 30 May 91 
to 2001 under DOEHR subject. 

Sincerely 

~~ 
VenusVal Hammack, 
State Commander, Massachutes 
Administrator, DSBR 



SO 11 Ruthic Cove 
Memphis. TN 3&127 

J)ear Mike Kilpalrid;., 

Desert Storm Battle Registry 
P.O. !lox 77381 
Washington. DC 20013 
Tel: 5~77·2923 
Fax: 540-477-2941 

This will a very hard letter to write knowing that fellow veterans are sick or have lost their 
life after the Gulf War of 1991 do no protection during the war. We required information 
from your DOD and the VA. Should we go back to these areas for war are we (USA) not 
putting our young men in danger, again? Are we "FORGOTTEN WARR:ORSn7 
Du:ting G·,JJ r W<>c, we tad the Wa.!'.dc::-s cr.·y [O:r our ccnmt:ry. But 
new, We cry fo::: ou:::: self and fut.ure ~m.r::io::::s! 

l lave you read the Address al Fall Congressional/ Coalition Leadership Breakfa;;t by Dr. 
Dong Rokke. 325 RusscU Senate Offic.e Building. U.S. Senate, Washington D.C. on 
Novemher 10,2000. If you should read this. Just use the Internet und type in Dr. Doug 
Rokke and you will find great infunnation on the Bauer's Teum: Preparing Medical 
flersonncl for War. 

I have lost dear friends after coming home from the Gulf War. One \\'aiTiors required a 
hearth and lung transplant and other one needed the same. Both of these men were non
smoker with one bt-:ing a poslman , the other a fanner. One member served in (2) two 
Wars the other in (3) wars. Both of these soldiers never requested help from the VA until 
afti~r the. Gulf War. Both veterans did not gcl treatment from the VA; bL.">C-ausc they ~"t'C 
not service. What a great lost to this cowttry but a great lost to their families. 

Please. undt-~tand that I um not linding fauh in you. Just the system that will not tind 
answers to the problems and will not answers tQ our question: that we may find answers 
for aur self. 

I will not stop tooking for answers lhr all our Gulf War Vets and IUturc Vets of Gulf 
Wars. At present time~ I run talking to (2) two Congressmen about not get~ing an~wers. 
How the)' can help Gulf War with many of their pmblems. And I hc'pe tu stop this in 
he-euming another Agent Orange for this country. 

Thank you fer you time in these matters from aiJ DSBR State Commanders. 

Sincerely 
Phillip W. Nelson, Sr. 
State Cnmmandcr ofT enm ... -s..~ 
DSBR 



Desert Storm Battle Registry fV 
P.O. Box 77381 ~ 

Dear capt .. Michael E. Kilpatrick 
DHSD 
Office of the-SecretafY of Defense 
For Health Affairs 
Four Skyline Plaza 
5113l.eesburg Pike Suite 901 
Falls Church, VA 22041 

capt. Kilpatrick: 

Washingtcn, DC 20013 
Tel: 540477·2923 
Fax: 540477·2941 

11 would like to have you address oertaln oonoerns I have in regards to Deployment Health of the 
paet. current and Mure troops and personnel. 

Leishmaniasis, as you well know, is endemic to the Persian Gulf Theatre and is listed by 
CENTCDM and Walter Reed as one of 13 -ly infectious diseases thai pose a known threat 
to those deployed to the region, as of JanU6fY 1991. 

IV. a press conference Janu8fY 12, 2001, by the Rand COrporation and Beman! Rostker, they 
stated that becaUse of the threat of Insect borne InfectioUs Diseases, leishmaniasis in particular, 
that there was an overuse of pesticide and insecticideS, but that the incident rate of these 
infectiOns was at a minimum becaUse of their use and because of the winter season in the region. 
You also were recently quoted In an article dated 8 August, 2002 In 'Ole Atlanta Joumai
ConstiMion thai troops use "battle dress uniform", treatec1 with Insect repellent, but acknO'Medge 
thai "troops....,, going to wear long s-es when ifs reelly hot" You also are quoted thai" the 
government also conducls frequent mecfiCal risk assessments of the environments .mere soldlere 

( 
are working, testing for example, to see if sand flies are in the vicinity". 
Please etaborate on the forms of "medical risk assessment". 

What fonn of testing is being applied to identify these infections? You know that the viscerotropic 
form of Leishmaniasis is not to culture biopsy material, ~can be -ed through PCR, beceuse 
the DoDNA have not been able to develop a species specific sero test: it is a genetically mutated 
strain of the disease, thai starts cutaneously, then turns to alteck the internal organs and other r tissues, particularly to the victims genetic predispositions. 

~at is the status of said species-specific sero. testing? 

I Has a skin prick test been successfully developed for use on those displaying symptoms in the 
field thai the DoDN A have been jointly researching? 

What information has been oompHed about famHiat genetics it11egards to the "tropism • of the 
form of Leishm101lasis thai the DoDIV A have been worl<lng on for years? And how oould this 
research be performed without families in tum being infected prior to said research? 

H is reported thai only 19 cutaneous cases and 12 visceral ceses _.,reported and treatec1 in 
returning GuR War Vetemns. in a cleclesslfled document from Opeiations Support Directorale 
dated Oct.1990, Subject Special Teiagmphic Report of Selected Conditions (RCS MED 16 (RA)) 
It states that a 30 year old active duty soktierwas air vac'cf and treated for visceral LeiShmaniasis. 
tt also states within thts document that the 60 known courses of treatment for viscera! 
Leishmaniasis hed already bean exhausted. 



That is 3x the numbels repor1ed nearly three months before Opendion Desert stonn was even 
Initiated. Why and how are the numbers so conflicting? Did you just stop testing aa lo not Indy 
reflect the infection rate? 

(

Why have you not added my husband to those numbers when he has not only a vorifiad 
diagnosis, but has an adjudicated Department of Veterans Affairs claim that grants service
connection to Leishmaniasis? 

And tu-.more. y,j)y has tho CCEP DIQ!QcQ! tq DoD dated June 1994 not boen lollowod 
through wHh those tbOII!Ii!Ods that <lisolav the symptomo!oav? 

(

Why are the recommendations stated In the "Adeguacy of the VA Persjan Gulf Reaistrv and 
Uniform Qi¥!ft Ass@ssment Protocol. Andjngs and recommendations for Immediate Actions'" #13 
and #14 nat been acted upon? 

(
What of the recommendations offered are being ulillzad from the "Health consaouem;es of 
Service Oylina the Persian Gulf War: Recommendations fqr research and Information Systems"? 

What true madlcal suNelllance is taking place? 

I feel this Is gross madical negligence on the part of the DoD and the Veterans Admlnlstralkln, 
and because of a lack of action on ycH6 part, millions are at rtsk of transmission and infection 
through blood products, person to pe18011 and to offspring and have been for over lwelve years! 

The Incident rate of Infection is underrepollad because of a lack of testing and idenllfioslion, and 
there Is a falsehood perpetuated that the onty vector is the sandfly. You have failed to warn those 
at risk about !he dangers of 1rensmlssion from person to person, transplacental and genetic 
damage to offspring. You have also failed to Inform those at risk about the cycle of reproduction 
of the sandfJy that was noted to reproduce not only in standing water, which most from our culture 
\WUid recognize, but that they are oot only nocturnal feeders, but they isy !hair eggs in the soft, 
moist crevices of the sand bags usad at tho base of every tent usad for our preotous military 
personnel; hence incubators with waiting meals to feed upon. There was a medcal drective that 
was not disseminated to the troops to sweep and clean these areas of thelr quarters to help 
prevent Insect bites and subsequent transmission. You alsc failed to warn them that dogs, 
camels, goats, sand gerbils and lizards are also known vectors. 
A similar situation looms large over our natkm in regards West Nile Virus. as now verified by a 
transmission from blood bansfusion and blood products to organ donation transplantation and 
subsequent desths. 

Ni you should also be aware, this fqm of L.elshmani- can not only isy donnant and in 
rem- for many years, as documented In a case that was diagnosad and treatad at Walter 
Reed in 2000, ~can lay donnant without eymptoms preosnt for up to 43 years. Ills aloe 
Pentastam resistant, which is the known classic treatment for visceral Leishmaniasis. 
But of course. as you also know, this Is no classic visceJal Leishmaniasis; it is viscerotropic: 
Ever turning, ever Changing, ever mutating. Its only known treatment has been an infusion 
treatment of Amphotericin B vrith Upld Complex to reduce toxic side effects and permanent 
domage to the renal~· II also has a very high rate of reincidence even after such treatmant. 
For a three-week course oftreslmeni, the costs exceed $100,000. for hospllallzatlon and follow 
up: a very expensive treatment to save the lives of those that have served this cmmtry honorably 
who have anSINered the call. 

Is this possibly another policy to cut costs? 

Or is it to 6mit the threat of panic most certain to occur with the public of which you serve, when 
they find out thai not only was there a blood ben on donations from returning GuH War Vaterans 
contractad individuals and journalists from tho Amerlcan Red Cross and Military Blood Banks, but 
that~ was llftad to soon as of Jan.,1, 1gg37 
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You most cer1ainly are aware c:A the epidemic d Leistananiasis currenlti In Kabul v.fth rNf!6 

280,000 confirmed cases In the Indigenous population and Its threat to thole currently deployed 
to that region of the wOOd, but that there are current out breaks In India. Palestine and Brazil. 
WID Dr. Steven Beverty d Harva-dl Wsshlngtoo University of St. Louis funded by the DoD deal 
With these situations through 8 rlEM4y developed vaccine? Or just insedictde eoak8d clathing that 
residually \WIJ cause Central nervous system dan .. by it CN« exposure, again? 

There are d course, vaccines anentJy availai:M, but not FDA approved; cUing the Iran -4raqi 
war, the Iranians did not vacdnate their +300,000 troops for Anthrax exposure, but they dld for 
leishmaniasis. 

Here in the United States, it is also known that leishmaniasis has Infected canines In rNer 21 
states; the media reported erroneous information that the Infection was most likely transmitted 
either by Gulf War Veterans themselves or by anlmaiS(pets) acquired and brought back to the 
States by military personnel. You and I kncPNthls Is not possible: military personnel, let alone 
civilians cannot enter this country with •pets" In tow. 
So how would this be scientifically or physically possible? Why would this Infection be used to 
vUianize our retuming heroes, if the only said vector is the •sandfly"? 

1 v.ait In earnest for your response to these questions, for I now halle verifiCStfon that my 
husband's infection was subsequently transmitted to me aexually, and in tum. I not only suffered 
a miscarriage. but our following live births of our two children aao have titers for L.eishrnaniasis 
verified through PCR on Odcber 4, 2000, through help n information from the Bill and Melinda 
Gates Foundation and testing through the Federal University of Rio de Janeiro, Brazil and funded 
through humaritarian research dollars. 

I have never been out d this CXU1try and my chikten certainly have not been to Saudi At8bia. 
Detroit and Flint. Michigan are not kncMn for their tropical climate or conditions, 
My family continues to suffer from permanent effects to the Central Nervous System and Immune 
System. and both chiJdren are profoundly affected by this disease and other exposures that my 
husband incurred during his service in the GlM W81: Including , but not limited, to ll1lnformed 
consent of vaccines, PB, low-level nerve agents fe: sarin and his verified infection by 
leishmaniasis which was never diagnosed or treated by DoD and VA protocol or health systems 
allowing the Infection to ravage his body and prwlde the opportunity for others to become 
infected for over 8 yeans, before being Identified , cfiagnosed and treated by the civilian health 
C8le system through Medicaid and Medicare. 

Sincerely 
Janyoe E. BRlWll 
Michigan State Commander 
OSBR, 
5051 Winston Drive 
~<.·~.,.....,-~ Michigar] ~73-1224 

..__ _______ -



Dear Mlke Kltpatrick 

Desert Storm Battle Registry 
P.O. Sax 77381 

Washll~ DC 20013 
Tel: 540-477-2923 
Fax: ~77-.2941 

Sept 2Ci" 2002 -
( 

Vetel~:!t-at'MliS of Washington State, are not being Informed of Project Shad nor 18Ceiving needed 
hEaUlcare or~ for postible expoeure to biologlc:allchemic:al agents dtmg the 60'~ 

On Dec. 1, 2000, Thomas L Garthwaite, Under Secretary for Health, Veterans Affairs, put out a 
Fact Sheet recommending that VA medical Centers need to provide evaluations to eligible 
veterans who may have been exposed to hazardous material during "Project Shad". 
It also goes on to state, that It Is encouraged that copies of the Information letter, (IL 10..2000-
012) be provided to Primary care Teams and outpatient clinics, including community-baaed 
~ clinics, as well as va. Centers. 
l ~!. Y!· VA Ooctor8, Primary care Teams and outpatient clinics in Washington State no 

nothing about Pmjed Shad. VA employees are not being Informed and If their not Informed, they 
~'t lnformV~ 
( ~of the VA I've spoke with at American Lake. seattle & Spobne VNM:Js, haven't 

hEad of Project &had. EmploJees can, answer q.estioiiS or ~~inform&tlon to project shad 
vetera!IS seeking an & testing, becall88 they've never heard of~ 

~D's, PA's, Nuraaa, Admitting clertts, Receptioniata, VNitCI Oirectors office, Patient AdvOCI!bls, 
VA Infectious Dlaease dept&., Lab aeMces. Phau nacies and Eye cinics have never hp"d of 
Prqed Stat, yet the current plan to Inform Vetaralll by the rNA is by WCI'd of moutbJ 
l urge you to put forth a plan to Inform & seek out Vetmans during the sixties, of the possibility or 
exposLn to biologlcal agarD. 
It COUld easily cost the lives c:l many veterans by delaying the care we urge each other to provide 
to our pets, but withhold from our Vetenn & their families. 



Dear Ellen Embrey 

Desert Storm Battle Registry @ 
P.O. Bale 77381 

wanngtol1, DC 20013 
Tat 540-4n-2923 
Fax: 540-4n-2941 

f. would recommend that a study be done of Gulf War veterans who received anthrax vac::ctne~ 
\ ~kx,g with a matched control group who had not received vaccfne-possibly taken from people 

who enrolled in the military after the Gulf War, and whose vaccination status is known. 

There are approximatefy 400 (former)Fort Bragg soldiers whoae vaccination slatuS, dates of 
vaccinations and number of doses are lcncMn. Dr. Philip PiUman has just pubUshed a paper 
discusllng results learned when this cohort d soldiers was given booster doses at W1thrax and 
botulinum bcoid vaccine.. 

Here is the reference: 

Pittman PR. Hack D. Mangiafico L Gibbs P. McKee KT. Friedlander AM. 
Sjogren Mit. 

Antibody response to a delayed booster dose of anthrax vaccine and botulinum 
toxoid. 
Vaccine. 2002 May 15;20(16):2107-15. 
PMID: 11972980 

Studying this cohort Vetil resolve the entire question of whether anthrax vaccine conb1buted to Gulf 
War Illnesses 

Sincerely your, 

MD 
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Dear Mike KilpatriCk 

The rollowing lnfonnatlon 
members and the general 

Desert Storm Battle Registry 
P.O. Box 77381 

Washington, DC 20013 
Tel: 540-477-2923 
Fax: 540-477-2941 

This makes absolutely no sense beoause of the Arrey funded . 
Shyt>-Lo holds tiUed "Pathogenic Mycoplasma" back In 1986. The Unifonned 5ervices University 
Health Selvices also taught this in their syllabus until 1993-94. Then there _, the vaccine trials 
conducted at Huntsville Prison in Texas years prior to the Gulf War. Then comes the Gulf War 
and many vetenms who haue been fortunate enough lo gel tested, are positive for mycoplasma 
fermentans incognitus strain. This is a horrendous cover-up and H is obscure lo many physicians 
in the private sector. The sheer knowledge that this organism- .-ponlzed and that many of 
us suffer from Hs effects wanants criminal negligence on the part of the DoD for their nsfusallo 
acknowledge Hs ex1s1ence and provide 1reetrnents. This presents a double-edged sword as well, 
be<:auss we were efther exposed lo H during the Gulf War {be<:auss we supplied Iraq with H) and 
it was also used in experimental vaccines that many of us received. They must answer to 
biological exposures ... something they haue contlnuelly downplayed and avoided at all COSIS. Now 
is the time to hammer them and demand the truths. Belew Is an excerpt from Patricia Doyle, PhD, 
who has done extensive """"'"'h on Plum Island, Fort Dietrich and some of their nasly secret 
expenmentatfons. 

Plum Island, The Wstory-.03120100 

by Patricia Doyle 
I have documented that in 1970, just one year after Nixon ended the US biowar offensive research program, 
l 0 million dollars was granted by the US Gov't. to Plum Island for the purpose of establishing a 
mycoplasma for use in germ war research department. It was illegal to work with mycoplasma in 1he 
Continental U.S. and this was the reason that the early work did not take place at Ft. Derrick Phm Island 
had two very good reasons for winning the new mycoplasma research dept First of all, it is technically an 
island; secondly, Plwn Is1and was a biowar research fitcility. So. in order to commence mycoplasma 
research, Plum Island was designated a bioleve15 ficility and a 5-year project began. 

In 1975, Plum Island's mycoplasma research was doing so ~~~. the Oovt. continued to maintain funding 
for that department In the 1980"s a young scientist. who had completed his graduate research at Cornel, 
was hired to head the mycoplasma biowarresearch project. This scientist was Dr. Jawad A1 Aubaidi. When 
it was evident that hostilities would break out in the Persian Gulf; Dr. Aubaidi went home to his native Iraq 
and was appointed to head the mycoplasma research project at the Univ. of Baghdad 

One of Dr. Aubaidi's projects was filling payloads of scud missiles with mycoplasma strains. In 1995, Dr. 
Aubaidi was murdered by the Israelis. His demise, or, neutralization was made to look like an accident I 
have much more information on Plum Island. and a recent update regarding the ongoing encqthalitis 
research at that tacility. I have also fumd out that Plum Island scientists were testing Japanese Family of 
encephalitis vaccine on IRJMAN VOLUNTEERS. Dr. Peter Mason and Dr. R.E. Shope bath of Plum 
Island worked on the encephalitis vaccine project with Dr. Monath of Ora Vax Co, Dr. Shope and Dr. Jerry 
Hauer (Hauer-Feb. 1999-Nov.99- Mayor's Office of Emergency Management) worked together and are on 
a committee for bioterrorism preparedness. 

March 1999 Ora Vax Co. was on the brink of financial disaster. Their stocks were bottomed out due to a 
vaccine they wanted to showcase did not work. March 1999, power outage at Plum Island I suspect the 
West Nile Virus, as well as. Malaria and some other Arboviruses escaped Plum Island. Dr. Jerry Hauer was 
hired by the FBI due to his "excellent and timely" handling of the WNV outbreak inN. Y. Dr. Thomas P.C. 



Monath and Ora Vax have recently bad their stocks triple in value. Ora Vax js ready to market chimerivax 
for use against West NiJe Virus. Dr. Shope was hired by Univ. of Texas Galveston. I have a let more on 
Shope. 3 previous accidents at Yale alone. Last one, 1994, Sabin virus broke loose. Faulty test tube? Sabin 
virus is a mild hemoregbic fever in the Ebola and marburg &mily. 
Bio accident 1978, Plwn Island, Foot and Mouth Disease. I have further discovered that Plum Island has 
projects whereby they infect ticks with agents of brucella toxins. Another, infecting ticks with African 
Swine Fever. 1 have also learned that Plmn Island had CURED a young Connecticut girl oft YME 
DISEASE at the Plum Island IN HOUSE HOSPITAL. So. the bioweaponeers do have the antidote. Too 
bad. the rest of the population is not being accorded the cure. 
I have a friend meeting with a former member of the Mossad. I am hoping to find out WHY DR. IA WAD 
AL AUBAIDI was murdered. I also would I ike to know why a top~secret biowar research fit.cility would 
hire scientists from nations that are not friendly to the US. I am now tracing some scientists from China. I 
am curious about Dr. Lo,. wbo patented the mycoplasma incognitus strain. Aren't you just a bit curious? 

\ 

Don't you want to know how many Russians. Red Chinese, North Koreans. Vietnamese; Cubans etal are 
heading up our biowar research projects? What is the connection between the Gulf War Illness. our 
veterans and Plum Island, Dr. Aubaicti, the US Govt. and the Mossad? Mast be something to die for1 Just 
like Dr. Aubaidi. 

Sincerely, 
Bob Jones 



From: Edward J. Bryan 
Researcher for Gulf War IOn ..... 
Health Care Liaison (VA I BU) 1995-2001 
685 Broadway St.# 74 
Malden, Massachusetts. 02148 
TeL# 1·781·321-3161 

To: The Honorable Donald Rumsfeld 
Secretary Of Defense 
1000 Defense Pentagon 
Washington, D.C. 20301 

Re: Michael E. Kilpatrick, MD 
Director, Deployment Health Support 

Dear Secretary Rumsfeld, 

September 20, 2002. 

There are still many issues l&~ft unresolved and the 

research that was done on a ( PardallmresdladDD ), by only tulking 
to a small number of veterans, and taking random samples. Your office did say 
io 1999, they would conduct epidemiologicalstudies, that never happened. 
There are long term health concerns that are not being addressed. 

The veterans only want to be treated medically, and acknowledged 
for our service and to onr eonntry. However, the U.S. Government turned a 
bliod eye on tbis 250 million dollar study. The claims are risiog as we speak 
and the death rate is out of controL 

There are several cmicerDS I have to address, 

1). Oil Well Fires: There was very little done, all the pictures show the toxic 
smoke plnme goiog down wiod, over the troops, for 1,500 miles or more. The 
oil came down with the rain and was very intense. The smoke was above the 
threshold limit value (TIN), for the February 1991 throngb November 1991 
time frake. Dhahran had 2-3 miles of Visibility in smoke and haze. Out of 10 
sampling sites, 3 worked, some of the time. Again tbis was only a partinl 
investigation; At the gulf war Confconfference froQl January 24-26, 2001. It 

was said by this office that the ( Bombing Campaign ) was going to be 
reissued,that never happened. All that came from the January 24-26, 2001, 
meeting was reports of stress and,anxicty. The conference was reporting more 
neurologiCal disorders. 

j 



2). Pesticide Exposures: The troops appfied this daily to their uniforms and 
their own bodies. This is an on going issue at IOM. We found a ( Peer 

Reviewed ) book on Recognition and Management of Pesticide Poisonings, 
E.P.A. 735-R-98-003 March 1999 and Military Nerve Agent Book FM-8-285. 
These books tell the story and tell the answers. We didn't have this book on 
September7, 2002. at the 10M Hearing, Dr. Soxs will have to look at this 
ngain. 

3). Carbon Monoxide Exposure: There is no report of the CDC Conference, 
from February 28,- March 2, 1999, and no study to date. What are the 
Doctors doing ? 

4). Nerve Agent Exposures: According to the Health Conference at the Mark 
Center from January 24-26, 2001, there are real exposures that could be 
medically identified from current medicine. This is the conference that our 
government wants to hear from. Why aren't the Medical Professionals 
reporting the health concerns to your office ? There should he oversight 
coming from your immediate office at the pentagon, your sub-offices elect not 
to report findings that relate to health matters. 

5); The ( MDII FacllrJ ). The baby bottle factory was a major issue in 1991 
and still is to date September 20,2002. Mr. Walpole, and Mr. Fox of the 
( CIA ), told me that they were ready to release this information about 

( 1118 MDII f8Cl81'11 ) in November 1999. Well I brought this complaint to 
L.T.G. Vesser and ·your office several times and still there is no reply. How 
long do the veterans have to wnit ? · 

6). DOD I VA I and Civilian Doctors are still observing patients and at times 
speaking for them. When is this going to stop. Doctors only know of basic 
medicine. and the Doctors treating gulf war veterans need to be greatly 
educated, ev!ln with todays protocol. 

7). When is the U.S. Government goiJ!g to start washing the lungs of the World 

Trade Center ( Rescue Workers ) ? 

8). What does Gulf War Illnesses and West Nile Virus ( WNV) have in 
common, they both are ignored. 

9). GulfWar 1 VS. GulfWar 2 

' 
1 



Retfred L.T.G. Vesser's statement made on Sept 3, 1999. at 

( OSW AGI ) on Gulf War lllnesses about tbis National Problem states, 

He States that with his experience the ( ,1991 Gulf war ) was, 

"The most toxic battlefield since W.W. 1 ". 

On October 11, 2000. Maj. Gen. Randall L. West at a bearing states that: 

"That the winds blew from North to South"· 

And with the ill winds came the smoke, chemicals, etc, down over the 
troops. This must be the fog of war, everyone is talking about 

An article in Newsweek September 16, 2002. 

On guard, A year later states on, pg. 40, Chemical Plants and 
other Hazardous Materiala: This is a 
THOUSAND-POINTS-01!-VUL-nerability risk that bas remained largely 
below the radar. As a result, industry lobbyists and im~ghtiog among a 
mnltitude of government agencies trying to defend their turf have combined to 
hold Ridge's office and the Environmental Protection Agency at bay-meaning 
no new regnlations to enhance chemical-plant safety and the security of the 
thousands of daily shipments of b117ardous materials. One blown-up plant, 
truck or train, and the press will be calling for the scalps of those who let it 
happen. No wonder why so many people have diseases, When will you tell your 
workers that these Chemical Exposures are Hazardous to their Health. Your 
Gas Station Attendants, Diesel Trnck Drivers, Asphalt Plant Workers, White 
House Workers, All Military Personnel, U.S. Firefighters, Factory workers, 
U.S. Homes~ etc. 

< 

Desert Storm Veterans and U.S. Firefighters have the same Chronic Health 
Condition, Car Aceidents and Heart Attackli. 

' 
) 



.. 
Science Magazine June 3, 2002. John Feussner says, 

" It was quite a Toxic Soup "and yes a 

dozen of Medical Panels have poured over the evidence and bearings. 

Edward J, Bryan says, 

" Now we know, Where the DOD I VA cut their time short, 
on, the reporting of the health effects, of the different toxins 
used .in the gulf war ". ' 

Just look at the numbers, they just don't add up, the ( TLV·TWA) time weight 
average, ( STEL-TL V ) short term exposure limit, ( TLV -C ) and Ceiling 
limits, with the toxic exposures. Every chemical bas a ( TL V) threshold limit 
values. All the Environmental Exposures have to be looked at and adjusted by 

there mean values. This is something the U.S. Government will not do. What 
are the Doctors getting paid to do ? Over 250 Million 
Dollars was spent on these Studies and only Stress and 
Aniexty so far ? This tens the American Public, when we go to war 
with IRAQ Again, the troops wiD come back with even more diseases, Gulf 
War 2 , this wiD only prove that the U.S. Government doesn't have any lessons 
learned. When wiD we know the truth. 

C.C. House Oversight Committee 
C.C. Senate Oversight Committee 

' i 
' 
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685 Br St.# 74 
Malden, Massachusetts. 02148 
TeL# 1-781-321-3161 



DEPLOYMENT 
HEAI..TH SUPPORT 

Mr. Paul Lyons 
President 

DEPARTMENT OF DEFENSE 
51 13 LEESBURG PIKE, SUITE 90 I 

FAL.L.S CHURCH, VIRGINIA 22041·3226 

Desert Stann Justice Foundation, Inc. 
P.O. Box 42879 
Indianapolis, Indiana 46242..0879 

Dear Mr. Lyons: 

NOV 1 3 2002 

Enclosed are the responses aod some fact sheets that provide the infonnation to 
questions submitted by you aod your associates at our September 20, 2002, meeting. We 
provided copies directly to all of the attendees. Many of the questions posed fall outside the 
purview of our office. We have forwarded those questions to the appropriate agencies for a 
direct response to you. 

During the meeting, Mr. Love asked that we schedule a follow-on meeting and that we 
allow sufficient time for you to coordinate arraogements for other participants. Based on the 
current calendar, any day during the week ofDecember 9-13 is available. If this presents a 
challenge and you would prefer to meet in Janusry, please let me koow. At this time, we are 
unable to project an available block of time in January. We should be able to do so in mid· 
December. 

Thank you for the opportunity to address your concerns. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

l.:r~~ 
Program Director, Public Affaiis aod Outreach 

Enclosures 

0 



DEPARTMENT OF DEFENSE 
5113 LEESBURG PIKE, SUITE 901 

FALLS CHURCH, VIRGINIA 22041·3226 

DEPLOYMENT 
HEAL.TH SUPPORT 

Commander David W. Seipel (U.S. Navy, Ret.) 
Georgia State Commander 
Desert Stonn BatUe Registry 
300 Treetop Drive 
Bremen, Georgia 30110-4420 

Dear Commander Seipel: 

NOV 13 2002 

Enclosed are the responses and some fact sheets that provide the information to 
questions submitted by you aod your associates at our September 20, 2002, meeting. We 
provided copies directly to all of the attendees. The majority of the questions you provided us 
dealt with Departmeot ofVeterans Affairs issues. We have forwarded those questions to their 
public affairs office aod are requesting that they respond to you directly. Your question 
reganling the number of veterans receiviog social security has been forwarded to the Social 
Security Adminlstxation. 

During the meeting, you asked if there were other ways you could bring questions to our 
office. As in the past, we axe happy to accept questions presented at meetings. I encourage 
you to also make use of our contact center- the toll-free nurober is (800) 497-6261. The 
office is staffed Mondey through Friday, from 9 am. to 9 p.m. (Eastern Staodaxd Time)
those who answer the phones are all veterans. We can also be reached via e-mall. The URL 
is: http:llwww.gu/jlink.osd.miVgulf_messageJorm.html. If you have an inquiry that requires 
innnediate action, I recommaod contacting us by telephone. 

Thank you for the opportunity to address your concerns. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

~~ 
Barbara A. Oak· 
Program Director, Public Affairs aod Outreach 

Enclosures 

G 



DEPLOYMENT 
HEALTH SUPPORT 

Mr. Dannie Wolf 

DEPARTMENT OF DEFENSE 
5113 LEESBURG PIKE, SUITE 901 

FALLS CHURCH, VIRGINIA 22041·3226 

Oklahoma State Commander 
Desert Storm Battle Registry 
3908 N.W. Santa Fe Avenue 
Lawton, Oklahoma 73505·3720 

Dear Mr. Wolf: 

NOV 1 :i ZOOl 

Enclosed are 1he responses and some fact sheets that provide tba information to 
questions submitted by you and your associates at our September 20, 2002, meeting. We 
provided copies directly to all oftba attendees. Many of the questions posed fall outside the 
purview of our office. We bave forwarded those questions to tba appropriate agencies for a 
direct response to you. 

Thank you for the opportunity to address your concerns. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

~~ v 
Barbara A. Goodoo 
Program Director, Public Affairs aod Outreach 

Enclosures 

0 



DEPARTMENT OF DEFENSE 
5113 LEESBURG PIKE, SUITE 901 

FALLS CHURCH, VIRGINIA 22041·3226 

DEPL.O'YMENT 
HEALTH SUPPORT 

Ms. Tonia S. Gcetz 
Minnesota State Commander 
Desert Stonn Battle Regjstry 
P.O.Box73 
Lake Benton, Minnesota 56149 

Dear Ms. Gcetz: 

NOV 1-3 2002 

Enclosed are the responses and some fact sheets that provide the infonnation to 
questions submitted by you and your associates at our September 20, 2002, meeting. We 
provided copies directly to all of the attendees. Many of the questions posed fall outside the 
purview of our office. We have forwarded those questions to the appropriate agencies for a 
<Erect response to you. 

In the meeting, one of the pattlcipants asked if there were oilier ways the attendees 
could bring questions to DoD. As in the psst, we are happy to accept questions presented at 
meetings. I encourage you to also make use of our contact center- the toll-free telephone 
number is (800) 497-6261. Tha office is staffed Mouday 1hrough Friday, from 9 a.m. to 9 
p.m. (Eastern Standard Time)- those who answer the phones are all veterans. We can also 
be reschad via e-mail. Tha URL is: http://www.gulflink.osd.mlllgulf_messageJorm.html. If 
you have an Inquiry that requires immediate action, I recommend contacting us by telephone. 

Thank you for the opportunity to address your concerns. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

~vJ}.~ 
Barbara A. Goodno 
Program Director, Public Affairs and Outreach 

Enclosures 

0 



DEPARTMENT OF DEFENSE 
S113 LEESBURG PIKE, SUITE 901 

FAL.L.S CHURCH, VIRGINIA 22041·3226 

DEPI..OYMENT 
HEAl-TH SUPPORT 

Mr. Phillip W. Nelson Sr. 
Tennessee State Commander 
Desert Storm Battle Registry 
5011 Rutbie Cove 
Memphis, Tennessee 38127 

Dear Mr. Nelson: 

NOV 13 Z002 

Thank you for your letter expressing your concerns on both the welfare of Gulf War 
veterans and the servicemembers who could be called upon to deploy in future conflicts. We 
share your concerns and are worlcing with the services to ensure the force health protection 
policies are both in place and complied with. 

Enclosed are the responses and some fact sheets providing the information to questions 
that your group submitted at the September 20, 2002, meeting. We provided copies directly 
to all the attendees. Many of the questions posed at the meeting fall outside the purview of 
our office. We have forwarded those questions to the appropriate agencies fur a response. 
They will respond to you directly. 

Thank you for1he opportunity to address your concerns. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

~~ 
Barbara A. Goodno 
Program Director, Public Affairs and Outreach 

Enclosures 

0 



DEPARTMENT OF DEFENSE 
5113 LEESBURG PIKE, SUITE 901 

FALLS CHURCH, VIRGINIA 22041·3226 

DEPLOYMENT 
HEALTH SUPPORT 

Ms. Janyce E. Brown 
Michigan State Commander 
Desert Srorm Battle Registry 
5051 Winston Drive 
Swartz Creek, Michigan 48473·1224 

Dear Ms. Brown: 

NOV 13 2002 

Enclosed are the responses and some fact sheets that provide the information ro 
questions submitted by you and your associates at our September 20, 2002, meeting. We 
provided copies directly ro all of the attendees. Many of the questioDS posed full outside the 
purview of our office. We have forwarded those questioDS ro the appropriate agencies for a 
direct respoDSe to you. 

Thank you for the opportunity to address your concerDS. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

~~ 
Barbara A.~ 
Program Direcror, Public Affairs and Outreach 

Enclosures 



DEPARTMENT OF DEFENSE 
S I 13 LEESBURG PIKE, SUITE 90 I 

FALLS CHURCH, VIRGINIA 22041·3226 

DEPLOYMENT 
HEAL.'TH SUPPORT 

Mr. Allan Opie 
Washington State Commander 
Desert Storm Battle Registry 
161 BnnchRoad 
Wanconda, Washington 98859 

Dear Mr. Opie: 

NOV 13 2002 

Enclosed are the responses and some fact sheets that provide the information to 
questions submitted by you and your associates at our September 20, 2002, meeting. We 
provided copies directly to all of the attendees. Many of the questions posed fall outside the 
purview of our office. The majority of the questions you provided us dealt with Department 
of Veterans Affairs issues. We have forwarded those questions to their public affails office 
and are requesting that they respond to you directly. 

Thank you for the opportunity to address your concerns. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

~~ 
Barham A. Goodno 
Program Director, Public Affairs and Outrea<:h 

Enclosures 

0 



DEPARTMENT OF DEFENSE 
5113 LEEsBURG PIKE, SUITE 901 

FALLS CHURCH, VIRGINIA 22041·3226 

OEI'>I..OYMENT 
HEALTH SUPPORT 

Ms. Meryl Nass, M.D. 
124 Wardtown Road 
Freeport, Maine 04032 

Desr Dr. Nass: 

NOV 13 2002 

Enclosad are scme fact sheets and responses to questions submitted by you and your 
C01lllterparts at our September 20, 2002, meeting. We are providing responses directly to 
all of the participants. Also, a number of the posed questions fall outside our purview. 
We have forwarded the questions to the appropriate subject·llllltter experts for a response, 
and we asked that they respond directly to each inquirer. 

We appreciate your comments and recommendstions on possibly conducting an 
anthrax vaccine study. Currently, there ere no plans for this effort. This decision is 
based on work completed by the National Academy of Sciences' Institute of Medicine 
(!OM) earlier this year. After performing a comprehensive analysis and review of data, 
the IOM repotted in March 2002: "The committee observes that no data thet indicate the 
need for the continuation of special monitoring programs for AVA have emerged. but it 
recognizes the real concerns for service members ordered to take the vaccines." 

On another note, in the past we have forwarded copies of the Research Working 
Group's auulU!l report to Congress. I have enclosed a copy of the March 2002 report for 
your use and reference. 

Thank you for the opportunity to address your coneems. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

Progrsm Director, Public Affairs and Ontreaeh 

Enclosures 

0 



DEPARTMENT OF DEFENSE 
5113 LEESBURG PIKE, SUITE 901 

FALLS CHURCH, VIRGINIA 22041-3226 

DEPI..OYMENT 
HEAL'Tl-1 SUPPORT 

Mr. Edward J. Bryan 
685 Broadway Street #74 
Malden, Massachusetts 02148 

Dear Mr. Bryan: 

NOV 1'3 ZOOZ 

Enclosed are the responses and some fact sheets that provide the information to 
questions submitted by you and your associates at our September 20, 2002 meeting. We 
provided copies directly to all the attendees. A number of questions posed faJJ outside the 
purview of our office. We forwarded those questions to the respective agencies for a 
response. We also requested that they contact the veteran directly. 

1 appreciated your phone call on the day befure the meeting. With that input, I was able 
to provide your areas of concern to Dr. Kilpatrick. This was most helpful, as you had only a 
short period of time to ptesent your issues during the meeting. 

Thank you fur the opportunity to address your concerns. I hope the information is useful 
to you. If you need any further information or if we can be of any further assistance; please 
let me know. 

Sincerely, 

~~ 
Barbera A. Goodno 
l'rogram Director, Puhlic Affilirs and Outreach 

Enclosures 

G 



OEPARTMENT OF OEFENSE 
5113 LEESBURG PIKE, SUITE 901 

FALLS CHURCH, VIRGINIA 22041·3226 

DEPLOYMENT 
HEALTH SUPPORT 

Mr. James Moss, Ph.D. 
Desert Stonn Battle Registry 
1508N.W. 3S"Way 
Gainesville, Florida 32605 

Dear Dr. Moss: 

NOV 13 2002 

Enclosed are the responses and some fact sheets that provide the information to 
questions submitted by you and your associates at our September 20, 2002, meeting. We 
provided copies directly to all of the attendees. Many of the questions posed fall outside the 
purview of our office. We have forwarded those questions to the appropriate agencies for a 
direct response to you. 

Thank you for the opportonily to address your concerns. If you need any further 
information or if we can be of any further assistance, please contsct us. 

Sincerely, 

~~&~ 
Barbara A. aook,' · 
Program Director, Public Affairs and Outreach 

Enclosures 

0 



DEPARTMENT OF DEFENSE 
5113 LEES8URG PIKE, SUITE 901 

FALLS CHURCH, VIRGINIA 22041·3226 

DEPLOYMENT 
HEALTH SUPPORT 

Mr. Kirt Love 
Desert Storm Battle Registry 
P.O. Box 77381 
Washington, D.C. 20013 

Dear Mr. Love: 

NOV 1 ~ 2002 

Enclosed are the responses and some fact sheets that provide the information to 
questions submitted by you and your associates at our September 20,2002, meeting. We 
provided copies directly to all of the attendees. Many of the questions posed filii outside the 
purview of our office. We have forwarded those questions to the appropriate agencies for a 
direct response to you. 

During the meeting, you asked that we schedule a follow-on meeting and that we 
allow sufficient time fur you to coordinate arraogements fur other participants. Based on the 
current calender, any day during the week of December 9-13 is available. If this presents a 
challenge and you would prefer to meet in JanuaiY, please let me kuow. At this time, we are 
uoable to project an available block of time in JanuaiY. We should be able to do so in mid· 
.December. 

Thank you for the opportunity to address your concerns. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

~~-
Barbara A. Goodno 
Program Director, Public Affairs and Outreach 

Enclosures 

0 



DEPLOYMENT 
HEALTH SUPPORT 

Mr. Bob Jones 

DEPARTMENT OF DEFENSE 
5113 LEESBURG PIKE, SUITE 901 

FALLS CHURCH, VIRGINIA 22041-3226 

C/0 Desert Storm Battle Registry 
Desert Storm Battle Registry 
P.O. Box 77381 
Washington, D.C. 20013 

Dear Mr. Jones: 

NOV 1 :t 2002 

Enclosed are the responses and some fact sheets that provide the information to 
questions submitted by you and your associates at our September 20, 2002, meeting. We 
provided copies directly to all of the attendees. Many of the questions posed fall outside the 
purview of our office. We have forwarded those questions to the appropriate agencies for a 
direct response to you. 

We are providing this response via Mr. Love's address, as we do not have a direct 
address for you. 

Thank you for the opportllnity to address your concerns. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

~~ 
Barbara A. Goo~o 
Program Director, Public Affuirs and Outreach 

Enclosures 

0 



DEPARTMENT OF DEFENSE 
S113 LEESBURG PIKE, SUITE 901 

FALLS CHURCH, VIRGINIA 22041·3226 

DEPLOYMeNT 
HEALTH SUPPORT 

Ms. Venus Val Hammack 
Desert Stonn Battle Registry 
P.O. Box 77381 
Washington, D.C. 20013 

Dear Ms. Hammack: 

NOV 13- 2002 

Enclosed are the responses and some fact sheets that provide the information to 
questions submitted by you and your associates at our September 20, 2002, meeting. We 
provided copies directly to all of the attendees. Mauy of the questions posed fiill outside the 
purview of our office. We have forwarded those questions to the appropriate agencies for a 
direct response to you. · 

During the meeting, you asked when you would receive your records of treatment at the 
85" Evacuation Hospital during your deployment for the Gulf War. We have forwarded a 
request to the National Personnel Records Center in Saint Louis, Missouri, on your behslf to 
have a copy of your medical records mailed to you. 

Thank you for the opportunity to address your concerns. If you need any further 
information or if we can be of any further assistance, please contact us. 

Sincerely, 

~kJJ.~ 
Barbara A. Goodno 
Program Director, Poblic Affairs and Outreach 

Enclosures 

G 



Biological Integrated 
Detection System (BIDS) 

BIDS Components: 

• Vehicle (M1097 HMMWV) 
• Shelter (S-788) 
• Generator (PU-801) 
• Bio Detection Suite 

Description: The BIDS consists of a shelter 
(S-788 Lightweight Multipurpose Shelter) mounted 
on a dedicated vehicle (M1097 Heavy High 
Mobility Multipurpose Wheeled Vehicle (HMMWV)) 

_.,._ and equipped with a biological detection suite 
employing complementary technologies to detect large area biological attacks. The system includes a 
trailer-mounted 15-kw generator (PU-801) to provide electrical pOINer. The BIDS Biological Detection 
Suite links aerodynamic particle sizing, bioluminescence/fluorescence, flow cytometry, mass 
spectrometry, and Immunoassay technologies in a complementary, layered manner to increase 
detection confidence. To fill the urgent need for a biological detection system, yet field mature 
technologies, the BIDS has an evolutionary acquisition strategy. Initially, a non-developmental item 
(NDI) BIDS (M31), consisting of primarily off-the-shelf instrumentation, provided a limited manual 
detection/identification capability. This lNaS being followed by a pre-planned product improvement 
(P31) BIDS (M31A1) with an expanded and semi-automated detection/identification capability. Current 
integration of the Joint BiologicaJ Point Detection System (JBPDS) wiU provide a fully automated, 
objective BIDS (M31 E2) with broad-spectrum biological detection/identification capability. 

Use: The number of countries pursuing an offensive biological warfare program continues to increase. 
The priority of the U.S. Army's Biological Defense Program is to limit the effects of large area 
biological warfare attacks. As a U.S. Army corps lever asset, the BIOS will mitigate the effects of large 
area biological warfare attacks during all phases of a campaign. Individual BIDS systems are 
strategically employed throughout the Corps area to create a sensor array/network. The BIDS network 
will be used for warning and confirming that a biological attack has occurred, will provide presumptive 
identification of the biological agent being used, and will produce a safely configured sample for later 
laboratory analysis. The BIDS is C130 aircraft transportable, has roll-on/roll-off capability, and can 
operate in a dismounted role separate from its dedicated Heavy HMMWV. 

Status: The BIDS was developed and produced at the U.S. Army Soldier and Biological Chemical 
Command, Aberdeen Proving Ground, Maryland. The NDI BIDS was fielded during FY96 and FY97. 
The P3! BIDS fielding was completed in February 2000. 

For additional information, please contact Director, Edgewood Chemical Biological 
Center, ATTN: AMSSB-REN-CW, Aberdeen Proving Ground, MD 21010-5424. 
The System Manager can also be reached by telephone at (410} 436-5541 or 
DSN 584-5541. 

Approved for public release: distribution Is unlimited. 
Rev. 1 0-23-01 
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M21 Automatic Chemical Agent Alarm 

Description: The M2! Alarm is the 
first standoff chemical agent detector 
approved for fielding to the soldier. It 
detects both nerve and blister agents 
at line-of-sight distances up to 5 
kilometers. In a stationary position, 
the M21 Alarm automatically scans a 
60 degree arc. It is a passive infrared 
(IR) device 
that will 
react both 
audibly by 
hom and 
visually by 
illuminating 
either a 
blister or 
nerve light. 

Mission: Identify nerve and blister agent vapors up to a 5-kilometer 
(km) distance 

User: U.S. Anny and U.S. Marine Corps 

Capabilities: 

• First fielded standoff chemical detector 
• Allows commanders to identify and maneuver around 

contaminated areas 
• Range is 5-km line-of-sight 
• Uses passive infrared detection 
• Increases the effectiveness of the Fox Reconnaissance System 

For additional information, please contact Progxarn Director
Detection, AITN: AMSSB-PM-RNN-0, Aberdeen Proving Ground, 
:MD 21010- 5424. The Program Director can also be contacted by 
E·mail, by telephone at(410) 436-6587 or DSN 584-6587, or by fax 
to (410) 436-8929. 

1 0/29/fJ). 2:30 Pl 
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For additional information, please contact Director, Edgewood CB 
A'ITN: AMSSB-REN-ED, Aberdeen Proving Ground, MD 

2 ~:~~~~!,';!· The System Manager can also be contacted by 
U at ( 410} 436-5626 or DSN 584-5626. 

···-----··- '"'"""""""' ____ ., ___________ ,_ ·····--···------

-[;[·,;:Lor[c~if ------- --1 

Edgewood CB Centerj 
--. ----------

Thi:~ page last revkwed on 15 Mtuth 2002 

If you experience any problems while browsing this web site such as broken links or 
missing pages, please E-mail Con1orme Communications Tenm. 

[Home] [Feedback] [Siremapl [Search] [About SBCCOMI 
[Products] !Programs] [Services] [Facilities] fBus.Ops.'l [Hooahl 
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PMNBC: M22 Automatic Chemical Agent Alarm http://www .sbccom.apgea.army .milfproducts/m22.h.l 
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M22 Automatic Chemical Agent Alarm 
,,. _________ _ 

Description: The M22 is an "off-the-shelf' automatic chemical 
alarm system capable of detecting and 
identifying standard blister and nerve 
agents. The M22 system is 
man-portable, operates independently 
after system start-up, and provides an 
audible and visual alarm. The M22 
system also provides communications 
interface for automatic battlefield 
warning and reporting. 

U.S. Army, U.S. Navy, U.S. Air Force, and U.S. Marine Corps. 

Capabilities: 

• Area warning 
• Collective Protection Equipment (CPE) monitoring 
• Operation on and in vehicles 
• Compatible with MICAD 

Improvements over the M8Al Automatic Chemical Agent Alarm 
System: 

• Provides simultaneous detection and warning of nerve and 
blister agents 

• Significantly more sensitive than M8Al 
• Operates in a collective protection environment 
• Much less response to interference 

For information on Wipe Test Requirements, please click here. 

10129/02 2:34 Pl 
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For information on fielding and new equipment training, please click 
her~ 

For additional information, please contact Program Director
Detection, ATTN: AMSSB-PM-RNN-D, Aberdeen Proving Ground, 
MD 21010- 5424. The Program Director can also be contacted by 
E-1rwil, by telephone at (410) 436-6587 or DSN 584-6587, or by fax 
to (410) 436-8929. 

Non-Developmental 
Item 

This page last re1>iewed on25 October 2001 

If you experience any problems while browsing this web site such as broken links or 
missing pages, please E-mail Cmporat.o.::_Communicatiom: T ~pm. 

[Home]IFeedbackl [Sitemapl [Search] [About SBCCOM] 
[Produt.i.s] {Programs] fServlces] l"faci.litiesl fBus.Ops.J fHooahl 
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Joint Service General Purpose Mask 
(JSGPM) 

.. ----------
Description: The 
JSGPM is designed to 
replace the 
M40/M421MCU-2/P 
series masks. It will 
significantly reduce 
mission degradation 
and will be 
compatible with 
future equipment and 
soldier systems. The 
JSGPM will improve 
visual field-of-view 
and increase a soldier's abilityto perfo~'!'. 
because physiological burdens, such 
as breathing resistance, will be 
reduced. A key feature of the mask 
will be reduced weight and bulk. The 
mask will be developed through a 
performance specification sponsored 
by the joint services. 

Mission: Provide face, eye, and respiratory protection from battlefield 
concentrations of CB agents, toxins, toxic industrial materials and 
radioactive particulate matter. 

User: All services -replaces current M401M42 and MCU-2/P series 
protective masks. 

Target Cepabilities: 

• Improved protection, including selected toxic industrial 
chemicals 

• Improved field of view 
• Lower breathing resistance 
• Reduced weight/bulk 
• Improved compatibility with sighting and targeting devices 
• Significantly lower Total Ownership Cost (TOC) 

Goal: 50% improvement over the existing M40 and MCU-2/P series 

l 0129!02 2:49 PM 
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protective masks. 

Major Accomplishmenls Last 12 months: 

• Awarded Program Definition Risk Reduction (PDRR) Contract 
to A von Rubber and Plastics, Cadillac, MI. on 30 Mar 00. Key 
partners include A von Technical Products, Wiltshire, England, 
SAIC, Abingdon, :MD, and Guild Associates, Inc., Columbus, 
OH. 

• Conducted Concept Review on 6-8 Sep 00. 
• Conducted. Configuration Baseline Review on 22 May 01. 
• Conducted Prototype Production Readiness Review on 14-15 

Aug OJ. 

Plans for FY02: 

• Approve 1EMP Nov 01. 
• Approve JALSP Nov 01. 
• ConductEDTNov01-Feb02. 
• Conduct lnterim Milestone B on 28 Mar 02. 

For additional information, please contact the Program 
Director-Respiratory Protection, ATTN: AMSSB~PM-RNN-P, 
Aberdeen Proving Ground, MD 21010-5424. The Program Director 
can also be contacted by E-muil, by telephone at (410) 436-1776 or 
DSN 584·1776, or by fax to (410) 436·1383. 

C''!~,f"!LJ'D - --- --- 1 

, PDF File Version 1 
---------

This page last reviewed on 25 October 2001 

If you experience any problems while browsing this web site such as broken links or 
missing pages, please E-mail Corroralc Commnnica!inns Team. 
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Response To QueStions From September 20, 2002 Meeting 

NBC equipment and protective gear: 
You can find a listing and descriptions of nuclear, biological and chemical detection 
equipment in the Ann.y's inventory at: http://www.sbccom.army.miliproducts/nbc.htm 
Samples of the information papers are attached. You can obtain more infonnation on this 
issue by contacting the Headquarters 'Public Affairs Office at: 

E-mail: public.affairs@sbccom.apgea.anny.mil 

Headquarters' Address: 
Commander 
U.S. Army Soldier & Biological Chemical Command 
ATIN: AMSSB-PA 
5183 Blackhawk Road, Bldg. E510!, Rm. 225 
Aberdeen Proving Ground, MD 21010-5424 

Documenting immunizations, including the FDA approved Anthrax vaccine: 
• DoD policies require the documentation of all immunizations given to service 

members. For deployments, the JCS requires immunizations to be recorded on the 
abbreviated medical record (DD Form 2766), supplemented as necessary by the 
pocket immunization record (PHS 731) and service-specific fonns. 

• The individual services have fielded electronic immunization tracking systems: 

- The Army uses its Medical Protection System (MEDPROS) to electronically 
record immunizations of its service members. 

- The Navy uses its Shipboard Automated Medical System (SAMS) to 
electronically record immunizations of its service members, then forwards this 
information through the Naval Medical Infonnation Management Center 
(NMIMC) to the Defense Eligibility Enrollment Reporting System (DEERS). 

- The Air Force uses its Complete Immunizations Tracking Application (AF
CITA) to record immunizations given at both medical facilities and field 
locations, and indicates good success with all component members. 

• There are initiatives to combine or link the data from these systems for both personal 
and population health purposes through DEERS, the Composite Health Care System 
(CHCS II) and the Theater Medical Information Program (IMJP). 

Possible exposure of personnel and families to contaminated equipment 
There has been no evidence that non-deployed military members or deployed members' 
families were exposed to biological and chemical contaminants from contact with 
equipment returning from the Gulf War. 



CARCPaint 
Military regulations and standard operating procedures require conformance to, and 
compliance with, public law and national consensus standards for the hazard 
communication program (HAZCOM). DoD Instruction 6050.5, the Department of 
Defense Hazard Communication Program, outlines responsibilities and procedures for a 
comprehensive hazard communication program that includes training for DoD personnel 
in potential occupational health hazards. Department of Defense personnel are to be 
informed of safe work practices and are to be trained in the selection, use, and availability 
of personal protective equipment (PPE) to prevent injuries and illnesses. It states that it is 
the Department of Defense policy to protect personnel from the adverse effects of 
workplace hazardous materials and waste, to reduce chemically related injuries and 
illnesses, and to establish and maintain a standardized hazardous materials information 
system. Each service and component is required to establish and maintain hazard 
communication programs that conform to the requirements of DoD Instruction 6050.5 
and comply with the Occupational Safety and Health Administration (OSHA) hazard 
communication requirements. 

Dormancy of biological and chemical agents in the Persian Gulf region 
The Department of Defense subject matter experts have completed extensive research on 
the various biological and chemical agents that are believed to be in the inventory of 
potential adversaries in the region. They have good data on the dormancy of these 
agents. The U.S. Army Center for Health Promotion and Preventive Medicine (CHPPM) 
is responsible for and will conduct the appropriate monitoring and testing in the areas our 
servicemembers will be deployed. 

What data is available to veterans and famlly members on studies concerning 
exposures and effects. 
All the information we have concerning possible exposures to veterans of the Gulf War 
are posted on the GulfLINK web page to include associated government funded research. 

OSHA standards in place in Desert Shield/Storm 
OSHA standards do not apply to a combat theater. Manufacturers place warnings on the 
materials and liquids used to clean equipment that warn an individual of the dangers of 
exposure without proper equipment or improper use of these materials. It is the 
responsibility of the unit officers and NCO's to ensure their service members know, 
understand and follow these safety precautions. 

Policies to ensure non~deployed service members are not exposed to battlefield 
contaminants 
There is no indication that non-deployed servicemembers or family members were 
exposed to harmful battlefield contaminants. If there is any indication that deployed 
personnel and their equipment were exposed to chemical or biological weapons, the 
appropriate decontamination procedures will be accomplished. Additionally, personnel 
wiil be provided medical treatment and the follow-on health care and monitoring based 
on the type of exposure. 



Samplings currently being conducted in Persian Gulf Region 
The U.S. Army Center for Health Promotion and Preventive Medicine is responsible for 
conducting environmental surveillance. An information paper on their program is 
enclosed. You can obtain more information by visiting their web site at: 
http://chppm-www.apgea.army.mil/desp/pages/deapinfo.htm 

Smoke from burning oil wells, space heaters etc. and veterans' health 
We have found no evidence to change the findings of our oil well paper nor the Institutes 
of Medicine findings that oil well fires did not cause, contribute or significantly impact 
veterans long-term health. 

Military regulations related to environmental exposures 
DoDD 6490.2, DoD! 6490.3 and JCSMCM-0006-02 are Department of Defense 
Regulations that relate to environmental exposures. 

VAERS 
The Assistant Secretary of Defense (Health Affairs) and all of the service Surgeons 
General have emphasized the importance of following the policy already in place for 
reporting vaccine adverse events. When adverse events occur at the treatment facility, 
medical care providers must ensure that the report is forwarded. When an adverse event 
occurs after the patient has departed the treatment facility, it is up to that individual to 
ensure the information gets reported When administering vaccinations, medical care 
providers should be briefing the recipient on what to expect and what they should do if 
there is an adverse event. 

Storage of pre-deployment blood samples 
Pre-deployment blood samples are stored in such a manner that an individual's specimen 
can be retrieved for testing if necessary. If a servicemember's health is believed to have 
been impacted adversely by a deployment, the sample is available to medical care 
providers to assist in that servicemember's diagnosis and treatment. 

Squalene 
The Department of Defense has looked into the issue of squalene and, unless new 
information is discovered, believes it has been adequately addressed. DoD has funded 
research on this topic and studies are still underway. 

Release of documents in reference to the destruction of nuclear reactors and bio
chemieal bunkers under the Freedom of Information Act (FOIA) 
FOIA provides exemptions on the release of information based on a variety of reasons. If 
there are documents that relate to the incidents referred to above, the information that 
falls into an exemption category would not be released That would be the only reason 
all the documents related to the incidents referred to would not have been released. 



Policy on use of Pyridostigmine Bromide and other Investigational New Drugs 
• Public Law 105-261, the Strom Thurmond National Defense Authorization Act For 

Fiscal Year 1999, amended section 1107 of title 10, United States Code by specifying 
that only the President may waive the requirement for informed consent to administer 
an investigational new drug (IND) or drug unapproved for its applied use to a 
member of the anned forces. The law further specifies the conditions under which 
the President may grant such a waiver and that the Secretary of Defense is the only 
official who may request such a waiver. When a waiver is granted by the President, 
the Secretary must notify the chairman and ranking minority members of the four 
congressional committees most concerned with defense. The President may grant a 
waiver only if he/she determines, in writing, that obtaining consent is not feasible, is 
contrary to the best interests of the member, or is not in the interests of national 
security. 

• Executive Order 13139, 30 September 1999, spells out the manner in which the above 
requirements will be executed. The Order indicates the steps by which the Secretary 
will develop a waiver request for the President, perform the necessary congressional 
and public notifications, and monitor the adherence to the provisions of the order and 
other regulations. The Order also spells out requirements for training and informing 
military personnel and commanders about the use of the investigational drug. 

• In making detennination to waive the informed consent requirement, the President 
must apply the standards set forth by relevant FDA regnlations (21 CFR 50.23). This 
includes 1) Service member is confronted by a life-threatening situation, 2) no FDA 
approved alternative method exists, 3) and the SECDEF has determined that waiver is 
in the best interest of the forces at risk. 

• DoD Directive 6200.2, Augnst 1, 2000 establishes policy and assigns responsibility 
for carrying out the requirements of the law and the Executive Order. 

• DoD scientists are developing research protocols for various IND products. such as 
Pyridostigmine Bromide (PB). 

Desert Storm Battle Registry attendance at Deployment Health Snpport Directorate 
Roundtables 
The Desert Storm Battle Registry is a group of concerned veterans. As we have stated on 
numerous occasions, our office will communicate on a routine basis with 
servicemembers, veterans, their families and the public. The veterans and military 
service roundtable meeting is an opportunity for Department of Defense representatives 
to meet with organizations that officially represent their millions of members. Mr. Love 
and Mr. Lyons have been infonned about the criteria the Desert Storm Battle Registry 
must meet in order to be invited to monthly roundtables with the recognized veteran and 
military organization representatives. 



How many Gulf War veterans were medically discharged? Died? 
We were not able to determine how many Gulf War veterans were medically discharged. 
Information provided by the Social Security Administration identified 9113 Gulf War 
veterans have died. 

SPECT 
Medical care providers will recommend aSPECT scan if clinically indicated. They are 
not done routinely because the utility of SPECT scans is still the subject of research. 
Until indications for SPECT scans are clearer, routine use of this procedure as a 
screening test, which involves exposing the patient to radiation, should only be done as 
part of an approved research study where participants give their infonned consent 

Are sufficient force health protection measures in place 
The Department of Defense believes that the force health protection policy, training and 
protective measures in place are sufficient to protect our service members. 

Planned destruction ofCCEP and Gulf War Registry original evaluation documents 
We are not aware of any plan to destroy original CCEP or Gulf War Registry evaluation 
records. CCEP evaluation records are already being archived at NARA. 

U.S. Army Medical Research and :Material Command research solicitation 
Contact the U.S. Army Medical Research and Material Command Public Affairs Office 
MCMR-PA at (301) 619-2736 for infonnation on their research program. 

The request on providing aJJ the document titles associated with DOEHR must be 
submitted under the Freedom of Infonnation Act (FOIA) to the Department of Defense 
FOIA office. Their address is: 

Directorate of Freedom of Information Act and Security Review 
Room2C757 
1157 Defense Pentagon 
Washington, D.C. 20301-1155 

Has Dr. Kilpatrick read Doug Rokke's address at the Fall CongressionaUCoalition 
Leadership Breakfast 
Dr. Kilpatrick has not read Doug Rokke's address at the Fall Congressional/Coalition 
Leadership breakfast Our organization was not aware that he had addressed that forum 
and has not received a copy of text of the address. 

SHAD 
All the infonnation we have available on SHAD is posted to our DeploymentLINK. You 
can find the information at 
http://deploymentlink.osd.mil/current_issueslshadlshad_intro.shtml 

Recommendation to conduct a study of Gulf War veterans wbo received anthrax 
vaccine versus control group that did not 
We will forward this recommendation to the research working group. 



Leishmaniasis 
DoD-funded research into diagnostic methods and treatment for leishmaniasis continues 
today as it has for decades. Please refer to the Medsearch web site for research projects 
funded since the Gulf War. Military researchers' work in this area is a modest, but 
important, part of global research efforts directed against the various forms of leishmanial 
disease which threaten large portions of the world's population outside the United States. 
Military interest in leishmaniasis has historically reflected concerns about this threat to 
deployed US forces. Unfortunately, standards for the diagnosis and treatment of 
leishmaniasis have not changed dramatically since 1991. Research into the development 
of a serological test for leishmania! infection has so far failed to yield a new, practicable 
test. In the absence of such a test. laboratory confinnation of the diagnosis depends upon 
either microscopic examination of biopsy material or a positive culture of a biopsied 
lesion or organ. Walter Reed Army Institute of Research investigators have found that an 
investigational test using PCR methodology has shown great promise in diagnosing 
cutaneous disease. In underdeveloped parts of the world without sophisticated medical 
care, the diagnosis of cutaneous leishmaniasis is often made on clinical grounds, without 
the use of supplementary testing. The principal treatments used around the world for the 
more serious fonns of leishmaniasis consist of pentavalent antimony and Amphotericin 
B. The latter has recently been approved by the FDA for treatment of visceral 
leishmaniasis. Research into new treatments, including possible oral and topical 
medications, has identified several new, promising.drugs. 

Plum Island and mycoplasma development for biological warfare purposes 
There was no program to develop mycoplasma as a biological weapon. The history of 
Plum Island in New York includes information that the U.S. Anny Chemical Corps had 
been planning an animal disease research laboratory there in the early 1950's. At the 
completion of all construction work on May 26, 1954, the Chemical Corps' Plum Island 
new facility was officially deactivated, without ever having been used. The United States 
Department of Agriculture (USDA) was designated to receive the transfer of Plum Island 
in 1952, about the time when the Chemical Corps was initiating the laboratory building 
process. On July 1, 1954, the Anny officially transferred the property of Plum Island to 
the USDA. The new Animal Disease Laboratory building 101 compound was dedicated 
on Sept. 26, 1956. All of the buildings renovated by the Chemical Corps in 1952-54 
were occupied by the new Plum Island Animal Disease Center (PIADC). In October 
1991, all operation and maintenance activities were privatized, transferring to a 
contractor (under USDA supervision) all personnel involved in these activities. Currently 
the operations and maintenance of the PIADC are conducted through a contract with 
LB&B Associates, Inc., headquartered in Columbia, Md. 

Pesticide Exposures 
The Department of Defense has instituted changes in training and the use of pesticides. 
Pesticides use and misuse have not been ruled out as possible causes of some of the 
symptoms and illnesses experienced by some Gulf War veterans. Research continues. 



CDC Conference report on Carbon Monoxide Exposure 
The Centers for Disease Control (CDC) have information on carbon monoxide exposure 
on their web site at: http://www.cdc.gov/nceh/airpollutionlcarbonmonoxide!default.htm 

Nerve Agent Exposures 
The Department of Defense has acknowledged that some Gulf War veterans were 
possibly exposed to low levels of chemical agents and that it is not clear what the long
term health implications are for this possible exposure. Research continues in this area. 

Milk Factory 
This issue was looked into before and there was no evidence to indicate that any further 
investigation was necessary. 

Patient Treatment by DoD, VA and Civilian Doctors 
We recognize that the Department of Defense could have done better in handling the 
illnesses experienced by Gulf War veterans. An effort has been made to better educate 
and sensitize our medical care providers to the problems Gulf War veterans have 
experienced. As a result the following actions have occurred. 
• The National Defense Authorization Act for Fiscal Year 1999 authorized the 

Secretary of Defense to " ... establish a center devoted to a longitudinal study to 
evaluate data on the health conditions of members of the Armed Forces upon their 
return from deployment on military operations for the purposes of ensuring the rapid 
identification of any trends in diseases, illnesses, or injuries .... " 

• The goal of the three DoD centers is " ... to improve our ability to identify, treat, and 
minimize or eliminate the short- and long-tenn adverse effects of military service on 
the physical and mental health of veterans." 

• The Deployment Health Research Center has been directly engaged with the VA in 
the !OM-recommended Millennium Cohort Study to evaluate whether deployment
related exposures are associated with post-deployment health outcomes. It also 
manages the national DoD Birth Defects Registry. 

• The Deployment Health Clinical Center has been a leading proponent for the 
development of post-deployment health evaluation and management clinical practice 
guidelines,. which have recently been implemented throughout the DoD and VA 
health systems. 

• The Deployment Health Surveillance Center is the DoD proponent for the 
identification of and response to medical threats associated with deployments and, 
most recently, acts of terrorism. 

Rescue Workers 
The Centers for Disease Control (CDC) are looking into health issues concerning the 
rescue workers and personnel who worked in buildings in the vicinity of the World Trade 
Center at the time of the attack. You can obtain infonnation on this issue from the CDC 
web site at: http://www.cdc.gov/niosh/emresOl.html 



West Nile Virus 
Accor4ing to the Centers for Disease Control West Nile virus is spread by the bite of an 
infected mosquito, and can infect people, horses, many types of birds. and some other 
animals. Most people who become infected with West Nile virus will have either no 
symptoms or only mild ones. However, on rare occasions, West Nile virus infection can 
result in severe and sometimes fatal illnesses. There is no evidence to suggest that West 
Nile virus can be spread from person to person or from animal to person except as 
recently occurred in this country through blood transfusion or organ transplantation. lf 
you would like more information on West Nile Virus, visit the CDC web site at the 
following address: http://www.cdc.gov/ncidod/dvbid/westnilelqaloverview.htm 

Several of the tzf:teluJI!es at the meeting asked questions concerning Department of 
Veterans A/fain issues to include benefits, service-connected disabilities, VA training 
VACOLS, GWVIS availability to researchers, benefits and health care associoJed with 
SHAD, and veteran studies. AU of these questions have been refe"ed to the 
Department of Veterans Affairs for response. 
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MEMORANDUM FOR 

The Assistant Secretary of Defense (Health Affairs) 
The Surgeon General, Department of The Army 
The Surgeon General, Department of The Navy 
The Surgeon General, Department of The Air Force 

SUBJECT: Therapeutics Against Biowarfare Agents • 2002-09 

I. References: 

a. Memorandum, OASD(HA)IFHP&R, 13 March 2002, Therapeutics Against Biowarfare 
Agents. 

b. Memorandum, AFEB 00-09, 3 Aug 2000, Antibiotics Against Biowarfare Agents. 

c. Department of Defense Directive 6205.3, "Use Of .fuvestigational New Drugs For Force 
Health Protection," dared Angus! 1, 2000. 

2. The Armed Forces Epidemiological Board (AFEB) annually provides recommendations to 
the Assistant Secretary of Defense for Health Affairs and the DoD Executive Agent on vaccines 
and immunization protocols necessary to enhance protection against validated biological warfare 
tbreat agents. On March 13, 2002 the AFEB was requested as part of this requirement to also 
review existing Joint Operational Requirement Documents, progress on specific efforts to obtain 
new indications for existing therapeutics, and acquisition status of biologics (treatment and 
prophylaxis) against the current prioritized list ofbiowarfare agents and finally, to make 
recommendations on the current status of requirements and suggested priorities. 

3. On 21 and 22 May 2002 the AFEB met to consider the biological threat agents designsted by 
the Chlrirman of the Joint Chiefs of Staff. The Board received briefings on the current 
intelligence based biological warfare threat, the Medical Biological Defense Research Program, 
the Joint Vaccine Acquisition Program, and a Medical Requirements Review from the Joint 
Service littegration Group of the Chemical and Biological (CB) Defense Program. The Board 
noted that the current intelligence based biological warfare threat list had not been formally 
valideted by the Chairman of the Joint Chiefs of Staff. 
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AFEB 
SUBJECT: Therapeutics Against Biowarfare Agents- 2002-09 

4. The AFEB has previously made recommendations on the most appropriate antibiotics to be 
used for treatment and prevention of illnesses from biowarfare agents. Some of the antibiotics 
recommended were not labeled for these indications, thus potentially requiring their use as an 
investigational new drug (IND) under a protocol which would require written informed consent. 
Upon making these recommendations, the Board felt that the labeling status should not be a 
determining factor if there was a dear best option based on other criteria. However, the Board 
does recognize that it may not be feasible from an operational, logistical, or combat readiness 
point of view to use drugs under an IND status and the preference is for use of an approved and 
labeled product whenever possible. 

5. To assist with review of the available products, either approved or labeled, as an IND with or 
without a protocol, or under research and development, the Board worked with the Military 
Services and produced a matrix listing available vaccines and therapeutics. The 
recommendations on vaccines, antibiotics and therapeutics are based on this rank ordered matrix. 
From this review and cognizant of the questions posed to the Board, the Board makes the 
following findings and recommendations: 

a. NO JOINT OPERATIONAL REQUIREMENT DOCUMENTS CURRENTLY 
EXIST WITH THE GOAL OF OBTAINING ~EDED NEW INDICATIONS FOR 
EXISTING THERAPEUTICS FOR TREATMENT OR PROPHYLAXIS AGAINST 
BIOWARFARE AGENTS. 

b. OTHER THAN FOR ANTHRAX, LITTLE TO NO PROGRESS HAS BEEN 
MADE IN OBTAINING NEW INDICATIONS FOR EXISTING THERAPEUTICS. 

c. THE ACQUISITION STATUS OF BIOLOGICS (FOR TREATMENT OR 
PROPHYLAXIS) AGAINST THE CURRENT PRIORITIZED LIST OF BIOWARFARE 
AGENTS IS FOCUSED EXCLUSIVELY ON VACCINES, WITH TIMELINES FOR 
AVAILABLE APPROVED AND LABELED PRODUCTS PROJECTED SEVERAL 
YEARS IN THE FUTURE. 

d. THE DOD SHOULD VIGOROUSLY PURSUE EFFORTS TO DEVELOP FDA 
APPROVED VACCINES AGAINST THE VALIDA TED BIOWARFARE AGENTS. 

e. RECOGNIZING THE EXTENDED GAP IN THE AVAILABILITY OF 
APPROVED VACCINES AGAINST BIOWARFARE AGENTS, THE DOD SHOULD 
INITIATE IMMEDIATE DEVELOPMENT OF JOINT OPERATIONAL 
REQUIREMENT DOCUMENTS TO: 1) OBTAIN NEW INDICATIONS FOR EXISTING 
THERAPEUTICS FOR TREATMENT OR PROPHYLAXIS AGAINST BIOWARF ARE 
AGENTS, 2) DEVELOP NEEDED IND APPLICATIONS, 3) DEVELOP NEEDED 
TREATMENT PROTOCOLS, AND 4) FUND THE RESEARCH NEEDED TO SUPPORT 
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AFEB (15-la) 2002-09 
SUBJECT: Therapeutics Against Biowarfare Agents 

FDA APPROVAL OF DRUGS AND BIOLOGICS FOR THE BlOW ARFARE 
INDICATIONS PREVIOUSLY RECOMMENDED BY THE AFEB. 

6. The above recommendations were unanimously approved. 

FOR TilE ARMED FORCES EPIDEMIOLOGICAL BO 

£,._
1

4..- ./{< Od '1f/ 
STEPHEN M. OSTROFF, M.D. 
AFEB, President 

3 Encls 

. RIDDLE, D.V.M., M.P.H. 
Colonel, USAF, BSC 
AFEB Executive Secretary 

I. DoDD 6200.2/6205.3 (Force Health Protection)- Vaccine, Therapeutics, and Prophylaxis 
2. Memorandum, OASD(HA)IFHP&R, 13 March 2002, Therapeutics Agsinst Biowarfare 
Ageots 
3. Memorandum, AFEB 00-09, 3 Aug 2000, Antibiotics Against Biowarfare Agents. 

CF: 
Board Members and Consultants (w/o Encls) 
USAMRMC (w/o Encls) 
USAMRIID (w/o Encls) 
USD(AT&L) (w/o Encls) 
Joint Vaccine Acquisition Program (w/o Encls) 
J4-MRD (w/o Encls) 
DASG-HCF (w/o Encls) 
JSIG (w/o Encls) 
DATSD(CBD) (w/o Encls) 
AMEDD(C&S) (w/o Encls) 
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DoDD 6200.216205.3 (Force Health Protection)- Vaccine, Therapeutics, and Prophylaxis12 
(AI'E8 M>) 2002 WnriiOlJ Papers) 

I i !Px) \ \KX) 
Prc:e;o;posure "I I<Px)- Postexposure I<Rx)- Treatment I ~~x) - Treatment 
lirxj~ 

1mA & (Px) Jo ; · ~ ;:::;;; :;, · · ' wo\h<ho<oth"x 
500 mg PO bid x 60 days IV q 12 h initially then hy at 0 :md 2 . offered complete protection against 

Bioport vaccine (licensed) 60 days {adult) ~os~l anthrax challenge at 8 and 38 weeks and 8l!% 
lo.5~LSC@0,2.4wk.6,12,1R (P,) at 100 weeks. Anthrax vac~:ine may cause soreness, 
mo then :tnnunl boosters 1100 mg PO bid x. 60 days 15 mglk.gldose NTE SOOmgldosc · :-~~~~i.~!.; ~~!ling, and nodules at the injection ~ite. Ahout 

(Rx) 60 days (pedialric) of women Tl'purt these local reactions. For 
V Potassium (Px) ~~:~~~ndcrs. between 1% and 5% report reactions of I to 5 

1500 mg q 6 h x. 60 days · in diameter. Serious events, su~:h a.'i those requiring 
I <Px) ! IV, then 100 mg IV q 12 h · arc rare: once per 200,000 doses. 

(Rx) 
14 million units IV q 4h 

prcpositioncd for deployed for(;Cs 

for sensitive organisms only. Once sensitivity data is 
consider switching children to penicillin or 

. Combined antibiotic regimen may be more effective 

Q0-09, first choice for treatment is ciprofloxacin and 
second choice is doxycycline. r; AFEB 00-<»- ''"' oh•::~ fo; i~; prophylaxis is 

I::~,;FOA 
, hogio ioi<i~, . '"""" w" 

~~-~accepted DoD BB-IND 
'"""' 

I ~1 081/Contingency Use Protocol available for v:u:dne usc IND posl 
for volunteer anthrax vaccination wf 
Rx~SC@0,2,4wkin 

I~J?C .has IND to conduct study to investigate reduced dose and with approved and 
(Rx.) IM administration of vaccine. 

conduct 
~~~r a.~~~c~d duse/:~728!. 

~ ~~VA_~ Mny 2002 pmjeclll cV=ioo 
IND stockpile . obtained FY06. 

alternates for Rx: gentamicin. erythromycin, ami 
(Rx) 

'(Px) 
~~~ treatment protocol for usc of Anthrax I Iuman Immune 

'(AIG): 

1 USAMMA-HHS redprocal SUPPort agreement for access to the National Pharmaceulical Stockpile. 

! Rank ordered matrix with recommended interventions lisl£d in order of optimal choice. 



=:,.~,':'~, ~·· [CoMMENTS 

~?~~sure Prophylaxis 

~~ 
limited quantities of trivalent equine 

(Rx) 
serotypes A, 8, E. A, B is 

and B is a CDC IND 
equine antitoxin (CDC 

~u A.B. E. 

~ 
FDA DoDBB-IND DoD BB-IND 1#7451/ Treatment Use 

"""' ro, 
iJ.S mld<epSC ®(), 2 8i i2 wk,·E), lro" ' 1 . " 
th<n '""' boosten (Rx) 

(Rx) 
[)oD_IRB w I~A· DnD BB-IND #37031Treatment Use 

Botulinum Immune Globulin (BIO), 
. (Px) (06/0Zl ,,~ n. ll<ptaw!ont, EquiDO 

(CDC BS..INDf#t61: SIP program. Pentavalent (Rx) 
under this IND) 

~A• DoD BB-IND #1332/ 

-fu; 
:_ v5_~ Protocol for Botulism Immune 

cr;;;;;;; 
(Fl"" 1;:~ quantities obtained 

toxoid liiYOii' 
Use Protoool awaiting 

~D-IND H7451 ,3703,13321 Umbrella Emergency 
:,;I: awaiting DoD IRB approval. (06102); 

13723 to FDA under new 1ND 
;... 



I 
(P'>l - Postcxposure Prop~;r;.~s 

ITS" 

~~~~}- Trea1ment 

(Rx) -Treatment 

-·· ~~Px~-;o"">"'"~ 

l"«in~ I FDA' l& . (R•) ) '' nn lnnge< 

(Rx) 
g I.V _ then 100 mg IV hid. until clmically - Approved indiclllion, no dosage 

then IOOmg PO bid for total of 10-14 d information provided. Sumdanl dose in subjects with 
serious infections and normal renal funchon ts 

~~:~~p~2 -12 h" "i-7 d 1xmtmur.d at least 2 d 
in 3 divided doses {q8h). 

I ·. not the recommended ttcatmcm. 

' (Rx) 

s d;ul~ ~~ 2 dtvtded doses IM. A minimum 
of JQ, is recommended 

(Rx) 
1-2' 

; at~~~~~~ ~~~~:f:~~t;'ual doses 

I DoD IRll_' 
OflWOiruA 

(Rx) 

rPxl 

{Rx) 
~~~i~:~~i~;,~;~acin. No. I 

11?0 rng PO ~ni~; 7 d or duration m IV once daily x 10- 14 d 

(It<) lrer AFEB 00-09. fin;t choice for 
(R)I.) (P:r.:) ~g IV q 12 h until clinically improved then ,, 

PObidx7d PO hid for tntal nf I0-14d ' 
for plague meningitis. 25 mglkg IV, 

'PO q;d d ~~~h~
11
en 100 mg IV bid, until clinically then 15 mglkg qid" 14 d 

IOOmg PO bid fortolal of 10-14d. 
Alternate Rx: trimethoprim-:;u\famethoxazo!c 

· in two or four equal doses 
I kMI 2 d "'~ o£obrilo.· 

1,v,.~.,2002 !F'Yoi' .••• va£cine INO stockpile 



DISEASE VACCINBITOXOID (Rx/Px) CHEMOPROPHYLAXIS (Px) CHEMOTHERAPY (Rx) COMMENTS 
Preexposure {~) - Postexposure Prophylaxis (Rx)- Treatment 

Ricin Toxin (Rx)- Treatment 
(Px)-Po~pomue 

Prophylaxis 

FDA Approved & Inhalation; supportive therapy 0-I; gastric lavage, 
Labclod superactivated charcoal. cathartics, 
Pwexposure 

IND #6181 withdrawn 8/12196. 
Treatment (Rx) 

Postexposurc: 
Prophylaxis (Px) 

DoD IRB Approved 
andlorFDA 
Accepted 
INDIProtocol 

Preex:posure 

TJX.atment (Rx) 

Postexposure 
Prophylaxis (Px) 

No IND/Protocol NAP May 2002 lists Ricin vaocino in tech base and 
project& ricin vaccine IND stockpile quantities obtained 

i'reex!""'"" FY08. 

Treatment (Rx) 

Postexposure 
Pronb.Vlaxis {Px) 



.,, 
~ Postex.posure Prop~;ra:;s (RK) ., 

(Rx)- Treatment 

I ~~x! · :rreatment 

~ 
I (Px) - Postexposure Prophylax1s 

~ '& "h'mpy>; <md ; prn. 

; 

IDo!;'IRB 
~~~; ""~"'' , rr ~~~~,,;: · · '"'c'"~, and/or FDA I" s1gm !Cant s1 e e ccts. _ L·- • or rCC!p!ents requ1re -

Accepted fday_s_bcd rest. Time to develop immunity- 8 weeks. Must be 
lND/Protocol rDA Accepted DoD BB-TND #1421 [1,uV~n prior to EEE or WEE (if administered subsequent, 

Laboratory Use Protocol for VEE TC-83 response decreases from 81% to 67%}. I live attenuated vaccine: 0.5 mL SC xl dose 

1 

~! ~ reactogenic in 20%. No seroconversion in 20%. 
(RX) Vacdne (Precxposurc) cfb;!ivc against subtypes IA, In, and I C. 

VEE C-84 vacdnc USI!d for non-rc5pornkrs to VEE TC-83. 
•n DuD BB !ND #914/ 

; (Px) Use Protocol for VEE C-84 I WEE vaccine manufactured in 1991. Antibody response is 

mi.. SC for up to 3 doses 
poor, require~ 3-<ktsc primary (one month) and 3-4 ;s~~;h 

. Primary series antibOOy response · 
four hoo.sts. Time to develop immumty s1x .. 

"'"·' Vac~ine (Preexposure) 
EEE manufactured in 1989. Antibody response is poor. 

~~A Accepted DoD BB·lND #266/ (one month) and 1~2 bo05tcrs (one 
Usc Protocol for EEE ,~nth apan). Primary series yield!> antibody response m 77%; 
vaccine: 0.5 mL SC at 0 & 28 d after boosts. Time to immunity - 3 

.WEt: Inactivated Vaccine (Preexposure) 
.~~~_and WEE inactivated vaccines arc poorly immunogemc. 
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Department of Defense 

DIRECTIVE 

NUMBER 6200.2 
August I, 2000 

ASD(HA) 

SUBJECT: Use of Investigational New Drugs for Force Health Protection 

References: (a) Section 1107 of title 10, United States Code 

(b) Executive Order 13139, "Improving Health Protection of Military 
Personnel Participating in Particular Military Operations," September 
30, 1999 

(c) Title 21, Code of Federal Regulations, Parts 50, 56, 312, Subpart I of 
Part 314, Subpart G of Part 601, current edition 

(d) House Report No. 105-736, Conference Report to Accompany 
Proposed Strom Thurmond National Defense Authorization Act for 
Fiscal Year 1999, page 685 

(e) through (f), see enclosure I 

l. PURPOSE 

This Directive: 

1.1. Establishes policy and assigns responsibility for compliance with references 
(a) through (c) for the use of investigational new drugs for force health protection. 

1.2. Designates the Secretary of the Army as the DoD Executive Agent for the 
use of investigational new drugs for force hea1th protection. 

2. i\.PPLICABILITY AND SCOPE 

This Directive: 

2.1. Applies to the Office of the Secretary of Defense, the Military Departments, 
the Chairman of the Joint Chiefs of Staff, the Combatant Commands, the Office of the 
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Inspector General of the Department of Defense, the Defense Agencies, the DoD Field 
Activities and all other organizational entities within the Department of Defense 
(hereafter referred to collectively as "the DoD Components'). 

2.2. Applies to all uses of investigational new drugs by the Department of 
Defense for force health protection. 

2.3. Does not apply to actions by DoD healthcare providers that are within 
standard medical practice in the United States and are not subject to FDA regulations 
at reference (c). 

3. DEFINITIONS 

3.!. Force Health Protection. An organized program ofhealthcare preventive or 
therapeutic treatment, or preparations for such treatment, designed to meet the actual, 
anticipated, or potential needs of a group ofmilitary personnel in relation to military 
missions. 

3.2. Investigational New Drug {!ND). A drug or biological product subject to the 
FDA regulations at21 CFR Part 312 (reference (c)), including: 

3.2.!. A drug not approved or a biological product not licensed by the FDA. 

3.2.2. A drug unspproved for its applied use. 

3.3. Drug Unapproved for Its Applied Use. A drug or biological product 
administered for a use not desctibed in the labeling of the drug or biological product 
approved by the FDA (referred to in subsection (g)(2) of reference (a)), and for which 
FDA requirements of use authorization and prior informed consent (referred to in 
subsections ( d)(4) and (f)( I) of reference (a)) are applicable, but not including uses to 
which those requirements are inapplicable based on standard medical practice in the 
United States (referred to in reference (d)). 

3.4. Particular Milila!y Qperations. A military operation or specific military 
mission or function, which involves any chemical, biological, or radiological warfare 
or endemic disease threats. 

2 
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4. POLICY 

It is DoD policy that: 

4.1. Force Health Protection. Personnel carrying out military operations shall be 
provided the best possible force health protection. including safe and effective medical 
countermeasures to chemical, biological or radiological warfare and endemic disease 
threats. 

4.1.1. DoD Components shall make preferential use of products approved by 
the FDA for general commercial marketing, when available, to provide the needed 
medical countermeasure. 

4.1.2. When no FDA-approved product is available to meet a foreseeable 
threat, the Secretary of the Army, as Executive Agent, shall carry out appropriate 
research and development program activities directed toward obtaining general 
commercial marketing approval by the FDA of safe and effective medical 
countermeasures. Such activities shall include use of special FDA rules at 21 CFR 
subpart I of part 312 and subpart G of part 601 (reference (c)) for the approval of new 
drugs and biological products for use against lethal or permanently disabling toxic 
substances when efficacy studies in humans cannot be conducted ethically. 

4.1.3. When, at the time of the need for a force health protection 
countermeasure against a particular threat, no safe and effective FDA-approved drug or 
biological product is available, DoD Components may request approval of the 
Secretary of Defense to use an IND. Such requests must be justified based on the 
available evidence of the safety and efficacy of the drug and the nature and degree of 
the threat to personnel. 

4.1.4. When using INDs for force health protection, DoD Components shall 
comply with 10 U.S.C. 1107, E.O. 13139, and applicable FDA regulations (references 
(a) through( c)). 

4.2. Approval by the Secretary of Defense to Use INDs. Use of an IND for force 
health protection requires approval of the Secretary of Defense. 

4.2.1. A Commander of a Combatant Command shall submit a request 
through the Chairman of the Joint Chiefs ofStaff(CJCS), coordinated with the 
ASD(HA), the USD(Policy), Secretary of the Army as Executive Agent, and DoD 
General CounseL Such a request must document a confirmed. high threat for which 

3 
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the use of an IND is needed, consideration of the risks and benefits of use of the IND, 
and compliance with the requirements of this Directive. 

4.2.2. The Secretary of the Anny, as Executive Agent, in concert with the 
Cbnnnander of the Combatant Command involved and the ASD(HA), shall develop a 
specific treatment protocol for use of the IND. The protocol shall comply with 21 
CFR Part 312 (reference (c)). The protocol shall be approved by the Anil.y Surgeon 
General's Human Subjects Research Review Board (HSRRB), a duly constituted 
Institutional Review Board under 21 CFR Part 56 (reference (c)), prior to submission 
to the FDA for review under 21 CFRPart 312 (reference (c)). Unless the Secretary 
requests a waiver by the President, the protocol will provide for, consistent with 21 
CFR Part 50 (reference (c)), the prior informed consent of members receiving the 
IND. If the request for use of the IND also includes a request for waiver of informed 
consent, the requirements of sections 4.3. through 4.8., below, shall also apply. 

4.3. Requests By the Secretary of Defense to the President for a Waiver of 
Informed Consent. Under 10 U.S. C. 1107 (reference (a)), only the President may 
grant a waiver of informed consent to use an IND for force health protection in 
connection with members' participation in particular military operations and only the 
Secretary of Defense may request that the President grant such a waiver. 

4.3.1. Grounds for Request. The Secretary shall request a waiver only upon 
a detennination that obtaining informed consent: 

4.3.1.1. Isnotfeasible. 

4.3.1.2. Is contrary to the best interests of the member. 

4.3.1.3. Is not in the interests of national security. 

4.4. Standards and Criteria for Re<j!lesting a Waiver of Informed Consent In 
making a determination referred to in section 4.3.1.1. or 4.3.1.2., above, the Secretary 
shall apply, and in making a determination referred to in section 4.3.1.3., above, the 
Secretary will consider, the standards and criteria set forth in 21 CFR 50.23( d) 
(reference (c)). Those standards and criteria are: 

4.4.1. The extent and strength of evidence of the safety and effectiveness of 
the IND in relation to the medical risk that could be encountered dcring the military 
operation supports the drug's administration under an IND. 

4 
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4.4.2. The military operation presents a substantial risk that military 
personnel may be subject to a chemical, biological, nuclear, or other exposure likely to 
produce death or serious or life-threatening injury or illness. 

4.4.3. There is no available satisfactory alternative therapeutic or preventive 
treatment in relation to the intended use of the investigational new drug. 

4.4.4. Conditioning use of the IND on the voluntary participation of each 
member could significantly risk the safety and health of any individual member who 
would decline its use, the safety of other military personnel, and the accomplishment 
of the military mission. 

4.4.5. A duly constituted institutional review board (IRB) established and 
operated in accordance with the requirements of section 4.5., below, has reviewed and 
approved the IND protocol and the administration of the IND without informed 
consent. 

4.4.6. The risks and benefits of using the IND are evaluated with 
consideration of: 

4.4.6.1. The context in which the INTI will be administered, e.g., the 
setting or whether it will be self-administered or it will be administered by a health 
professional. 

4.4.6.2. The nature of the disease or condition for which the preventive 
or therapeutic treatment is intended. 

4.4.6.3. Conditions that could alter the intended effects of the IND, to 
the extent any such data are available. 

4.4.7. Applicable logistical record keeping systems are capable of tracking 
and will be used to track movement of the IND from supplier to the individual recipient. 

4.4.8. Each member involved in the military operation will be given, prior to 
the administration of the investigational new drug, a specific written information sheet 
(including information required by section 4.8.1.) concerning the IND, the risks and 
benefits of its use, potential side effects, and other pertinent information about the 
appropriate use of the product. 

4.4.9. Medical records of members involved in the military operation will 

5 



DODD 620!1.2, Augu;rt 1, 2000 

accurately document the receipt by members of the notification required by section 
4.4.8., above. 

4.4.10. Medical records of members involved in the military operation will 
accurately document the receipt by members of any IND in accordsnce with FDA 
regulations, including 21 CFR part 312 (reference (c)). 

4.4.11. The protocol provides for adequate follow-up to assess whether there 
are beneficial or adverse health consequences that result from the use of the 
investigational product. 

4.4.12. The Secretary of the Army, as Executive Agent, is pursuing drug 
development, including a timeline, and marketing approval, in accordance with FDA 
regulations, with due diligence. 

4.4.13. The IND protocol may proceed subject to review by the FDA under 
reference (c) and a decision by the President on the informed consent waiver request 

4.4.14. Applicable DcD Components will provide training to the appropriate 
medical personae! and potential recipients on the specific IND to be administered prior 
to its use. 

4.4.15. The Commander of the Combatant Command concerned has stated 
and justified the time period for which the waiver is needed, not to exceed one year, 
unless separately renewed under these standsrds and criteria. 

4.4.16. DoD Components will report to the FDA and to the President any 
changed circumstances relating to these standards and criteria (including the time 
period referred to in section 4.4.15., above) that otherwise might affect the 
determination to use an IND without informed consent 

4.4.17. The Secretary of the Army, as Executive Agent, shall provide the 
public notice referred to in section 4.7.3., below. 

4.4.18. Use of the IND without informed consent otherwise conforms with 
applicable law and DoD policy. 

4.5. Institutional Review Board Approval. An Institutional Review Board (JRB), 
compliant with 21 CFR Part 56 (reference (c)), shall approve every protocol for the use 
of an IND for force health protection. The Army Human Subjects Research Review 
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Board (HSRRB), under the Surgeon General of the Anny, is designated as the IRB 
responsible for purposes of IRB activities under this Directive. 

4.5.1. In any case in which a protocol proposes to include a waiver of 
informed consent, the follOwing additional requirements shall be applicable to the 
HSRRB review and approval of the protocol. 

4.5.1, I. The HSRRB must include at least three non-affiliated members 
who shall not be employees or officers of the Federal Government (other than for 
purposes of membership on the HSRRB) and shall be required to obtain any necessary 
security clearances. The HSRRB shall review the proposed IND protocol at a 
convened meeting at which a majority ofthc members are present including at least 
one member whose primary concerns are in nonscientific areas and, if feasible, 
including a majority of the non-affiliated members. 

4.5.1.2. Minutes of the HSRRB meeting(s) at which the proposed 
protocol was discussed shall be provided to the Secretary of Defense and the FDA. 
The minutes shall be in sufficient detail to show attendance, actions taken, the votes 
taken (including number of members voting for, against, or abstaining), the reasons for 
requiring changes in or disapproving any portion of the protocol, and a written 
summary of the discussion of controversial issues and their resolution. 

4.5.2. The HSRRB must review and approve: 

4.5.3.1. The information sheet required by sections 4.4.8 .• above, and 
4.8.1., below. 

4.5.3.2. The adequacy of the plan to disseminate information, including 
distribution of the information sheet to potential recipients, on the investigational 
product (e.g., in forms other than written). 

4.5.3.3. The adequacy of the information and plans for its dissemination 
to healthcare providers, including potential side effects, contraindications, potential 
interactions, and other pertinent considerations. 

4.5.3.4. An informed consent fonn as required by FDA regulations at 21 
CFR part 50 (reference (c)) in those circumstances in which the protocol includes 
informed consent by some or all personnel involved. 

4.6. Content of Request by the Secretary of Defense to the President. A request 
by the Secretary to the President for a waiver of infonned consent shall be developed 
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in consultation with the FDA. Upon submission by the Secre!aiy of the waiver 
request to the Presiden~ a copy of the request shall be provided to the Commissioner 
of FDA. The content of the request shall at a minimum include: 

4.6.1. A full description of the threat, including the potential for exposure. 
If the threat is a chemica~ biologi~ or mdiological weapon, the waiver request shall 
contain an analysis of the probability that the weapon will be used, the method or 
methods of delivery, and the likely magnitude of its affect on the exposed individuals. 

4.6.2. Documentation of compliance with the requirements of the FDA 
regnlations at 21 CFR 50.23( d) (reference (c)). If the request is based on the grounds 
identified in sections 4.1.1. or 4.1.2., the documentation will include a statement that 
certifies and a written justification thet documents that each of the criteria and 
standsrds set forth in 21 CFR 50.23(d) (reference (c)) (which also appear at section 
4.4., above) have been met If the Secretaiy fmds it highly impracticable to certify 
that all such criteria and standards have been fully met because doing so would 
significantly impair the Departtnent of Defense's ability to carry out the particular 
militsry mission, the Secretaiy will provide to the President a written justification that 
documents which criteria and standsrds have or have not been met, explains the 
reasons for not meeting those which have not been met and provides additional 
justification why a waiver should be gnsnted solely on the grounds identified in section 
4.1.3., shove. 

4.6.3. Any additional ioformation pertinent to the Secretary's determination, 
including the minutes of the HSRRB meetiogs at which the IND use was considered. 

4.7. Action Reqyired After Waiver of Informed Consent. Following a Waiver of 
ioformed consent by the President, DoD COmponents shall ensore proper 
implementation. 

4. 7.1. Monitoring 

4.7.1.1. DoD Components responsible for implementation shall conduct 
an ongoing review and monitoring to assess adherence to the standards and criteria 
nnder 21 CFR 50.23(d) (reference (c)) and adhere to any periodic reporting 
requirements specified by the President at the time of the waiver approval. The 
Secretaiy shall provide to the President any required reports, with a copy to the FDA 
Commissioner. 

8 



DODD 6200.1. A11gust 1. 2000 

4.7 .1.2. The DoD Inspector General shall conduct an ongoing review 
and monitoring to assess adherence to the standards and criteria under 21 CFR 
50.23(d) (reference (c)). 

4. 7.2. Congressional Notification. The Secretary shall, as soon as 
practicable, make the Congressional notifications required by I 0 U.S.C. I !07(f)(3)(B) 
(reference (a)). 

4. 7.3. Public l'lotification. The Secretary shall, as soon as practicable and 
consistent with classification requirements, issue a puhlic notice in the Federal 
Register describing each waiver of informed consent determination and a summary of 
the most current scientific information on the products used, as well as other 
information the President determines is appropriate. 

4. 7.4. Changed Circumstances. The Secretary shall notify the President and 
the FDA Commissioner if the threat countered by the IND changes significantly or if 
significant new information on the IND is received. 

4.7.5. Termination of Waiver. A waiver expires at the end of one year (or 
an alternative time not to exceed one year specified by the President) or upon 
notification by the Secretary to the President that the particular military operation 
creating the need for the use of the IND has ended, whichever is earlier . 

. 
4.7.6. Request for Renewal. A request by the Secretary for a renewal by the 

President of a waiver must meet the same criteria as the original request and shall 
include any new information available relevant to the standards and criteria under 21 
CFR 50.23(d) (reference (c)). 

4.8. Training and Risk Communication 

4.8.1. Notice Requii:ement for IND Use. When using an IND for force 
health protection, DoD Components shall provide prior notice to personnel receiving 
the drug or biological product of the following: 

4.8.1. I. That it is an IND (including specific information on whether it is 
approved by FDA and/or whether it is unapproved for its applied use). 

4.8.1.2. The reasons the IND is being used. 

4.8.1.3. Information regarding the possible side effects of the fND, 
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including any known side effects possible as a result of interaction of the lND with 
other drugs or treatments being administered to such personnel. 

4.8.1.4. Other infonnation as required to be disclosed by the FDA. 

4.8.2. Information to Poviders for lND Use. DoD Components shall ensure 
that healthcare providers who administer the IND or who are likely to treat members 
who receive the IND receive the information identified in sections 4.8.1.3. and 
4.8.1.4., above. 

4.8.3. Record Keeping on Use of!ND and Notice Reqpirement DoD 
Components shall ensure that medical records of personnel who receive an IND 
accurately document the receipt of the IND and the notice required by section 4.8.1., 
above. 

4.8.4. Ongoing Training and Health Risk Communication DoD Components 
shall provide ongoing training and health risk communication on the requirements of 
using an IND in support of a military operation to all military personnel, iocluding 
those io leadership positions, during chemical and biological warfare defense training 
and other training, as appropriate. This ongoing trainiog and health risk 
communication shall include general ioformation about 10 U.S. C. 1107, E.O. 13139, 
and 21 CFR50.23(d) (references (a) through (c)). 

4.8.5. Special Additional Training and Health Risk Communication When 
Informed Consent Is Waived 

4.8.5.1. If the President grants a waiver of informed consent, DoD 
Components shall provide training to all military personnel conducting the waiver 
protocol and health risk communication to all military personnel receiving the specific 
investigational drug to be administered prior to its use. 

4.8.5 .2. The Secretary shall sohmit the training and health risk 
communication plans as part of the IND protocol submission to the FDA and the 
reviewing IRB. Training and health risk communication shall include at a miniouun: 

4.8.5.2.1. The basis for any determination by the President that 
informed consent is not or may not be feasible. 

4.8.5.2.2. The means for trackiog use and adverse effects of the 
investigational drug. 
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4.8.5.2.3. The benefits and risks of using the investigational drug. 

4.8.5.2.4. A statement that the investigational drug is not approved 
(or not approved for the intended use). 

4.8.5.3. DoD Components shall keep operational commanders informed 
of the overall requirements of successful protocol execution and their role, with the 
support of medical personnel, in ensuring successful execution of the protocol. 

4.9. INDs for Non-military Personnel. In any case in which an IND is used for 
force health protection for military personnel and subject to the same health risk are 
Emergency·Essential civilian employees (reference (e)) and contractor personnel 
perfonning essential contractor services (reference (f)) in conjunction with the military 
mission, the 11\U shall be available for protection of these non-military personnel 
under the same terms and conditions, except that the authority to waive informed 
consent under references (a) through (c) is inapplicable to these personnel. 

5. RESPONSIBILITIES 

5 .1. The Assistant Secretary of Defense (Health Aff_airs), under the Under 
Secretary of Defense (Personnel and Readiness}, shall have primary responsibility for 
policy under this Directive, is authorized to issue Instructions for implementation of, 
and grant exceptions otherwise authorized by law to, this Directive, and shall monitor 
implementation of this Directive and any implementing Instructions. 

5 .2. The Secretary of the Army shall serve as Executive Agent for the execution 
of policy under this Directive and any implementing Instructions. 

5.3. The Secretaries of the Military Departments_ shall implement requirements of 
this Directive, any implementing Instructions issued by the ASD(HA), and 
requirements established by the Secretary of the Army, as Executive Agent. In 
implementing an IND protocol, the Secretaries ofthe Military Departments shall 
strictly comply with requirements of the protocol. 

5.4. The Chainnan of the Joint Chiefs of Staff shall coordinate and direct 
activities of the Commanders of the Combatant Commands in the implementation of 
this Directive. 
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5.5. The Commanders of the Combatant Commaods shall validate confirmed, 
high threats for which an lND is needed for force health protection, develop in 
coordination with the Executive Agent lND protocols which will comply with 
requirements of this Directive, any implementing Instructions issued by the ASD(HA), 
and requirements established by the Executive Agent, execute 1ND protocols in strict 
compliance with their requirements, and implement other requirements of this 
Directive, any implementing Instructions, and requirements established by the 
Executive Agent 

6. EFFECTIVE DATE 

This Directive is effective immediately. 

R.udy de Lean 
0eputy Seo:owy ofDefense 

Enclosures - I 
El. References, continued 
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El. D!CLOSURE I 

REFERENCES, continued 

(e) DoD Directive 1404.10, "Emergency-Essential (E-E) DoD U.S. Citizen Civilian 
Employees," April 10, 1992 

(f) DoD Instruction 3020.37, "Continuation of Essential DoD Contractor Services 
During Crises," November 6, 1990 
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Department of Defense 

DIRECTIVE 

NUMBER 6205.3 
November 26, 1993 

ASD(NS&CP) 

SUBJECT: DoD Immunization Program for Biological Warfure Defense 

References: (a) Title 10, United States Code 
(b) DoD Instruction 6205.2, "Immunization Requirements," October 9, 

1986 
(c) AR40-5.62/NAVMEDCOMINST 6230.3/AFR !61-13/CG 

COMDTINST M6230.4D, "Immunizations and Chemoprophylaxis," 
November 7, 1988 

(d) DoD Directive 5136.1, "Assi.stant Secretary of Defense for Health 
Affairs," December 2, 1992 

(e) through (g), see enclosure I 

1. PURPOSE 

This Directive: 

1.1. Establishes policy, assigns responsibilities, and presctibes procedures for 
members of the Department of Defense against validated biological warfare threats, 
and prioritization of research, developmen~ testing, acquisition, and stockpiling of 
biological defense vaccines llllder reference (a). 

1.2. Provides vaccination guidance that focnses exclusively on defense against 
biological warfare threats and complements immunization requirements for naturally 
occurring endemic disease threats outlined in references (b) and (c). 

1.3. Addresses peacetime and contingency requirements for immunization against 
biological warfare threats against U.S. personnel. 

1.4. Designates the Secretary of the Army as the "DoD Executive Agent" for the 
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DoD lmmumzation Program for Biological Warfare Defense. 

1.5. Provides direction on levels of acquisition and stockpiling of biological 
defense vaccines and prioritizes research and development efforts in defending against 
current and emerging biological warfare threats. 

2. APPLICABILITY AND SCOPE 

This Directive applies to: 

2.1. The Office of the Secretary of Defense, the Military Departments (including 
their National Guards), the Chainnan of the Joint Chiefs of Staff, the Unified 
Commands. and the Defense Agencies (hereafter referred to collectively as "the DoD 
Components"). The term 11Military Services/' as used herein. refers to the Army, the 
Navy, the Air Force, and the Marine Corps. 

2.2. Essential DoD civilian personnel, and personnel of other Federal 
Departments, when assigned as part of the U.S. Armed Forces. 

3. DEFINITIONS 

Terms used in this Directive are defined in enclosure 2. 

4. POLICY 

It is DoD policy that: 

4.1. For immunization, the following personnel, subject to special exceptions 
approved by the Chairman of the Joint Chiefs of Staff, should be immunized against 
validated biological warfare threat agents, for which suitable vaccines are available, in 
sufficient time to develop immunity before deployment to high-threat areas: 

4.1.1. Personnel assigned to high-threat areas. 

4.1.2. Personnel predesignated for immediate contingency deployment (crisis 
response). 

4.1 .3. Personnel identified and scheduled for deployment on an imminent or 
ongoing contingency operation to a high-threat area. 

2 
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4.2. For vaccine research, developmen~ testing, evaluation, acquisition, and 
stockpiling, efforts for the improvement of existing vaccines and the development of 
new vaccines against all validated biological warfare threat agents shall be integrated 
and prioritized. The Department of Defense shall develop a capability to acquire and 
stockpile adequate quantities of vaccines to protect the programmed force against all 
validated biological warfare threats. 

5. RESPONSIDUJTIES 

5.1. The Under Secretaty of Defense for Acquisition and Technology shall ensure 
tile coordination and integration of the DoD Immunization Progrmn for Biological 
Warfare Defense with all acquisition-related elements of the DoD Biological Defense 
Progrmn. 

5.2. The Under Secretruy of Defense for Policy shall review all facets of the DoD 
Immunization Program for Biological Warfare Defense to ensure that it is consistent 
with DoD policy and is adequately imegrated into overall DoD biological defense 
policies. 

5.3. The Assistant Secretary of Defense for Heal!h Affairs shall: 

5.3.1. Serve as the advisor to the Secretary of Defense as in DoD Directive 
5136.1 (reference (d)) on the DoD Immunization Progrmn for Biological Warfare 
Defense. 

5.3.2. In consultation with the DoD Exeeutive Agent, the Secretaries of the 
Military Departments, and the Chair of the Armed Forces Epidemiological Board, 
ideotify vaccines available to protect against biological threat agents designated by the 
Chairman of the Joint Chiefs of Staff and recommend appropriate immunization 
protocols. 

5.3.3: Issue instructions to the Military Departments and the other 
appropriate DoD Components on the immunization of DoD personnel, under the 
guidelines of this Directive, and monitor and evaluate the implementation of those 
instructions. 

5.4. The Secretary of tile ~ as tile DoD Executive Agent for tile 
hmnunization Program for Biological Warfare Defense, shall: 
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5.4.1. Besides those responsibilities in the Deputy Secretary of Defense 
Memorandum and the Joint Service Agreement (references (e) and (f)), do the 
following to enhance the DoD Immunization Program for Biological Warfare Defense, 
and report annually through the Assistant Secretary of Defense for Health Affairs 
(ASD(HA)) to the Secretary of Defense the capability to carryout those policies: 

5.4.1.1. Vaccine Research and Development 

5.4.1.1.1. Priorities developed in coordination wrth the ASD(HA), 
the Chairman of the Joint Chiefs of Staff, and the Secretaries ofthe Y!ilitary 
Departments shall include the development of vaccines against validated biological 
warfare threat agents for which none exist, improvement of vaccines that are 
unacceptable in the time they take to produce immunity or in the level of inununity 
they produce or are inadequate because of the number of doses required to achieve 
inununity, assessment of the effectiveness of vaccines against biological warfare threat 
agents in their likely modes of use (e.g., aerosols), and development of multivalent 
vaccines that will produce protective immunity after a single vaccination. Vaccines 
must be either licensed by the Food and Drug Administration (FDA) or have been 
designated, under FDA requirements, "for use as investigational new drugs (INDs)," as 
in 21 CFR 50 (reference (g)). 

5.4.1.2. Yaccine A,Qquistion and St9.ckpiling 

5.4.1.2.1. Develop and maintain a DoD capability to acquire and 
stockpile adequate quantities of vaccines to protect the programmed force against all 
validated biological warfare threat agents for which suitable vaccines exist. 

5.4.1.2.1. On an annual basis, provide information and 
recommendations, in coordination with the Secretaries of the Military Departments and 
the Chair of the Armed Forces Epidemiological Board, to the ASD(HA) on vaccines to 
acquire and appropriate inununization schedules that include reimmunization required 
to develop and maintain protective immunity. Those recommendations should 
include, but not be limited to the following: 

5.4.1.2.1.1. All relevant data on the effectiveness of each 
vaccine against the corresponding biological warfare threat agent. 

5.4.1.2.1.2. The expected type, frequency, and severity of 
vaccine-associated adverse reactions. 

4 
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5.4.2. Serve as the focal point for the submission of information from the 
Services, as specified by subsection 5.5., below, and monitor the Services, 
implementation of the DoD Immunization Program for Biological Warfare Defense. 
Recommend appropriate changes and improvements to the Secretary ofDefense 
through the ASD(HA), and the Secretaries of the Military Departments. Report to the 
Secretary of Defense annually on the Immunization Program for Biological Warfare 
Defense. 

5.4.3. The Executive Agent Acquisition Executive (AE) shall plan, program, 
and budget for biological defense. The AE shall coordinate directly with the 
ASD(HA), the Under Secretary of Defense for Policy, the Under Secretary of Defense 
for Acquisition, the Secretaries of the Departments, and other offices as required to 
ensure program integration. 

5.5. The Secretaries of the Militazy Departments shall: 

5.5.1. Implement, monitor, evaluate, and document the DoD Immunization 
Program for Biological Warfare Defense in their Department and establish procedures 
for coordinating and reporting the following information to the Executive Agent: 

5.5.1.1. The identification, reporting, and epidemiologic evaluation of 
vaccine-associated adverse reactions, in accordance with FDA requirements. 

5.5.!.2. The collection and forwarding of data required by the Executive 
Agent needed to meet requirements of the FDA for products that are the INDs. 

5.5.2. Transmit the instructions of the ASD(HA) about the immunization 
program for biological warfare defense to subordinate units. 

5.5.3. Program and budget for the required vaccinations for members of their 
Department and provide the DoD Executive Agent with projected program 
requirements. 

5.6. The Chairman of the Joint Chiefs ofStsff, in consultation with the 
Commanders of the Unified Commands; the ChiefS of the Military Services; and the 
Director, Defense Intelligence Agency (DIA), annnally and as required, shall validate 
and prioritize the biological warfare threats to DoD personnel and forward that list to 
the DoD Executive Agent through the ASD(HA). 

5.7. The Commanders of the Unified Commands, annually and as required, shall 

5 
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provide the Chairman of the Joint Chiefs of Staff with their assessment of the 
biological warfare threats to their theaters. 

5.8. The Chair of the Armed Forces Epidemiological B.oard, in consultation with 
the DoD Executive Agent and the Secretaries of the Military Departments, annually 
and as required, shall identify to the ASD(HA) vaccines available to protect against 
validated biological warfare threat agents, and recommend appropriate immunization 
protocols. 

6. PROCEDURES 

The DoD Immunization Program for Biological Warfare Defense sha11 be conducted, 
as follows: 

6.1. The Commanders of the Unified Commands, annually and as required. shall 
provide the Chairman of the Joint Chiefs of Staff with their assessment of the 
biological warfare threats to their theater. 

6.2. The Chairman of the Joint Chiefs of Staff, in consultation with the 
Commanders of the Cnified Commands; the Chiefs of the Military Services; and the 
Director, DIA, annually, shall validate and prioritize the biological warfare threats to 
DoD personnel and forward them to the DoD Executive Agent through the ASD(HA). 

6.3. Within 30 days of receiving the validated and prioritized biological warfare 
threat list from the Chairman of the Joint Chiefs of Staff, the DoD Executive Agent 
shall, in consultation with the Secretaries of the Military Departments and the Chair of 
the Armed Forces Epidemiology Board, provide recommendations to the ASD(HA) on 
vaccines and immunization protocols necessary to enhance protection against validated 
biological warfare threat agents. 

6.4. Within 30 days of receiving the coordinated recommendations of the DoD 
Executive Agent, the ASD(HA) shall direct the Secretaries of the Military Departments 
to begin immunization of the specified DoD personnel against specific biological 
warfare threat agents. 

6.5. For biological threats for which the only available vaccine is an ND, it shall 
be administered under 21 CFR SO and 312 (reference (g)) and the established ND 
protocol and/or other applicable legal procedures. 

6 
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7. INFORMATION REQUIREMENTS 

The annual reporting requirements in section 5., above, have been assigned Report 
Control Symbol DD-POL(A) 1921. 

8. EFFECTIVE DATE AND IMPLEMENTATION 

This Directive is effective immediately. The Secretaries of the Military Departments 
shall forward one copy of iroplementing documents to the Assistant Secretary of 
Defense for Health Affairs within 120 days. 

Enclosures - 2 
1. References 
2. Defmitions 

I I I. ().!L-7 
v~, c: 

William J. Perry 
Dep~ty Secretary of Defe~e 

7 
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E 1. ENCLOSURE I 

REFERENCES, continued 

(e) Deputy Secretary of Defense Memorandum, "Biological Warfare Defense 
Program," August 26, 1991 

(f) Joint Service Agreement, uJoint Service Coordination of Chemical Warfare and 
Chemical-Biological Defense Requirements, Research, Development, and 
Acquisition/' July 5, 1984 

(g) Title 21, Code of Federal Regulations, Parts 50, "Infonned Consent of Human 
Subjects," and 312, "Investigational New Drug Application," current edition 

8 E!';'CLOSURE I 
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E2. ENCLOSURE 2 

DEFINITIONS 

E2.1.1. Biological Warfare Agent A microorganism or biological toxin 
intended to cause disease, injury, or death in humans. 

E2.1.2. Biological Warfare Threat. A biological materiel planned to be 
deployed to produce casualties in humans. 

E2.1.3. High-Threat Area. A geographic area in the proximity ofa nation or 
nations considered to pose a potential biological threat to DoD personnel by the 
Chairman of the Joint Chiefs of Staff in consultation with the Commanders in Chief of 
the Unified Commands and the Director, DIA. 

E2.1.4. Immunity. The capacity to resist the effects of exposure to a specific 
biological agent or toxin. 

E2.1.5. Immunization. The process of rendering an individual immune. 
Immunization referS to "the administration of a vaccine to stimulate the immune 
system to produce an immune response (active immunization)." That process may 
require weeks to months and administration of multiple doses of vaccine. 

E2.1.6. Programmed Force. The DoD active and Reserve force approved by the 
Secretary of Defense in the Foture Years Defense Program. 

E2.1.7. Vaccination. The administration of a vaccine to an individual for 
inducing innntmity. 

E2.1.8. Vaccine. A preparation that contains one or more components of a 
biological agent or toxin, and induces an immune response against that agent when 
administered to an individual. 

E2.1.9. Validated Biological Warfare Threat Agent. A biological warfare agent 
that is validated as a threat to DoD personnel by the Chairman of the Joint Chiefs of 
Staff, in consultation with the Commanders of the Unified and Specified Commands; 
the Chiefs of the Military Services; and the Director, DIA. 

9 ENCL.OSUR.E 2 



OFF!CE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON DC 20301·1.200 

MEMORANDUM FOR EXECUTIVE SECRETARY. ARMED FORCES 
EPIDEMIOLOGICAL BOARD 

SlffiJECT: Therapeutics Agai11St Biowarf:u-c AgenL"i 

The Armed Forces Epidemiological Board (AFEB) mmu.ally provides recommendations 
tu the DoD Executive Agent on vaccines and immunization protocol!\. necessary to enhance 
protection against validalcd biological warfare threat agents. In August of 2000. the AFEB 
provided the Dl."J>artmCnt with a list of recommended antibiotics ::~gains! biowarfarc ~gcnts.<l'i 
requested by the Office uf !he Assi!\lant Secretary t)fDefense for Health Affairs. Although 
approved for usc by the Food and Drug Administration. many of the recommended antibiotics 
were not labeled for the spt.-cifil.": us~.: rccommemled by the AFEB. 

In this regan]. I woult.llikr.:: the AFEB to review existing Jomt Openuionul Requirement 
Documents. progrr"~ on specific dforts to nhtaln new indicutions f')r existing thempeuticY.. and 
acquisition status of biolo!,>ics (trcalmt:nt nml prophylaxis) against the current prioritized list of 
biowarfarc agent~ and make rt!com:nendations tn this office tm lhe current s~<ltus of requiremems 
ami ~uggcstcd priorities. As pun of the AFEB ddibcrutiuns. I would expect the Board IO receive 
briefings from Ihe Joint Staff (Joint Service Integra1ion Group) on existing joint requirements 
and U1c Joint Program Offic~.: uu acquisition s!.lltus aml cfforL"l to ohtain new indic:ttions fl)r 
existing: thcmpc~ttics. 

I request that the Board address [his issue ut the May AFEB meeting in t:(IJlCert with the 
periodic review of the tllrt'-ilt list. 

An:.1chm~nl~ 

.-\~ ~tatcd 

r. 

~~~hu.~;/ 
Ellen P. Embrey Q 

Deputy Assistant Secretary of Defense 
Worcc Health Protec-tion w1d Rc:udiness) 



AFEB (IS-la) 00-9 

DEPARTMENT OF DEFENSE 
ARMED FORCES EPIDEMIOLOGICAL BOARD 

5109 LEESBURG PIKE 
FALLS CHURCH VA 22041-3258 

03 August 2000 

MEMORANDUM FOR TilE ASSISTANT SECRETARY OF DEFENSE (llEALTH AFFAIRS) 
TilE SURGEON GENERAL, DEPARTMENT OF TilE ARMY 
TilE SURGEON GENERAL, DEPARTMENT OF THE NAVY 
THE SURGEON GENERAL, DEPARTMENT OF THE AIR FORCE 

SUBmCT: Antibiotics Against Biowarfure Agents 

I. On March 13, 2000 the Deputy Assistant Secretary of Defense for Health Operations Policy 
requested that the Armed Forces Epidemiological Board, in consultation with the Centers for 
Disease Control and Prevention (CDC), provide reconunendations on the most appropriate FDA 
approved antibiotics .to be used for treatment of the primary bacterial and rickettsial agents on the 
biowarfare threat list. Specifically, recommendations were requested for treatment of the organisms 
which cause anthrsx, plague, tularemia, brucellosis, glanders, and Q fever. 

2. The selection of antibiotics to prevent and treat illness from biowarfare agents hss received 
considerable recent attention. In December I999, a Medical Biological Defense Material (MBDM) 
policy meeting was held at Fort Detrick, Maryland to develop a list of preferred antibiotics for post
exposure prophylaxis. A triservice field manual "Treatment ofBiological Warfare Agent 
Casualties," which includes antibiotic recommendations, has recently been finalized. CDC is 
developing a civilian phannaceutical stockpile for prevention and treatment of illness due to large
scale bioterrorism and has also addressed the issue. Beginning in 1999; the Journal of the American 
Medieal Association (JAMA) has begun publishing a series of articles on biological warfare agents, 
including treatment and prophylaxis, based on the recommendations of a Working Group on 
Civilian Biodefense constituted by The Johns Hopkios School ofPublic Health. Dering the May 
2000 AFEB meeting, the Board beard a presentation on this topic by LtCol George Christopher 
from the US Army Medical Institute of Infectious Diseases, who led the effort to develop the 
triservice field manual, and discussed the issues with the Board and the Disease Control 
Subcommittee. 

3. In developing the list of recommended agents, the Board reviewed the above materials and 
considered the following issues: 

• Efficacy of the drugs against the threat agents based on peer-reviewed publications and 
other data sources 

• Potential for antimicrobial resistance (natural and bioengineered) 
• Side effects profiles of the alternative antimicrobial agents 
• Ease of administration (especially dosing frequency) 
• Broadness of spectrum (how many agents would be covered) 
• Interactions with other drugs or products which may be used ·simultaneously 
• Cost (including potential changes in cost as patents lapse) 
• Shelflife 
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4. Two additional issues were also considered. Although the major group in which these drugs 
would be used is front-line active duty personnel, there may also be dependents (including pregnant 
women and children) in some high-risk settings in whom the recommended therapies are 
contraindicated. And while all of the therapeutics discussed is FDA licensed, they are often not 
labeled for the prophylaxis and treatment of biowarfare agents. Such off-label use will require that 
potential recipients provide informed consent to be given the medication under an established 
protocoL However, the Board felt that labeling status should not be the determining factor ifthere 
was a clear best option based on the other criteria. 

5. The Board made the foUowing comments and recommendations: 

a. FOR mESE SIX mREAT AGENTS, ANTIBIOTIC ALTERNATIVES 
ARE LIMITED FOR BOrn PROPHYLAXIS AND TREATMENT. 
mE MAJOR ANTIBIOTICS UNDER CONSIDERATION BASED ON 
BROADNESS OF SPECI'RUM AND EFFICACY ARE TRE 
FLUOROQUINOLONES (SPECIF1CALLY CIPROFLOXACIN) AND 
TETRACYCLINES (SPECIF1CALLY DOXYCYCLINE). WHEN 
SUBJECT MATTER EXPERTS CONSIDERED TRE CRITERIA 
ABOVE, mERE WAS LITTLE TO DIFFERENTIATE mESE TWO 
CLASSES IN TERMS OF A CLEAR BEST ALTERNATIVE. 
DOXYCYCLINE APPEARS TO HAVE A BROADER SPECI'RUM, 
IN mAT IT IS CONSIDERED AN ALTERNATIVE FOR ALL SIX 
mREAT AGENTS, AND IS CONSIDERABLY LESS EXPENSIVE 
mAN ANY OF TRE FLUOROQUINOLONES. HOWEVER, IT WAS 
CONSIDERED TO HAVE A GREATER INCIDENCE OF SIDE EFFECTS, 
AND WAS CONSIDERED MORE HARMFUL IN PREGNANT WOMEN 
AND CHILDREN. mESE DRUGS WERE FELT TO BE ROUGHLY 
EQUIVALENT WITH RESPECT TO mE OrnER CRITERIA (SHELF 
LIFE, EASE OF ADMINISTRATION, POTENTIAL FOR RESISTANCE, 
AND DRUG INTERACTIONS). REGARDLESS OF WHICH DRUG IS 
SELECTED AS mE FIRST CHOICE FOR ANY OF TRESE DISEASES, 
TRE OrnER MUST ALSO BE AVAILABLE AS A BACK-UP. 

b. mE MDBM POLICY GROUP (WHICH ADDRESSED ONLY POST· 
EXPOSURE PROPHYLAXIS) SELECTED CIPROFLOXACIN AS mE 
DRUG OF CHOICE FOR ANTHRAX AND TULAREMIA WITH 
DOXYCYCLINE AS mE BACKUP, WHILE DOXYCYCLINE WAS 
TRE FIRST CHOICE FOR PLAGUE Wlm CIPROFLOXACIN AS 
TRE BACKUP. DOXYCYCLINE (COMBINED WITH RIFAMPICIN 
FOR BRUCELLOSIS) WAS CONSIDERED TRE FIRST LINE 
PROPHYLACTIC AGENT FOR GLANDERS, BRUCELLOSIS, AND 
Q FEVER. mE BOARD SUPPORTS TRESE CHOICES. 
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c. FOR THERAPY, CIPROFLOXACIN IS ALSO THE DRUG OF 
CHOICE FOR ANTHRAX WITH DOXYCYCLINE AS THE 
BACKUP. FOR BOTH PLAGUE AND TULAREMIA, 
STREPTOMYCIN IS CONSIDERED THE TRADmONAL 
THERAPEUTIC DRUG OF CHOICE, BUT BECAUSE OF 
THE ROUTE (INTRAMUSCULAR) AND FREQUENCY OF 
ADMINISTRATION, AND LIMITED SUPPLY, THIS DRUG 
POSES SIGNIFICANT LOGISTICAL CHALLENGES FOR 
LARGE SCALE USE IN COMPARISON TO OTHER 
AMINOGLYCOSIDES (SPECIFICALLY GENTAMICIN). 
THE BOARD RECOMMENDS THE SELECTION OF THIS 

03 August 2000 

DRUG FOR TREATMENT WITH CIPROFLOXACIN AS A 
THERAPEUTIC ALTERNATIVE. FOR Q FEVER AND 
BRUCELLOSIS THE THERAPEUTIC CHOICE IS DOXYCYCLINE 
(WITH RIFAMPICIN ADDED FOR BRUCELLOSIS) WHILE 
FOR GLANDERS THERAPY WOULD INCLUDE CEFTAZIDIME 
AND RIMETHOPRIMJ SULFAMETHOXAZOLE. SPECIFIC 
RECOMMENDATIONS ARE INCLUDED IN THE ATTACHED 
TABLE. 

d. IT IS OUR UNDERSTANDING THAT THE MANUFACTURERS 
OF CIPROFLOXACIN ARE ENGAGED IN DISCUSSIONS WITH 
FDA TO DETERMINE THE REQUIREMENTS FOR CHANGING 
THE LABELING TO INCLUDE PROPHYLACTIC USE AGAINST 
THE MAJOR BlOW ARFARE THREAT AGENTS. SHOULD A 
LABEL CHANGE OCCUR, IT WOULD BE AN ADDED INCENTIVE 
TO SELECT THIS DRUG OVER DOXYCYCLINE TO BECAUSE 
OF THE OFF-LABEL USE ISSUE. OF NOTE, NEWER 
FLUOROQUINOLONES HAVE THE ADVANTAGE OF ONCE 
DAILY ADMINISTRATION. ALTHOUGH DOSING FREQUENCY 
IS MORE OF AN ISSUE IN CIVILIAN SETTINGS, THE ADDED 
EASE OF ADMINISTRATION WOULD BE A STRONG 
CONSIDERATION FOR SELECTION OF ONE OF THESE AGENTS 
(I.E. LEVOFLOXACIN) IF BIOEQUIV ALENCY AGAINST THE 
THREAT AGENTS COULD BE DETERMINED AND THE COST 
WAS NOT SIGNIFICANTLY DIFFERENT. 

. .. ---- ---------
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e. SPECIFIC RECOMMENDATIONS•: 

Threat Agent 

Anthrax 

Plague 

Tularemia 

Glanders 

Brucellosis 

Q fever 

POST-EXPOSURE PROPHYLAXIS 

lst Choice 

Ciprofloxacin 

Doxycycline 

Ciprofloxacin 

Doxycydine 

Doxycycline 
Rifampicin 

Doxycycline 

Doxycycline 

Ciprofloxacin 

Doxycycline 

*Dosage and duration as per MBDM guidance 

03 August 2000 

THERAPY 

lst Choice 2"r14 Choice 

Ciprofloxacin Doxycycline 

Gentamicin Ciprono~acin 

Gentamicin Ciprofloxacin 

Ceftazidime 
TMP/Sulfa 

Doxycycline 
Rifampicin 

Doxycycline 

6. The above comments and recommendations were unanimously approved by the Board. 

7. The above comments and recommendations have been reviewed by the appropriate 
representatives from the CDC who also concur. 

FOR THE ARMED FORCES EPIDEMIOLOGICAL BOARD: 

yt.__,<.L_ 
F. MARC LAFORCE, M.D. 
AFEB President 

2 Encls 
I. Question to Board 
2. MBDM Recommendations 

~t!~ 
Colonel. USA, MC 
AFEB Executive Secretary 
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Copies Furnished: 
Board Members 
DASG-ZH 
OASD(HA)IHOP, Prog. Dir., 

Prev. Med. & Surveillance 
AFMOS/SGOP 
DASG-HS-PM 
HQ, USMC, PMO,CAPT Kenneth W. Schor 
Dep. Dir. Occup. Hlth. & Prev. Med. Div, BUMED-DN 
CDR, WRAIR 
CDR, USACHPPM, ATTN: MCHB-DC-C 
CDR, USAMRMC 
Navy Env. Health Center 
Dir, Med Reaources, Plans& Policy Div. (N931) 
CDR Mark Tedesco, USPHS 
COL AndrewS. Warde, 

BvetMed Msc MRCV A 
Leo! Maureen Fensom, CFMS 

03 August 2000 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 
1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

MAR 13 2000 

!VIEMORANDUM FOR THE AR!VIED FORCES EPIDEMlOLOGICAL BOARD 

SUBJECT: Antibiotics A.gainst Biowarfare Agents 

The Armed Forces Epidemiological Board {AFEB) has been very helpful in the review 
and prioritization of biological threat agents facing our Armed Forces. In our continuing efforts 
to ensure that the most effective medical therapies are readily available for the military, we 
additionally require a review of antimicrobial drugs. 

In light of the need for the Department of Defense to maintain a high level of readiness 
and to maintain adequate stockpiles of specific antibiotics, 1 request that the Armed Forces 
Epidemiological Board conduct a review of antibiotics approved by the Food and Drug 
Administration that may prove useful against certain infectious biological warfare agents. This 
review should involve appropriate consultation with Centers for Disease Control and Prevention 
(CDC) staff, as they will have very similar concerns regarding what is needed for the 
domestically-oriented national pharmaceutical stockpile for medical response to terrorism. 

I ask the AFEB to provide recommendations to this office on the most appropriate 
antibiotics that would be indicated for the treatment of the primary bacterial and rickettsia] 
agents on the biowarfare threat Jist. Of greatest concerns are the infectious agents causing 
anthrax, plague, tularemia, brucellosis, glanders, and Q fever. The recommendations should 
describe any precautions or contraindications associated with the administration of any 
antibiotics. 

I request that you address this issue at your next AFEB meeting in May in concert with 
your periodic review of the threat list and provide your results within 60 days of your meeting . 

. ~ 
RADM 1. t Clinton, :v!D, MPH, USPHS 

Deputy Assistant Secretary of Defense 
(Health Operations Policy) 
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USAMRIID 
Fort Delrick, MD 

1. Attendees: See Annex A 

2. Introductory Comments: 

• Antibiotics have already been fielded for use as post exposure prophylaxis against Bioioglca 
Warfare (BW) agents (i.e. Desert Shield, Desert Storm, Desert Thunder). 
• Antibiotics are expensive, but the Army has shown their willingness to support this cost 
OTSG has programmed $4M into the FY02..05 POM in support of Force Packages 1 & 2 and 
Forward Deployed (370,000 personnel). 
• Issuing antibiotics to Servicemembers for use as post exposure prophylaxis for BW agents 
is generally interpreted as an 'Off Laber Use - not FDA approved end thus a complex and 
sensitive legal issue. MMWR (Feb 99) is not FDA Policy. 'Off Label' doe not equate 
'Inappropriate' but ASD(HA) will not currently promulgate Policy promoting 'Off Laber use. 

At the Service level, we do write policy and doctrine: Draft FM 8-284 addresses and outlines the 
use of antibiotics as a prophylaxis with vaccine as a treatment. 

We discussed the potential for abuse but it is regarded as negligible in the face of a BW threat 

After defining and reviewing ANNEX B, Doxy and Cipro were the recommended contenders for use 
as the primary drug. 

Issues: 
• Taking Doxy and Cipro simultaneously increases side effects. 
• Doxy may have more severe side effects (photosynthesis and Gi tract upset) 

than Cipro. 
• Wtth 2 of 3 of the lethal BW agents, use of Cipro is advantageous over Doxy. 
• Cipro may work well enough on remainder agents. 
• It anthrax is major ooncem- Cipro is preferred wHh a theater reserve of Doxy. 

if we recommend one drug, access to second drug must be available -we will have to maintain a 
contingency stockpile within the medical system, at the very least. The contingency drug stockpile 
is maintained to address the issue of Servicamembers who do not respond to the primary drug 
prophylaxis -who, for one reason or another, become iii from ·exposure to either the primary 
prophylactic antibiotic or the BW agent This drug would be stockpiled within the medical system to 
allow for administration on a physician's advice. 

There is no label recommendation for prophylaxis of these agents. There is little or no animal or 
human data for the use of any drug for prophylaxis. 

Currently, only Chemical Casualty Treatment Sets are fielded. Maintenance of these sets is the 
responsibiley of the individual units, with some supplemental support from OTSG. There is a 
proposal circulating within the logistics community for the Potency & Dated (Ps &Ds) in the 
Chemical Casuaey Treatment Sets to be centrally managed within the ORBs under MDEP HSCB. 
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AMEDDC&S, DCDD defones the doctrine which defines the type, severity, and number of 
casuatties and the treatment necessary. Strong consideration should be given to fielding a BW 
agent treatment capability. 

3. MEDICAL RECOMMENDATION: 

C iprofloxacin is recommended as the primary drug 
2 tabs I day X 30 days X 370K Servicemembers 

Doxycyline is reoommended as a contingency backup 
2 tabs I dey X 30 days X 370K Servicemembers X 25% (Contingency Factor) 

4. Logistical Supportability: 

Clpro 
Per , the current FSS price for Ciprofloxacin Is $179.96 for the 

#packages of 100 required: 
7-year shelf life; buy 1n ea. yr. 
Price per packago(wl addition of PV CRR (1.3%) 
Total cost per year (constanl 00) 

Doxy 

' 222,188 
31,741 

$ 182.30 
$ 5,711,420.71 

The Prime Vendor priCe for Ooxycydlne, 100rng, ,oos Individually Sealed 
is $9.30 (WRAMC PV cost). 
tabs/day days #soldiers 

2 30 370,314 
Contingency - need 25% 
# packages of 100 required: 
2-year shelf life; buy 112 ea. yr. 
Price par package: (w/addition of PV CCR (1.3%) 
Total cost par year (constant 00) 

$ 
$ 

total tal:iets 
22,218,840 
S,S54,710 

SS,547 
27,774 

9.42 
281,&21.84 

The surge capacity is relatively robust for either Doxy or Cipro but greater for Doxy. 

5. Follow-<>n Actions: 

a. LTC Soott, DCDD, will introduce this issue to MPSP on 7 Dec 99 for Principal 
Signature in Feb 00. 

b. LICol Christopher, USAMRIID, will draft the detailed technical medical analysis (ANNEX B) 
for recommendations to decide which drug will be used as prophylaxis for post exposure to BW 
agents. A preliminary report will be prepared for DCDD for the MPSP meeting 7 Dec 99. 

c. USAMMA will provide an estimate of storage, shelf life extension, maintenance/sustainment 
etc. (i.e. an analysis of the total logistical sustainability of this proposal). 
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d. Issues regarding the definition of ·credible Evidence• of exposure will be addressed 
separately. 

- What is the accepted hierarchy d information? 
- How do we define the aiteria for administration of a post exposure prophylactic? 
- What is a •credibfe exposure?" 
- Is there precedent in this from PB? 

ANNEXA 

NAME ORGANTZA TION T PHONE I EMAIL 
(b)(6) OTSG (b)(6) 

USAMRJID 
USAMMA 
USAMMA 
RAM IV 
USAMRUO 
OTSG ... tnc. 
USAMRIID 
USAMRIID 
USAMRJID 
USAMRIIO 
AMEDDC&SCDCOO) 
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Best Medical Advice: (only addressing post exposure prophylaxis, not in personnel) 
AGENT ANTIBIOTIC ROUTE TIME COMMENTS 
Anthrax #1 - Ciprofloxacin 500mg po bid 30 days adjunct to 

vaccination 

Plague 

Tularemia 

Glanders/ 
Melioidosis 

Brucellosis 

Q Fever 

Cholera 

#2 - Doxycycline 1 oomg po bid doxy resistant 
strains 

#1 - Doxycycline 

#2- Cipro 

#2-Doxy 

#3- Tetra 
#1- Cipro 

#1- Doxy 
TMP-SMX 

#1- Doxy 

#1 - Rifampin 
#2 - Ofloxacin 

#1 -Doxy 
Tetracycline considered 
(based on treatment) 

100mg po bid 1 wk 

500mg po bid 1 wk 

100mg po bid 2wk 

500mg 4wk 

100mg po bid 2wk 

Also Considered: 
Penicillin, tetracycline 
Off label for both drugs 

off label, is for therapy 
(recommended by CDC) 
off label 
Also considered: 
Tetracycline, 
Chloramphenicol 

relapses wl Doxy 
treatment 

off label 

in vitro, off label 
treatment recommendations only 
Combination therapy -for acute sepsis 

200mg po /day 

600-900 mg po /day 

100mg po bid 
500mg po bid 

6wk full course of therapy 
advised 
combined therapy 

5 days beginning day 8 through 12 
5 days,S-12 days post exposure 

recommended not considering this agent for chemoprophylaxis 
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MEMORANDUM FOR DEPUTY ASSIST ANT SECRETARY OF DEFENSE (FHP&R) 

SUBJECT: Deployment Health Support Directorate (DHSD) Weekly Activity Report, 
1-5 July 2002 

Investigations and Analysis Division (lAD) 

• Center for Military History. Members ofDHSD unit locations team briefed BG JohnS. 
Brown, Chief of History, US Army and Commander, US Army Center of Military History 
(CMH), and selected members of his staff on 27 June 2002, at Ft McNair, Washington, DC. 
COL Sulka presented an overview of the directorate and its expanded force health protection 
missions with emphasis on DHSD's individual assignments and unit location team efforts. 
CMH is responsible for the appropriate use of history throughout the US Army. This mission 
requires that CMH record the official history of the Army in both peace and war, and advise 
the Army Staff on relevant historical matters, contributing essential background information 
for decision making, staff actions, command information programs, and public statements by 
Army officials. Among those in attendance were Dr. Jeffrey Clark, Chief Historian of the 
US Army; Dr. Richard A. Gorell, Chief, Field Programs; Dr. Richard A. Stewart, Chief of 
Histories Division; and Mr. Tom Whitsett, DHSD. Discussions centered on policy and 
practices of operational record keeping, disposition and archiving of those records- issues 
that the health and the historian communities share. DHSD has worked with this command 
in the past in attempting to leverage its resources and influence to help determine unit 
locations in documenting or assessing potential group environmental exposures and to 
reconstruct health related operational events of the Gulf War. BG Brown appreciated the 

ate and offered to assist in an matter pertaining to the DHSD mission (POC 6 
(b)(6) 

• CJTF180 Theater-wide Occupational and Environmental Health Surveillance (OEHS) 
Plan Development. A member of DHSD attended the kick-off meeting for the development 
of a campaign plan to implement occupational environmental health surveillance 
requirements for the Afghanistan Theater of Operations (CJTF180). The meeting was held at 
USACHPPM on 26 June 2002. The purpose of the plan is to address the USCENTCOM 
Deputy Commander's desire to implement a theater-wide occupational and environmental 
health surveillance plan in accordance with the Joint Staff memorandum MCM-0006-02, 
"Updated Procedures for Deployment Health Surveillance and Readiness," dated 1 February 
2002. Meeting members drafted an outline for the plan that USACHPPM personnel will 
complete. USACHPPM will circulate a draft version to meeting attendees for review and 
co?~ July. A final version is expected by September (P ._'<b'_)(_6_) _ ___, 

• Defense Information Systems Agency {DISA). Members ofDHSD visited the Defense 
Information Systems Agency (DISA) readiness reporting group located in Falls Church, VA. 
COL Sulka presented a brief overview of the directorate and its efforts in the areas of unit 
locations and individual assignments. The purpose of the meeting was to detennine if 
current readiness reporting systems would provide the detailed infonnation required to track 
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the duration of a deployment until return, for both units and individuals from their home 
station. They indicated that, within DoD, the Status of Resources and Training System 
(SORTS) is a key information management system which provides the Joint Staff with 

· ··············- ---

access to common information on the identification, location, resources, and readiness of all 
U.S. Forces units worldwide. DHSD received a SORTS demonstration showing the utility of 
the system and how it interfaces with the Joint Operations Planning and Execution System 
(JOPES). An additional meeting of the two organizations will occur in the near future to 
discuss operational command and control systems, combat service support systems, and their 
potential to provide the level of anulari and r rt fre uenc , to meet the needs of the 
military health system (POC b 6 1 • 

Public Affairs (P A) 

• "Veterans Right to Know" Legislation Generates Media Interest. PA received two calls 
as a result of a Congressional action 27 June 2002. Larry Wheeler- Gannett, and Eliot 
Kleinberg- Palm Beach Post, asked for a resp<>nse to legislation (sponsored by Senators 
Cleland, Nelson and McCain) that compels DoD to declassify all information on all post 
World War II chemical, biological and nuclear tests. PA explained that as a result of the 
topic being outside ofDHSD's scope, it could not comment on the legislation. Both 
reporters asked for more information on Project SHAD. PA provided them with the 
DeploymentLINK URL and the VA's Helpline toll-free telephone number. DHSD expects 
balanced coverage, though it anticipates harsh words from Senator Nelson. Earlier this week 
he told a South Florida Sun Sentinal reoorter that he had pushed for an inquiry, yet received 
few answers (POcf{b)(6) ... :J. 

• VSO/MSO Monthly Roundtable Meeting (June (2002). DHSD met with 11 military and 
veterans' service and Interagency representatives 27 June 2002. Attendees received briefings 
on Reserve Component mobilizations from ESGR, a report on the recently completed 
Interagency Symposium on Research on Military Women and Veterans from LTC Ritchie 
(HA), as well as an update on the on-going GAO review of the DoD Deployment Health 
Surveillance Program. Meeting notes and briefing slides were sent to those representatives 
unable to attend the meeting due to other commitments (POC[fl>)(6) j. 

• Anthrax Vaccine Announcement Made Today. In support of Health Affairs, the PA team 
implemented the rollout plan coordinated earlier in the year: 

* Coordinated teleconference for Dr. Winkenwerder and 18 third-party subject-matter 
experts. 

* Notified by phone 28 service organization and Interagency representatives of the pending 
announcement. Provided copies of the announcement via fax and e-mail. 

* Monitored the announcement and later conducted a Nexis search. Two AP stories, one 
national and one international, were posted by 6 p.m. Forwarded the information to 
Marianne Coates, HA External Affairs. Later in the evening, the AP piece was rewritten 
and tailored for about 10 different audiences. The only story was a short piece written by 
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AFP. Network coverage was most notably absent. ABC's World News Tonight spoke of 
it for approximately 10 seconds. No other networks addressed the issue. 

* Created draft banner document and posted to Deployll?-entLINK 1 July 2002. 

* Delivered information packages to VSO:MSQ and inte!,AAency representatives on 
Tuesday, 2 July by courier or mail (P0~(6) f. 

• Navy Congressional Liaison Office Millington, Tennessee SHAD Query. PA provided 
confirmation from the SHAD team to the Congressional Liaison POC Mr. Smith, that the 
veteran about whom he was calling had been on-board the USS Granville Hall during one of 
the tests. PA also informed him that the veteran could file his claim with the VA and if there 
were to be a question, the VA would contact DHSD and we would, in turn, provide written 
confirmation (POC Ms. Goodno, 703-578-8552). 

• Non-Commissioned Officers Association Conference. An outreach team will meet at the 
NCOA's 41st national conference in Denver, Colorado, with approximately 500 delegates 
from more than 150 chapters. In addition to deployment health-related information 
materials, the team will also offer information associated with the recent anthrax vaccine 
announcement. The A VIP team provided copies of the DoD press release, the 28 June 

rR_.<?~ and the "Myths and Facts" document for distribution (PO 6 

~ 
• SHAD. Via Marianne Coates, PA received a request for information from LTC Fairlamb at 

the State Department. LTC Fairlamb is gathering information for LTG Cosumano' s 
upcoming visit to the Marshall Islands. He re uested a back ound paper and talking points; 
coordination is under way (POC (b)(6) 

Deployment Health Support Directorate Upcoming Travel and Events: 

July 

4-7 Non-Commissioned Officers Association 41st Annual Convention, Denver, CO. 
Lisa Gates and Bernard Hayes to exhibit. 

15 DHS Brief to Representative Murtha's Staff, 0900, Location TBD. 

24-25 Visit to Ft. Drum, NY. 

25 VSO/MSO Meeting, 11 00, Pentagon. 



August 

9-16 Fifth Annual Force Health Protection and Second Annual DoD Population Health 
and Health Promotion Conferences, Baltimore, MD. Mrs. Morris, MAJ 
Robinson, Tom Whitsett, Tom Stewart, and Jeff Prather to speak. DHS display to 
be provided. 

10-13 Air Force Sergeants Association International Convention, Jacksonville, FL. 
DHS display to be provided. 

14 ASBREM Secretariat Committee Meeting, 1300-1500, 1777 Kent St., 15th Floor 
Conference Room. Dr. Kilpatrick to attend. 

18-22 Enlisted Association of the National Guard of the United States, Niagara Falls, 
NY. DHS display to be provided. 

19-24 Purple Heart National Convention, South Portland, ME. DHS display to be 
provided. 

23-27 American Legion 841h National Convention, Charlotte, NC. 

23·29 VeteransofForeign Wars 103rdNational Convention, Nashville, TN. DHS 
display to be provided. 

September 

7-9 

9-1! (T) 

!2 

13 

16-18 

National Guard Association of the United States, Long Beach, CA. DHS display 
to be provided. 

First Annual Deployment Health Conference, Risk Communication and 
Terrorism: New Approaches for Clinical Practice, Hilton Alexandria Mark 
Center, Alexandria, VA. 

VSO!MSO Meeting, ll 00. 

WRAMC Special Care Program, 0900-1200, Small Conf. Rm., Sky 4. 

Air Force Association Aerospace Technology Exposition, Marriott Wardman 
Park Hotel, Washington, DC. DHS display to be provided. 
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To: 
cc: 

._(b_)(_6_) ----~='OSAGWI 

Subject: DHSD's Weekly Activity Report 

2b please 

To: 
cc: 

rw(b1Ll)ll.!{6u~----....!.I®IW[la.osd.mil 
{bcclCb )( 6) JOSAGWI) 

Subject: DHSD's Weekly Activity Report 
Document is set for Permanent Archival 

Attached, please find the Deployment Health Support Directorate Weekly Activity Report 

~ 
FHP&R WAR 07.03.02 

Deployment Health Support Directorate 
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The Special Oversight 8081d(SOB) - not my acronym - has requested testimony by HA at a meeting in mid November. I 
have been asked to prepare a short information sheet to respond to the question •Oescnbe current policy regarding 
Informed consent and experimental drugs and vaccines. • I have taken the paper prepared by GC and attached -
however, I have made a few pen changes to make it current. I deleted the last sentence In the first paragraph. -The FDA 
should not forclose needed Presidential options to respond to a military or cMUan emergency. • I have changed Comment 
three to say • The FDA and DoD are working together- rather than •should work together-. Also I eleminated •couJd• in 
the last sentence to now read •FDA and DoD best assist the President In canying out these responsibilities by -wor$dng 
together ... Let me know if these changes are OK H so, you have your info sheet (b)(6 

$08 T811fmortrt' IXll)8r 

IC(Ido3So... 
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Describe current policy regarding informed consent and experimental drugs and vaccines. 

1. There are very few FDA-approved drugs and vaccines that will protect against the 
deadly threats of chemical and biological weapons. For the foreseeable future. the United States 
will continue to need to rely on "investigational new drugs" for medical defense in both milit.azy 
and civilian terrorist contexts. 

The United States today faces the monumental challenge of establishing quickly a 
credible medical defense against chemical and biological weapons in contexts of both military 
operations and civilian terrorist response. For most chemical and biological threat agents ·- such 
as soman, smallpox, plague, tularemia, botulinum and other toxins, and bioengineered substances 
--there are not yet available effective, FDA-approved prevention or treatment products. 
Research, development, and production of such products will take many years, even with FDA's 
commendable new animal efficacy rule. In the meantime, the best medical judgments available 
will demand the use of some products classified by the FDA as "investigational"-- a term which 
encompasses a wide range of circumstances from pharmacologic agents that are early in the 
research cycle to those which are approved drugs but used for different clinical indications in 
everyday medical practice. In general, "investigational" products may only be used under FDA 
rules designed to regulate well-controlled clinical studies - rules that are simply not feasible in 
the context of a chemical or biological battlefield or a domestic mass casualty terrorism incident. 
DoD believes the President must be given a range of options -- including the feasible use of 
"investigational" products - for providing credible medical protection against chemical and 
biological weapons. 

2. In the military context. the Joint Chiefs of Staff and the Chairman of the Joint Chiefs 
of Staff have determined that the preservation of authority to uniformly use an investigational 
new drug if force health protection requirements so dictate is militarily imperative. 

When an investigational product is the only means available to protect against a lethal 
chemical or biological weapon, the lives of individual members, the safety of their comrades who 
rely on them, and the success of the military mission require uniform use of the medical 
protection. Further. the nation would demand that military commanders do all in their power and 
authority to employ prudent medical countermeasures in the face of a biologic and chemical 
threat. The consequences of an _action which leads to foregoing availability of a needed 
investigational new drug will lead to an unacceptable military operational setting in which the 
lives of personnel and the accomplishment of mission are jeopardized. The authority to direct 
usage of medical countermeasures and waive informed consent is limited to cases in which, 
based on the nature of the threat, the evidence of safety and efficacy, and the absenCe of an 
available satisfactory alternative therapy, use of the investigational product is clearly in the best 
interest of the individual service member. Retention of such authority is essential in support of 
Force Health Protection. 

3·. Congress has adopted authority for the President to waive informed consent for the use 
of investigational drugs in militarv operations. FDA and DoD are working together to establish 
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standards and criteria that will help the President determine when informed consent is not 
feasible or contrary to the best interests of the members involved. 

The National Defense Authorization Act for Fiscal Year 1999, on which Congress has 
now completed action, includes a provision (section 731), sponsored by Senator Byrd, which 
establishes the controlling policy. The Byrd Amendment provides that the President and only the 
President can waive informed consent for military operations. To do so, the President must 
determine in writing in relation to "a particular military operation" that obtaining consent "is not 
feasible," or "is contrary to the best interest of' the military personnel involved, or "is not in the 
interests of national security." If the President's determination is based on the "not feasible" 
ground or the "best interest" ground (the grounds currently in the FDA law and regulation), "the 
President shall apply the standards and criteria that are set forth in the relevant FDA regulations 
for a waiver." If the President's determination is based on the "national security" ground, it is 
independent of FDA regulations. FDA and DoD best assist the President in carrying out these 
responsibilities by working together to establish "standards and criteria" for determining that 
infonned consent is not feasible or contrary to the best interest of military personnel. 

4. Secretary Cohen's current program of immunizing the military against anthrax includes 
an effective system of education. computerized record keeping. adverse event reporting. medical 
surveillance. and senior military and civilian leadership and oversight. This program provides 
the foundation for effective implementation of other chemical and biological defense actions. 
including those involving investigational new drugs. 

Secretary Cohen's Anthrax Vaccine Immunization Program (A VIP) has addressed 
previous criticisms of DoD and provides a foundation for managing medical defense initiatives. 
including those requiring the use of "investigational new drugs." Key features include the 
distribution to all personnel of information papers on the benefits and risks of the vaccine and 
information sessions in which personnel can ask questions. Accurate computerized records are 
maintained in a centralized data base. Between March 10, 1998, and September 22, 1998, 
75,191 military personnel received immunizations. Of these, 47,788 have completed the initial 
three shots of the series, and of these, 5,983 have received their fourth shot. Adverse events are 
reported in the infonnation system and are independently reviewed by a board of civilian experts. 
Of the 182,705 shots given, there have been seven reports submitted to the FDA and Center for 
Disease Control and Prevention's Vaccine Adverse Event Reporting System of reactions 
following the administration of the anthrax immunization. Six of these were minor. One service 
member had a more severe illness that began shortly after receiving the third dose of vaccine. He 
has recovered and returned to duty. AVIP also provides the necessary information on who 
received shots, what side effects occurred and, if there were exposure. 4ow effective was the 
vaccine. Detailed implementation plans were developed, approved by senior leadership, and are 
being executed with strict oversight, control, management, and accountability. Additional 
requirements would pertain to use of investigational drugs and vaccines- which would be 
committed to by DoD and agreed to by FDA under the specific protocol involved- but the 
foundation for effective implementation has now been established. 
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A. Event: American College ofPhysicians~American .Society of Internal Medicine (ACP-ASIM) 
Annual Session 

B. Dates: 10-14 Apr 02 

C. Location: Philadelphia, Pennsylvania 

D. Event Point of Contact: (b)(6) 
Telephone Numbr.;;er~:-:--------'-----. 
E-mail Address: ~..._6"'") _____ ___. 

E. DHS Attendees: Dr. Kilpatrick 

F. Assets Used: N/A 

G. Individuals Contacted: 

H. Purpose: The ACP-ASIM Annual Session is a national educational meeting for internists. 
The goal of Annual Session is to provide practical medical knowledge for improving patient 
care. 

I. Discussion: Some 5200 internal medicine specialists from across the US and overseas 
attended this annual meeting. Of the 14 sessions I attended (90-120 minutes each), 7 were 
directly or partially relevant to the focus of DHSD. 

BIOTERRORJSM: (Dr Richard Wenzel} Anthrax, smallpox, plague, glanders, tularemia 
and botulism were discussed. An excellent description, appropriate for physicians, of the 
activity of the anthrax protective antigen, edema factor and lethal factor was illustrated. 
Post-exposure antibiotic treatments were described. Complications of smallpox vaccination, 
from prior data, were discussed as complications for a decision to reinstitute vaccination. 
Operation White Coat was mentioned in the tularemia presentation. The ACP-ASIM 
Bioterrorism Resource Center at http://acponline.org/bioterro/?hp was referenced. 

PSYCHOLOGICAL EFFECTS OF TERRORISM: (LtCol Engel) Anxiety/depression rates 
are higher in patients with a greater number of physical symptoms. If a medical diagnosis for 
physical symptoms is not clear at the first visit, only 15% of patients obtain an explanatory 
diagnosis with further work-up. "If you have to prove you are ill, you can't get well." 
(Norman Hadler) Physicians should let patients have their own view of why they are ill. 
Proof of illness cause is a high test, plausibility of illness cause is a low test and "stress" is a 
word to avoid because of its unpredictable lay meanings. Healthcare is service and 
technology. The patient-provider collaboration is necessary, goals should be negotiated and 
monitoring and follow-up are necessary. (Only 20 people attended this session). 



------- ------------------

OCCUPATIONAL ASTHMA and ALLERGIES IN THE WORKPLACE: (Dr David 
Bernstein) Occupational etiologies occur in 5-20% of asthmatics. Latency periods up to 2 
years indicate an immunologic pathway from exposure to proteins, chemical haptens or 
chemicals. No latency indicates reactive airway dysfunction syndrome (RADS). Proof for 
compensation is difficult. Some asthmatics develop work aggravated asthma Management 
starts with stopping exposure, then treating symptoms. Sick building syndrome does not 
have evidence based data, symptoms are heterogeneous and increasing ventilation results in 
symptom improvement. 

SYMPTOM SYNDROMES: (Dr Dan Clauw) Fibromyalgia, cbronic fatigue, multiple 
chemical sensitivity, somatoform disorders, Gulf War iiinesses and other chronic pain 
disorders by CDC into a single entity called Cbronic Multisymptom Illnesses (CMI). There 
is no evidence for many suspected etiologies (mycoplasma, mononucleosis, Chiari 
malfonnation of the spine, etc). Genetics may play a role. Triggers are numerous (infection, 
physical trauma, psychological stress/distress, honnone alterations, drugs, vaccines, and 
catastrophic events [not natural disasters]). In symptomatic individuals, the centers in the 
brain that process pain have a "volume control" problem (lower threshold). Animal research 
shows genetics and early life events (trauma) permanently change the way adults respond to 
stress. Individual control and family support resuJt in less stress (animal work). Treating 
CMr today is similar to treating hypertension 50 years ago. Education, validate symptoms, 
emphasize they are non-destructive, can't be cured by can be managed, focus on wellness and 
function not illness or pain, patient takes an active role in treatment. Treatment includes 
various drugs, but exercise (useful to describe it as a drug for its physiological effects) and 
cognitive behavioral treatment are important. (About 900 attended this session). 

CHEMICAL AND ENVIRONMENTAL WEAPONS: (David Moore) Basically this was a 
summary of the Anny's USARMRICD handbook on chemical agents. No threat or clinical 
focus was presented. Important points stressed were (I) protect yourself in treating these 
casualties, (2) flush with lots of soap and water, and {3) protect the treatment facility. 

VACCINES: The FRONT-LINE DEFENSE AGAINST BIOTERRORISM: (Dr Gregory 
Poland) Discussed anthrax, smallpox and plague vaccines. For anthrax vaccine stated if the 
Protective Antigen is genetically ah~ it won't couple with edema factor or lethal fuctor to 
produce toxins. It is not recommended for pregnant women, but fetal defects have not been 
shown to be caused by any non-live agent vaccine. Women to be vaccinated should be asked 
if they are pregnant. If they respond ,.no'', the vaccine should be given, without other testing. 
The concerns raised about the anthrax vaccine were due to lack of information (particularly 
by those giving the shots), misinformation and disinfonnation, Gulf War illnesses (something 
is to blame). fear and the media and Congress. He closed with a quote from Einstein "Only 
two things are certain - the universe and human stupidity. and rm not sure about the 
universe." 

IRRITABLE BOWEL SYNDROME: (Dr Suzanne Rose) Dr Clauw had suggested this 
diagnosis was a part of Chronic Muttisymptom Illnesses. Dr Rose validated that IBS patients 
who seek care have greater psychosocial disturbances than those who do not seek care. After 

L.,.._ ______________ _ 
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discussing all differential diagnoses, Dr Rose concluded by saying patient education. an 
ongoing patient-physician relationship, minimal diagnostic studies, setting realistic treatment 
goals and setting the patient's responsibilities are parts of optimal treatment. 

Each of these presentations should be on the ACP-ASIM website (h_ttp://www.acponline.org/) 

J. Deliverables: Trip Report 

K. Recommendations: Use appropriate materials from this meeting to develop communication 
materials for DHS outreach. 

L. Follow-up actions: N/ A 

M. Prepared by: Michael E. Kilpatrick, MD 
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Attached is the trip report from the American College of Physicians-American Society of 
Internal Medicine (ACP-ASIM) Annual Session. 
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ACP-ASIM Annual Session 10-14 Ap 
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Protecting the Force: The Anthrax Vaccine 

By William Winkenwerder, Jr., M.D., M.B.A. 

The attacks that launched our nation into war with terrorism last September 11th also 
made us all aware that terrorists will do anything within their power to achieve their ends. 
The fact that terrorist organizations, and the rogue nations that support them, can gain 
access to chemical and biological weapons means that we must be prepared to face 
threats 10 our force from risks beyond flying bullets or artillery fire. As the Assistant 
Secretsry of Defense for Health Affairs, your health ond safety is my personal 
responsibility. For that reason, I have ordered the anthrax vaccine to be issued to our 
service members, starting with those we believe to be at greatest risk: ofbiological attack. 

Some of you may have heard that the vaccine is unsafe, or ineffective. Instead of 
listening to rumors, I hope you'll check what doctors and researchers have to say. For 
example, the Institute of Medicine is a national organization whose only function is to 
advance scientific knowledge to improve human health. Following a two-year research 
effort, this past March the Institute released their findings. The researchers found the 
anthrax vaccine to be safe and effective against all the ways people get anthrax 
infections, including inhalational anthrax. In fact, the evidence showed that the vaccine 
is effective against anthrax caused by all known or plausible engineered strains of the 
disease. 

Additionally, researchers found no evidence that people face an increased risk of 
experiencing life-threatening or disabling adverse events immediately after receiving the 
anthrax vaccine compared with the general population not receiving the vaccine. Nor did 
they find any convincing evidence that people face elevated risk of adverse health effects 
over the longer term. You can read their summary- of the report for yourself on the 
Internet, at http:l!www.iom.eduliomliomhome.nsf/WFiles/Anthrax-4-
pagerFINAU$file/ Anthrax-4-pager FINAL pdf 

In the next few weeks, you'll be hearing more about the program from leaders in your 
chain of command and members of your medical community. They will tell you what we 
know about the vaccine and what you can expect. They will let you know that local 
reactions to this vaccine are not uncommon. The typical reactions include soreness, 
redness. itching, swelling, and lumps at the injection site. The types and frequency of 
these reactions are similar to those we see with other common vaccines. such as the 
tetanus and influenza vaccines. During the discussions with your leaders and health care 
providers, I encourage you to ask questions. You are your own best health advocate. 

We in the Department of Defense have no doubt that the threat of an enemy using anthrax 
as a weapon against us is very real. Anthrax is the top choice of biological weapons. The 
disease is almost always fatal if not treated early, and the odorless, colorless spores could 
be spread on the battlefield without warning. 



• 
• 

At least seven of our potential adversaries have worked to develop an offensive 
biological warfare capability using anthrax. One of them, Iraq, has admitted to producing 
and weaponizing anthrax. Civilian experts have told us the threat is reaL Congress 
considers it real. And the intelligence community says it's real. Knowing that our 
enemies will use whatever means they have to pursue their ends, I believe we have an 
obligation to use every means available to protect you. That includes our best 
intelligence, detection equipment, protective gear, and a safe, effective, FDA approved 
vaccine. We owe you that protection. 

' 
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Thank you for providing me with your insights on the response to your previous 
e-mail. In your e-mail, you point out that the use of the word "SOME" (your emphasis) 
meant that there were veterans who are sick because of the anthrax vaccine. Allow 
me to restate for clarity, as the original sentence was grammatically incorrect: Neither 
we in the DoD nor other outside agencies such as the Institute of Medicine or the 
Presidential Advisory Committee on Gulf War Veterans' lllnesses, have found any 
evidence that this vaccin.e is linked to those symptoms we have seen in any of our sick 
Gulf War veterans. (Emphasis added for clarity). 

Your next point is also a grammatical one. In the response to you, a 
hyphenated word was being used as an adjective, "vaccine-preventable,• and was 
modifying the noun "disease." The words were incorrectly quoted without the 
hyphenation in your message to give a completely different meaning than the one 
intended. Your use of the partial quote, "But we are distressed when a service 
member becomes very ill or dies from a vaccine-" without completing the entire 
sentence " ... vaccine-preventable disease during the course of their military service or 
when a military unit's effectiveness is compromised by high rates of a vaccine
preventable disease" is contextually inappropriate. I hope the meaning is now clearer. 

The article you quote that appeared in the Navy Times was based upon a Food 
and Drug Administration (FDA) inspection at the vaccine manufacturing plant. The 
manufacturer is not a government agency. The FDA inspects and approves all drugs 
and vaccines that are released for use to the public, including use by the military. The 
article you cite indicates that the FDA is doing their j ob to ensure the purity and 
efficacy of the anthrax vaccine manufacturing process to protect public health. 

Civilians have for more than 25 years used the anthrax vaccine. Veterinarians 
(one trained and authorized to treat animals medically) as well as many of the people 
who work within the livestock industry have received the anthrax vaccination. 
Although there may be different strains of anthrax, "'wild" (naturally occurring) or 
those developed as a biological warfare agent by this nation's enemies, the disease is 
still anthrax. Vaccination is the safest way to protect our military forces. The threat is 
very real as inhalation of anthrax has a 99 percent lethality rate. Service members 
who have taken the entire six-shot series are fully protected against naturally 
occuning anthrax, and will most likely survive other strains of anthrax well. 

FEDERAL RECYCLING PROGRAM 0 PII1NTED ON RI!CYCL£0 PAPER 

··- - ... __ _ 



The anthrax vaccine does not contain living bacteria, but is made of certain 
components taken from dead bacteria. In this respect it is similar to diphtheria
pertussis-tetanus vaccinations (DPT) that American children receive before entering 
school. There is no evidence that the anthrax vaccine is associated with any chronic 
or permanent local or systemic effects. 

In your recent e-mail and in your previous e-mail, you expressed concern about 
a soldier who reported that he was threatened by his first sergeant with the 
administration of the anthrax vaccine by force. I understand your concern about this 
issue. The decision has been made to protect our military forces from anthrax 
infection from terrorist fallout or enemy attack. Troops will be informed about this 
program and the vaccine. Those with questions will have them answered. If an active 
duty member then refuses the anthrax vaccination, the officer in charge will give the 
member a direct order to be vaccinated. Further refusal will be dealt with legally, not 
by force. Members of the Armed Forces understand the basic tenet of obeying lawful 
orders. In addition to a sense of duty, military personnel are members of a team. 
Ensuring the good order and discipline, as well as the combat capabilities, of the team 
are key responsibilities of the unit's leadership. Lawful orders are not negotiable, as 
all service members understand. 

Your e-mail further addressed a urine test being used to determine 
contamination levels. You may be referring to a recent announcement concerning 
medical follow~up testing for Gulf War service members who may have been exposed to 
depleted uranium. A uranium level urine test can be administered to detect trace 
uranium levels. This urine test does not address the other types of exposure that you 
mentioned. 

Finally, you requested additional infonnation about the number of Gulf War 
veterans who have died since the Desert Shield/Storm. We know the number of 
service members who have died because we compared the social security numbers of 
the service members who participated in Desert ShieldJStonn with the social security 
numbers kept in the Social Security Administration's death records. We do not have 
the additional infonnation for which you asked-- state, age, illness, symptoms, causes 
of death, etc. We do not have autopsies, nor do we have urine samples from. these 
people. 

During the Gulf War, 372 deaths occurred among service members in the Gulf 
region: 148 occurred as the direct result of combat, 193 resulted from injuries not 
incurred in battle, and 30 resulted from illness. Of the 30 illness deaths, none was 
from cancer, one was from infectious disease, two were from cardiovascular causes, 21 
were initially described as unexpected/undefined, and six others died from 
miscellaneous causes. Of the 21 unexpected deaths, autopsies were performed on 18 
of the deceased. Findings at autopsy were: 13 had serious heart disease; one died of 
pulmonary embolism from venous thrombosis in the leg; one from ethanol toxicity and 
aspiration pneumonia; one from unintentional drug overdose; one from gangrene of 
the bowel due to mesenteric volvulus; and, one from a ruptured cerebral aneurysm. 
This information comes from an article written by Writer, DeFraites, and Brundage 
published in the Journal of the American Medical Association, January 10, 1996, Vol. 
275, No.2. 

·---·--------



The Departments of Defense, Veterans Affairs, and Health and Human Services 
are sponsoring additional research into mortality of Gulf War veterans that may 
address some of the information you now seek. These studies are currently underway, 
so we cannot report their findings. The only definitive study we have, is an early study 
by Dr. Kang, which can be ordered from the New England Journal of Medicine web site 
at (http:/ fwww.nejm.ocgfcontent/ 1996/0335f0020/1498.asp). 

Thank you for contacting us, I hope this letter has addressed your concerns. 

Bernard Rostker 
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Date: November 10, 1998 

MILITARY BACKGROUND INFORMATION 
!!!.!!!!: Joe P. Poe, Jr. 6 SSG(P) Uaited States AnDy (Ret.) l8 Jua 1972- 01 Jul1992. 
MOS': 9JA - Co.bat Medie, 918 - Seaior Combat Medic, 91D - Sui'Jkal Spedalbt, Additioaal- 11& 
Additioaal Sldllldeatifien: Levell NCO, "P"- Paratrooper, "X"· Drill Sei"Jea•t. (9103PX) 
Security Clearaaca: Buic ENTNAC; SECRET; TS -Need to Kaow 
Combat Aulgameatl: Paaama "Operatioa Juat CaUJe", 18 Dec 89- 10 Ju 90; Saudi Arabia and Iraq -
"Operatioa Daert Slalcld" aad "Operatioa Desert StonD", 11 Aug 90-27 Mar 91. 
Assic.meata: C/ 326* Med. Ba, 101" Airborne Division; lll11 Evae. Hosp., 8• Army; B/ 30,.. Med. Ba, 
82_. Airbone Divilion; Compuy's B,C, & D/7* Bn., 2811 Tralaia! Bri&ade, Ft. Jackloa, SC (TRADOC); 
Compaay C, aad HHC, ~ Med. Ba.., 12811 Airbonte Divilioa; 5 MASH, 44* Med. Bde., 111 Corps Spt. 
Commaad, XVD1 Alrborae Corps. 
·Primary Duties: Airbone Medic; Airborn Surgical Specialist; Airborae Sa11icaJ Seetioa Sgt.; Drill 
Sef'leaat; Airborae Am balance Platooa Sgt.; Surgkal Platoo11 Sgt.; Forward Surcieal Team - Tm. Sgt; 
Forward S•rgical Elemeat - ActioglSG. 
Addidoaal Duties: N.elear Accident IDddeat Control Party; Compaay " BattaUoo (8-3)Cbemial, 
Biological, Rlldiologal- NCO; Compa11y & Battalion (S-3) Nuclear, Biological, c•emkal- NCO; 
Compa11y A BattaUota (S.l) Re E.aliaamea~ NCO; Company & Battalioa (S-3) Air MovemeJJts Ope.radou 
NCO; Company A BattaUoo (S-3) Hazardous Materials Handling NCO; Compaay & Battalion (s-3) 
Plans Operations & Traiaing NCO; Company & Battalion (S-3) OPFOR Instructor & NCOIC; 
Company, BattaUoa & Divialon- Expert Field Medical Badge- lastructor & NCOIC; Compaay- Survival 
Eseape Resistance and Evuion- Instructor; Compaoy & Battalloa -Rifle Marksmanship • lllstructor; 
BattaUoa- Area Studies NCO; Company, Battalion A Brigade- Bayonet ln•tructor; Jump Mater. 
Military Traiaiaa: BCT; AIT; Basic Airborne; OR Teeh.; Juagle Operatioas Training Coune; Cold 
Weather Traiolng; Race Relatioas; Advanced Airborne; Air Movements; Janior Leadenhip; XVID 
Alrborae Corps Non Commiuioned Offieen A..:ademy; Drill Sergeaata Academy; Advaated NCO 
Educatloaal System: Caaadlan Airborae; CBR Sclaool; NBC Refre•her Conte; ReEnlistment; 
Hazardoua Materials HaadUag; Flnt Sergeantl Admiailtrative Coune; Rappel Muter Certified. 
Award a, Decoratioaa, Badcea: Broaze Star Medal, Meritorious Service Medal, Anny Commeadatioa 
Medal (40LC), Army AdlievemMt Medal (40LC), Good Coaduc:t Medal (Silver Clup), NatioaaJ 
Defeue Service Medal (l Broue Stan), Sou" West Alia Serviee Medal (l Broue Stan), AnDed Fo~US 
Expeditioury Medal (1 Broaze Star), NCO De\'elopmeat Ribboa (Levell), Anay Service Ribboa, 
Oveneu Service Medal, Saudi Service Medal, Kuwati Liberatioa Medal, Meritorio111 Uait 
Commeadatioa, Expert Marksmau Badge (M·16), Espert fleld Medical Baqe, Muter Panebutist 
Wlap, Drill Serceut Bad&e, Ca.aadiu J11mp Wiap. 
Further iafonaatioa: lf aeed~ can be obtaiaed from my Official Military Persoaael File. 

Current Statu: 100% Permueatly ud Totally Disabled, witb Aklaad Atteudaace, Service Couected, 
Peniaa Gwl!War, "Uadiapoted". Mllltiple systemic doorclen, maltiple aearopatt.y, orp..ak bnlia 
disorders, adreaal tumor (bealp), atypicalseirara, .ease-aeural viaioa-heariag loa, stomach tube fed. 



/--PUBLIC STATEMENT,& SUBMISSION of SUPPORTING EVIDENTIARY DOCUMENTS by:--/ 
JOE P. POE, JR., SSG, USA, (Ret.) 

1. RetpMtfuUy, to members of the Board, aD present, and for the record, I publk!ly protest the dual role 
of, Mr. Bernard Rostker, ret::eatly nominated by the President of the United States, and approved by the 
Sena.te as the new, while he simultaneously serves as the, Special Assistant 

His demonstratfd ability to.,.. • ...., and 
reports and dcx:uments from professional military leade~ and published 

researchers, has been clearly established since bis appointment on 1l 
of appointment, or personal desire, Mr. Rostker has clearly ignored 

professional iupat from outside his office. E1'idence of his ability to "spin" the facts and efl'ectuate "bis" 
off'~t:e's policy of damage eoatrol, will be presented by speakers present other than myself. As a veteran 
and eoncemed citizen, I believe this dual role will present an extreme eonflid of interest. And senoes only 
to bury data eoUected by his personnel, deeper into the abyss of "policy" control, and making he ilso 
well adept to, through his vast experience with RAND, and other "po6cy11 predicton and implementers. 

2. Though not related directly to the purposes of this Board (Case Incidents Reports), the following 
sigoifteantly verifies the 011going tactks of appeasement, misinformation, and credibility proble1ns with 
the Rostker led team, as they "Leave No Stone Untamed". A matter with wblc:h tbe current Special 
Ovenigbt Board, must clearly be aware of, and hopefully ad upon, in a timely a•d positive manner. Due 
to the need for brevity, I will cite 4 speeific: areas. Supporting documented evidence is provided. 

On Monday, 26 May 1998, at 1000 hours, mYself and veterans named in the documentation 
met with two members of the Mr. Rostker's team, for almost 4 boun. The purpose was to again 
seek, and establish a real working relationship with DoD, VA and the veteran community. The 
DoD, OSADSDGWI penonnel we met with were; Michael E. Kilpatrick, Captain. Medital Corp~ 
USN, Director, Medical & Health Beaefih Collabora&n; aad, Joe Gordon, CoL, USMC, (Ret.), 
DirectorofPubHe Affain. Our requests, statements:, and proposals were received openly. We 
were asked to assist their office as well, in an effort to maintain open and continuing dialogue. 
This meeting was initiated by veterans seeking answers I treatment to "GWI", and a hopefal 
establishment of non confrontational credibility, between DoD, VA, and Veterans. This traaspirecl 
approximately 6 months ago. We left the table with cautious optimism, this caution has proven 
itself warranted. We cooperated, and subsequently were appeased, ignored, and ultimately given 
conflicting or inac:nrate information. We did not request or propose to climb the whole mountain, 
we stro~gly soa.ght reeiprocal efforts toward jointly breaching the foothills. nis has not occurred. 

It is Important to note, that the organization I represent, Unified Veterans of America, Inc:., is a 
non pmrn, Veterans advoescy organization dedicated to the strength of this great aadon, snd tbe 
well being or our veteran pop alation and their families, put, present, and future. We stand fast 
in lawful aad peaeeful resolve to domestic: inadequacies for all veterans and military penonnel 
in uniform. We strongly support aad defend the Constitution of the United States of America. 

We are a Member Organization of; tbe National Vietnam & Gulf War Veterans Coalition, the 
Natio•al Gulf War Resollrce Center, and the Operation Desert Shield~ Storm Association. 

Additionally, many within our organization are members in good standing with; the American 
Legion, the Veterans of Foreign Wars, the Disabled American Veterans, various Civk and 
Commuaity organizations. We are supporters of the Last Patrol, and RoUing Thunder. 



PROPOSALS&: INFORMATION REQUESTED ON THE 26,. of MAY 1998, IN WASH.,D.C. 

1. ContiDDe existiag protocols, and standard tests snch as MRI (Magnetie Resonance Imaging). 
for t•ose presenting with NeurologiQI symptoms. However, wbea continued neurological 
difficulties are exhibited, and the initial or follow up MRI reports render findings such as; 
"Within nonnallimits", "Essentially within normal limits", "Foggy", or other elusiveness', 

We proposed Neuro Imaging such as SPECT (Single Photon Emission Computer Tomography), 
or PET sesns, to he added to the protocol of tests withi• both the DoD &: VA Medical Centers. 
(SPECT scans, on the average, are approximately 1.5 times the eost of one MRL However, 
when it is indicated that two or more MR1 s may be required, the monetary savings of the 
SPECT scan justifies itself.) Moreover, SPECT I PET scans highlight areas of the brain abnor
malities resulting from; l) Head Trauma, 2) Stroke, or 3) Organic braiD abnormalities I damage 
resulting from toxins. This test has been instrqmental in providing expeditious answers to both 
veterans and physicians, resultio.g in lessor time, appointments, travel, and needless testing. 
Thusly, more immediate "provisional" diagnosis', result in more immediate recommendations 
for appropriate medical treatment regimens, medications, and recognition of the physiological 
origin of oeurologieally stemmed medical disorders. Regardless of whether the initial causation 
is known or (recognized], eritical time factors (continued degradation of health, useless testing, 
appointments, needless travel, and monetary e:s:penditures) are greatly redueed. Whether loss 
of life will be reduced or eliminated, is undetermined, however the probability for salvaging the 
quality or life, is undisputed by those wbo have been fortunate to have had the testing done. 
Determining and "pinpointing" physical neurological diebility, eliminates the continued pre
assumption or misdiagnosis' of somatic, or psycbosomatit disorders within an otherwise healthy 
and mentally reliable veteran population. Further reducing stresses incurred upon veterans, & 
families, physicians, clinicians, or administrators. (DoD aud VA created &: proliferated PTSD) 

2. I (we) proposed and requested mandatory testing of all PGW veterans, whether presenting with 
.symptoms or not, for Mycoplasmas. In specific, Mycoplasma Fermentaos, incognltus strain. 
(Further referred to as, MFI) We urged strongest consideration by the Department of Defense, 
and the Veterans Administration, to add this to the existing protocol, to assist in establishing a 
baseline reference for veterans and or family memben (and possibly health care providers). 

The proposal was met with some resistance by Dr. Kilpatriek, but not totally rebuffed, once he 
was reminded we were aware of ongoing research and testing regarding the matter. We further 
recommended that the test procedure be administered, or overseen by, Dr. Garth L. Nicolson, 
Chief Scientific Officer & Research Professor oflnternal Medicine, The Institute For Molecular 
Medicine. Dr. Nicolson utilizes vety exacting, and controlled PCR - DNA test procedures. Again, 
we cited that regardless of the causation of infection I introduction, the fact that over 50 percent 
of PGW veterans tested are double positive for MFI, and it is in our blood, is most significant. 
Additionally, veterans are most concerned and disturbed, when our spouses I intimate relation
ships, test positive as well in many instances. And, in some eases the children I extended family 
members. 

Though Dr. Nicolson's research, testing, and results have been challenged or attacked by some 
members of DoD and VA, to include Dr. Kilpatrick, his work is strongly supported by many 
within the scientific & medical community. It was noted to Dr. Kilpatrick that we were aware 
that earlier this year, DoD had sent a team to, The Institute For Molecular Medicine, to interface 
with, and observe Dr. Nicolson's research methods at a cost exeeeding $4~000.00. 

!-----·········-····- .. ····-·--·--· 



3. We proposed aud requested maudatory DU (Depleted Urauium) teatlDg be added to existing protocols. 
Agaia, estabUshing baseline data. Aad more importantly, recognition aad treatment of medical problems 
with physiological evideuce to the same. Dr. Kilpatrick immediately retorted with words to the effect of, 

"You do know that after a few weeks, DU wiD not show up in Urinalysis tests •••• " 
Not being researeben, mediad doetors, or specialists in Intemal Nuclear Mediein~ we rep6ed with the 
best information we had at the time. And proposed hair sample testing. (A method that many veterans 
have taken in seeking answers and treatment.) Dr. Kilpatrick stated, "Oh, yes. That's right." (We have 
since learned that we were incorrect, and that hair samplings years after exposure are no more reliable 
than Urinalysis. Due to varying eoataminatlng f'aeton throughout the c:oune of ao individual's lifetime.) 
And accurate results are found by bone marrow testing. This may iaelude individuals with embedded 
fragments as welL 

(Others throughout the course the Board proceedings, wiD address Depleted Uranium contamination, 
and appropriate test procedures, and terminology with greater clarity than I have capabilities to do.) 

4. We proposed and requested that DoD begin centralized testing, with subsequent releases of findings. 
Possibly we were misinterpreted. We were seeking answers, not the ongoing retaining of information that 
bas existed for almost 8 years now. We did however, provide the opportunity for DoD and VA to recover 
credibility so sorely needed regarding veteran's issues. As you wiD find in tbe supporting documents their 
response was to keep all researth and testing with; Walter Reed, VA, the Uniformed Services University 
of Health Sciences, the National Institute of Health, the Armed Forces Institute of Pathology, and the 
National Naval Medical Center. 

(The same locations that have produced very little to the veterans, public and Congress. Other than 
biased and politically eorrect information, which bas served to produce minimum progressive activity.) 

The previous proposals and requests were the only medically specific areas we took to the table. We 
stressed that we did not believe, imply, or suggest the issues spoken of were all inclusive, of what our 
troops were exposed to or given, whether in or out of theatre. 

The door was opened by us to hopefully cease continued "warring" between veterans, Department of 
Defense, and the Veterans Administration. 

At that time, there were approximately 1,500 PGW Veteraus who had beeu rated by the VA with 
"Undiagnosed" illnesses. Therefore we proposed to Dr. Kilpatrie~ and Mr. Joe Gordon, that in an effort 
to alleviate possible "political" sensitivities, opposition, and be as cost effective as possible, that those 
persons be tested first, in each of the proposed areas; 1~ The use ofSPECT /PET scans. 2- Testing for 
Mycoplasma Fermentans, IncogniJus strain. And, 3- Depleted Uranium. 

Those 1,500 bad already crossed the "politically sensitive" line. And, some had already received the 
mentioned tests, whereby reducing costs again. 

If those tested indicated a significantly high percentage, and the results were made known, then we felt it 
weald certainly justify our requests for mandatory additions to the existing DoD and VA protocols. 

To the faces of all present that day, Dr. Kilpatrick agreed that was a sensible outlook, and approach. 
That was the 26th of May 1998. The number of "Undiagnosed Illnesses" is now approL 2,000. 



OTHER NON-MEDICAL REQUESTS OR PROPOSALS MADE ON 26 MAY 1998 

1. We asked why Col Gerald Schumaker waa uever authorized to deploy the ouly real-time BiolOSi<lll 
Detettor <llpabillty, the PACER I PBS UBit. This unit sat in a warehonse throughout the entire DSS 
Operation. We stated there is a real credibility problem wi1h that information on behalf of the 
Department of Defense. (And specifically, the 11Leave No Stone Unturned" administration, and DoD 
team.) 

Dr. Kilpatrick rep6ed that, • Yes, that is a credibiHty problem. One that we are having to address." He 
further stated that that was why he and his Navy unit were deployed. When asked where he was deployed 
to, be stated, "Cairo, but we bad r~eld teams in Saudi, checking different unit locations, reporting 
dysentery, and things like that." 

We were told that they would be getting back with us OD that subject. 

(For the record, I am providing a taped video of CoL Gerald Schumaker's statements and a transcription 
of the same to the members of this Board. The transcription was provided to Mr. Rostker and team at the 
Camp LeJeuoe Town Hall Meeting) 

Dr. Kilpatrick asked us to demonstrate cooperation, and provide assistance to his office in finding U.S. 
personnel who bad been in close contaet with, S.A.N.G. units, or iodividual S.A.N.G. pe~nneL 

We found the request needless, since DoD has greater data resources, however. we thought it was their 
way to determine our willingness to reciprocate. So, we did. You wiD find attached documentation to 
verify our efforts, with Dr. Kilpatrick's response. and approvaL 

In addition to the attached documents, I state today that at the NGWRC Conference,. held in Washington 
D.C., I was approached by Mr. Joe Gordon, and Mr. Prather. At that time I was told, "You know, Joe, 
we simply haven't been able to find out a thing about anything called a PACER. Or, what was it you 
called it? Was that an acronym or something like that? Let us know if you can find out more about it. 
and we will do everything we can. But, we are just at wits end." 

This was witnessed by two other persons, when the statements and questions were posed to me. 

Approximately one month later, at the Camp LeJeune, Town Hall Meeting, I cited the PACER I PBS 
units again. At that time, I suggested to Mr. Rostker, Cpt. Kllpatrickt and Mr. Prather, the following; 

"Since no one in your office can find out anything about the PACER I PBS Biological Det"tor units, 
Maybe you can find CoL Gerald Schumaker, you seem to be able to find anyone else that you m! to." 

Maybe the members of this Oversight Board will be able to get some answe~ for the sake of our nation. 
1---------------END OF WRITTEN PUBLIC STATEMENT----------------/ 

Joe P. Poe, Jr. 
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who had contact 'ttith S.A.N.G, personnel while In thetatre, we h .... done eo, and hoe gotten responses. We dd not ask l:lr 
the whole mountain, just a part of It that could make an lmrneclate dfltrenet: br thousands of personnel. Wlh this said, I 
subnit to you all corrtact to dale, in seq~. please ncte the order oftltfngs ..... and help me .wth some perspecthe •... at 
present time, I do rurt tnd COD's r.quested int!Newto be benelcial to the cause of our wterans .... and isel that they are 
atten'I$:Jting somehow to destroy what we set out to do ........................................................................ . 
<< Subj: US ·SANG contact 
Date: S1291118 12:38:24 PM EST 
From: WAC2 
To:Veteenter 

Your nsistance is requested in locating I contacting, Persian GulfWaneterans who had contact with the SANG~ Saudi 
National Guard. ihis is being doM In., etbrt to aid various medtcal researchers who are continuing to putSue answers and 
natment for the many different medical maladies experienced by our Gulf War veterars and or families. 'This is important, 
as you may know. coalition farces haw been, and are experiencing many of the same signs and symptoms as outs haw. 

Any help in this matter will bo g-y _.clllod. The categDiies Include but ero not lmltod to 1he following. ln<Ndllals ..no 
: 1) Had close pelS- c:ontact 'A1th SANG Forcea. 2) P- joint msol0111 I ~With SANQ. 3) Tr.oinod SANG 
personnet I units. 4) Were In close proximity to SANG units. Respondents snould be prepared to~ their names, unit 

they sened 'lt1th, duty capacity, dates in ccurtry, and if they haw in the past, or are currently expertenclng miCtical diflcuties 
due to seMceln the GUlf ( par11cularly ·unexplained .. or .. uncBagno•d •). and If they 81'8 on the OOD or VA registry. 
When possible, they should describe; locations, dates, and mission 1 project designatOJS, In regard to items 1-4. Also, the 

inctiYid:uals should note if they tHne reported intmnation of this nature before, either while in ~;otJntry, or through the •tablished 
000 Hotline for incident reporting . Once •gain Ibis Is apeciftcally rala1B<f t.o SANB conlrtct. P/eae po$t to your 

various web-sites, message boards, ate. lndNdwls shOUld E..mail to, IMIXoOintratar.net or WACZOaol.com. Please 
enter SANG ln subjed: box. • Vires Per Unum H Joe p .Poe, Jr., UNlFIEO VETERANS OF AMERICA • 

>> .......................................................................................................... .. 
Suhj: Re: US ·SANG conlact 

Date: 51291!18 2:34:20 PM Eeatem Daylight 1imo 
From: mkilpatr@QWiflnen..osd.mil 

To: WAC2@aotcom 



The~ laab clear and~. l.Dold~ tn.ld to talki~ with 
you on Monday -1\e t.d some WilY pcdM IIUntc:tiont with all 

orgarizaHons, inchdng the VA. 

« Subj: 

On Monday, 26May 98, 8t 1000 houra t~ mernbln of 
the Lat Patrol, U1ited Vet.,.,. of Anwicl, Inc. and 

Rcti~ 'TlxnW met with members of Benwd Jbk .. , PhD. 
ltd The rrembers ofRDsltltaltdw.. CAPTMJct.l 

Kilpatrick. MD, USN, Clr8Ctor, Meclcal and Hellth Benetti 
Col\abor1ltion and Col Joe Gordon, USMC AM. Di*'or of 

P..mlic A flairs. The rneeti~ clrec:tty 111\CMd Mike Woodl of 
the Last Patrol, Joe Poe of United Veterans of America 
~A) and Mike A• ofWA, hcMwlr, aboYt 1Swta and 
familY members were in attendance and swnl of them 
pr<Ncled Invaluable input to the meeting. OUr FUJ!OIIt;,r 
ettablisting the meeting wu to determine if an ef8cti\e 

cooperation could be deloeJoped with a goal of locating REAL 
treatment opions fi:lr Veterans sutr.rfng frOm the so called 

"Gulf Wac Syndrome'. 

As most of you know, past contacts between Rolker'a staff 
and Gulf war (GW) Veterans haW been wry contontltlonal. 

While contontation Is understandable, we cld not feel it 
was producing productM re&ponHI. Due to thelt<MI'Iarial 

natu,. of past meetings with this otlce and the polltleal 
Ndu1'8 of some questions we face, some egi'IM'1ents were made 
up tont. A~ those~ wa an wxieratandlng thlt 

we are net b:wlng our ebts en the CILUtM 11ctors of 
GVIJI. It was decided that the more ln..,ortart Iss ... WB 

"immeclate, accurate and efttctiw treetmenr br GW Wits. 
If correcti¥e traatmeri w. nat possible, then ldeqUite 

compensation to insure a reasonable standlrd of Nng bt 
affected Wits._. cu aecond P"miiY goal. 

Mike Woods introduced a propaaal to unlft the ,...,-ch 
process. Spec:itcaJly, he JnPG~ed thlt DoD stMt 
completing aB of the \table testing Mlable fn one 

c:emaized location br • many *-• passJble. We 
proposed the continued UN of tr.dtional teat with the 

8dcttion of the bOowlng t.t • a rrinimum ltarti~ paint. 
A battery of neurok9CIII imlglng teG Jnc:luclng new teat. 

such • SPECT (SirGJe Photon Emlaicn Computed Tornogr~~J)hy) · ,. 



Scans and PET Scans that should address areas not c011118d b'f 
mora traditional testing methods, this should eliminate some 

of the misdiagnosis experienced try GWwts prWously. 
Additionally, • ha\e requested that testing fer mycoplasma 
fermentans lneognltus, depleted uranium and any possible 
chemical or biological warfare agent exposures be incJucied. 

In order to reiTIO'ifl as much political opposition as possible 
from the reseaJCh process, we proposed using the 1 sao plus 

vets already accepted bv the VA as tming undiagnosed 
illnesses fi'om the Gulf War as the FIRST people tested. 
Data from these individuals COI.id then be compnd to 

baselne data fi'om a healthy contral group of slmlfar 
demograptics (age, ect.). Accordng to C1K proJ»Sal thls 
study would then be used to estabfish a protocol t:Jr the 

most eflcient and ef!'8ctive testing of other wterans 
ha\ing gulf related problems. The research would also lead 
to the establishment of a unifonn treatment protocol based 

upon the GW wt's specific problems. We also discussed why 
forensic: pathological studies (autopsies) of deceased 

veterans had not been conducted to date. 

As most GW vets are aware, lhe Department of Defense has had 
demonstrable cflfliculty Wth the accuracy of released 

information regarding Gulf War Troop Exposures generally and 
the factors impacting Gulf War Syndrome specifically. 

(Speeitc instances include an on the record admission by 
General Swartzkoft' that he proWfed false testimony to The 

U.S. Congress regarding chemlcai exposures of troops under 
his command in the Gulf War. as "WBU as other documanted 
Instances.) In order to pro\Ade an Impetus for spontaneous 
integrity, we pnlposed the formation of a panel of observers 
to closely wateh tt'is research process. This panel will be 
composed entirety ofincftduals selected 1:7f the \leteran's 
groups, Including wts and professionals that meet certain 

ctfteria tlr professional background and training. 
Ac:c:eptance of this proposal by the DoC is necessary to 

obtain our cooperation in what has become another research 
process. 

The Initial meetiD4! c:onc:luded with the selection of Mike 
Ange as the primary polnl of contact ftJr the veteran's 

organizations present. It was also agreed that DoD WOI.IId 
haw 1 week to research thewlidfty and Basibility of the 
proposals made and that specifc information about the 

meeting would not be released prior to that deadline. 'The 
deadline for contact was set for close ofbl.lsiness on 1 Jun 

98. 

On Monday, 1 .h.Jn 98, Mike Ange, Joe Poe and Eric Truesdale 
participated in a conference caiiMth Col Gordon and CAPT 

Kilpatrick. Basically, the ean confirmed the general 
acceptance by The DoO ofthe proposals made by the 
wterans. There were some modifications. Due to the 

infeasib!ity of testing all 'teterans at Walter Reed, 
addltionalfilcilities were included in the llst of research 
facilities to be used. The list of agencies ntNIIncludes: 

-· 



The V.,.,'s Adrrinistrlacn, 'The Uribnled Ser.tcea 
Uriwrlity of Healh Sclencae, watt• RINd, 'The National 

lndtlb of Heelth, The Armed Force. lnltltute of 
Pathology, and The Nlltlonal N1M1 Meclcm Center. 

A draft of the praposed 1111e.rch pratoccl ls cunnJy being 
dewloped. This protocol will have Impact on the 

qualltcations req\ired In the panel to be selected by the 
veteran's organizations. It II expected that the requlrad 

quaUicatlons ~u be tMIIIable to the ...terans groups 
within two weeks. CAPT Kilpatrick anticipates that this 

study sholid be operlltional wltNn 3 to 4 rncrihs. 
SinMblneously, DoD Is deleloping a proposed protocol br 
pathologic8l studies to be conducted on decaled \lllltetans 

with Gulf War lltneaaee. 1Ns procedLn is expected to 
recpre pemission of the lmmeciate fllr'my rnen"llbets and brml 

br that purpose .. also bel~ cte.loped. 

AI 'Meml5, W8 need to keep this door open .,d by to 
Impact the future of our own rneckal care as much as we 

e.n. V\lhlle we are accepting the eforts of OoD as one step 
In the right direction, we are doing so with extremely 

guarded olifmlsrn. 1hle one step cannot erase a 
weiHIItablished legacy. Howwtr, shouting at each other 
owr a podium will not secure the end resulta our 'teterans 

need. Hopefully, we n lnaly on a road that has the 
potential to lelld to results. 

Vatnns or family members del iring more inbmation on Gulf 
War lllnelsel should contact Urited Veterans of America at 

etMII address umecMt@aol.com or 'The Last Pllrol at 
lpatroiQaol.com. There are numerous SJ0UP1 supporti~ GW 
'Ads and thele two resources can answer queations or bward 

you to an actiw g In our area. For details 1 

to this article conta-.~.~.b;;;.u,o6-.t-~------......1 
>> .......................... ...... ................ ............ ................................................................................................................ ............... . 
.. .. ...................... ................... Then, an 619198, I get called at home fi'om • 1\.ory• in Bemle'l otlce, wanting to do 
a telephone lntwew .... Interesting, why me, I am not their fttencl. Told her I don, do phone lntenAews with anyone .... to euy 

to haM won:fs turned about. resulting ln .. 
Subj: Vetarans Spotlight artiele 

Date: 

Good morning Mr Poe 

Thank you br speaking Ytffi1 me earlier this morning. My name is Noly and 
I am a Public Atralrs writer with Joe Gon:lon'l team. 

As I mertloned In CMJr phone carMN'IIItion we 11'8 lntersted in writing an 
article on you for cu Vetnns Spotlight section in cu newsletter, 
Gutt£VYS. The spot~ article highlgiD a wt who pru'tides a 

rnotMdional exalf1Jie a others. You c.n see .-at spotligtt articJee that 
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Dear Miss Graham, 

h-. been written on Gult.N<. Just cOck on N... I thought It would be 
more corMII'ient b' you If we con.apcnded \ta HnlliJ lrwteld d a 
~ inteN•. If you and your witt don?t nind"' dol~ an article 

on you I hl\e written I4Mnll qu.tionll would Ike to 1tart out wtth. 

1. Where ..,.. you stationed durirG y&U tlmtln the gulf and how lq 
were you there? Whit unit ..,.. you wtth? 

2. How long aler your return cld you ~to •pertence ty~? 

3. Cid you register with the ~1\11 Clnlcal Evaluation Program 
(CCEP) or VA Res;stry to reciM your rneclcal Mah.lltion? If 10, 

whet'8 and when? 

4. How haw the medical sy~ you haw aperienced affected your lfl 
and your flmily?s lifl? 

5. Pleae explain a little abcU the rneclcall protocol th.t you hale 
propo~ed a the care of GulfW. ......,.., 

8. P'-• explain a little about the 'MJitc the IAited Veterww d America 
hoJa to accomplish 

Even though their o11ce knows the -WM'I to each of the questions, I re~ponded 
SW!j: Rll: 

Gulfnews S potlght 

Youriritlalllne ofqu•tionlng looks reasonable. My statement 
regarding mt wife to you, was done in aUght-hearted manner. I'm sure you know that. The rMBOn I will not do a phone 

lnter.4ew 11 that lnwtably there will be questions requiring locations, dlt11, etc., or other specltcs. Any and all answers 
rendered by me, will be tccurate and complete, and that usually requlrea referring back to paperwork for accuracy. My 

question to you at thla point It if you still want to inteNew me ... .. Will rrftJ antwera be prtnted In their entirety? I do nat use 
obscenities, or go Into wild accusations. I do speak with eonlrmed fleta , regardletl of the aubject matter. Bear in mind, I am 

not pleased ~hall that t. trar.pirad in regard to the Persian GulfWer, and It's ater etlltctl. The war's attrition rate ha 
been at homa. I still belle\~~ In strong Nllt.lonal security, and the eetablshment of a REAL work!~ relationship between 000, 
VA, and our Vet.an eommurity, hOMMr " Bfind Faith" ttust to .-.yone or my department Is not rYrf forte. You ha\e a job to 

do, and so do I, we are not adl.erurtes, only patriots, tam probably Yf11Y dltretent perapectt.el.l am far c1trerent than MSG 
Pedro Coli. Are you llft you still wart to do this?~ rAyour deeilion, thank you bthe Interest. 

Sincerely I Joe. A~- If I got your title wrorv (Mia or 
Ms), lhete are the 'Ws, and Cinton Is president----------------------

Ra: GulfnewsSpotllght 
Date: ~~~~==~~.~~me 



Thanks t»r your response. I appreciate your efort to prolide accurate and 
complete information. We wiD print your full responses ai much as 

possible. we are limited by space constraints but we wll not prirt any rl 
your statements in a mamer in which they may be taken out of context We 

are still interested in hearing what you haw to say and writing your 
story. 

Oh n no ofense taken. Miss or Ms is 8ne or just lwry. 

Subj: Re: GulfnewsSpoUight 
Oate: 619/98 

To:(b)(6) 
CC: 

"!wry", I am slow, and my speech is not so good anymore. Joe Gordon and Mike Kilpatrick can wuch that I am nat the best 
orator nowadays. So, thank you for agreeing to do this by E-maiL Plus, It Is a courtesy to you. to not hiM to sort though 

somewhat umntelfigible words or phrases. I will maintain as much bnNty as possible in answering your questions. Joe.-
ihe 

same ewning, I was taken to the E.R., and admitted to the VA t»r a few days. \Nhen I returned home. I was in the middle of 
putting together a reply, when we receiwd word of a death In the immediate family, which took me out of state bra few days. 

When we returned home, this was on my E-mail----

Date: 
From: 

To: 

The planned trip to Ft Bragg for the week of July 14 has to be 
rescheduled. The Special ~rsight Board appointed by the President to 

monitor what the Special Assistant br Gulf war Illnesses does has 
requested to be briefed by the oftlce on July 16 and 17. lhls conlict has 
caused us to hM to reschedule Ft Bragg. Joe Gordon will let you know 

when that rescheduled time ~u be. 
I spent June 18-19 at the meetings for Federally funded researchets on 

Gulf War lllnessess while the OSAGVVI team went to Ft Campbell. Needless to 
say, little got done at the office with everybody out. I have Identified 

Or Jim Smlmlotopoulos at the Uniformed Sef'Aces UI1Mrsity of Health 
Sciences as the neurolmaging specialist to dewlop the protocol to compare 
the diagnostic capabilities of the SPECT scan to other types, Including the 

PET scan and the f.MRI, among others. I will need to work with him to 
dewlap the details of patient selection, etc. I can\ tell you a time 

One yet on the protocol, but wll pass something more a1ter I talk with 
hlm tomorrow. 

I read that the PAC recommended a "eN Dan acNSOfY committee" b' 
all epidemiological studies. I think that concept is consistent with what 

we discussed to ha~Je veterans In on the ground ftoor when research concepts 
are put together to do a reality check. Think if there is a better or more 

comfortable title. I'm not ewe about the word •ci..tllan•. 
took forWard to your reply, and wiD update you as I h&\18 more. 

Subj: Neuroimaging study 



Date: 8124198 9:05:08 AM Eastem Daylight llme 

ce:j(b)(6) 

Fror;:aJ(b )( 6) I 

I spoke with Or Jm today - he Ia 188\ing bra 2 week rneeting/hoUday 
in Greece. To get a researeh protocollntltiated that makes sclentltc 

sense, it is necessary to haw some background lnft)rmatfon on the patients 
who Will participate (this ls general information and not lndMdual 

specllc). I know we talked abo\4 the 1500 patients who haw been 
categorized as undiagnosed iDness by the VA. I'm not famiDar with the 
medical workup that would lead to this category or if it was the same for 

each patient. To get lift off on this part, I either need to talk with a 
knowledgeable physician at a VA that has made this diagnosis on patients, 
or I need the names of patients wiiUng to haw me request the VA to re\tew 

their records to giw me that information. I don't htl\8 access to the VA 
medical records due to priwcy restrictions. One w.j to perhaps enUst 
people to participate i& to state that those who come forward wiD be the 
first ones to be evaluated with the battery of neuroimaging studies. It is 

not necessary to do a random aelectio.n of the 1500 patients since we are 
looking b a test which identites a "marker" for diagnosis of Gulf war 

Illnesses. 
The protocol br this study needs to state a purpose, so we need to 
understand the general conditions of the GIM war wterans in the 

undiagnosed Illness category. We need to know lfsome/any/or all haYa had 
MRI's, for example. We need to know what the major problems are they are 

experiencing, for example headache, short term memory loss. physical 
neuromuscular problems, muscle and joint pain, etc. We will look at 

reports of SPECT scans to see what type of scans are being done and what is 
being "read" as the results. Putting the protocol together by mid-July 

should be a timetable goat for us. I will be sure UCol Engle includes his 
programatic portion, and I will also coordinate with him about Mycoplasma 

fermentans incognltus testing since he Is coordinating the DoD efbrt on 
testing with Dr Garth Ncolson {who I met br the first time last week). 
Once drated, the protocol will hrr.e to be presentect to the Research 

Working Group and be rWewed by the external sclentitc rwew board. 
lhen funds are aUocated if the scientitc llMew scores are high. I 
believa there Is enough interest In the right places to expecite this 

process and to assure there is enough "seed" money to at least get this o1Y 
the ground. 

One of the critical parts is to ha\18 a panel of experts, recognized by 
the neuroimagl~ community as experts, to simultaneously read all the scans 

so that there is a consensus opinion. The " wterans' adwcates" ~ just 
made that up) ad\Asory cormittee wou·ld get aetivated once the drafting of 
the proposal is initiated. This could be a small number of people here in 

the DC area who could meet with Or .lm as he thinks the protocol through. 
June 24- just found this in my draft bax, thought I had sent it 

yesterday. Sorry about the delay. If you need any more details, just ask. 
I haw a very unscheduled day today, so 1,1 be able to respond in a timely 

manner. 
------------------------ Now, while cfiScusslng with some of the 

others, exactly what to make of what had transpired up to this point, and hCl¥1 to respond in the most appropriate manner, I 
received the bllowlna------------"------



Subj: PRIVATE -IM»UT REQUESTED· PART 2 
Oate: 7120198 7:05:30 AlA Eatem [Myight 1lme 
Fram: WAC2 

F 
To~~6~~----------------------r---~ 

Dlte: Wednesday, July 01 , 199e6:35AM 
Sl&lject: Squalene • an AdjlMint 

> 
> 
> 
> 

>Dear Mr. President. 
> 
>In keeping with your policy to get to the bottom of why Gulf War Veterans' 
> 

>are ill, I beUew that bebre the DOD can rule out the use of a synthetic 
> 

>adjwant called squalene and currently used by IJVRAIR in Malaria and HIV 
> 
>vaccines; wterans' testing poslthe through Tulane University and John 
> 

>Hopkins Unl\lerslty should also be tested by the Department of Defense u 
> 
>well. Many of us haw had numerous tested performed outside of the 
> 

>established agencies, 000, and r:N A. In order to prCM that our Illnesses 
> 
>are based upon sound medical wdence and nat psychosomatic stress related 
> 

>diagnosis. My medical ,_ults lncluefe hair analysis by Doctor's Data, 
> 

>Chicago, IL. sh<Wng abnormalities resuftlng tom malabsorption, btaln 
> 
>SPECT exam abnorma&tfes, and positive test rasults for an uncommon 
> 
>mycoplasma found particuarty in only the Gulf war Veterans' population. 
> 

>As you can see, all these teats have suppolted "'I claim that my immune 
> 
>system Is shot. l am one of the btunate ones who is ill enough to 



> 
>receiVe health care benetb fi'om Soclal Security llsabilfly and the 
> 
>Department ofVeterana' Afl'airs. However, I am also one of these wterans' 
> 
>still wmting an the rNA to &qucieate rrf'/ Persian Gulf Claims, as Mlf as , 
> 
>seNce cannee:tion for QCOndary illnesses due to dabetes melDtw. I 
> 
>intend to ha¥e .,.n more tests run to prow this is nQt psychosomatic but 
> 
>ln:ierlying medical causes are to blame. At this very time. 8 ol1 of 11 
> 
>Gulf War Veteran Brain SPECT Exams at the OKC, VAMC, haw significant brain 
> 
>abnormalities, and a request for fundng based upon these findings is 
> 
>forthcoming to tlta 000 br consideration ft)r cJin!cl trials. 
> 
>l would appreciate it ifthe Department DfVeterans' Attalrs test fer 
> 
>synthetic squalene as weH, and I believe and expect an arswer to my 
> 
>requ15t within a l'!asonable period oftime leoNng:, ~NO STONE UNTURNEOr 
> 
>Sincerely, 
> 
>Dannie Wolf 
> 
>htlp:/IW<iw.\aMonok.rwiJwalpg.!.htm 
> 
>PGVF Webmastar 
> 
> Initial email message 
> 
>Response: 
>Dear Mr. Woit 
> 
> Thank you for your recent e-mail to President C6ntcn regarding 
>squalene u a possible cause of Gulf War illnenes. 'This is Robin, 
>and lam responding on behalf of Dr. Bernard Rostker, the Special 
>Assistant tlr Gulf War Illnesses. 
> 
> Allow us to reiterate a few statements we ha\e told you before 

>address the major points of your e--mail to the President: 
> 
> ··Squalene was NOT usecf as an adjuvant in any vaccines gMn to U.S. 
>troops in the Persian Gulf conftict. 
> • • Squalene is an experimental adjwant under development tlr HIV and 
>malaria vaccines. Neither were administered to U.S. troops who 
>participated 
>in the Gulf War. 
> --All tests to determine the presence of squalene or squalene 
>antibodies 
>are experimental and currently unprown. We will contact TWane ancl 
>Hopkins to leam more about 'lftllt tests tl'!ey are conducting. 



> --All-lor mycoplasma !ennantans Qncognitus) are expenmantal 
>and, 
>as of yet, unprDW~n. The Department of Oel'ense is eunentfy working with 
>Or. Nealson to ,.lida!e the replllducilxllty allis testi!lll methods. 
> ~ ~ CMians v.fth chronic fatigue sync! rome who were ntMI' in the Gulf 
>are 
>reported to haw a 50 percent postti\18 rate fOr mycoplasma imnentans 
>inccgritus. 
> - • Spect scans are indlcath.e of blood 'low changes, but do not con!nn 
>an 
>anatomical lesion responsible for symptoms. 
> --As you know, this otfice Is encouraging !rNeStlgators vAth expertise 
>In 
>neuroi1T11ging to develop a protocol to evaluate and compare new 
>technologies. 
> 
> We also irMte your attention to the most recent Annual Report 
>to 
>Conwess tom the Department of Veterans Affairs Pers1an Gulf Veterans 
:>Coordinating Boan::l Research WalKing Gmup eoncemlng the Federally 
>Sponsored Research on Gulf War Veterans' Illnesses for 1997 reteased 
>in March 1998. You can downloacl ttis wry targe document from the 
>Internet at ( http;/lwww.va.gO'IIIISdtN'pgrpt97.htm ). 
> 
> Thank you for your continued interest In the progress of our 
>lnvestlgaticn Into what happened In the Gulf that has made some of our 
>wterans ill. We know our irr.estigation is important to you. 
>980701 

-==::==========iAiiftierriiO<ooi<ikiiii!lllgaatiitiiiheec;coiiLumlSiOe:"Cofii"....,;;;;;rt;;ms ..... reading some of what had been sert out 
from ... Ro~n aiRostkefs dream team ...... an<! taki!lll all into what I hope Is still pe19pective, I beliM that they are attempti!lll 
to jerk me around to become a seal on their ball ...... I am tired, and trying to keep peices together In many other directions 
simultaneously ...... W!ll all of you please giw my til8d butt some thought on this situation. I do not want to hann any etrorts 
that haw already taken place bV so many dedicated persons. Plea.e send your replies to each I 11 
same sheet of music ..... But please to no otheJS .... Screwed but not through, Joe ...... MY PHOJ\E I -

-~-- --~---~---~-



Pacers 

•Pacer" Units Reportedly Never Deployed 
During Gulf War 

"U.S. forces or U.S. Intelligence or Someone, 
did not want a real-time detection system 

[for biological agents] 
on the battlefield." ..• LTC Schumaker 

A Special Gulf War Illness Report by 
The Northwest Veterans Newsletter 

with information provided by 'The Unified Veterans of America' 

September 1998 

We now know that the Pentagon has admitted to the possibility of 
low-level chemical exposures during the Gulf War, or possibly 
from Allied demolitions of Iraqi bunkers. However all evidence 
of such exposures is generally referred to as "anecdotal" and 
chemical alarms from all equipment, no matter the sophistication, 
cannot be "substantiated" with a paper-trail. Eow convenient .•. 

We also know that opinions of possible biological exposure, such 
as former CIA analyst Patrick Eddington and several doctors -
notably Prof. Garth Nicolson - are purely "opinions" since I 
have found that the Allies had no means of detecting biological 
agents i~ the Persian Gulf. 

But what I now find of great interest is a television report by 
the 'American Investigator,' hereafter referred to as "AI." 
I have obtained a video-taped copy from a Mr. Joe Poe, Jr. 
(See Footnote) 

Mobile Biological Sprayers: 

In the video tape, it is brought to the viewers attention that 
prior to the 8ulf War, the Pentagon was most aware we did not 
have equipment that could produce real-time detection of 
biological agents. I was led to believe when questioning the 
detection of biological agents that such equipment did not 
exist. The AI report goes on to explain about mobile sprayers. 
These sprayers could be deployed in the rear of a pickup truck 
and dispense approximately 20 gallons of biological agent. AI 
reported that prior to the Gulf War the CIA had learned that 
Iraq had purchased 52 of these mobile sprayers from an unnamed 
"allied" government. In turn, according to the AI investigation 
and from information provided by a then active-duty Lieutenant 
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Colonel, the CIA purchased two of these mobile sprayers for 
testing of their effectiveness prior to the Gulf war. CIA 
findings, according to AI, discovered that just TWO of these 
mobile sprayers deployed at the leading-edge of and offensive 
could result in the deaths of 100,000 Coalition Forces. 

Pacers and PBS: 

The AI report centers on the reports of LTC Gerald Schumaker, 
Army, 91st Division and Vietnam veteran. It is a fascinating 
story to say the least. LTC Schumaker was part of a project to 
urgently update a biological detection system dating back to 
the mid-70's, known as "Pacers." This antiquated Pacer system 
took a minimum of 18 hours to develop results. Obviously this 
would be of no value during a war, and thus a crash program 
was initiated to develop 'real-time' testing that could provide 
such results. 

According to LTC Schumaker, they accomplished that goal. But 
the PBS unit was never deployed to the Gulf despite repeated 
efforts by LTC Schumaker. Below is a transcript of what follows 
in the video. The transcript begins with LTC Schumaker's comments 
to AI regarding a scheduled meeting with a Lt. Gen Harrison. 
The purpose of this meeting was to persuade an apparently reluctan 
t 
Lt. Gen. Harrison {the Commanding Officer) to deploy Schumaker's 
PBS unit to the Gulf prior to the shooting war. 

LTC. Schumaker: 

" .•• On the third day I walked into General Harrison's 
office, to brief him, at a scheduled appointment. 

"Lt. Gen. Harrison waived his hand at :ne and said; 
'Colonel I don't even want to hear about it. This 
project is dead and you are not going anywhere.' * 

Comments: At this time in the video tape, AI points out that perha 
ps 
the PBS detection equipment was not needed in the Gulf " ... because 
the troops had been vaccinated for anthrax." AI at this point stat 
ed 
that LTC Schumaker disagreed, and that the Colonel had reported th 
at 
only 10% of the ground forces had received the anthrax vaccine. In 
fact it was made obvious that LTC Schumaker considered the widely 
publicized report of the anthrax vaccination as intended 
'misinformation' to Iraq. A 'report' to make the Iraqis believe 
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that the use of biological weapons would be of no value whatsoever 

The tape now goes back to LTC Schumaker ••. 

LTC. Schumaker: 

AI: 

"Three times in that conversation, General Harrison 
reached for the phone. One time he picked it up and 
actually started to dial it. Then he set it back down 
and said; 'No Colonel, you and your team are not 
going. • .. 

"Has there been a system in place that could determine 
whether biological weapons were ever used in the Gul£? 11 

LTC. Schumaker: 

AI: 

"The only capability the U.S. military had to even 
come close to real-time detection of biological 
agents on the battlefield never made it out of the 
warehouse. 

"When I read Department of Defense reports that 
repeatedly state; ' ... there is no evidence of 
biologicals used •.• ' in my gut •.• what goes through 
my mind ••. is that we never deployed the only 
capability we could have had to determine whether 
that fact existed or didn't exist." 

"Has there ever been a mention of the mobile 
biological sprayers in the public record, previous 
to this interview?" 

LTC. Schumaker: 

11 Not anywhere I've ever read, in any document, 
in any place ••• " 

Comments: AI reported that four separate approaches to get intervi 
ews 
with the Pentagon had failed concerning the mobile sprayers. This 
included attempts to get an interview with Colin Powell and AI sta 
ted, 
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nwhy the reluctance to talk about this?" 

LTC. Schumaker: 

AI: 

"I'm not suggesting that there is some massive 
conspiracy here of people who joined together 
to not talk about the sprayers. I mean, there 
is a handful of people who, for some reason ••• who 
haven't talked about the sprayers. 

no.s. forces or U.S. Intelligence or someone, 
did not want a real-time detection system 
[for biological agents] on the battlefield. 

"The very far extreme ..• was someone worried 
that detectors would go off, a lot?" 

nAre you worried about personal repercussions?" 

LTC. Schumaker: 

AI: 

"Yes I am. I intentionally did this interview 
before I retired from active duty because I 
resent the fact that so many officers and 
government officials such as McNamara and others, 
after they had nothing to lose, tell the 
world the way it really was. 

"I feel they could not have been a man of 
ethics and values if they wait until there 
are no risks to themselves." 

"Why are you coming forward with this story?" 

LTC. Schumaker: 

"We aren't trained to defend against this! 
And I can no longer sit idly by, wait another 
five years, another 10,000 soldiers going to 
the Gulf now, to say •.. 'Well, gee, if they 
really turn them on (the sprayers] I guess 
we'll have to deal with it.' 

"We need to deal with it NOW before they turn 
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them on. I think before we put our soldiers i n 
harm's way, again, we need to fix the problem. 
We need to develop the protection . We need to 
be able to defend ou.rselves . And most of all, 
we need to be able to treat those soldiers and 
their families t .bat are now suffering. " 

[End of video as I received it from Joe Poe, Jr.] 

Food for thought ..• 

AP 9/l/98 , regarding t he report released by the Committee on Veter 
ans ' 
Affairs Special Ivestigation Unit on Gulf War Illnesses : 

"The report backs up Pentagon officials who deny 
any cover-up of chemical weapons exposure to troops, 
a suspicion that emerged aft er the disappearance 
of one- fifth of the logs that would record such 
activity. The report blamed 'negligence rather 
than conspiracy ... ' " 

-~~---------~----~-~----------

For 

Footnote : Joe Poe, Jr . f i rst entered t he Army in 1972 and served 
with honor his entire career which culminated following the Gulf 
War . Joe today, just a few short years following the Gulf War, is 
one Desert Storm veteran with a 100% disability, but not in spirit 
or intelligence! 

Mr. Poe now heads 'The Unified Veterans of America, Inc.' based 
in North Carolina which supports ALL veterans -- Roger Young 

End Notes 

pacers . txt 
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Released to Joe Poe, Jr. 20 October 1998 at his request 
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OFFICE OF THE SECRETARY OF DEFENSE 
tOOO DEFENSE PENTAGON 

WASHINGTON. DC 20301·1000 

MEMORANDUM FOR ASSISTANT SECRETARY OF DEFENSE 
(A'ITN: HEALTH AFFA1RS~ LTCOL NORRIS) 

O~CEOFTHESURGEONGENERAL 

(ATI'N: AVIP, LTC GRABENSTEIN) 
UNITED STATES ARMY MEDICAL RESEARCH 

INSTITUTE OF INFECTIOUS DISEASES 
(ATTN: COL MCKEY) 

SUBJECT: Recoordination of Information Paper- Vaccine Administration 
During the Gulf War 

Please review the revised draft information paper, Vaccine Administration 
During the Gulf War (attached). This recoordination addresses the issues 
raised in the initial review of the information paper. Concurrence I 
nonconcurrence and comments are tStm.:b.Y...E:tida~. May 12. 2 0 . Direct 
your res nses to our oint of contact 6 
fi 6 

The Vaccine Administration During the Gulf War information paper is a 
draft document. The release of the document for external coordination does 
not constitute authority for public release. The document is expected to be 
released promptly at the conclusion of the coordination process. 

~44(.-- t/J 
~ale A. Vesser ~ ~ 
0 ueputy Special Assistant 

Attachment 



Information Paper 

Vaccine Use During the Gulf War 

lnfonnalion papers are reports of what we l<now today about military equipment and/or 
procedures used in the 1990-199! Gulf War. This particular inform.ati011 paper on vaocine use 
during the Gulf War is not an investigotive repon. but is meant to provi~ the reader with a basic 
un-g of the vaccine policies and p:octices during the war. This paper provides 
background infonnalion on vaocines and vaccine-relaied issues, sbuws how the military develops 
and implements its vaccin~ policies. and mviews what we now know about vaccine use in the 
Gulf War. This is an immm paper, not a final paper. We nope that you will lOad this and 
contact us with any information that would help us better understand and repon on· vaccine use 
during the Gulf War. Please oontact my office to report any new information by calling: 

Last Updale: December 7, 2000 

1-800-497-6261 

Bema!d Rostkor 
Special Assistant for Gulf War Dlnesses 

Depa!nnent of Defense 

-
Many Vete1311S of !be Gulf War have exp=scd concern that their unexplained ilinasses may have 
te~ulted from tbeir uperiences in that war. In response to veterans' coucems. the Depanment. of 
Defense established a task force in June 1995 to investigate :inCidents and cin:nmsrances relating 
to posaible causes. The O!lice of the Special Assistant to the Deputy Secretary of Defense for 
Gulf War DJnesses asswned responsibility for these investigations on November 12, !996, and 
oontinues to gather information on vaccine use during the Gulf War. The office's interim report 
is contained here. 

To inform the poblic about the ~ of Ibis office, the Department of Defense is poblishing 
on the lntemet and elsewhere accounts that may Contribute to the discussion of possi\>le causes of 
illnesses among Gulf War vetmnS, along with documentary evidence or personal.testimony used 
in compiling the accounts. This information paper win aid in understanding how US fon::es used 
vaccines during the Gulf War. 
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I. SUMMARY 

Since the return of American militaiy personnel deployed "' Southwest Asia dming Operations 
Desert Shield and Desert Stotm, illnesses have been reported that may relate to service in the 
Gulf War. A number of veterm>s and others have expressed concern that the use of vaccines may 
have contributed to these illnesses. This paper provides infonnation for veterans and other 
concerned individuals about vaccines, their we by the militaiy, and particularly about issues 
arising from the edministmtion of biological w- vaccines in the Gulf War. k includes 
discussioo of sevetal related and contempomry issues, and concludes with some observations that 
reflect both accomplishments and continuing challenges. This poper also complemonts a recent 
report from the Institute of Medicine that eve!uates the published scientific research on the health 
effects of specific vaceines used dming the Gulf War. 

Vaccines are commonly used health interventions that broadly benefit populations as well as 
individuals. Because of its unique and diverse mission, the military employs vaccines as critical 
countenneasuKs against infectious diseases and biological warfare agents. Differences in 
vaccination po1icies among the military services reflect variations in their respective training 
cycles, missions, and expected levels of exposure. Military Vaccine progiams are also constantly 
being upd8ted to incorporate advances in preventive medicine. as well as in JeSPOnSe to Changing 
health threats. 

During the Gulf War, anthrax and botulinum toxoid vaceines were used to protect US fO!ces 
against tbe threat of .haq's biological weapons. Administration of these vaccines during 
Operations Desert Shield and Desert Storm was characterized by several difficult issues, 
including obtaining sufficient quantities of the vaccineS to protecl an forces at risk; prioritizing 
miHtary units for vaccination because of limited availability of both vaccines; using the 
investigational botulinum toxoid vaccine; providing servicemcmbers with infotmation about the 
vaccines and obtaining their infonned consent; employing voluntary and mandatDty vaccinations; 
dealing with operational security conside!ations; and documenting vaccines in health records. 

Military personnel today are increasingly facing routine deployments overseas. exposures to 
environmentally hazardous battlefields. aDd risks associated with biological warfare agents. The 
Gulf War experience has brougbt to light some shortfalls in vaccine administmtion and generated 
improvements in force health protection. Ensuring adequate production sources and maiotainJng 
sufficient stockpiles of safe and effective militaiy-Unique v~y vaccines in 
investigational status--remain daunting challenges, as does the communication of associated 
health risks to servicemembers. Importantly, progress has been demonstt3led in vaccine tracking 
and documentation for deployments, and robust research on military vaccine development is 
ongoing. The Department of Defense should continue to build upon lessons learned from the 
Gulf War to ensure that advances in vaccine development and administration keep pace with 
changing health threats to militaiy personnel. 
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IL INTRODUCTION 

A. Origin of the Issue 

Nearly 700,000 American militaty men and women deployed to Southwest Asia at the time of 
the Gulf Wm:. Since their return, some veterans have experienced pen;i-. and unexplained 
illnesses possibly IOlated to their service in the Gulf. Some votexans also have been concerned 
that the vaccines they received before and during this deployment may have caused or 
contribu!£d to these illnesses. Othe; veterans have questions about which vaa:ines were used 
and why they were chosen. These concerns have focused attention on vaccine use during the 
Gulf War. 

B. Purpose of the Paper 

To bettm' understand how vaccines were used during the Gulf Wm: dep!oymen~ the Office of the • 
Special Assistant to the Deputy Seaetaty of Defense for Gulf Wor Illnesses has prepsrecl this 
infonnation paper. It discusses why the military coosidered the need for vaccines and how they 
chose to use them in the Gulf War.. It provides information about vaccines administered to 
maintain general readiness as well as infomwi.on about vaccines chosen for specific use during 
the Gulf War deploymen~ including vaa:ines dill:cted against biological warfare agents. The 
paper also discusses :n::lared issues of concern to vetenms; such as adverse :reactions associated 
with these vaccines, infonnation about the vaccines available to serviaoruombets, and the use of 
investigational vaccines. It ends with some general observations on va::c:ine administration. 

For ...,..., .. this paper should provide some context in which >accines were used and some 
reasonable explanations for difficulties siiiWUDding their use. No individual health toeords were 
reviewed and this paper cannot provide detailed information on the specific vaccines that an 
individual servicemember may have received. In-depth discussion of such issues as 
investigational proc:lucts, J:10:0III keeping, and risk oommunicalion is also beyond the scope of this 
paper, but genetal references for these issues .,. provided. A listing of definitions for acronyms. 
abbreviations, and medical terminology used in the paper can be fonnd in Tab A. 

C. Vaccinesanc1Varrination1 

Vaccines are powetful health intenrentions that benefit both individuals and populations. They 
work by stimulating the body to produce a stale of immunity, or p.tOteCtion from disease when the 
individual is later exposed to an infectious agent. Some vaccines may require only one or two 
doses (injections or tablets) to produce this immunity; othets may require scvml dooes. Some 
vaccines also require exlnl (or booster) doses after that in order to maintain this protection. 

In many cases, antibodies (protective scbstances) produced in vaccinated individuals can be 
measured as a guide to the strength of the protection. Of course, the best evidence that a vaccine 

1 The terms vaecjnatimr and immunitatiDn ate used im:erdtangeably in this paper. See the glossary in Tab A far 
more exact definitioDs of these terms and 1M dif'femas between daem.. 
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has created adequate protection is ·for the vaccina!<d individual 10 be exposed to the infectious 
agent and not develop the disease, but this is not always possible. For example, some biological 
warfare agents occur too infrequently as na1Ural infections. so the protection of vaccinated 
individuals cannot be adequately r.sted this way. In such cases, the effectiveness of the vaccine 
may be demonstmted in animals, but there are always concerns as 10 whether this infotmation 
would apply to humans. In the United Sw.s,the Food and Drug Administration (FDA) carefully 
reviews research on the effectiveness of a particular vaccine (as well as its safety) befo.re the 
vaccine is licensed for general use. Before this teSting is complete, the vaccine is considered 
investigmicnal, meaning that it is apptoved for more limited use in humans pending full study 
and approval for genetal use. Both licensed and investigational vaccines" wm used in the Gulf 
War. 

Vaccines vacy in their ability to protect and are not always successful in stimulating immunity in 
the individuals who receive them. As examples, tetanus toxoid will work to prevent lockjaw 
(tetanus) most of the time. whereas cholera vaccine may work to prevent the diaaheal disease 
(cholera) only half the lime. Even when vaccines do not provide full protection against the 
disease. they may still reduce the severity of the illness. Some vaccines are more likely to cause 
adverse reactioos (undesired side effects) than others, and nearly all vaccines can cause serious iU 
effects, although these are rare. Civilian and militaty health anlhorities carefUlly weigh 
advantages and disadvantageS of vaccines 10 ensnre that the benefit in protection from disease far 
exceeds the risk of taking a vaccine. 

There are other specific countenneasures for some diseases., like antibiotics for anthrax.,. 
meningococcal disease. and typhoid fever, and injections of pre-formed antibodies, like immune 
globulin for hepatitis A or antitoXin for botulism. Yet whenever safe and effective vaccines are 
available, they offer protection that is long lasting. easily administered, and available weU in 
advance of the expected exposores. These advantages make a strong case for vaccines in both 
civilian public health and militaty fon:e health protection. 

m. V ACCJNE USE BY THE MILITARY 

Vaccines are one of the principal countenneasUteS the Depattment of Defense (DoD) uses 
against infections diseases and other biological hazards, so militaty personnel routinely n:ceive 
many immuni2ations. These immunizations help protect servicemembers from the infections 
diseases they may encounter in ordinacy times between deployments, as well as the infectious 
diseases and biological warfare agents they may encounter daring deployments. Differences in 
vaccination policies and practices among the military services are based upon their different 
training cycles, different missions, and different levels of exposure to biological thmtts. 2 

Because of the missions they are prepared to undertake, militaty personnel are more broadly 
immunized than civilians against a variety of infectious diseases and biological warfare agents? 

2 
Institute of MedieiDe. Strategies 10 Protect die Health of Ileplowd U.S. forces; Medjcal Suryallapce. Record 

!«epinz. m! Risk l!eduaiop, !oellenbeck, lois M., Phllip K. R...,ll, and Samuel B. Gu%e, eels., Washington. DC' 
National Academy Press. 1999. p. 103. • 
3

lnstitu.te of Medicine and. National R.csearcb Cotmcil, Chemical and Biological Terra@!.: Rrcr?J!"b and 
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Vaccine policy for 1he US Amled Fotces is based on 1he recommendadons of both milltary and 
civilian medical expens. For vaccines of special importance to 1he milita!y, two organi7Jitilli!S 
play central roles. The Aimed Fon:es Epidemiological Board is composed of civilian expert$ in 
1he fields of publlc health, preventive medicine, and environmental health, and advises rhe DoD 
on various disease prevention issues, particularly in the area of vaccines and immunization 
pollcy.4 The Aimed Fon:es Medical Intelligence Center, an activity of rhe Defense Intelligence 
Agency, provides 1he DoD wirh medical mtelligence, including information on worldwide 
infectioos disease and enviinnmental health rlsks.' 

For vaccines not unique to 1he military, the Cen1lmo for Disease Control and Prevention (CDC), 
an agency of the Department of Health and Human Services whose activities include vaccine, 
infectious dise•se, and travelers' healrh prog!liDIS, provides much of the necessary information.' 
The CDC's Advisory Committee on Immunization l'!actices provides guidance and 
recommendations on general immunization issues and the use of specific vaceines.7 These 
organizations also consider the reports of worldwide disease surveillance, ~atoty documents, 
and travel-related healrh reports published by 1he World Hulrh Organization. 

Military immunization poHcies, procedures, and responsibilities during 1he Glllf War were 
contsined in DoD and joint sexvice publications. DoD lnsttuction 6205.2 provides broad policy 
guidance regarding miDtary immuninrions. ,Among the directive's key points are that DoD is to 
follow the recommendadons of 1he US Public Health Service, as developed by 1he CDC's 
Advisory Committee oo Immunizalion l'!actices and published in CDC's Morilidity and 
Mortality Weekly Report. The directive also points out that military immunizalion procedwes 
ue to be developed in consultation with the Aimed Forces Epidemiological Board and !he 
Armed Forces Medica! Intelligence Center. Partitular emphasis is to be given to conditions that 
affect operational readiness, pose a risk in 1he community or occupational environment, or an: 
unique 10 a particular geographic or cultural setting. DoD organizations are also directed 10 
comply with communicable disease and adverse reaction raponing requirements established by 
civilian (e.g., public healrh) authorities.• 

The 1988 joint regulation on immunizations implesnented the DoD instruction and applied 
during the Glllf War 10 active and reserve components of the Army, Navy, Air Faroe. Marine 
Corps. and Coast Guard. h inC<>q>Oillted more detailed guidance for 1he military medical services 
regarding their respective immunization prog!liDIS. This guidance indicated that all immunizing 
agentS for use by the Armed Fon:es were 10 meet the minimum requirementS of !he Deparlment 
of Health and Human Services, as well as standards acceplable to the Food and Drug 

Dmiopmept tp Improve Ciyilian Medical Response.. Wasbiogton, DC: Nationtll Academy Press., 1999, p. lll. 
4 DepanmentofDefcnse Mcmorancb.un. from the Deputy ScCicrary ofDefe:nsc. Subject ""Exccutive Agent for lbe 
AmlaiFor=Ep~Boonl, "May21,199B. 
s Amxd.Forces Medieallmdlipnce Center web sUe. www..armymediciJie.miV (as of Junc29. 2000). 
6 Centers f« Disease Cootrol and Pmtcotion web site, www.cdc.go..- (as of June 29, 200:)). 
7 Advisory Commiaee on lmmqnjtation Practices web site. www..c:dc..gov/odladslacip (as of June 29,2(00). 
0 World llealtb Organizmion, "CDD~muoicable o;...,. Suneilla= and Response (CSR)," web silo, 
www. wbo.int/emd (1$ of J ... 29, 2000). 
• Depm1meDt ofllefcose Ins1mc1ion 6205.2, "'mmwwizaaiou Roqm-.· October 9, 1986, par. 3. 
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Adminisnation; that medical persollllel were to k<ep cum:nt on the Advisory Committee on 
Immunization !'nlcti<:es recommendations for immunizing agents and requirements for 
international travel; and that adverse reactions to immuniZing agents were to be appropriately 
recorded and tepOtted. (See alsoAdver.se Reactions to Vaccines, section V.) It also allowed for 
commanders of unified oommands to establish specific immunization requirements for deploying 
personnel based on special threat: assessments.lo 

The c:umw version of this joint publication includes updated recommendstions by the US Public 
Health Smice, expan<led guidsnce on ICpO<Iing advene events, and specific guidsnce on 
immunizations for biological watfue defense." This 1995 publication is now undergoing 
review and revision. t:z 

The DoD publisbed a new directive in 1993 oU!Hning the policies, toSpo!ISibililies, and 
proc:edum for the developmen~ acquisition, and stockpiling of biological dsfense vaccines. 
Broadly stated, it is DoD policy !hat military personnel should be immunized against validated 
biological warl'ate t1uoat agents, for which suitable vaccines are available, in sufficient time to 
develop immunity before deployment to bigh-tiu<at areas." 

Because of !he military's uniqw: mission. the DoD requires several vaccines (e.g., anthrax, 
plagw:, and c:enain adenovirus vaccines) that have limited <X no commO!tial market. 
Consequently, it bas been difficult for !he DoD to maintain a mliable manufacturing base to 
supply these vaccines. Procm\:ment of vaccines agsinst !'nlq's biological watfare t1uoat was a 
challenging problem during the Gulf War, and recent experiences wi!h DoD's anthrax 
vaccination program demonstrate that optimal solutions have yet to be found.14 

Vaccines are an integral part of DoD's new sttategy of force health protection. which was 
developed in part from lessons learned from the Gulf War.15 ~'om: health protection uses 
preventive health techniques and emerging technologies in environmental surveillance and 
combat medicine to jl!:OU:Ct servicemembeis before, during. and after deploynum~ 11 is designed 
to improve individual health. proactively address medical threats. and provide care for any illness 
or injury that does occur.16 Vaccines can help ensure that military forces are healthy and fit to 

10 Army Regulatio1l40-S62, Navy Medical Command Insttuctioo 6230.3, Air Foza: Rcgulalioo J6l-13. and Coast 
Guard C'oonnawlant Instruction M6230.4D, .. Immunizatioos and. Chetwpiophylaxis," O;tober 7, 1988, p. l and par. 
2-la. 3-lb. 3-lla. 4-4. 
11 

Air Force Joint Insttuction 48-110, Army Regulation 40--562. Navy Bwcau of Medicine lnstrw:Uou &.30.15, and 
Coast Guard CommaDdaDt lnsttuction M6230.4E, '1mmunit.atioas and Cbcmoprophylaxis," November 1. 1995. par. 
12,47-49. 
12 DcparuncntofDcfense (Health Affilits) E-mail. from a staff member, Subje4::t: "Status of Joint Sc:rvicc 
JmmunizationPolicy," June l, 2000. 
13 Depanmcm:ofDcfcnseDirectivc 6205.3, "DoD lmmurJ:ization Program for Biological Warfare Dcfeosc. .. 
November26, 1993, par. 4.1. 
14 Institw:c of Medicine. Suategies to Protect the Health of Deployed u.s.' Fmpes: MedkaJ Surydl!ance. Record 
Komin& ADd Risk RTtnign. !oeUcnbeck, Lois M.., Philip K. Rllssell, and Samuel B. Guze, eds .. Washington. DC: 
National Ac:ademy Prcs.s, 1999, p. 105-106. 
15 Joint StaffForceHeahh Protection Brief, J4. web site. www.dtic:.milljcslj4 (as of June 'Z7, 2000). 
16 DepartmeDt of Defense Foree Health ProteCtion web site, www.forcehealth..com. (as of June 8, 2000). 
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fight. as well as prevent casualties from biological wazf'are and endemic diseases.17 

IV. VACCINES USED DURING THE GULF WAR 

A. Vacdnes for Routine Prepareduess 

At the time of the Gulf War most senoicemembers would already have been vaccinated agaillst 
sevenll common infectious diseases, either during recruit tr.Dning or at later times, as required by 
the joint guidance on immuniza!ioes. Table I, which is taken from this guidance. shows detailed 
information on these vaccine tequirements." 

Tahlel. VIIC1i•eat;,.form16ta:r:y personnel (attbe time of the Galf'War) 

lMMUNIZING AGI!NT ARMY NAVY AIR MARINE COAST 
FORCE CORPS GUARD 

4 and 7) B B B B H 
F F F F F 

"tisB E.G.H E.G,H E.G,H E.G,H G,H 
Influenza A.B.X A.B.R A.B.R A.B.R B.c.H 
Measles B,G B,G B,G B,G B,G 

aJ (A,C,Y,Wl35) B,H B,H B,H B,H B,H 
G.H G,H G,H G,H G 

C.D.E.G D,G E G E 
A.R A.R A.R A 

Rabies D,G,H D,G,H D.G.H D,G,H H 
Rubella B,G B,G B,G B,G B 
Small • B,H B,H B,H B,H B,H 
Tetanus-di a A.B.R A.B.R A.B.R A.B A.B 
T hoid C.E.H H C,E,H H E 
Yellow fever C,D,E A.R C.E A.R B.E 

~ 

"' All active duty-' Fo Only""""-by,_ """"'Y fa<..., 
Bo- Go lllchrisk-ooal-
Co Alortforccs Ho A>directedbyapplicabloSiqoona.....I 
Do Special ()p=ting Fmoes ,__ ~Reserve-
E: Wbcn deploying or traveling to high" risk areas Xo Reserve~pcnconol ona<Ovedotyf<x 30 

days or 'lllOrC during influenza season. 

17 
Joint StaffFon:e Heallh Protection Vision Documcnt.l4 Mbsite, www.dlic:.ml1Jjcs/j4 (as of Jure 'l7, 2000): 

Amcric:aD. Fon:cs Information Service News Article. Gillett, Douglas J., ~ Protcc!ion Covers All AspeCts of 
Troop Heald!." 1 ... 1998. 
11 Army Rqulation ~562. Naval Medical Commm:i IDszruction 6230.3, Air Force ~n 161-13. and Coast 
Guard Commandant Instruction M6230.4D. '1mmllnizations and Chemoprophylaxis.. .. October 7. 1988. 
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Many of the vaccines required by the military as part of ro- preparedness (like those against 
polio, measles, mumps, rubella, influenza, tetanus, and diphtheria) were in widespxead use in 
both civilian and military commnnities. Th- vaccines are not discussed in detail in this paper. 
Other vaccines were used more broadly or solely by the Amled Forces, because military 
pmonncl are more likely to acquire these diseases under certain conditions (as during ini1ial 
!raining periods), or might be quickly deployed to areas where these diseases are more comn100 
(as for the alort and special operating forces), or worl: in occupations that are genemlly at higher 
risk of infection (like labomory and medical workels). The following paragn!phs provide 
abbreViated infonnation on the vaccines for which the military had special requirements and on 
the diseases these vaccines were designed to prevent 19 

Adenovirus Vaccines (types 4 and 7). These vaccines were given as tablots to Army, Navy, 
and Marine Co!ps xecruits on a one.time basis early in their initial (basic) training. The Air 
Force did not use these vacciDes unless an actual outbreak of disease OCCUJmi Adenoviruses can 
cause acute respiratocy diseases that are common under basic training conditions. While the 
vaccines reduced respiratory diseases in JeCIUits. the military no longer uses lbem because the 
sole manufacturer stopped production for commercial reasons in the late .1990s. 20 

Meningoc:oaal Vatdne. This vaccine was given to all recruits on a one-tinlo basis early in their 
initial training in order to prevent meningococcal diseases, which are more COU!DlQD under basic 
training conditions. The US Central Command (CENTCOM) also recommended this vaccine for 
personnel deploying to Sootllwest Asia, and it is more fully discussed in the following 
subsection. (See Vaccin<s for the Gulf War Dep/qymmt, section IV.) The military continues to 
use this vaccine for recruits. 

Plague Vattine. At the time of the Gulf War, only Marine COipS recruits and selected special 
opeiiiing forces received the plague vaccine. Plague is a bac!<rial infection, acquired by flea 
bite, which causes fever and lymph node swelling. Without appropriate treatment, this disease 
can spread widely throughout the body and be life threatening. The available vaccine was at least 
partially protective against plague, reducing the severity while not always preventing the disease. 
Plague may also teSUlt from inhaling the bacteria. but the vaccine had not been proven useful 
against this form of the disease. It is the ability to aerosolize the bacteria that makes plague a 
potential biological warfare disease. (See Vaccin< Use by Coalition Forces, section V.) A&r 
the Gulf War, routine immunization of Marine Corps recruits was diSCOIUinued. The vaccine is 
currently out of production due to low commercial demand. 21 

19 Unless otbc:rwisc 1J0t0i. the iDfomwion aboul: specific diseases and vacciDes is taken from the following: Chin. 
James. ed., ComroJ ofCqmmunieabJe n;Ki'S'S Mwtpl, American Public Health Association, 17111 eel. WashingtOn, 
DC: 2000; and ~John D., SmmunoFacts: Vattjnes and lmm!mologie prm. St. Louis. MO: Facts and 
Comparisons. 2000. Decailcd information on vaccines can also be fotmd at~ CDC Advisory Comm:itt:cc on 
Immnnjzarioo; Praaices web site. www.cdc.gov/nip. 
~ Instiaue of Medicine, SJntegits to Protect the Hca11h of U.S. Pores;: Medical Survej!lptp Record Krmipg.lll!d 
Risk Reduqion, Joelleobcck,. LoisM., Philip K. Russe.D,IDd Samuel B. Guze. eds... Washington. DC: Narional 
- Puos. 1999, p.\05. 
21 Inglesby. Thomas V. ec: al.. "'Plague as a Biological Weapon; Medical and Public Health Managemcm, .. Jou.mtJl of 
Ike American Mt!dital Amx:iaticn (JAMA), May 3, 2000, voJ. 283, no. 17, p. 2285. 
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Rabies Vaa:ine. This vaccine provides good protection against rabies. It is also used to prevent 
rabies after exposure. The rabies virus is USU11lly aoquii<d from the bite of an infected animal and 
can cause a disease of the brain (encephalitis) that is nearly alwaya fatal. Selected militaty 
petSOMel with greater risk of e><posme to this virus (like vetetinarisns) as well as special 
operating forces routinely received this vaccine. The military continues to· use the vaccine for 
these purposes. 

SmaDpox Vaa:ine. Because smallpox had been emdicated worldwide, the militaty phased out 
use of the smallpox vaa:ine during the late 1980s." Yet many servicemembers who deployed to 
the Gulf War would have received the smallpox vaccine when they fust enteiod militaty service. 
A report of an advme ,...;on to this vaccine during the Gulf War deployment suggestS that it 
may also have been given to some individoals at that lime. (See AtJ.ene RBfldions tt> Vaccines, 
section V.) The omallpox virus is highly communicable and infection genenlly causes fever and 
skin taSh; In some cases, it can be fatal. (Smallpox virus also has been consid<:ted a potential 
biological warfare apt.) The vaocine is no longer cC>Illllll01:ially available, althOilgh some 
vaocine is maintained by the Centers for Disease Control and l'l1:vention. 

Typhoid Vaa:ine. Vaccine apinst typhoid fever, a bacterial infection, was used :n:gulady for 
alert forces, and for militaty petSOMel deployed to areas where the disease is common. 
CENTCOM also recommended this vaccine for personnel deplaying to Southwest Asia. and it is 
more fully discnssed in the following snbsection. (See Vaccines for the Gulf War Deplqyment, 
sec:ti.on IV.) Since the Gulf War, the manuf'actt.m=r has discontinued production of the vaccine 
genenlly used by the militaty, althOilgh other typhoid vaccines are commen:ially available. 

Yellow Fever Vaa:ine. The Navy and Marine CoipS routinely used this vaccine apinst the 
yellow fever virus for all aetive duty and reserve forces. The Army and Air Force used it only for 
personnel deployed to areas of high risk. CENTCOM also recommended this vaccine for 
personnel deploying to Southwest Asia. and it is more fully discussed in the following 
subsection. (See Vaccines for the Gvlf War Deployment, section IV.) Following the Gulf War, 
the Navy and Marine Corps continued the routine uses of this vaa:ine noted above. 

Vaocines for routine preparedness were USU11lly given to servicememben who required them at 
the time of recruitment, at times of periodic health assessment or record review, or when 
pteparing for deployment to areas of high risk. 

ln the years following the Gulf War, the militaty revised its requirements for vaccines in keeping 
with progress in preventive medicine. New vaccines were added. uses for some vacc:ines were 
modified, and a few vaccines were discontil!lled. The revised joint guidance on immunizations 
includes these changes. Table 2, which is taken from that publication, shows detailed vaccine 
requirements following the Gulf War. 23 

:zl United States ArrAy Medical Research Iuitu:te of Infec:tiou5 Diseases. Public Haalth Training Network. Cc::nu:ts 
h Disease Control and Prevention, and Food aM Drug Administration. .. Biological Warfare and Tctrorism: The 
Military and Publit Health Response. .. SaleDitc Broadcast. September 21-23. 1999, p. 41. 
23 Air Force Joint lnstruclion48-110, Army Regulation40-562. Navy Bureau of Medicine ad Surgery lnstrucdon 
6230-lS, alld Coast Guard CommandaiV. lnstruaion M6230.4E, "''mmlll'lizatio1'ls llDd Chemopopbylaxis, .. November 
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Table 2. Vardnadoas formilltarypersoDDd (after the Gulf' War) 

IMMtJNlZING AGENT 

Adenovirus rtvnes 4 and n 

SA tt!!s 
Influenza 
J "tis 
Measles 

IIA:C,Y,W135\ 
MumliS 
OPV (On!l PoliO\ 
Pllll!Ue 
Rabies 
Rubella 
Tetanus-dinhtheria 
Tvnhoid 
Varicella (Chickennnx \ 
Yellow Fever 

l.eo<Dd' 
A: All active duty personnel 
:B:ltecruit:s 
C: Alert fon:es 

ARMY 

B 
E 
G 

F.G 
A,B.X 

D 
B.F 
B.D 
FG, 

B.D.R 
D.F 
F 

B.F 
A.B.R 
C,D 
FG 
C.P 

P: Wbea deployins or rraveUng to high risk areas 
'E: Only \\'btn required by hO$t a)Uiltr)' far eutry 

B. Va<dnes for the Gulf War Deployment 

NAVY AIR MARINE COAST 
FORCE CORPS GUARD 

B G B G 
E E B B 
G C.D G G 

F.G F.G FG F,G 
A.B.R A,B,R A,B.R B,C,G 

D D D G 
B,F B,F B,F B,G 
B.D B,D B,D B,G 

B ,G F.G B,F,G G 
B B.R B.R A 
F F . F F 
F F F G 

B.F B B B 
A.B.R A,B .R A .R A,B 
C,D C.P C.P D 
FG F,G G F,G 
A,B C.P A.R BC~ 

., Highrisk~-

(T. "'....,..by .... ~-&qcon Gooonl 
k Re=vc oompononlS 
X: Reserve componeiU personnet 011 active duly for 30 

days or mare during iufJueJ:Iza season. 

In addition to updating rolltine wcoinations in need of a booster- with lO!llllus-diphtheria and 
0131 poliovirus vaccines-the guidanee from CENTCOM in Augost 1990 recommeoclod 
additional ~ for pezsonnel deploying to Southwest Asia thai incluclod 
meningocoecal, typhoid. and yellow fever vaccines, and immune globulin to protect against 
hepatitis A. Smallpox, plague, cholem, and rabies vaccines wore not recommeoded in this 
guidance.24 The senices sometimes modified these recommendations as indicated in the 
discussion of specific vaccines below. The biological warfare vaccines, anthrax and botulinum 
toxoid. are discussed in a following subsection. 

~ Vaa:iue (groups A, C, Y, aud W-135). This vaccine was IOUtinely given to 
militaty recruits for proU:ction 'against meningococcal disease during initial training. (See 

1, 1995. 

1A CI!NTCOM """'ge, from IJSCINCCENTICCCS, Subi= ~ Mcd;ciDe GW<lan<e f., Oponbonllesert 
Sbiell;i, .. 101700ZAug90. 

11 



previous subsection.) Meningoccccai infeaions usually begin with growth of the baoleria in the 
respillltory traot. Serious meningococcal diseases can spread to the lining of the brain and spinal 
cord (meningitis) or to the blocc!stteam (meningccoc:cemia), and without rapid treatment are 
often fatal. The vaccine is considmed 85 to 95 percent effective in preventing meningococcal 
disease associated with four of the five common saains of these baoleria (namely, groups A. C, 
Y, and W-135; theie is no licensed vacci"" for group B suains)." Meningococc:al disease had 
been reported in Saudi Arabia, especially at the times of annual religious pilgrimages.26 

During Opemion Desert Shield, CENTCOM recommended meningoccccai vaccine for 
penonne1 deploying to the Gulf who had not had it within five yean; and who would be expected 
to have prolonged close contact with local nationals, especially cbildren, but not for those who 
would have only occasional casual contact. 27 The Army recommended it for all personnel, 
especially for those with the contacts mentioned above (civil affairs and medical penormel were 
given as examples), but indicated that soldets could deploy without iL"' The NaVY, Air Force, 
and Marine Corps essentially reiterated the original CENTCOM guidance for this vaccine."' 
Late.- guidance reinforced the need for this vaccine, restaled the position that it was not necessary 
for all penormel, and suggesred that there ntight have been shortages, n:quiring SotDe 
servicemembers to receive the vaccine after arriving in the Gulf. 30 There were repor1l; of 
meningococcal disease in two American servicemelhbeis daring the Gulf War. one of whom died 
of meningococca1 meningitis." Given the scope of this paper, we do not know whether these 
individuals had received the vaccine. 

Typhoid V- Typhoid fever is a baclerial infeaiim characterized by prolonged fever. 
which is nsually acquired from contantinsted food or water. It is debili!llling and can be life 
threatening. Of the t)'phoid vaccines available at the time of the Gulf War, the military ge=ally 

"GfobcmJem,lolmD., "McllillgococcaiPo!ysaa:llaride V=inc,<lroup<A. C. Y,IIICI W-135," (-.m ..n ... 
l'cl>nary 1999), .......,...,; V-8!14 -Ol!ic Dnu!s. St. J.,ou;s, MO' Fac!s IIICl Co"'J"rison$. 2000. p. 
92g~ 

"'c......rornu..s.c.mro~IIICI- ~DUoaseAmongTJ&Velms:RowmingfromSIIICli 
A>ab;a." M-ONJ MDff4lil] Wedly .,{MMWR). August 28. 1987, vol 36, no. 33, p. 559; Gasser, Robett 
A. et al.., '"Tht Tbrea1 oflnfec:tious Disease ·m Amcl:icans Returning fRml Operation Desert Storm." 'The New 
England lfJfU1111l o[M#didlv, Mardi 21. 199!, voL 324. ao.l2, p. 862. 
"'CENTCOM M.._,-USCINCCENTJCCCS. Sul>jocc - .. -Guidance fur Operalioll Desort 
Shield," 101700Z Aug 90. 
28 Anu.y Mtssage. from CDRFORSCOMJICMD..PM. Subject "Conso1idateci ImrmmQtion IJld Prevc:ruive 
Medil:ioo~ald-oa."14181SZAug90. 

,. N;ovy Metsage. from CNQI932, Sllbjcce - .. M.clic:ine Goiclanc:o for Operalioll Doscn Shleld," l3151QZ 
Aug 90; Air Fon:o "'CS58ge, !rom NClBISGA. Subject ._ve-GuidaliCO fur Opontion Desert 
Shield," l31501lZAug90;MarinoCOips()pcluiollSPian. "USMARCENTOP!.ANDosort Slonn."l"""'Y 1,199!, 
•· D-3--C-2. 
!0 AJrFcrco Message. from NGBISGP, Subject: "Malaria CllomopophylalcisiiiCI ~ VI<Cinalion for 
Operalioll Doscn Shield," 101528Z0ct 90; lleArt Shield Plevemive--Summa'}' Roport, 29 
~to 12 Oclot.. 1990; Army Message.-CINCFOMCJ>.CAT. Subject "MedioaliDeolal Sa=mg 
During Dosort Shield -/U Homo Slado•IIICI During POM." 06l600Z Oct 90. 
ll Pzaidential AdvisoryC<mmlilW oaGulfWar Ver:c:nms' IIJr.esses, fmal Rszm, December 1996. p. 117; 
Information Poper, Subject> "Post Opcnrioas Desort ShlelMlesert Storm (ODS/DS) M.clioallssuos," Septmnbor 15. 
1993. 
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used tbe .JllO[f: effective acetone-inactivated vaccine. This vaccine's effectiveness ranged 
between 75 percent to 94 pcroent; other typhoid vaccines were somewhlll less effective." 
CENTCOM recommended typhoid vaccine for all deploying personnel who had not had it within 
t!uoc years." The A:rmy required this vaccine; the Nary, Air Force. and Marine Corps 
essentially reiterau:d the original CENTCOM guidance." No confirmed cases of typhoid fever 
were reported =ong US personnel deployed to the Gulf. 35 

Yellow Fever Va<dne. The Nary and Marine Corps used this vaccine for all active duty and 
reserve fcm:es; the A:rmy and Air Force used it only for pemmnel deployed to areas with high 
risk of contracting this disease. Yellow fever, usually acquired from a mosquito bite, is a 
potentially serious viral disease !hill can affect the liver and kidneys, and !hill can be life 
~ng. An available vaccine is highly effeotive in preventing this disease. While the initial 
CENTCOM guidance recommended yellow fever vsccine for deployment to Southwest Asia. the 
A:rmy specifically noted it wss not required. 36 The Nary, Air Force, and Marine Corps reiterau:d 
the CENTCOM guidance. 37 Yellow fever is not generally Jl"'SSO't i)l Southwest Asia. and we are 
not aware of any reports of setvic:emembers who ""'!uired this disesse during the GulfWar.38 

iii!I!!IJJJe GlobuliD. Immune fobulin is not a vsccine, but it protected servicemembers against 
bepstitis A in a similar way. Hopstitis A is a disease of the liver !hill can be debilinning. 
although full recovery is the rule. It is spread hy din:ct contact with infected individuals, or by 
food or water contaminated with the virus, and is common in Southwest Asia. 40 Immune 

32 ~ Jobn D., '"Typhoid VECincs (PaJemeal).., (section wriaen May 1995). lnmpmoFacJs: Vaccines and 
~lome Drwli.SL Louis.MO'F- ... ~.2000. p. 110. 

CENTCOMMessage,fromUSCINCCENTICCCS.Subj=-.. ModicilleGWdaocc!'O<Opomionllesert 
Shield," 1017002 Aug 90. 
34 Army Message. &om CDRFORSCOMJrCMD.-PM. Subjc:ct: "Consolidared Imrmmjzarion and Preventive 
Mcdk:ine Rcquiranents and Infonnatioo. .. 14181SZ Aua 90; Navy Mcs.sqe. ftom CN0/932, Subject "Pn:vetttive 
!dedlcillc Gmdance for Opomtion Dcs<rt Shield." 131SIOZ Aug 90; Air Po= Message. from NQB/SGA. Snbi= ._,.-Guidance for Oporalitm Desert S!Ueld," 131SOOZ Aug 90;-Corps OpcmionsPinn, 
"USMARCEN'F OP!.ANDesenStorm."lanuary 1,199l,p. !).3-C-2. 
35 Hyams. Xctmctb C. et al .. ""'be.!JrJiw:t of Infectious Diseases on the Health of U.S. Troops nq,loyed to the 
Fenian GulfDuriDg Opnli0!15 Desert Shield..,. Desert Storm.· eun;..z mfectimu Dis<a=, 1111101995. vot. 20. ·- . ,. CENTCOM Message, from USCINCCENTJCCCS. Subject -veModicille GWdaDcc fo, Opomion Desert 
Shield. .. 101100Z ADz 90; Anny Message, from CDRFORSCOMIFCMD-PM, Subject: "'Consolidated Jmrmmiution 
..,._,.Moc!icincR:quim=>ts&lnfum>ation,"l4181SZAug90. 
31 Nary Message. from CN0/932, Subjnet' "PPovrmDw McdX:inc Gmdance 1'0< Opomion DesertSh;e!d," 131SIOZ 
Aug90; Air Force Message. from NGB/SGA, Subjooe-.. Mec!icineOuidanoe tW Opnlion Desert 
Sh;.Id," I31SOOZ Aug 90; MariDe Ccxps Opnli0115 Plan, ''USMARCENT OPLAN Desen Stom>." Jamwy I, 1991, 
~· M·C·2. 
'Cemm foro;...,. Cortrol..,. Provomiol!. NJui<mnl c.-ro, Infectious Diseases. ~ive Yellow 

Fe-oler Vaccination Rl:quireme;$, .. web site, www.cdc..govl1ravelfdiseaseslyelfevu (as of Iwte 30. 2000). 
39 Immune globuJjn already contains antibodia. against hepatitis A; a vaccine stimnlatt:s the body to produce them. 
Either way, the individual is pt'Oteded. bur: the dumion of proteai:on from imnnme g)obWin is brief (months). while 
that produced by a vaa:ille would be long-lasti~~g (y..,.). 
40 Cemm fm- o;...,. Comrol and fuvemion, Notiollal c.- tW Infeotious Diseases, "Hepatitis, Vir.ll, Type A." 
web sire. www .edc.gov/bavel/dise:ases/hav (as of May 2. 2000); Gasser Robert A et d .• "The 'I'Il1cat of Infectious 

13 



globulin--<llso known as immune serum globulin. gamma globulin, and immune globulin 
intramuscular-is 80 to 9S pen:ent effective in preventing hepatitis A disease. During Opemion 
Desert Shield, CENTCOM recommended the use of immune globulin as an injeetion of either 
2.0 cc: if servicememben were only to be in the areas of exposure for t1nee months ar less, or a 
larger amount of 5.0 cc if !hey were to stay longer.41 The Army requiied the larger amount far all 
individuals." The Navy, Air Fon:e, and Marine Corps reitetaled the original CENTCOM 
guidance." Shortages of this product caused the militmy to seek additional so=es. Immune 
globulin from a second source was approved by the FDA. but was not administeled to US 
servicemembers." The shortages of immune globulin may have limited the size of the initial 
dose in some cases and this, along with exumsions of the deploymen~ requiied thst some 
servic:ememben be given additional doses in theater. Only a few cases of hepatitis A were 
reported among deployed US pmonnel, reflecting the effectivenesa of immune globulin along 
with other preventive medicine measures. 45 A vaocine against &patitis A is now available and 
is used by the militmy to prevent this disease. 46 

.. 
These deployment vaccinations (along with updating of !he more routine vaccination&) w= 
generally carried out at the home station& or at the mobilization stations. Some were also given 
in theater due to initial shortages. as was the case with meningococc:al vaccine and immune 
globulin, or because the requirement for a particular vaccine was seasonal, as with influenza 
vaccine.47 

Disease iD Americans Returning form Op=ation Desert Storm, .. The New Engkuui JDIU1tlll qJMedicine, March 21, 
1991, val. 324. DO. 12, p. 862. 
41 CENTCOM Message, from USCINCCENTICCCS. Subject: "'Preventive Mcdiciue GWdancc for Opcndcm Desert 
Sbicld,'"I01700ZAug90. 
42 

Army Message. trom CDRFORSCOMIPCMI).PM. Subject: "Consolidated lmmunizalion and Preventi:we 
Mcciicinc Requirements and I:nfotmaliou. .. 141815%All& 90; Army Me:s5agc.. from CDRFORSCOMIFCMD, 
Subject: '"U~ ln=wnization aDd Ptcvcmi\IC Medicine Guidance,., 20114SZ Nov 90. 
43 Navy Message.. from CNOJ932, Subject "Preventive Medicine Guidance for OpcralioD Dcsat Sbidd, .. 131510Z 
Aug 90; Air Force Message. from NGBISOA. Subject:~~ Gxidaiii'Zftr()pcraliou Desert 
Shield," msooz Aug90; Marine CoJps ()po<atioas Plan. "USMARCENT OPLANDcocrt SIDnn, "l"""'Y 1.1991. 
p.W.C-2. 
44 

Army Memotudum. from 1be Chief of the Preventive and Military Mcdicinc ComWt:ants Division,. Subject: 
"l'urdda!eoflmnmnoSenlmG!obotin(ISG)fromFoteign-.....,;N-29.1990;011i=ofthoS.,..W 
Assistant for Gulf War IDriCSSCS E-mail. from a Staff member, Subject: "'Contarrrin•red Immune Glcbulin (Gamma 
Globulin) and lhe GulfWar," AprillS, 1997; Office of the Special Assistant for Gulf War mD;$$C$ Lcact, from the 
~ -~......, 30, 1998. 

Hyams,KoonolhC. ct d .• "'l'b<lmpactoflufocdousDUcases onlhcHoal1hofUS. TroopsDcplay<d »tho 
Ptnia:a Gulf During Operations~ ~hicld aOd Desert Stcrm. .. ClUUcallnf«:ti<nl$ Dis~ June 1995, voL 20, 
1'61501. 

Ilqwtmont of Defense (Health Al'fahs) M"""""'dwn. from the Asmtant s.a_,. of Defense for HoWh 
Affairs. Subject: ''Rccormnendation Reprding the Usc of tbc Newly 1.icenso1 Hepatitis A Vaccine in Mllitacy 
Penamel," Aprill9, 1995. 
Jf1 Leclford, mnk:J:., "'Prom 1bc Surgeon GencnJ. of the Army: Medical Support for Operation Desert Storm, .. The 
J .. nud of m. US .<moy M<dk41 l)qNurmsrt. l'"""'Y/Fcbruary 1992, p5; HYams, Kcmocth C. ct aL, "'l'h< Impact of 
Infectious Diseases on the Health ofU.S. Troops Deployed to the P=nian GWfDuring Operations Desert Shield and 
Desert Storm." Clinktz/.11~/«:titx~s Dimtlu.Jwe 1995, voi. 20, p. 1498; Air Force Message. ftomNGBJSGP, 
Subject "MaWia Cloemoprophylaxm aod Memnsococcal V~Guidelm" for<lpm!ioo Doson Shield," 
I01528Z Oct 90: Desert SbieldPreventiveMedicinc Situation SUIDIIIIU}' Report. 29 Scpwnbcr to 12 Odober 1990. 
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Casualties from infectious diseases during Operations Desert Shield and Desert Stonn were 
ex1Iemely low, reflecting at least in part an extensive pJOVentive medicine prog<am."' From 
available re<ords, it appears that few servicememhers required DlCdical evacuation for diseases 
that were potentially vacciJle.1noventable.49 The death from meningococcal meningitis was the 
only reported death from an infectious disease'' 

C. Biologkai Warfaro Vaccines 

From the onset of Operation Desert Shield, the mililllty was concerned that Iraq might use 
biological weapons. In August 1990, the Centtallntelligence Agency believed Iraq possessed 
two biol<fcal warfate agents, botulinum toxin and Bacillus anthracl• (the bacterium that causes 
anthrax). 1 The Am1ed Fon:es Epidemiological Board reviewed intclligence data to deternline 
the need for biological agent vaccines against anthrax and botulism, and in August 1990 
:recommended that immunization of forces at risk. begin as soon as possible. 52 

ADihrax Vaccine. Antluax is a bacterial disease that ordinarily occurs through conta<:t wid! 
infected animals or contaminated animal producls, or by ingestion or inhalation of infected dust 
from hides, wool, or simiW" substances. Naturally occurring anllmlx affects small numbers of 
people who often work in environments with occupational exposure to the anthrax spores (one 
form of the bacterium). The spores are quite hardy, can be produoed in large quantities, and can 
be spread by aerosols, making anthrax useful as a biological warfare agent. Anthrax infection 
acquired through inhalation generally starts widlin a few days with symptoms of fatigue, fever, 
and cough, and prOllfi"SSS to severe breathing clifticulty and shock. At this point the mentality is 
very high." Even less seriously ill servicememhers would subSillntially weaken the military 
force. While protective masks provide a bonier agsinst this infection, and antibiotics given early 
in the infection can be useful. adequate warning of an attack would be unlikely~ so a vaccine 
would clesrly offer the best pre-combat protection for mililllty porsonnel. 

48 Defense Scim::e Board, 'TaskForce on Pe:sian Gulf War l&allh Effects."' June 1994, p. 47; Hyams, Kenneth C. 
et aL. "*The Impact of Infectious Diseases on che Health of U.S. Troops Deployed to the Peman Gulf During 
Operalions Desert Shield 8Jld. Desert Storm," Clinictzllnfoaious Diseases. June 1995, VoL 20, p. 1497. 
49 

Global Patiem Movemc:n! ~ caer, "llesen Shieldllloscrt S"""' MOW$, August 1!1!1l).AugUSII992," 
Fobnwy 9, 1998. 
50 Writer, James V., Robert F. DeFrzites.11lld John F. Brundage. "ComparaJivc Morlality Among US Mlliwy 
Personnel in tbe Persian Gulf Region and Worldwide Durina Operations Dessert SlUcld and Desert Storm, .. Journal 
cftlteAmnican Medk~J/Associtllio1t (lAMA.). January 10,1996. vol. 275,no. 2,p. 119, Table 1. 
:lit Cemrai Imclligeuec Agency Assessment, "Iraq's Biological WarfueProgram: Saddam's Ace in tf= Hole,. .. 
Augost s. 1990. 
52 Armed Fotee$ Epidemiological Board Memoi:mlwn. from the Board President aad the Executive Secretary, 
Subject "R=mmendatiOIIS Concmting lmmiiDizalionPo!icies." August 30, 1990. 
53 Fri-. Al1luJr M., "An<hrax." Mti6&t:ll.spects li/Ch4mi<4l twJ Biological Wmfar~ Side!~ -ol<R. ct 
at, cds .. Textbook ofMiJjtary Medicine, Zaj(Chuk. Rlls$. ct al., cds., Washington. DC: Office of the Surgeon 
Genml, 1997,p. 471-472. 
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After the tosting and review process, the Food and Drug Administration licensed an anthrax 
vaccine in !970." In field trials with textile worlcors prior to licensure, vaccinated WCikeis did 
not develop inhalational anthrax, while some unvaccinated worlrm did; however, the total 
nmnber of individuals studied was small." At the time of the Gulf War, the anthrax vaccine, 
which was slightly different from the earlier tested version, contained aluminum hydroxide as an 
adjuvant. (See also Vaccioe Adjuwmu, section V.) The rocommended schedule was a series of 
six injections over 18 moo!hs, followed by yearly booster injections to maintain protection.,. 
The vaccine was produced by the Michigan Dopanment of Public Health (MDPH). In the 20 
years pn:ceding the Gulf War, the MDPH had distributod more than 70,000 doses of the vaccine, 
which had been given to more than !O,OOIJ veterinarialls, laboralory workm"s, worlrm in !he bide 
and wool industries, and othen who were most likely to come in contact with anthrax spores'' 
Advene reactions wee generally toletable and limited. (See also Adverse Re4Ctimrs, section V.) 
During the early period of the Gulf War deployment, additional animal studies were done to 
further support the vaccine's effectivenesa against inhalstional anthrax." 

Botnllmnn Toxoid V8£dlle. Botulism is a disease caused by toXins produced by the bacterium, 
Closiridium botrdbrum. The bacteria ere commonly fOWld in soil, and natural disease can occur 
from ingestion of to>tin-containing food or direct contamination of a wouod. Though 
contamination of food sources was possible, the military was JDOSt conc:emed that botulinum 
toXin could be aerosolized as a biological warfare agent and inhaled by ntilitary pemonnel. 
Within a day or so of exposure, sometimes longer. the toxins cause progressive muscle wealcness 
with dilliculty swallowing, speaking, and breathing, and finally respiratoty paralysis. While 
prompt administration of prepared anti·toxins can neutraiim botulinum toxins. and intensive 
respiratory support can be life saving, the effec1s on the military fon:e could be incapac:itating. 
The military viewed vaccination as the best available ~bat proreetion for the forces. 

A bowlinum toxoid vaccine was available as an investigational product at the time of the Gulf 
War. (See also Investigational Vaccines, section V.) According to data collected by the CDC, 
the vaccine had been used since !970 to protect high-risk laboratory workers against botulism. 
The vaccine contained aluntinum phosphate as an adjuvant. 59 (See also Vaccine Adjuwmts, 
section V.) Vaccine recipients developed levels of anulx>dy considered proteCtive when 
compared to studies in animals, but protection in humans was more-difficult to demonstrate since 
botulism from any cause is a rare disease. The vaccine requited a series of three injections over 

54 Grabenstein. John Z>., "Anrhrax VacciDo .. (section writtca May 2000). JmmnnoFaci:s; Vaccines and lmmtmplpric 
~St. LoWs, MO' P-mel Comparisons. 2000, p. 3Sa. 

FriMJancler, Arthur M., Phillip R. Pittman. mi Geald W. Parur ... Anthrax VacciDe: Evidence for Safety m1 
Efficacy Against Jnba!arional klthnx. .. Joumal qfthe AmericGn M6dit:tJJAswdptjc:m (JAMA), December 8,1999. 
vol. 282., DO. 22, p. 21()4..2106. 
"M;chigao llepaJ,_.ofPul>lic Heallh. ANhtax Vaccine Package h!sm (lnfonoatiou Sheet~ Oclobc< 1987. 
S7 Iobnson-Wincgar, Anna. Information Paper, Subject: .. Anthm VacciDc aud Boculinum. Vac:cicei., .. Sepfember Z7, 
1990. 
SS ~of Defense Ad Hoc Woricing Group for Medical Defellse Against Bioklgical Warfare.~ Action 
Ro;>ot1S ofM...mgs on August20. 1990, Clctoboo 19, 1990. mel N"""'""' 2.1990. 
59 CMrm: for Disease Cotttrol and P:revenDon. "'Pentavalent Botulinum Phosphate AdsMied. .. Progtas Report#3l 
BB-IND 16l.Marcb 2. 1996 to M&Iclll. 1997. 
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12 weeks, with subse<juent booster injections to maintain antibody levels. Between 1970 and the 
Gulf War, over 10,000 injections of the vaccine had been given, mostly to vol\Dlteets and 
laboratoty worl<ets. Adverse reactions were genetally toletable and limited. (See also Advene 
Reoaions, section V.) 

Aftllabillty of Biologieal Warfare VaeeiDes. The peacetime demand for antluu and 
botulinum toxoid vaccines was not la!ge. Tho Micbigan Department of Publjc Health was the 
sole producer of both vaccines. In October 1990, in an effort to expand the industrial base for 
biological vaccine production, the Secmary of Defense directed the Assistant Secrotary of 
Defense for Health Affairs to aoquire a second source for these biological vaocines.'" In 
response, the Assistant Secretary established a IIi-service vaccine task fon:e, subsequently nanted 
"Project Badger." Project Badger reviewed the MDPH capabilities and the probable vaocine 
delivery timelines based upon the projected needs for the Goif War. Tho task force also 
conducted a survey to find out if Olher manufactuters (including maoufaoturen of veterinaty 
vaccines) could produce anthrax and botulinum toxoid vaccines. The feasibility of putehasing 
vaocinea from a foreign source and producing the vaocinea at Fort Detriclc, Maryland and othet 
Army facilities was also explored. 61 

The sean:h for alternative sourc:ea was not successful. Tho MDPH had suspended further 
production of botulinum toxoid vaccine in order to produce the anthrax vaccine.oz Veterin~ 
vaccine manufacturers used processes different from those used to produce human vaccines. 
One potential manufacturer would not have been able to deliver tny vaccine until April 1991.64 

Only one foreign ma:nufacnrter was identified. 65 Production of botulinum. toxoid vaccine at Port 
Deuick. was feasible. but would require substantial :renovation and equipment purc;hases. 66 

Production at Anny facilities Olher than Fort Detrick was not feasible. 67 In the end, only antluu 
and botulinum toxoid vaocines prodUCed by the MDPH were used by US forces during the Gulf 

60 
Dcpattmem of Defense Memorandum, from the Sec:rewy of Defense. Subject: '"Expansion of Industrial Base for 

Biological VacciDc Prodw::tion," October 3, 1990. 
61 

I>cpattm=ttofDefecsc (Health Affairs) Mtm:mmdum, from the Assistant Sccrelaiy ofDefe:nsc for Health 
Mairs. SUbject ".E><pans;o11 oflndustrial Base for Biological VaecineProd..:tion." Oc!obor 5, 1990; Amsy 
-....'"'-.nan the Commander, us A=y Mcdi<al RA:soarch aoc1 Do.c~opmeD~ Q>mmand, Subject 
"Second Tri-Smicc Task Fotcc Meeting t0 Eval.u:arc the Industrial Capability 10 Produce Ambtax and. Bowlinum 
Toxin Vaccines." October 12, 1990. 
62 loim:OUefs ofStlff., Logistics Di:rcClorate (J4), "'Biologk:at Defense Chronology, .. MPODfl38ll. February 12. 
1992. p. 10. 
63 

A=y Moine-for 1tocon1. !rom ... TaskFor<eChainnon, Subjoct -rhird Tri-Service Task Po= (Prnj<Ct 
B""") Moetinllo" October 18. 1990; Chronology for Projoot B""" (Long Tem~J, Oc!obor 24,!990. 
64 

Army Memorandum for hcon1, from the Task Force Cbairman. Subject: "Sbtth Tri-Scrviee Task Force (Project 
Badgc<)Mcctinllo"" No-9,1990. 
65 

A=y Momclaodum for R=nl, from the TaskFoo:eCha-. Subject -rhird Tri-Servi"' TISit Foo:e (Prnj<Ct 
Badger) Meeting," October 18, 1990. · 
.. Amsy Memozaodum for ltoconl. from the Deputy Dim:tm" ofProf.,.;onal Services, Offj., of the 8urgooo 
Geaml. Subject: "BW V accinc Smge Meeting,. .. December 6. 1990. 
67 

Army Memorandum for Record,. from the TaskForce Chairman. Subject: "Fourth Tri-SerYice Task Foree (Project 
B"'ger) Moeting," October 26, 1990. 
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War deploymen~" 

Since supplies of the two biological warfare vaccines were limited, the DoD allocated the 
vaccines only to personnel they believed to be at g,eateSt risk of exposure to these biological 
warfare agents.69 Vaccine shortages were likely responsible for reducing the antlnax vaccine 
doses required to two, with the knowledge that two doses would provide at least pattial 
protection to most individuals, and for reducing the botulinwn toxoid vaccine to three doses, as 
recommended by an earlier worldng group. Shortages may also bave led to bolding some 
anthrax vaccine in reserve to use along witb antibiotics for unproteCted servic:emembers who may 
be exposed, and to acquiring bollllinum anti-toxin for use under similar condinons."' Most 
servicemembers who received the biological warfare vaccines received them in the Gulf during 
early 1991, but at least some special forces personnel received them stateside during the latter 
part of 1990.71 The iniDal shipment of the antluax and bollllinum toxoid vaccines was flown 
from the US to the Gulf accompanied by members of a tri-service vaccinlllion team. This team 
helped ensun: safe-r of the vaccines and assist<od with finalization of the plan to distribute 
the vaccines in thea:ter. 

Biologic:al Warfare Va<dne Use in the Gulf. In late December !990, following discussions 
with the Joint Staff, the US Central Command (CENTCOM) established immunization priorities 
for the use of biological waifare vaccines. 73 CENTCOM messages in January !991 ininated the 
anthrax and botulinum toxoid vaccination programs."' 

The antlnax vaccinlllion guidelines dito<ted that only personnel assigned to fixed units within the 
areas designated by CENTCOM were to be vaeeinated at tlUil time. No transient or shipboand 
personnel were to be Vaccinated Exceptions were pathologists and medical Iabmatmy 
personnel. The guidelines indi<:ated that sufficient quantities of antlnax vaccine would be 
available by Msy 1991 to va<:einate all personnel in the area of responsibility. It was anticipated 
that the rellllively long period between exposure anti onset of illness (when compamd to 
botulism) would make antlnax an agent more likely to be used agsinst fixed and remwmd units. 

68 ArmyM-from!beCommaD<Ier, USArmyRescmtb -oflnfectiousDiseases. s.bjoct 
"RosponsetoLEAD (l.ca<l Shoot] Rqon."l...,29,!999. 
"Army Memorandum. from lhcDir= ofHcal1b ea.. Opaatioos, Subje<t "Roquestfo< Antlnx m!l!olulin11111 
Vaccine m!BotulinumAnlitoxiuRoquirtmonts." April !2.19!>1;Cm!le,!.os1J:<C. m, "!beBiolog;cal Warfuc 
Threat." Medi<Ql ,upea. qJ C/wmicQlandlliD/ogi<ol Waifw<, Siddl. Ftederiok R. et a!.. eels.. Toxtbooit ofMUhl!!Y 
~Zajtohuk,Russ, et al., ods., Washington. DCo Office of !he Surgeon Geoonl. 1997, p. 462. 
CENTCOM~from USCJNCCENTICCSG, Sul>J= "Biolo&i<al WarfucDefeoseMedioalOuil!dine>." 

OS!444Z lan91; DopanmeotofDefeme Ad Hoo Dosert Shielc! Biologioal Warfuc Workiug Group, Minulcs of 
Meeting on January 18, 1991. 
71 Office of the Special Assislam forGulfWarmncssesE-mail, from a staff member. Subject "'Phone 
Conversation."May 2, 2000; Navy roster of SEAL persouel. June 24, 1998. 
72 Army M~ from !be ArmY ()potation< Deputy, Subjedo "Aim Message to l'1opono fo< tmtialiOD of !he 
BW Vaocina!ion Program. "ll=mbor 14, !990. 
" CENTCOM Afuo' A<:li011 R<pott. "Modioal Defemc against Biological Warfuc SlllliiDB)'," Matcl1 12, 1991. p. 6. 
74 CENTCOMMossago. from USCINCCENTICCSG. Subje<t "Biolog;cal w.m.. v...-n Guide-" 
071203Z1an 91; CENTCOM Mossoge. from USCINCCENTICCSG. Subjeoto "Biologioal Warfuc Vacoinalion 
Guidelines,""171632Zlan91 .. 
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The guid>nce called for two doses of vaccine approl<imately 14 days apart. 75 CENTCOM 
di1ected that personnel in the following areas and units would be vaccinated: Riyadh. Dbalulm
Damman. King Khalid MilitBiy City (KKMC), Logistics Bases AIBICIDIE, Headquarren vn 
Corps and XVIII Aiibornc Corps, I" cavalry Division, and Bahrain. 76 Available records indicate 
that anthr.!x vaccine from (at least?}ot numbers 19, FAV002, FAV003, FAV004, FAVOOS, and 
FAV006 was distributod in tbeater. 

The botulinum toxoid vaccination guidelines specified that only pe!SOilllel in units prioritized by 
CENTCOM, namely the AnDy vn Corps and the 1• Marine Expeditionary !'om:, were to be 
vaccinated at that time, and that limited additional quantities of botulinum toxoid vaccine would 
be available in Februaty and March 1991 to vaccinate additional designated personnel in the area 
of responsibility. It was anticipated that therelalively brief period between exposure aod onset of 
illness (when compared to anthr.!x) would make botulinum tol<in an agent likely to be used 
against fOtward units. The guidance called for two doses of vaccine approl<imately two weeks 
apart, followed by a thUd dose 10 weeks after the second dose." Available records indicate that 
botulinum toxoid vaccine from (at least) lot number PBPOO I was distributed in lheater.79 

Although informed consent was not requiied. for either the anthru ot lhe botulinum toxoid 
vaccines. in practice both were administered as voluntary to some extent. A post-conflict statuS 
report indicates tim anthr.!x vaccinations were not ponrayed as mandatory, but as highly 
recommended. 80 This is substantiated !>;; an affidavit documenting the voluntary refuSal of a 
servicemember to take the anthr.!x shot. 1 Subsequent testimony by the CENTCOM Surgeon 
jndicated that the botulinum tox.oi:d vaccine was alsc voluntary: ••And, again I mention. there 
wasn't enough vaccine for everybody. And it seemed reasonable enough to give them the choice. 
based upon the fact that you gave them the infonn.ation upon which to base a choice."82 Reports 
indicate that the botulinum toxoid vaccine was likely do;lined by several thousand 
servicemembers. 83 

A CENTCOM message in March !991 tenninated the hiologica! Wlllfare vaccine prognuns and 
instructed any personnel who began the series that they need not coorplete the immunization 

75 CENTCOM Message. ftom USCINCCEN'I'ICCSG. Subject: "Biological Warfare Vacciaation GuiddiDes.,'' 
071203Zlan9l. 
76 Army Message. from COMUSARCENTICG. Subject: "'Biological Warfare Vaccination GuideliDes. .. 080700Z 
Jan 91. 
77 

Army Forms 3161, '"Request for Issueortwn-in." January IOd:!rough Feb:nwy 1&. 1991. 
7t CENTCOM Message. from USCD>lCCENTICCSG, Subject: "'Biological Warfare V acclDation GuideliDes. .. 
171632ZJan9l. 
79 

Army Form$ 3161, ~uestfor lssueorlm"n-in,"Fe'oruary 7 atld.l8, 1991. 
80 CENTCOM~ftomUSCINCCENT/CCSG,Subjoct•!n~Iln>gS-."OS!808ZMM9!. 
11 Affidavit (volwnary refusal to rake tbc anUiru shot), signed February 23, 1991. 
12 BcJibar. Robert. TestimOny before the Presidential Advisoty Committee on Gulf War Vc:tm~~S' Dbesrs, Januay 
12. 1996, web site. www.gwyi.ncr.gov (as of July 28,2000). 
83 CENTCOM AJW AaionRepon, "Modioal Def=eAgainsl Biolog;oal Warf.,.._" March !2, 199!; Belihu, 
Robert. Testimony before the Presidential Advisory Committee on Gulf War Vereram' Illnesses, January 12. 1996, 
web site. www.gwvi.ncr.gov (as of July 28, 2000). 
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J'I'OI!IlllllS·" At the end of hostilities, pe<sonnei from the US Anny Medical Reseuch Institute of 
Infectious Diseases traveled to Saudi Arabia to recover remaining stocks of antlmlx and 
botulinum toxoid vaccines; which were stored at the 47"' Medical Supply, Optical, and 
Maintmumce facility in Dhalmm." The team reponed that there were two refrigenllion 
malfunctions in April and May 1991 that may have affecT«~ !he qnslity of !he vaccines. The 
team recommended disposal of the anthrax vaccine and re-testing of the botulinum toxoid 
vaccine. 86 

Then: is DO accurate COilD1 of how many servicemembers received these vaccinos. The DoD 
estimated that 150,000 serviCOI!Ielllhem received at leaat one immunization against anthrax and 
that 8,000 servicemembe!s received at least one immunization of hotulinum toxoid."' A reamt 
survey of Gulf War _,.,. suggests the numbers of servicemembers who received lhese 
vsceines maybe higher." 

The Office of the Special Assistant now holds a collection of roster.; showing biologi<al warfaro 
vaccines edministered to individual servicemembers, but !his collection is incmnplele. The 
infotmation included in many of these roster.; is insufficient and difficult to interpret Some of 
!he roster.; appear original, olhets apparently were cneated in response to a post-war call for this 
infotmation. (See also Vaccine Record Keeping, section V.) 

After the war. Iraq acknowledged that it bad conducted research into the offensive use of 
biological warfare agents, including ant1m1x and botulinum toxin. During !he Gulf War, Jraq had 
fi1led some weapons with these two biological warfare agents (anci also with aflatoxin, a toxin for 
which there is no vaa:ine), but did not use !hem." A report by the Cenii>i Intelligence Agency 
also conclUded thst Jraq did not use biological warfare agents during the Gulf War."' The best 
evidence available to !he Presidential Advisory Committoe on Gulf Wu Veu:rans' Illnesses 
indicated that US personnel were not exposed to biological warfaro agents during the GulfWu.'1 

14 CEN!COM Messazo, fnJm USCINCCENTICCSG, Subject: "T<1"111inaJio11 of An!lmox aod Bowlbm v-.. 
~ "04!803ZMar91. 
"Nmy -oni'ap«,fromanAJmy --·Subject "Modicall'roclw;uRccomyT-'May 13,1991. 
16 Nmy ~ i'ap«, from an Almy-officer, SJII>jecc "P<l<onlial Loss of Alnluu aodllo!Uiism V""""' 
aodBCJI!•HnumAnriloJiininSaudiAr.lbia(SA),"May24,1991. 
""hmy Memoralldum fo1 R=nl, fn>m onAimy NBC-offi=, Subject 'Thug and Va<:<:ino U-During 
Operation Desert ShielciiSumn. .. Dcccmbcr9, 1991; Army Information Paper, from an Army scaffofficcr. Subjecc 
"Numbers af Semce Members Vaccin&r:cd During Opemion Desert.Storm," October 9, 1991; Preskfcrlial Advisory 
Commit~= m1 Gulf'WarVewaos' T!Jnesses, Final Repgn. Dcccmber 1996. p. 9&. 
88 Kang. Han K... ct al., "'Illnesses Among United States Veterans of the GuJfWar: A Population-based Survey of 
30.000V-.... • Joumtd uj~ond Envi~ M<dicin~ May :WOO, voL 42,no. 5,p.4%-7,49!l. 
19US GownJDJ<DtWbite~. "'r..q Weapo.,ofMass Dosuuclionl'ropms."Je!euedFebrualy13,199S.p. 2-3 
and 7; Caudle, Lesn< C. Dl. "Tho Bio1ogicel W-ThJoal," Medical...,_ cfChmUcal ond Biological 
Waiftue, Sidell, Prederic:k lt ct al.. cds., Textbook; of Military Medicjne., Zajtcbuk. Rl&, et al., cds.. Washington. 
DC: Office of the Sur,eeonGeuenl, l997.p.462. 
"'Centtallnlolligence -· "lnlclligenceRel21=!10 Possible SoUJCeS of Biological AgeutExposurc During the 
Persian Gulf War," August200), p.2. 
91 Prcsidcmial Advisory Committlle an ChdfWar Veterans' Dlncsses, FinalR@Kt.Dcce:nbe.r 31.1996, p. 38. 
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Be<:aUSe anlbrax remains a biological warfare tlueat, the ~- of Defense has decided In 
vaccinate the total l!lilitaiy force against this disease. The DoD's ~ Vaccine 
Immunization Program office manages this effort and regularly provilles updaled infi>nnation on 
its web site.93 The militmy also continues an active research program to develop new and better 
vaccines against a variety of biological warfare agents. 

V. RELATEDISSUES 

By far the most common reactions to vaccines are local reactions at the site of injection. usually 
soreness and swelling. Fever is also associated with some vaccines. These reactions generally 
last only a few hOlliS or days, although the soreness and swelling occasionally may be more 
severe and prolonged. Some vaccines are more lib:! y than others to prodllce these reactions. For 
example, influenza vaccines may cause mild so:wess and fever in 20 to 30 percent of 
individuals;" the typhoid vaocine generally oaed by the military may have caoaed local soreness 
in 50 to 80 percent of recipients, and headaehe, muscle aches, and fever in up to 30 pernent" 
Serious reactions to vaccines are much less common. Most vaccines can cause allergie reactions 
that can be life-threatening (anaphylaxis), but this is"""·" 

At the time of the Gulf War. joint guidance required thst advmse reactions to vaceines be 
described in the individual's medical record. Reactions requiring hospitalization oc resulting in 
significant time lost from duty were also to be reported on a CDC fonn. The more common and 
lil!lited reactions need not be reported unless contaminated lots of vaccines were suspected. 97 

While there are no detailed listings for all adverse reactions to vaccines experienced by 
se:vicemembets during the Gulf War deployment. a database maintained by the Army's Cen""' 
for Health Promotion and Preventive Medicine lists 58 vac:c:ine :reaction incidents for which 
servicemembeJs were hospitalized. Typhoid vaccine was the most frequent cause of reactions 
attributed to a single vaccine (radlcr than to combinations of vaccines or to various unidentified 
vaccines). Two incidents listed in this database might have been life threatening: a severe 
ollergic reaction to typhoid vaccine (anaphylaxiS) and a widespread skin I8Sh from stnallpox 

92 
~ <>!DcfemeMomcrandum. finm lbe S=euly ofDo£emc, Subject "lmplcmcllla1io oflbeAmhm 

Imrmmi:wion Program for tbc. Total Force." May 18,. 1998. 
93 

Amhrax Vacdnc lmmunizatiOD Program web site. www.antfnx.osd.mll. 
94 Grabenstein. John D .. "'nflueaza. VJl'US Vaccines. Trivalent. Types A and B, .. (section wriaen August 2000), 
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vaccine (generalized vaccinia) ... 

Infonnation was also limited on adverse reactions to the biological warfare vaccines, anthmx and 
botulinum toxoid. A communication from mid-Januazy 1991 indicallld that there was no formal 
feedbaclt program fO< gatherin& infmnalion on advene reactions from anthrax vaccinations, but 
not<d that about half of pemnmeJ vacoinau:d in tbe fim week of tbe progmm developed local 
irritation that went away in three to four days. and that no serious reactions were observed.~ A 
survey of 169 aircrew membe:s found that 92 pen:ent reported some reaction from the 3JltluDx 
vaccine, primarily local t<:ndemess and redness, while 30 percent reported fever, headache, and 
muscle aches; only 3 pen:ent felt their reactions were serious enough to affect flyin& duties.'"' 
Adverse reactions from anthrax vaccine used bofme tbe Gulf War includod local reactiOIIS in 30 
pen:ent with a tondeney toward increased ~ons with 1-doses in tbe series. This and otbet 
information about adverse reactions expected to occur with tiris vaccine was noted in the JWCkage 
insert that accompanied the vaccine.101 We are aware of one hospit:alization during the Gulf War 
possibly telated to anthrax vaccine."' 
We are not aware of any repons of severe reactiOIIS to the botulinwn toXoid vaccine. A 1995 
Institute of Medicine report notes that tbe !"Marine &pedjtionaty Force conducted a postcard 
survey in August 1991 of 123 Marines who received one or more doses of the vaccine in. the 
Gulf. Of the 121 who responded. 12 percent reponed mild local reactions; 14 percent reponed 
pain that limited use of the arm tempoiari!y; and 2.5 pen:ent reported systemic symptoms that did 
not limit activity.103 8y comparison. the CDC had noted reaction rates in earlier vaccine 
recipients of 5.8 percent for moderaie and sev= local reactions and 3 pen:ent for systemic 
reac:tions.104 

A system for Ieporting complaints about medical materiel to the Defense Pemonne! Support 
Center (DPSC) was also in place durin& the Gulf War (although this system was not designed 
primarily for vaccine reacticms). Complaints about medical materiel includod any of tbe 
following: Tl'J"' I. complaints about materiel determined by use or rests to be hllmlful or 
defective enough to cause dearb,.injmy, or illness; T)'pO n, complaints about materiel other than 
equipment suspected of being hllmlful, dcftctive, deteriorated, or otherwise unouitable for use; 
and Type m. complaints about equipment deteimincd to be unsatisfactory because of 

.. c-.wHcaiihl'nmlotionaudl'lovenliveM.dicme,MedicaiSurnoillaDcoAolivi'Y-.·Ad...,.Rcoctiom 
to Vaccines Amoag Soldie:sDeployed to Persian GulfWar," November 21, 1996. 
99 ~ ftom on """'t Siaff officer (-=>ug OlllfWar biologicalwarfaro --on and meclioaldofeosc 
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Air Force Acrospacc Medicine ConsoJidatrd A&r Action Report. "Desert Sbic1di.Dcscrt Stotm. .. January 1992. 
~· 13. 01 Micl!ipn Depaun-ofl'llblic Heald!, Anllllu. Vaccine hokage Insert (lnfonulien Shoe!), October 19&7. 
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malfunction, design, and defects.105 The DPSC was 10 immediately notify the Defenae Medico! 
Standmdization Board (DMSB) and the Food and Drug Aclministtation of all Type I complaints. 
A<cording 10 DMSB staff, the Board !OCeived no Type I complaints for any vaccines used durtng 
the Gulf War. Documentation was not available at the DMSB reganfing Type ll or Type W 
complaints involving vaccines for the same period 106 

· 

Following the Gulf War, reviaed joint glridance on immunizations continued to require the 
recording and reporting of adverse reactions as before, but reactions previously reported to CDC 
were now to be~ to the FDA through the newer Vaccine Adverse Events Reporring 
System (V AERS).1 V AERS is a combined FDA and CDC program !hat requires reponing of 
certain events (and encourages JOpOI!ing of any other events considered impottant) !hat occur 
after the administration of vaccines. This system uses the term "advme event" rather than 
"adverae reaction" to indicate that it is not always possible to make a caosative connection 
between events experienced and wccines administered. Medico! personnel. vaccine 
manufacturers, and vaccine recipients submit reportS through V AER.S. 1011 

Reactions to the anthrax vaccine used in the current DoD immunization program have been 
documented through surveys of military penonnel. Because the pn>gram began in early 1998, 
the majority of the servicemembm bad received fewer than the full series of doaes at the time of 
these surveys. Most of the reported reactions have been Iocolized, minor, and limited but these 
reactions were more frequent in women. 1~ The DoD's Anthrax Vaccine Immunization Program 
office maintains a web site with updated information on this issue.110 

The CDC and the FDA continue to monitor licensed and investiga:tional vaccines closely, and to 
suspend. use of vaccines wbenevcrr there is substantial evidence that they may call$e serioll$ side 
effects. 

Cunently there are no established connections between vaccines and the persistent and 
unexplained illnesaes reported by some ver=ans, although research continues on this issue. A 
recent repon from the Institute of Medicine (!OM) reviewed the published scientific reaemch in 
order to assess the potential adverse health effects of the biological warfare vaccines. The report 
concluded that anthrax and botulinum toxoid vaccinations are associated with transient acute 
loco! and systemic effects (e.g., redness, swelling, fever) typicolly associated with other 

105 Defense Logistics Agency ltegulalion4155.28. "RcportinJ and. Proc::cssing Medical Materiel Complaints." Juue 
16.1986. 
lOi Lead Sheet 826394.lnterv:iew of a staff §Sisunt for tho Pharmaccotical Division. Defense Standardization 
Bcani. October 16. 1998. 
107 

Air Perce Joint. h1sttuction4110. Anny Regulation 40-562. Navy Bureau of Medicine and Smgc:cy lnstnlction 
6230.15, and Coast Guard CommaDdaDt lnstruc:tion M62.30.4E. ''lmrmmizatiOP$ and~" November 
1, 1995. par. 12. 
108 Vacc:ine AdvcrseE\'ent ReportinJ System (V A!RS} web si~ www.fda.govlcbctfvaer:s(as of Jlll.y 5, 2000). 
ll» Cemas for Disease Comrol and Prevention. "'SSIMillance for AOvme Ev=ts Assoc:iated with Antllralc. 
vaccinalion: US Dcpanmern: of Defense, 1998-2000," Morbidity and Monality WMHy Report (MMWR), April28. 
2000, vol.49. no.l6, p. 341·345. 
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vaccinations, but that tbele is inadequate/insufficient scientific evidence to determine whether 
these va<:einations are assoc:ialed with long-term adverse health effects. It noted that the small 
number of pubJished srudies on this issue is not unusual, as few vaccines have been monitomi 
for adverse effects over long periods of time. The report IeCOmmended long-tenn studies of 
recipients of these vaccines. The !OM also assessed !he possible health effects of multiple 
vaccinations, and again concluded that tbele is inadequate/insufficient scientific evidence ro 
determine whether multiple vaccinations am assoc:ialed with long-tenn adverse health effects, 
with further research needed.111 

B. VatcineAdjuvants 

Adjuvants are substances included in some vaccines in order to improve the immune Je:SPODBe to 
these vaccines. Not all vaccines contain adjuvmts; some don't need them to produce protection 
in recipients. The addition of 8I'l adjuvant to a vaccine pieptnation can sometimes :increase local 
reactions to the vaccine, but them is substantial benefit in producing an earlier, stronger, or more 
pmistent proteCtion from the vaccine. Aluminum compounds an: common ll<ljuvants in licensed 
va<:eines and have been used safely for many years. Some of the vaccines given to 
servicemcmbers during the Gulf Wttr dep!oymeot, inclwling the antlirax, botulinum toxoid, 
hepatitis B, and tetanus-diphtheria vaccines, contained aluminum compounds as adjuvants. 1" 

To improve the effectiveness of vaccines. research has continued on a lage: number of newer 
adjuvant formulations that appear sttonger than the aluminum compounds. Some of these newer 
adjuvant formulations eontain squalene u an oii component in the fonnulation. Squalene itself 
is commonly found in certain COSilletics and foods. and ln the body as a part of nonnal human 
metabolism. Both the Deparonent ofDefeose and the Nationallnstiture of Alletgy and Infectious 
Diseases (a division of the National Institutes of Health) have sponsored research clinical trials of 
va<:eines that inclode squalene-containing adjuvants. Some of these trials were done at the time 
of the Gulf War. Because these va<:eines were investigational products, FDA guidelines required 
infonned consent from the volunteets. (See also Jnve.mgational Vacrmes, Section V.) The DoD 
has also conducted research with squalene-containing adjuvants in animals, including research on 
newer antluax va<:eines. The Geooral Accountiog Office noted that the DoD considered but did 
not use voccines containing ll<ljOVllllts other than aluminum during the Gulf War. AccOJding ro 
DoD official$, the use of new adjuvant formulations for the antluax vaccine was rejected because 
any altlnt:ion in the licensed vaccine would require re-ticeosun:, and DoD would not teeeive 
IDA approvalintime.113 

Since the Gulf War, one group of researchers bas reported finding antibodies to squalene in Gulf 
War veterans with unexplainad illnesses and bas suggested that squaleoe, or antibodies to 

14-18. 
Clrabeasb:iD. John D .. TmmrmFacts: Vaecjnes !!!!d Immurplogic Drugs. St. Louis, MO: Faas and Comparisons. 

2000. p. 35. 69, 127,513. 
113 General Accounting Office. "Gulf War DIDesses: Questions Aboul the Prcsem:e of Squalene Anb"bodies in 
Vetcr2nSCanBeResolvcd." March29, I999,p. 3, 5,6. 
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squalene,. may have contributed to these illnesses. n4 This. research is preliminary and will 
require confumation.t1s 

C. IDformation Available ID Senicanemhers 

Communication of infonnation to servicemembers about the health hazards of war and about the 
henefits and risks of medical COIIIItot'!lleasureS like vaccines is essential, but problematic. The 
information must be made lD'ldeistandable to all vaccine :recipients, yet it may be impossible to 
completely avoid technical c:oni:epts. The communication of complell risks might he particularly 
difficult when the infonnatiou is p!Osenred during the hUIIied and stJeSsful times of deployment. 

Risk communication might he considered suocessful when "it raises the level of understanding of 
relevant issues for those involved and satisfies them that they are adequately informed within the 
limits of available knowledge." It most often involves a two-way exchange of infonnation in 
order to maximize this leva! of understanding. but this dialogue may not he feasible or 
appropriate for all military situations. Sometimes a simple one-way briefing may suffioe; a1 other 
times feedback and discussion may he necessary.'" Successful risk eornmunieation, as applied 
to the use of vaccines, would make it clear that !he scientific information is rarely complete, that 
the risks of !he diseases and the vaccines are neither ovetStated nor unclentatcd, and that the 
decisions made are in the hest health inteiO&S of the servicemembers. Such communications 
should lead to improvements in mutUal respect and trust. 

During the Gulf War, the policy for infonning servioememhers about the biological warfare 
vaccines was contained in the CENTCOM guidelines and was classifted in order to preserve 
opeilltional secllrity. Prepared sta<emeniS were to he tead to servioemembers at the time of 
vaccination. but were not to be distributed. and vaccine recipients were cautioned not to discuss 
the vaccinations with anyone.117 

For the anthrax vaccine, the information in the statement included the reasons for the vaccine, the 
schedule of injections, and the expected reactions to the vaccine. It indicated that the vaccine 
was supplementary ro the primaJ:y protection provided by masks and to treaJment with available 
a:ntibiotics.118 For the botulinwn toxoid vaccine. £he information also included a brief 
description of butulism, indications that the vaccine was inveatig;ational, and details about the 

114 Asa. Pamela B .• Yan Cao, and Robert F. Oany ... Antibodies to Squalene in Gulf War Syndrome," Experimen11Jl 
mod Mok<o/or Padwwgy, Febnwy 2000, vol. 68. p. SS-64. 
ns Armed Forees Epidemiolop:al Board Memoraoclum, from the Board PMsident and the &eeuti:ve Secretary. 
Subject "Anncd F...,..Epidemiologjc>l- (AFEB) Recommonda1iom R_.u.g Review of !be Paper. 
'Antibo<liesto Sqll31coe;n GulfWarS,.trome' byP.B. Asa. Y. Cao aodltF. Gmy," July 11.2000. 
116 Institute of Medicine. Stratetries toProl:ectthe HcaJtb of Deployed U.S. Forces: Medica! Swveil!anee. Reoord 
Km>im. ard Rjsl; ReduoJion.loe!lcobcok. Lois M.. P!Uiip K. RllSSdl, m!Samud B. G-.cds.. Washi!!gum.OCo 
Nmooal Acaclemy 1'>=.1099, p. 93. 
117 Amly Message, from COMUSAR.CENTJCG. Subject: "'Biological Warfare Vaccinatioa Guidelines, .. 080700Z 
Jan 91: CENTCOM Message, from USCINCCENT/CCSG, Subject: ""Biological Warfare Vaccination Guidelines." 
171632ZJan91. 
111 Arm.y Message. from COMUSARCENT/CG. Subject: '"Biological Warfare Vaccination Guidelines,." 080700Z 
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-.Dons that bad cccurred with previous uses of the veocine.119 An additional statement was 
added to the information sheet for botulinum toxoid vaccine for signature by the vaccine 
recipient. The statement indicated that the recipient had read and undenitood the information. 
and had voluntarily submitted to the vaccine series. 120 

These policies for veocine infounation appear to have been implemented with varying 
consistency and success. A preventive medicine officer reported that • ... despite the hush-hush 
nature of the [anlhrax] vaocine's employment ... , there developed some groundswell of unease 
and anxiety amoDg unhs who were not on the distribution Jist.... I bad to do some scrambling 
just to find out what the principles of prioritization were.""' A medical detachment commander 
OlOpressed similar concerns: "The reasons why some unhs were chosen to receive the [anlhrax] 
vaccine and not other units was not made clear to all units. There was poor communication 
about the veocine itself leading to many feats among those potentially receiving the vaccine. 
Many cmnmanden made the immunization manda!ery.... Other commandeni made it 
optional .... There was a g=tt deal of misinfonnation about the anlhrax veocine among the 
soldiers. Very many thought that the veocine was not FDA approved and was an expetimen!al 
drug. Many feated drastic systemic side effects."122 Some servic:eme;>bers repotted that they 
were F9vided no information on why the anthrax and botulinum toxOid vaccines were being 
given.r:a 

Following the Gulf W11t, the Department of Defense developed policy that Jeflects a heightened 
awanmess of the impoltance of informing petSO!UlOl of health thteats and risks associated with 
deployment124 The DoD now pr~~vides several web sites with information about vaocines and 
links to other governmental and non-governmental soun:es of information."' Each of these sites 
is an attempt by DoD to establish improved lines of communication with servicemembers about 
the role of vaccines in force health proteCtion. 

D. Investigational VO<dnes 

The administration of botulinum toxoid vaocine to US forces during the Gulf War highlighted 

119 CENTCOM Ml$$age, from USCINCCENTJCCSG, Subject: "'Biological Warfare Vaecinar:i011 Guidclinc:s," 
171632ZJan 91. 
120 Botulinum toxoid vaccine information sheet I undated]. 
121 Army MmaonmGum. from an Army ~ve Medicine Officer, Subject: "'OperatioD Desert Storm Updale.. .. 
"""""'12, (!991]. 
122 Amiy Mctno1aodum, from a Medical :Detachment Commander, Subj:ct: "'Dc:scrtSbic!d Afrl:t Aaicm Rcpcrt." 
Mut:h 10. 1991; Army Memorandum, from a Medical Detachment Commander. Subject .. A:olhru Vaccination 
Program in LBC {log Base Charlie] ... Mard14, 1991. 
123 l.cad Sheet #14758, ~of a physician. May 4, 1998; Lead Shect#l4216,. Interview of a nurse. May 11, 
199&;Lcad Shcetf:14S36,l:utervicwofa physician. July 16. 1998. 
124 Depataucau ofDc:fcme DiRc:tivc: 6490.2. .. Joinr:Mcciical Surveillante."' Aug\ISI: 30, 1997. par. 4;Dcpanmcnt of 
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-7. 1997, Jl"'· 6. 
125 Dcparr:m:m: of Defense (He:allh Affairs.) web site. www.tticart..osd.mil(mmwnizalion (as of May 30. 2()(X)); 
Cen~Er for Health Promotion and Preventive Mcdieine web site, cbppm-www.apgea-army.mil/depm (as of July 10, 
2000); ~Vaccine hnmwlizati.on Program web site, www..anthrax.oid.mil. 
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the concerns and challenges surrounding the military usc of investigational drugs and vaccines.126 

Oenerally speaking, the tenn "investigational" applies 10 drugs and vaccines that have not been 
fully approved and licensed by the Food and Drug Administration. Such is the case with the 
botulinum 10xoid vaccine. ConvetSely, the anthrax vaccine used during the Gulf War had been 
licensed by the FDA for many years, and thus was not an investigational prt>duct.127 

The FDA grants licensure for drugs and vaccines that have been shown .10 be both safe and 
effective (generally for a specific use). Products developed 10 protect against biological warfare 
agents can be shown to be safe in humans using fairly well established procedures. However, the 
human trials usually required by the FDA to prove vaccine effectiveness are not possible when 
the disease does not occur natuially with sutlicient frequency, cr when studies in humans are too 
dangerous (i.e., exposure to hannful doses~ Consequently, a number of much-needed products 
under development in military resean:h programs cannot satisfy the ament requirements for 
1icenscre by the FDA and remain in an investigational status.121 

. 
Investigational drugs and vaccines are tested in volunteer subjects undar FDA-approved 
guidelloes. Use and study of these investigational products requite :review by an instltDtional 
roview boanl, infornted consent from the recipients of the products, and the maintenance of 
detailed rocords of the products' edtninistilltion and t2Sl results.120 

In assessing countenneasures to hllq's biological thtests during the Gulf War, the DoD 
detmnined that it needed to be prepared to use investigational products such as the botulinum 
to~ vaccine. At the same time. the DoD was. ccncem.ed. that the rules for administering 
investigational products could not be followed under battlefield conditions. Theroforo, in late 
OctDber 1990, the DoD rocommended that the FDA provide a DJOChanism for waiving infomted 
consent requirements for jnvestigational products that might be considered the best preventive or 
thetapcU!ic treatments available for US military per.;onnel serving in the Gulf. In its 
~dation, the DoD noted that " •.• In all peacetime applications. we believe suongly in 
informed consent and its elhical foundations.... But military oorobat is different. If a soldier"s 
life wiD be endangered by nerve gas, for example, it is not acceptable from a tnilitazy standpoint 
to defer to whatever might be the soldier's personal preference concerning a preventive or 
tbetapelllic trea~ment that might save his life, avoid endangerment of other personnel in his unit, 
and accomplish the combat mission."130 

126 invcstiptioDal products include both drugs mi "biologics;" vacdnc:s ate considered amons: the biolofies. The 
otficiaJ term "investi,gali.Otlll new dru&" or .. :nm .. is 2aken to mean both drugs and biologics. 
121 Prcsidcatial AdvisoJy Committee on Gulf War VctcraDS' Dlncsscs, Interim Report. February 1996. p. 20. 
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The fDA responded to the DoD recommendalion by publishing an interim rule in the Felieml 
Register in December 1990. This rule permitted the fDA to determine that obtaining informed 
consent from mllitmy pemonnel for the use of an investig;ttional drug or biologic is not feasible 
in certain battlefield ar combat-mated situations, and that withholding IIeatmeDt would be 
contrary to the beat int«<Sts of militmy petSODnel. The published rule stated that " .. .FDA will 
cooside< investig;ttional products proposed for milita!y use on a case-by-case basis, and the 
agency is p<epated to waive the n:quirement of informed consent whele it can be documented 
that use of these agentS in combat-rolated situations serves the best interests of individual soldiOJS 
and the militmy combat tmits in which they serve. "131 

As n:quired by this interim rule. the DoD then submitted a wribetl n:quest to the fDA. asking for 
a detenuination that obtaining informed consent would not be feasible for the botulinum toxoid 
vaccine because ofthe military combat exigencies associar.d with Opmlion Desert Shiel<l.132 

The FDA Commissioner conctnted and provided a 'Written dete:tmination to the Assistant 
Secretary of Defense for Health Affairs in late Dec<:mber 1990, noting that" ... ! find that there is 
no available satisfactory altemative ther.tpy for the pnovention of botulism, and I concur with 
your assessment that informed consent is not feasible and that withholding treatment would be 
contrary to the best intellOStS of military pemonnel."133 (A detailed discussion of the iSsues 
surrounding this interim rule may be found in a 1999 RAND repon.134 Information on vaccine 
recOtd keeping is included in the following subsection of this paper.) 

Media reports about "experimental"' vaecines, combined wi~ limited vaccine supplies, were 
-tly key factors in a decision by CENTCOM to modify the agroed-upon pro<oool and 
allow servicemembers the choice of declining the botulinum toxoid vaccine. In post-Gulf War 
testimony before the Presidential Advisory Committee on Gulf War Veterans' lllnesses (PAC), 
the CENTCOM SUtgOOD expressed concern about the impact of media-fueled rutnOIS on the 
morale of military pemonnel. ·He further stated that since a- was not enough botofinum toxoid 
vaccine for all servicemembers. it seemed t1:0IISOtlltble to give them the information and let them 
make the choice.'" In subsequent COtreSpODdenoe with the fDA, the DoD commented that 
while this decision had been made without notice to the Pentagon until after the fighting stopped. 
" ... in retrospect, it was quite proper to give the responsible military command the option to 
decide whether actUal military eiiCUJnStances unfolding in the theater of opexations truly required 
the standardizec:l usc of the vaccine."136 

131 Dep;utmcntofHeahfl and Human Services, Food and Drug Admi:Distration Interim Rule. "''nfctmed Consent: for 
Human Drugs and Biologics; Delonaination That Informod Ccmsont Is Not FoaSble,"F<dmJ R.,;m, Docembcr 
21, 1990, p. S2814-S2817. 
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Other investigational vaccines were also considered for use during the Gulf War. In December 
1990, the DoD briefly considered establishing a ''Marthattan-like project" to aocelerare the !OSting 
and development of several new vaccines in an opemtional setting."' The proposed project was 
evaluawt by a tri·service medical working group, which felt that the timing was not righ.t at that 
point in the conflict, although such a proproal might be possible if the Gulf War became 
prolonged."' The project was refem:d. for further consideration, but wu not supported and a 
draft memorandum establishing a project task fon:e was ru:ver signed by the Amly Surgeon 
Geneml.139 

Following the Gulf War, progness in resolving the issues surrounding the military's use of 
investigational drugs under deployment oonditions has been slow. The PAC noted that the DoD 
and the FDA bad "delibesated carefully" before allowing the use of investigational products 
without mfornted oonsent during the Gulf War. However, the DoD was unable to prodeee 
lKOrds of who =ived these products and bad not been responsive to the recommendation that 
it routinely inform servicemembers about the possible use of investigational products for 
chemical and biological warfare defense; the FDA had falied to devise better long-tenn methods 
gnverning military use of these prociucts and had taken too much time before soliciting public 
comment on alternatives to the interim rule.140 In a summary report, the PAC agnin noted the 
FDA's slowness in making progress on these issues, as well as DoD's aclcnowledgement of its 
faliures to comply with federal regulations pertaining to these investigational products in both the 
Gulf War and in the subsequent deployment to Bosnia."' 

In 1998, Congress passed legislation stipulating that only the President, at the request of the 
Secretary of Defense. can waive the requirement for infonned consent involving investigational 
products. The law states that for infornted consent to be waived, it must be found to be not 
feasible. contrary to the best interest of the servicemember, or not in the best interests of national 
security.'" In 1999, a presidential order expanded on the requirements of the 1998 law, and 
called for the DoD to provide ongoing training and health risk communication to servicemembers 
on investigational drngs in support of military operations.143 The FDA then revoked its !990 
(Gulf War) interim ruling and published a ru:w interim rule that establishes criteria for the 
President to apply in making a determination that informed consent is not feasible or is contrary 

ITT Army Manoramlmn, from dle Army Infectious Diseases CoJisultaix. Subject: "'Tri-&:rvicz Vaccine Task.Rm:e 
(A-x A).""""""""' 7, 1990. 
""i.m,y Memcnand.m. 1rom thew-Group~ Sub.i= "~~~~""""' of11Ie Dosert Sbield Medlcal 
lsslaW-Group."D=mber27,1990. 
139 

lonny Manoramlmn, irom11Ie DU.ou.. of Ill< Mitiwy Jnfoo1ious lliseaseRaean:h~ Subi= "lllfect!OIIS 
DiKose (!D) l'ro<lu<1s Used m Opom;on DcomShield," Sc;>lembct s. 1997; lonny Memo!u>dom. from the Army 
S.,...., G.omi. Subi= "Tri-ScMceT.UFo=" (-. 
140

Prcsidemial. Advi$cly Commit= on Gulf War Vcu:rams' Illnesses. Interim &epon. Pc:bruary 1996, p. 22·23: 
Presidential Advisory Commitr= OD GuffWar VetcraJIS' Dbtesse$. 'Eig,al Report. Dccembc:r 1996, p. 27. 
141 Praidcmiai AdviSOJy Commiuccon Gulf War Veterans' n~nesvs, Special Report, Octobel" 1991, p. 8-10. 
142 

Public: Law 105·261, ''Strom Thurmond Nation:ai Defense Authorization ActforFJSea! Year 1999, ... 0ctober 17, 
1998, Sec. 731. 
143 

Executive Order 13139, ""Improvillg Health Protccr:ion of Military Personnel Participating in Particular Milita:y 
Opontions."- 30, 1999. ' 
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to the best inte!WS of the individual servicemembor.144 

The militaiy willlil:ely have need for investigational vaccines in future deploym<mts, but use of 
these vaccines will be difficult. As noted, some invesligational vaccines cannot be adequately 
tested in humans in order to satisfy cummt requirements for licensare, and all investigational 
vaccines _have proven difficult to administer 1mder deployment conditions. 

E. Vaccine Reeord Keepillg 

Documentation of health can: (including immunizations) during the Gulf Wor is addressed in 
detail in an =~information paper released by the Office of the Special Assi-.. 145 Guidance 
on documentation of immunizations during the Gulf War was complicated by the need for 
operational security in the use of the biological wmare - and botulinum toxoid vaccines, 
and by special =oni keeping requirements for the invesligational bntulinum toxoid vaccine. 

In Janwuy 1991, CENTCOM and Army messages-originally classified SECRET and since 
declassified-;>rovided guidelines for the theater-wide an!llrax and bntulipum toxoid vaccination 
programs. These messages stared that the vaccinations may be =onied on the :yellow shnt 
record (PHS 731}, or on the IIIIJ7!lDiiultion Ruord (SF 001), as Vaoc A and Vaoc A·2 for the 
an!llrax series, and Vacc B, Vu:c B-2, and Vacc B-3 for the botulinum toxoid series.146 A larer 
memorandum indicated these vaccines may also have been recorded as "Anthrax." "A 
Vaccination," "A-Vax.." ""Botu11num,"' "Bot-Tox, .. "B Vaccinaaitm," "B-Vax.." or something 
similar.141 For the anthrax vaccine. it appears that a roster of pexsonnel receiving 1be vaccine was 
requimi For the botulinum toxoid vaccine, pcmonnel were required to sign an inforntation sheet 
about the vaccine, indicating that they had read and understood the inforntation and had 
voluntarily submitted to this jmmunization.141 

Whatever the initial guidance. there appeared to be substantial confusion about where, even 
whether. these vaccinations were to be M:OI'ded. Additional guidance. issued after the cease~fire 
and tennination of the vaccination program. specifically required that the vaccinations be 
entered in the individual health rec:ords, and that rosten of immuniu<l pmonnel be forwarded 

144 
Dqlanme.1tt ofllealm and Human Services. Food Uld Drug Administraliou. "1IDmiD Drug$ aDd Biologics: 

Determination that. InlonDed Consent: is Not Feasible or is Cormry to the Best bttuesls ofRecipiedrs; Rcvo;ation of 
1990 lniCrim Fiaa! Rule: Eslab-ofNew lniCrim Final Rule. "Fedrn! RS!i ..... OctoberS. 1999, p. 54180-
54189. 
1
-"" Offic:c of the Special AssistaDt for GWfWar Dlncsscs (lnfon:rsatioa Paper). "'Military ~ Rccon:llc£cping 

During&lldAftertbcGulfWar.' August 11.1999, website, www.gulflinkosd mU. 
146 CENTCOMMessage. :&om USCINCCENTICCSG, Subject "'Biological Warfare V~ Guidelines, .. 
171632Zim 91; Army Mcsoage. COMUSARCEN!/CG, Subject "B;ological Wadaro Vaccillalion Gulc!clines." 
080700ZJan91. 
147 Army Memorandum. from the Army Deputy StqeOn General. Subject: "Medical Retards and.Rostc:fs Rclaied to 
Va<cioationAgainstBiolog;cal warrz.. ......... May21. 1!191. 
148 CENTCOM- fmm USONCCENT/CCSG. Subject "B;ologica! Wufue Vaccillalion Cltiidolhies.' 
171632ZJan 91; Army Masage. COMUSARCENT/CG, Subject '"Biological Warfare Vaccinaticm Guidelines." 
080700Z hn 91. 
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through the chain of COllllll2!ld.
149 Post~CI discussions with Gulf War veteians further 

indicated that documentation of anthrax and botulinum toxoid immunizations was irregular, 
perllaps owing to the need for operational security in the administration of boch vaccines, and to 
the uncertmn guidance regarding the documentation of the investigational (botulinum toxoid) 
vaccine. tSO 

The most CUirent (l99S, but being revised) joint guidance covering the Anned Fo=s 
immunization program, along with service-specific medical reconl keeping <lirectives, Ieflect !he 
post-Gulf War policies for documenting immllllizations. According to these <lirectives, 
immunizations for Army, Navyy and Marine Corps personnel continue to be recorded on both the 
Immunization Record (SF 601) in the individual health reconl and the lntemational Ce1tijicales qf 
Vaccination (PHS 73!). Air Force immunizations are reconled on the AtJu1t Preventive tmd 
Chronic Care Flowsheet (AF 1480A) in the member's health n:conlas well as on the PHS 731.'51 

These policies, in tum, have been affiocted by the 1998 issuance of an Adult Pnwenzive tl11d 
Chronic Care Flowsheet (DD 2766). The Navy152 and the Army153 now diiect that immuniuti<ms 
be documented in the individual health reconl using the DD 2766 instead of the SF 601, and the 
Air Force has dcalgnased the DD 2766 as aJq>la=nent for !he AF l480A,154 as well as a record 
for documenting medical care during deployments. rn 

The documentation of investigational drugs and vacdnes remains a difficult issue. In its 1997 
request for comments on the rule that waived the requirements for infonned consent for 
investigational products taken during !he Gulf War, the FDA recognized !hat the rule did not work 

149 Marine Corps Mcssa., .. ••c. from FIRST MARDIV/CG, Subject: "Biological Warfare Vaccinatiott Program, .. 
2009322 Mar 91; Army Leacr. from the Commandcr.Medical Group (Provisional}, Subject:·~ 
Guidelines for Anthrax Immunization. .. July 9,1991; Army Memoftndmn, from. a 98" Division staff :member, 
Subject: ''Medical Records and Rosters Related to Vaecination Against Biological Warfare (BW} A.f,etrls," JUDe 25, 
I 991; National Guard Bureau Memorandum. from the Chief of tbe Office of the Army SLUpOn, SUbject: "Medical 
-andRos!=RclaredmVacciuatiOIIAglrimtlliologiea!Wori'm-"JUII024, 1991;ArmyMessagc. 
from CDRFORSCOMIFC.Jl, Subject: "Medical Records and Rosters Related 10 Vaecinmion Apinst Biologic:al 
Warfare (BW) Agents, .. 1917SSZJw 91; Army Memor.md-im. froJD the Army Depmy Sargeon General, Subject: 
"Medical R=ords anc:t RosterS Related 10 Vaccination.Apinst Biologicai Warfare Agcmts ... May 21, 1991. 
l:50 Lead Sbcct fU0934., IDu:rYiew of a bospitaltccbnician, May22, 1997oLead Sbeet #S553,lnraview of a hOspital 
corpsman. July 22, 1997; Lead. Sheet t14606, lntcrview of a cl:caiina; company physician. March 27, 1998; and Lead 
Sbcetfl9882.lntervicw of an air seareh and rC$CUI: mr:rnbe:r, Pcbnwy 11, 1~7. 
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Air Force Joint Iosttuction 48-110, Army Regulation 40-.562. Bureau ofMedici11e Instructio~ 6230.15, and Coast 
Guard Commandam.ln$truc:tion M6230AE. ""lmnnmintiom aDd Chtmoptqm)laxis," November 1.1995. par. SO. 
53; Army~ -40-66, "Medical Record Administration."' July 20,1992, p. 26, par . .S..l7; Navy Manual 1"·117, 
"Mam.1aa of the Medical Dcpattment." D=ember 23, 1994, p. 16-71, art. 16-S9o AirFcn:e lnstn.1ction41-2IO, 
"Patient Administration PW'ICtiora," July 26, 1994, p. 34, par. AS.4.22. 
!:51 Navy Memorandum, from theOiicfofthe Bureau of Medicine and &q,ay, Subjcc:t "Adult ~w; and 
Chronic Ca:e Flowsheer: for Implementation ofPut:PmYcntion lrttoPractice (PPlP).," July 7, 1998; Department of 
Defense (He.altb. Affairs) Manorandum, from the AGting Assistant Secretary of Defense. for liea1th Affairs. Subject: 
"Pw Prevention Into Practiee (PPIP)- Policy,"Man:h 31, 1998. 
JS3 Army Letter, from DASG-HS, Subject: "'The Use. ofDD Form 2766 and DO Form 2766C," March 26, 1999. 
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Air Force Mcl'l10t'andum, ftcm the Consnaockr, Air Force Medical Opcrarions Agc:nc:y, Subject: "Deployment 
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ISS Air f'orcc Pamphlet 44-JSS.Imp!emerging Put Preyentiop Into Piacticc,Febnlary 1, 1999. par. 4.1.5. 
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as anticipated. The FDA specifically mentioned problems with reoord keepinJ· and requested 
commems on whether and how record keeping should be addressed in the rule.' In its reply, the 
DoD indicated that it believed existing FDA regulations on reoord keeping were adequate, and 
noted o~~ initiatives to develop automated recon:t keeping and immtmization tracking 
systems. · 

Recogniz:ing that increasing the number of vaccines and the complexity of inummization 
schedules require more efficient methods of recording and trae1cing immunizations, the DoD has 
established an interim tracking s~ for its anthrax vaccination progiOm. Currently, the Army 
uses the Medical Occupational Data s~ (MODS), the Air Force .- its Military 
Jmmunization Tracking S~ (MITS), and the Navy and the Marine Cotps use the Shipboan:l 
Automated Medical S~ (SAMS). Each system transmits a core set of infonnation to the 
DoD's Defense Eligibility Enrollments~ (DEERS), allowing deccnttalizcd confinnation of 
an individual~ s vaccination status and updating the servicemember~ s immunization record.158 

RespondinJ to the Secretary of Defense's cliJection to establish an antluax vaocination 
program,' each of the services bas developed plans to emphasize the i~ of connnanc!
level suppon.160 These plans. along with a subsequent Army regulation,' 1 provide guidance on 
the medical record bcping and documentation of antluax immunization program infonnation. 

F. Vaccine Use by Coalition Fon:es 

While all coalition panncrs hcd vaccmmon programs, only some of them used vaccines directed 
against biological warl'are agents. As part of the coalition response to Iraq's invasion of Kuwait, 
the United Kingdom (UK) also c:onductcd an immunization program against biological warfare 
agents. Details of the UK program are contained in two reportS published by the Ministty of 
Defence in October 1997 and Janwuy 2000. "'' 

156 Department ofHcahh and Haman Services. Food aad. Drug Administraticm. .. Accessibility to New Drug$ for Use 
ill MilllllrYII<i c;"""' Exigeocies When T-Human Efficacy Studies Ale NotF<amlc: Delem!ioatiOn 
u- the llltorimRule That IJifonood. eo ..... ;, llcl Feasible for Mlliwy Exi-Request for Comnleols. • 
Fes!ml Rqjs!or.Jmy 31, 1997, vo1. 62, J> 40996-41001. 
"' De-ofl)ef .... (Health --.)r--. from the Actiog-s..-y ofllefemcforHeollhAffiUrs 
IDtbe I.eall lloputy eomm;,;.,..,, Focd am! Drug Admi- [lDldalodJ. 
158 llepn_,ofDef..,.Rcportto ecn.,.... "Mcdiolll TrackiogS,....for McmbmsDep1oycd Ovmeas."May 
1998, p. 8-9. 
lSI) American Port5 Infurmalion Service News Article. Gillert. Dclru81as 1., "'PenragOn Plans Mass Anthrax 
VaceiDazicms."December 16,1997. 
160 Army Metuorm:ium. &om the Army Vice Chief of Staff. Subject ... Army AMbrax Vaccine Imm~mintion 
Progmm Pba." Apri128. 1998: s.._, of the Navy 1Ds1ruction 6230.4, "Deponmeot of !he Na'l' (DON) Aolhnx 
Vac:cinationlmplemtnraticm Program (AVIP),"' Aprii29.199S; Air Force Memmmldum. from the Air Force Olief 
ofSWf.Subi= "Aitl'o!<e Amllrax~onPlan. ·-ch 9,1998. 
161 Army Medical CommaM Re:ufBtion 4Q.39, .. Anthrax Vac:cine Adsorbed (AVA) Immuniza!ion Documentation. .. 
June 28. 1999. 
162 Ururcd Kii>Bdom MWs1!y ofDefeoce, "Badrground ro !he Use ofMe<tical ~ roPmtoct British 
F=es During !he Gulf War (Opemlion Gnnby)." Oerobe. 1997; tJmred Kingdom Minimy ofllef=e, 
"''mppemeJI1ation of the Immunisation Programme Against Biological Warfare Agents for UK Forces During the Gulf 
Conflict 1990/1991," January 201». United Kingdom Ministry of Defence web site. www.gulfwar.mod.uk {as of 
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The British program, like the US program, was classified SECRET at the time of the Gulf War. 
It consisted of an anthrax vaccine and a plague vaccine for use agajnst the UK-assessed threat of 
IIaq's biological warfare agents, and a pertussis vaccine for use as an adjuvant to accelerate the 
immunization effect of the anthrax vaccine.163 The anthmx vacdne was produced from a strain 
of the bacteria different from that used for the US vaccine and was to be delivered in a series of 
four injections rathat than six. This schedule was reduced to three doses and combined with 
pertussis vaccine in order to complete the vaccination series in the limited time available.164 

Instead of a botulinum toxoid vaccine, the UK procuxed botulinum antitoxin for use as a post
attack therapy. 16' The vaccines were intended to be voluntary and thelr usage was to be 
recorded. British troops were also to be briefed on the reasons for the vaccine program as well as 
ch=toristics of the vaccines. 

The British estimale that over 75 pereent of all personnel deployed to the Gulf Iegion, and close 
to 100 percent in many anits, ~ved the fits! antluax-per!llSSis injection. Fewer personnel 
received the second dose of anth:ox-pertussis vaccine, wbich was often accompanied by the first 
plague vaccine injcaion. .. Additional doses of these vaccines were rare. Similar to the US 
vaccination program. implementation varied: vaccine infonnation was not always made available 
to UK service personnel, medical officen, or commaodera; the voluntary nature of the program 
was not universally 1mdmtoed or fully implemented; and documentation of immunizatioos was 
inconsistent. 166 

Recent1y+ researchers have reported an association in UK veterans between multiple vaccinations 
given after arriving in the Gulf and later ill health. This work is subject to limitations noted by 
the authms and others, and will require additional research. 167 

Canada was another coalition partner that had a vaccinetion program agajnst biological warfare 
agents during the Gulf W11r. Like the British forces. Canadian forces used a plague vaccine as 
well as an anthrax vaccine with pertUSSis vaccine as an adjuvant.168 

Smemhe-8.2000). 
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VL OBSERVATIONS 

The following are some general observations on vaccine use during the Gulf Wsr deploym:m. 
They axe intended primarily for veterans who cont:moe to have concerns about 1he way in which 
the vaccine programs were planne<l and implemented. They include ...as of S1lCCeSS and areas of 
continuing challenge in the ongoing effort to provide safe and effective vaccines for the 
prorection of milirary pelSOID&el. These observations have been forwsrded to the Lessons 
leame<l Implemenration Directorate of the Office of the Special Assistant for coordination with 
applicable offices within the milirary depa11ments to help ensure that iden!ifie<l issues are 
appropriarely add!osaed. 

• The decisions to select nnd uSe specific vaccines for the Gulf War depiO)tiiCilt were hase6 on 
accurate assessments of the infectious diseases and biological wufare egents that 
sel"\'icemembets were likely to encounter. The low number of reported casualties from 
infectious diseases is due in pan to the vaccines given to servicemembe!s before und during 
the deplo)liiCilt. 

• Shortages of the biological warfare vaccines and delays in implementing this program meant 
that substantial numbers of servicemembm either did not receive the protection affordable 
by 1hese vaccines. or received fewer 1han the desirable number of doses to gain the maximum 
benefit from these vaccines. 

• Information available to servicemembers about vacananons. especially the biological 
wufare and investigational vaccines, was inconsistent. Operational security required for the 
biological warfare vaccines. the necessary prioritization of vaccine recipients. confusion 
about whether the vaccines were mandalory or voluntary. and the uncertain guidance as to 
how and where vaccinations would be recorded, all likely contributed to the concern among 
sel"\'icemembets about taking these vaccines. Mililacy personnel at all levels nee<! to 
appreciar<: the heallh risks inhetont in milirary operetions, including the relative risks of 
infectious diseases and biological warfare agents on the one hand. and of the vaccines 
awilable as counternJcasures on the othet. 

• Inadequate medical record keeping. especially for the biologioal wufare vaccines, has made 
it difficult to know which vaccines were given to individual servicemembers. and has 
complicated research on possible connections Oetween "accines and the persistent and 
unexplained illnesses in some Gulf War vetenms. Newer and largely electronic vaccine 
record keeping systems now in place for at Ieast some vaccines will also need to capture 
immunizations given during tho accelenated tempo of a major depiO)liiCilL 

• For some vaccines of special use to the military, production during the Gulf War was 
insufficient to meet the nee6s of the fOR:eS. It will still be necessary to find ways to "'gularly 
supply vaccines in amounts sufficient for routine use and to increase production at times of 
major deployments. 

• Resean:h by the military bas played a substantial role in vaccine deveiopment and testing, 
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including some vaccines used during the Gulf War. As vaccines are potentially the easiest 
and best countermeasures, the. military should continue its active research program to 
improve existing vaccines and to develop new vaccines for the infectious diseases and 
biological warfare agents servicemembers may encounu:r in future deployments. 

• Difficult issues remain concerning the demonstration of effectiveness of vaccines that cannot 
be adequately tested in humans. Similarly, there is a need for hatter resolution of problems 
that accompany the use of investigational vaccines during deploymants, especially the needs 
for adequate reoord keeping and informed consent, which are difficult to achieve under these 
conditions. The Department of Defense and the Food and Drug AchniniS!Illtion should 
continue to work toward resolution of these issues. 

This Uif0J71U11iqn tapU: remtlins ~~pm. Shbuld addiffonal injonnatiDn become GYililable, it will 
be incllrportlUtl. If you have records, plwtograplu, recoU.ctiom, or find errors in the detoils 
repomd, pleose Clllll-8fJ0.497-6261. 
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TAB A-Acronyms, Allbrevilltions, and Glossary 

ACIP ..................................................................... Advismy Committee on Immunization Pnrctices 
AFEB .................................................................................... Aimed Fon:es Epidemiological Boanl 

AFMIC ······························-········································Aimed Fon:es Medical Intelligence Center 
AOR ................................................................................................................. ma of responsibility 
ARCENr ................................................................................................... .Amly Central Collli1Wid 
ASD(HA) ............................................................... Assistant Secretary of Defense (Healtb Affaiis) 
A VIP ........•.......•.•.•.••..••.•....•...................•.•..........•............. Antbmx Vaccine Immunization Prosram 
BW ................................................................................................ ·····--············ biological warfare 
CDC .............................................................................. Cen- for Disease Control and Prevention 

CDRFORSCOM ·············-·························································Commander. Forces Command 
CENrCOM .......................................................................................................... Central Collli1Wid 
CINe ...............•...•.........•... : ..................... : ....................................................... Commander in Chief 
CINCCENr ...................................................................... Commander in Chief, Central Command 
CINCFOR .............................................. ~ .......................... Commander in Chief, Forces Command 
CW ................................. - ..................................................................................... chemical warfare 
DD .................................................................................................... .Dopanment of Defense (fonn) 
DEERS ......................................................... Defense Eligibility and Emollment Reporting System 
DNBl ................................................................................................... disease and non-battle injury 
DoD .............................................................................................................. Department of Defense 
FDA .................................................................................................. Food and Drug Administration 
FORSCOM ............................................................................................... Fon:es Command (Anny) 
GAO ................................................. --·············-··-·······························General Accounting Office 
HilS .............................................................................. Department of Health and Hwnan Services 
HSC ........................................................................................... .Health Services Command (Anny) 
!CD ...................................................... - ........................... Intemalional Classification of Diseases 
IND ...................................................... - ................................................... investigational new drug 
!OM ...................................................................................... - ......................... Institute of Medicine 
J4 .................................................................................................. Joint Staff.·Logistics Dim:totare 
MARDIV .................................................................................................................. Marine division 
MEDCOM ............................................................................................. .Medical Command (Anny) 
MEDPROS ................................................................................ Medical Protection System (Anny} 
MEDSOM ..................................................................... Medical Supply, Optical. and Maintenance 
MDPH ................................................................................. Michigan Department of Public Health 
MITS .............................................................. Military Immunization Tracking System (Air Forte) 
MMWR ............................................................................. Morbidity and Monality Weekly Report 
MOD ................................................................................... Ministry of Defence (United Kingdom) 
MPOD ................................................ - ...................... Medical Plans and Operations Division (J4) 
NBC ................................................................... _ ........................ nuclear, biological, and chemical 
NCID .................................................................................. National Center for Infectious Diseases 
NGB ............................................................................................................. National Guard Bureau 
PAC .......................................... Presidemial AdvismyComminee on GulfWarVeterans'Dlnesses 

36 



PHS ............................................... - ............................................................ Public Health Service 
PIC ........................................................................................................ personal infonnation earner 
SAMS ...................................................................... Shipbeard Automated Me<lical System (Navy) 
SF ................................................................................................................................ srandan! form 
UIC. ......................................................... United Kingdom (of Great Britain and Northern Ireland) 
USACHPPM ............................. US Army Center for Health Promotion and Preventive Medicine 
USAMRIID ........................................ US Army Medical R=b Institute of Infectious Diseases 
USAMRMC .................................................. US Army Medical Resean:h and Materiel Command 
VA ................................................................................................ ...Deparbnent of VeteranS Affain 
V AERS ........................................................................ Vaccine Adverse Events Reporting System 
WHO ..................................................................................................... World Health Organization 

A<:live immunity 

Adjuvant 

Adverse event 

Adverse reaction 

Allergy 

Antibiotics 

Immunity produced by the person's own immune system. This type 
of immunity can be ,brought about by a natural infection or by a 
vaccine. It is usually long lasting. (Compare With passive immunity.) 

A substance added to a vaccine preparation to increase the body's 
immune response to the vaccine. 

Any undesirable event that occurs following vaccination. An 
adverse event could be a true vaccine reaction. or just a coincidental 
event, with furlher research needed to distinguish between them. 

An unintended side effect of a vaccine. (The intended effect of a 
vaccine is to produce immunity.) Adverse reactions may be local, 
systemic, or allergic. 

A condition in which the body has an exaggentted (immune) 
response to a substance, like a vaccine. Also known as 
hypersensitivity. 

Drugs (medicines) used to aeat or prevent infectious diseases. 

A foreign substance (like a bacterium or virus, or parts of them) 
which triggers an immune response. Vaccines also contain antigens 
in order to trigger an immune respo11se that is protective agalnst 
subsequent disease. 
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Biologiall warfare 
agent 

BioJo&ics 

Chemoprophylaxis 

EfJectiveDeso 
(or Em<acy) 

Endemic (disease) 

Epidemic (disease) 

Epidemiology 

Jmmune system 

Immunity 

A vaccine prepared from live bacteria or lliru.scs, which have been 
weakened so they produce immunity but do not cause disease. Also 
called live attenuated vaccines. (Compare with intU:tivated vaccine.) 

Tiny one-celled organisms present throughout the environment. 
Sotne bacteria canso disease (like diphtheria, tetanus, and typhoid 
fewr). 

A tiny organism (or toxin pro<iuced by it) used as a weapon to cause 
disease. 

A classification of products derived from livjng sources, S1JCh as 
humans, animals, bacteria and viruses. Vaccines, immune globulin, 
and anti-toxins are biologics. 

Ao additional duse of a vaccine needed periodically to "boost" the 
immune system (e.g. tetanus-diphtheda vaccine evety 10 yean). 

The use of a drugs to prevent infectious diseases (e.g., the use of 
anti-malarial pills). 

The ability of a vaccine to produce the desired beneficial effect, i.e., 
to prorect against a disease. 

(A disease) occurring oontin1Jally in a population or geographic area. 

(A disease) occurring in a population or geographic area in excess of 
what would be normally be expected. 

The study of the frequency and distribution of disease in human 
. populations. 

Contact with infectious agents (bacteria or viruses) in a manner that 
promotes transmission and increases the likelihood of disease. 

A complex system in the body which fights disease by recognizing 
bacteria and viruses as foreign and developing a defense against 
them (the immwre response). Vaccines pmteet against disease by 
stimulating the immune system to produce this immune response. 

Protection against or resistance to disease. · hmnunity may be long 
lasting or tempOraiy. It generally follows natural infections and is 
the goal of vaccinations. (See also active and passive immunity.) 

The process of inducing prorection against a disease. usually by 
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administering an antigen (as in a vaccine) or antibodies (as in 
immum globulin). (See also vaccinmion, but these tenns ate often 
used interchangeably.) 

huu:livated oaccine A vac<:ine prepared from killed whole bacteria or viruses, from parts 
of them. or from products Oike toxins) produced by them. 

lnvest!gatiOJJalvaa:ine A vaccine that has been approved by the Food end Drug 
Administration (FDA) for use in clinical trials on humens. However, 
investigational vaccines are still in the testing and evaluation phase 
and ate not licensed for use in the general public. For more detailed 
infotmat:ion, see the FDA web site at www.fda.gov/cder. 

Natnral iDfectkm An infection (or disease) from bacteria or viruses found in the 
(or disease) environment, such as measles, chicken pox, etc. 

Passive immunity Immunity produced in an animal nr penon and ttansfened t<> another 
penon, usually by injection. It is effective bin usually disappean in 
a few weeks to months. (Immune globulin and botulinum antitoxin 
provide passive immunity.) 

Side effect An undesirable effect of a vaccine. (See also adverse reaction.) 

Systomk Affecting the whole body. 

Toxin A poisonous substance prodneed by a living organism (e.g., a 
bacterium, a plant, or an animal). Some toxins can cause diseases. 
such as botulism and tetanus. 

Toxoid A vaccine prepared from an inactivated bacterial toxin. (Botulinum 
toxoid vaccine and tetanus-diphtheria toxoid vaccines are examples.} 

Vacdnation The introduction into the body of bacteria or viruses (or parts or 
products of them) that have previously been ueated to make them 
harmless for the pwposes of inducing the development of immunity. 
(See also imnrunkazion.) 

Vacdne A preparation of weakened nr killed microorganisms (or parts or 
products of them) used to produce immunity t<> a particular disease. 

VJrUS A tiny organism that multiplies within cells and can cause disease. 
Measles, mumps, chickenpox, and hepatitis are diseases caused by 
viruses. 
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