— ——— FDA/CDER/DMEDP 441 Pii/14 JUL 16 '36 12:28

F e et PEE A e

Table 2 (Cont’d) »
Paticat | Clinic | Adverse Event | D&C/ | Meth/ v Trans- | Hosp. | DA | Race
No. No. ] Asp. Oxy. Fluids | fusion INDDN.:' and
16 24 | Hemorrhagia | X X et 149 |
Cramping 09121195
Fover
. Eadometritis I
165 25 Hemonhagc X X X 60 154
i Dizziness . 11/02/95
Summacy of Table 2
' Total Number of Treatments :
TotalNo. | TotaiNo. | TotalNo.of Adverse | D&C/ | Meth/ | IV | Tramsfhusion | Totl™No.
of Patients | of Clinics Events Asp. oxy. | Fluids Hospitalized
52 13 Heraorrhage 41 34 1§ 28 04 26
Faint/Dizziness®® 20
Cramping 14
Vomiting 06
Hypotensioa 0s ——
Tachycardis 04

4 Listed in chronological order as reported 10 the FDA,

« Surgical procedurc not reportcd on Mcd Watch form.

D&C/Asp = Dilatation and Curctiape/Aspiration.

Meth/oxy = Methergine/Oxytocin.

Hoip = Hospitalizatioas.

DA = Number of days of amcaocthea

*=* includes fainting, fecling faint or lighthcaded. dizzincss, vasavagal reaction, syncope and passing out.

-
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" Table 3
Correlation between Population Council Subject and Serious Adverse Event Coded
i by Rousse!
[~ Patient No. Climic No. IDSN* SAE** Coded by | Location in NDA
Roumel Volume Pa‘-._
€01 (005) 22 199500076RU Metrorthagia Vol. 1.66
Anemis
199500439RU Mecrarrhagia Vol. 3.2 |
Abdominal pain
036 02 199500072RU Metrohagia Vol. 1.66
Vomitiag
___Malaise
033 n 199500442RU Dehydration Vol.3.2
Nausea
Vominng
Diarrhea
027 2 199500074RU Abdominal pain Vol. 1.66 |
Anemia
Meworrhagia
042 02 19950007SRU Abdominal pain Vol. 1.66 "«
Metrorrhagia
‘ B __Anemnia
wWD(057) 01 19950007 1RV Metrorthagia Vol.1.66
Hypoteasion
Anemia
199500440RU Mctrorthagia Vol.32
Hypotension
‘ Headache
015 5 199500066RU Mevorthagia Vol. 1.66
012 2§ 199500067RU Metrorthagia Vol. 1.66
061 1)) 199500068RU Hypotensiom Vol. .66
076 02 199S00069RU Urogenital Vol. 1.66
Disorder -
033 - 03 199500070RU Metrorrhagia Vol 1.66 - -
I Syncope
199500444RU Meworrhagia Val. 32
Dizxiness
' Headache
022 25 199500441RU Abdomina) Pain Vol.32 '~
Hypoteasion
L. 199S00064RU | Metorrhagia | Vol 1.66
9

18: 28

IO



. FDAs/CDER/DMEDP

441 P13/14 JUL 16_‘36 19:25

- Table 3 (Cont’'d)
Patiest Ne. Qlinic Ne. DsNe SA** Coded by | Location in NDA
e ] Roussel Volume ) e
0s0 03 199500065RU Melrorrhagia Vol. 166 'E'T
Postural
hypotension
009 26 199S00077RU Metroerhagia Vol. 1 .68
062 o1 199500102RU Meunrchagia Vol. 1.66
107 o1 199500443RU Vamiting Vol.3.2 -
Nausea
. Dizsiness
114 0 199500104RU) Metrorrhagia Vol. 1.66
23 o NASse NA Vol 166 -
037 04 199500106RU Mectrorrhagia Vol. 1.66 -
109 ol 199500100RU Mcvorthagia Vol 1.66
} Fever
116 01 199500101RU Chest pain Vol. 1 66
048 0 '199500140RU Metrarthagia Vol. 1.66
076 03 T TNA ‘ NA Vol. 1.66
060 24 1995001 39RU Metrorrhagia Vol. 1.66
. Hypotension
o017 23 1995001 3SRU Metrorrhagia Vol 1.66
' Postural
{.__Hypoteusion
070 02 NA NA Val, 1.66 -
030 23 1995001 75RU Metrorthagia Vol 1.6°
. Syncope
032 23 199500446RU Syncope Vol.3.2
035 - 23 19950044 7RU Mctrorrhagia Val.3.2 -
a7 F% 199500176RU Mctrorrhagia Vol. 1.66 _
081 26 199500172RU Metrorthagia Vol 166 . -
158 02 1995001 79RU Metorthagia Vol. 1.66 .
‘159 o NA NA Vol 1.66 - - |
036 2z 199500247RU Pocurmonia Vol 1.66 .
10
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: Table 3 (Cont’d)
Patient No. “Qlinic No IDSN* SAE®* Coded by | Location in NDA
, Roussel Volume _ Page
012 2 199500243RU Metrorrhagia Vol. 1.66
028 04 199500249RU Metrorrhagia Vol. 1.66 -
075 04 199500448RU Dehydration Vol. 3.2
004 28 19950025 (RU Metrorchagia Vol. 1.66 -
027 7 199500455R0 Mcoorhagia Vol 33
071 23 199500329RU Vomiting Vol. 1.66
199500449 Mctrorthagia Vol. 1.66
Dizziness .
030 28 199500330RU Metrorrhagia Vol 166 - | :
2
033 28 1995004 4R U Megurthagia Vol 1.66
i 063 T 199500340RU Depression Vol 1.66
147 27 199500342RU Meningits Vol. 3.2
a74 28 199S00450RU | Megorrhagia Vol. 3.2 _
Hypotension
199S00355RU Metrorrhagia Vol. 3.2
Hypotension
: Anemia
088 28 199500356RU Metonhagia Vol. 32
19950045 [RU Metrorrhagia Val. 3.2
oIR 07 199500365RU Abdominal pain Vol.3.2 .
019 o “199S00366RU Metrorrhagis Vol. 3.2
104 R 199500452RU Metrorrhagis Vol. 32
-~ Uterinc spasm
108 28 19950037SRU Abdominal pain Vol. 32
Fever
116 24 199500453RU Metrorrhagia Vol.3.2 .
Endometrial
) : dizordes
165 25 199500427RU Metrorthagia Vol.32 7 -
Malaise ]

*IDSN= Intepnational Drug Surveillance Number.
**SAE = Serious Advarse Event.
***NA = Nox availabie, not yet assigned by Roussel
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Guest/Guest Speaker NameR. Azziz, M.D. Date of Meeting JULyY 19, 1996
Name of Committee/Panel/Section ctive Health Drugs Advisory Committee

Canter/Office Nane

_Center for Drug Evaluation & Research
Issue at Hand at Specific n.itmq_m_f_ep;immam
Product_prostaglandin misnprosto rirm The Population Council, -

The issue to b. add.rc-.od at the adviloty eanitto. -.oti.ng cpocuiod Ln s.ction A above
would not constitute a conflict of interest for the above named guest/guest speaker.

The issus to be addressed at the mseting specified in Section A could possibly present an
_/x? opportunity for a conflict of interest or the appsarance thereof, and therefore this form
must be forwarded to the guest/guest speaker to obtain additional information.

WA 7-12 A
Signature of Dds ted FDA Official Date

C. 7To Be Completed by Guest/Guest Spsaker (Check appropriates boxes and sign: This gust be
before participation in advisory committee meseting) (See Reverse Side

‘.

I do not have a financial interest in or professional relationship with any of th.
products or firms or close competitors as specified in Section A. ,

N

I do have a financial interest in and/or professional relationship with one or -Stc of
U the firms specified in Section A and authorize FDA to include the following information
regarding that interest(s) or relationship(s) in the public rescord:

Products Pirms
Closely Competing Product(s)/FPirm(s)

I have provided additional OPTIONAL INFORMATION about these interests on the reverse side
/__.7 which will be included as part of the public record to address any possible concerns

about conflict of interest.

I do not believe it is necessary to provide any additional OPTIONAL INFORMATION about
.[__.7 these interests.

Signature of cu.-t/m Speakar Date

/7 I hanmi-u-d the ﬁtomti.m p:ovm.d in s.ationl A and c-hon and han dotu-n.tncd
—' that no pahonthl conflict of financial or professional interest exists by allowing this
guest/guest spsaker to attend/speak at this specific advisory committee meeting.

I bave reviewed the information provided in Sections A and C above and have determined
U that the possibility of a potential conflict of financial or professional interest does
exist with this guest/guest speaker attending/speaking at this particular committee
meeting; however, because his/her service is considered essential, the information
provided on this form will be made a matter of public record to allow meeting
participants to objectively evaluate any presentation made by the guest/guest speaker.

Signature of Designated FDA Official Date

MIF 002805



OPTIONAL INFORMATION

. . .
Check appropriate items and indicate name of firm/product beside applicable entry.

(Provide any relevant Lnfomtion that you feel would address possible concerns a.bout conflict

of interegt or npp.u:anét- thereof with respect to your interests and the issues at hand. This
could include a closely competing product/firm to the issue cited in Section A above. You may
also provide a general statement about the size of these investments whether it is large or

insignificant, or include the actual amount if you feel it would be helpful. This informatjon

will be made part of the public record.)

Stocks

Bonds

Contracts

Grants

B J TR

Principal Investigator

Researcher
Gonsulting Fees APPEARS THTS WAY
Pull-Time Employment ON-ORIGINAL

Part-Time Employment

Speaksr Fees

Employment of Relative

Scientific Advisor

Other Friduciary Relationship

Other (Specify)

¢

MIF 002806



\ QDEPARTMEN L ESTABLISHMENT TyPE OF TRA 3 vOuC~¢a nNg
TRAVEL VOUCHER BUREAU DIVI..UN OR OF FICE Q CpA e
' ..

‘Read the Privacy Act D VERMANESNT CranGE |4 SCHEDULE NO

Statement on the back 1 | DHHS /FDA /CDER /HFD-21 of sTATON
§. | e NAME (Last, tirgr, migdie initial) b SOCIAL SECUAITY NO 6. PERIOD OF TRAVEL
; s FAOM o 10O
> - ' - — 07/18/96 107/20/94
: € MA..'NG ADDRESS {lneludozlr ode) d. CFFiCt TELEPHONE NO |7. TRAVEL AUTHORIZATION
« b'f*‘ o F Onghofricc & & Calogly s. NUMBER(S) |0 DaTEs
w Cherkes RDrew baly, of M-&S‘c renct.
P /4,2/:, 1201h Stree— D-51758
: F/ﬂ:.f4 NOSs
30 'ntse DUTY STATION | 1 MESIDENCE /City and Statel

) 10. CHECK NO.
Rockville,MD . ! °

8. TRAVEL ADVANCE 9. CASH PAYMENT RECEIPY 11. PAID BY
e Outnstenging H . o. OATE RECEIVED ®. AMOUNT RECEIVED
® Amount to be sppiied £ ' $ FlLE c Y
¢ Amount due Government L i |e raveessianaTune X

tArtached: () crect (D caers | - .
O. Batance outstanding N ;

12. GOV!M!N‘I’

1| horsby sssign 10 the United States any right | may have ageinst sny Parties 1N CONNECTION with reunhursebie

’ Traveler's initials

utwm 'ou : transportation charges described below, purchased unde cash peyment procedures (FPMR 101.7)
‘ e ' 2 PO F TRAVE
&%"ﬁfm’u &m AGENTS CAR- | CLASS OF NTS O L
Limamisioe| R | MR L |
«m: if cash is weed ¢ | linitiels) | MODATIONS rAoM To
. m{'! cloim on reverse 7T ) fe) ta) to) 1
B-4,699,167 $217.00 AA |Contractg Los Angeles, CA Washington D.C.

o

and return

pproval“granted
or excessive ta
ares.

/Q

j o

13,

kamﬂuﬂd,“tﬁnmmer“ﬁhnmm

lmﬂv“htmhm“mum !
nm:wdbvm When apglicable, nrlhlyd is bosed on the sver 390 cost of lodgng incurred during the period coversd by |
* TRAVELER S / DATE AMOUNT ! :
SIGN MERE , 440
NOTE: Poniticotiod o ¢ mnu oxpenes sccount werks o ferfeinke O cieim (28 USC. 2614) end mey resuit in o fine of Ast more
han £70,000 for. net maere then § yeers orédoth (18 U.S.C. 287 i.d. 1001).
« 14. This voucher is approved. mmun.um ore cortified & 17. FOR FINANCE OFFICE USE ONLY :
necessery in the invarest of the . (NOTE: If long distance riephone e COMPUTATION ‘
ore included, ~mm~umm~wn writing by the M
h-tdvnmcrm n-mm UL C s80s)) 2‘.&" ’
; - };Aﬂ# M
- APPROVING S/ $
OFFICIAL g—loﬁ- ﬁ :
. sian wens | ,_-—-—--—-" :SGE Programs Offlicer I ;
18, mmwu PAID UNDER SAME TRAVEL AUTHORIZATION TOTAL VERIFIED CORRECT FOR )
. CHARGE TO APPROPRIATION® '
. . |
|
|
s 1
At oare ;
sion Hene D> NET TO TRAVELERD> |8 .

18,
7560600 6-6992862 D

i
i
151758 0.c.2135 22320020

L1116

MIF 002807

NS 7520~00=634-1100

STANDARD FORM 1012 (REV. 10-77)
Prescribed by GSA, FPMR (41 CFR) 101-7



TRAVEL EXPENSES - TALLY SHEET

Day of Departure: Date;- 7-18-9.6 Time  Dep é Ca/pm Ar__ b am@
Name of Air Carnier ﬂzﬂe'( { c'gia - . Pnvate Auto Train

Airfare$ Trainfaréy_ (SUBMIT AIRFARE/TRAIN RECEIPT and BUFF COPY OF GTR)

Privately Owned Auto (POA) Odometer Readings: S /20 S /40
(Computed at 30¢ per mile) Starting Mileage Final Destination
Taxis/Limos: Office/Residence to Airport (SUBMIT RECEIPT).......c.ccccccoeiiniinnnne. s —
Taxis/Limos: Airport to Motel/Meeting Place (SUBMIT RECEIPT)....................... s $2.00
Lodgings: (SUBMIT RECEIPT).............ooovceenn. T, s/2Y. 00

Meals: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE.)

Taxi: Motel to Meeting Place (SUBMIT RECEIPT).............ocooommsrmervermsessssssmssreseene $

Taxi: Meeting Place to Motel (SUBMIT RECEIPT)...........coovecrueemmercresmnesererassnessssscen s__—
POA Odometer Readings: From Motel to Meeting Place

(Computed at 30¢ per mile) Starting Mileage  Ending Mileage
For Additional Day OTHER THAN Day of Return: Date: ]~ ig-1b
‘Meals: Fiat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE)

Taxi: Motel to Meeting Place (SUBMIT RECEIPT)...........coccccconeurrecses oo
Taxi: Meeting Place to Motel (SUBMIT RECEIPT)........... ereseessensseesasesseresassmssassresses s |

For Additional Day QTHER THAN Day of Return: Date: ______

Lodgings: (SUBMIT RECEIPT)............ s $

Meals: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE.)

Tuod: Motel to Meeting Place (SUBMIT RECEIPT)..... —

Taxi: Mecting Place to Motel (SUBMIT RECEIPT)..........ccccovesesrmssrs A

MIF 002808



. DEPARTMENT OF HEALTH AND HU ' BERVICES L e
D-51758
TRAVEL ORDER L APFROPTATION NO.
7560600 22320Q20
Origined (] Amendment Na. O Cancelistion 3 ESTIMATED COST*
(See HHS Travel Manual, Part 3, for Detalled Instructions) ;%lgﬂso TO OTHERS
4. NAME - - v TRAVIIL [ : 8
MMerDer-FauT - . Pen DM 200.00
’ 150.00
Ezra C. Davidson,Jr., M.D. — onen
T CONSTITUBN TTBURBALVOMISIONREGION — TOTAL s__600.00 ,
- 8. APPAGI. DATE OF DEPARTURE
FDA/CDER (HFD-21) 07/18/96
7. PAESENT OPMGIAL STATION = 8. APPROX. DATE OF RETURN
Rockville, MD - 07/19/96

10. MNBRARY AND PURPOSE OF TRAVEL fhow oy, S &7 SEuny, Gae Gnd /0eaons—uss CoNIwdion sheet 7 ACCSSIry) R

To proceed Los Angeles, CA to Rockville, MD and return.

Purpose: To attend and participate in the July 19,1996 meeting of the Reproductive Health
Drugs Advisory Committee.

TRAVEL BY PRIVATELY OWNED AUTO (S AUTHORIZED ON MILEAGE TRANSPORTATION OF L] DEPENDENTS:
raTe Fom: 0 sswovee anovon [0 oerenpenTs § L L
5 0.00 0.00 0.00 & O remromany [ nesience O rewroma
2 c2lsreRvEAS MORE Y - 00 o pen e noT TO Y - 99 ¢ PER MILE NOT TO :
3 ADVANTAGEOUS TO EXCEED COMMON exceeooostsey | 8| O wouss 0O wisc. x». :
2 GOVT _ CARRIER COSTS GOVT-OWNED AUTO N ALLOWANCE O omier
§ 0 asa auto Kl AUTO RENTAL UNDER GSA CONTR O oHER (Specly ::c:as.
below) :
: : <
| 0O excess sacance D acasTmamonree o005 1imos, ete £| O sianeo O ~ot asoumeo
12. TRAVEL & PERA DIEM (8 AUTHORIZED IN ACCORDANCE. WITH DMMS POLICY AND: TO SE PEREORMED FOR (DNMS, UN, o)
Orfrs O srs 0O oTHER (speciy)
perDEM: [ nong B wus O oursioe us. 00 vaRYING AATES 3 '
- PER ABOVE ReaS. | £ ST FOR TRV O
rRaTE$ 162.00 [ Lopamas pus [J acTuaL EXPEnsE O rFoeo | § | ST ATOvAL Fon
O woarsonizss [J ovensooavys  ate
P‘slz"oo M&IEI$33 mmuuwm
14. ACCOUNTING DATA (Ses NS Acur'p Menut? § Acer'y Cade Besly of [OF TAVELER ASKS )
' 2 s-10 1112 ORIGINAL OTHER Joo atar -9 nea " 4700 . 101108 e
OBLIGATION DOCUMENTS pres
VENOON PAYMENT
£l o BT T = Bl acimma | ot | chiiows B ocutToen | couss [ [
5] ’ NO. cood CENTS HECIPRNT) 0oC.
21w(ooc | pocger 992 | oocumenr cats- | |=
gm. oy .- oy aony Eglg
g cooe cooe - . . . g
, = -] 6|6s92862 2135 . .
L= D-51758 600.00
2
2
2
E_——————————
15, MMWUW"““'\ “““““““ % TRAVEL j
\S 1% _
~————— , SGE Programs Officer Gf[z+|x FUNDS ARE AVIALABLE
AUTHORITY S MERERY mmmnmmmmmqmvunmwmawmmmm
/ S / ma: Senior, Management Officer
oY —h,—_’ DATE: 7 y &
* Yo by Office inhissing Travet Orger; Other Accounting Deta % be Compieted by Fiscal/Actounting Office.
HHS-1 (REV. 8/86)
TRAVELER FIBCAL-ACCOUNTING TOAETCKETIG PISCAL-AVDIT ADVANCE ' OF PFUNDS TRAVEL T ORMINATING  OPEIOL SECUNTY REPRESENTATWE

MIF 002809



For your grotoction we hawe NOT ivnbied @ creldit cord ressipt
T T T
cmmmssuac:/“amoﬂ A I L
5751 Vi b Gl Mt 97 Dy 5t e 00 S GUEST FOLIO
531 DAVIDSON/E - 64.00 07/20/96 10:12 ACCT#
ROOM NAME RATE DEPART TIME ———— —
NSKG ‘ 07/18/96 18:40
- ARRIVE TIME
I He#: 066384546
QEEG‘RK ADDRESS i PAYMENT
07/18 ROOM. 531, 1 110.71
07/18 STATE TX 531, 1 5.54
07718 CITY TAX 531, 1 7.75
07719 W STEAK 1467 531  30.67
07719 ROOM. 531, 1  64.00
07/19 STATE TX 531, 1 3.20
07719 CITY TAX 531, 1 3.48
07520 CCARD-AX 265.32
AYMENT RECEIVED BY —— - - - —_
’ L} oo
N
- '.'"' .
T )
| . ~j
ian Boulevard
GAITHERSBURCM ’c’.u’s.‘......"""‘:m:m";'“m”
(301) 590-0044
WASHINGTONIAN CENTER
e e S R e s e S S IR
B e e ol o T e S 0 S TS OOE 90 o et Sk o,
pius the cost of colk g atiomey fees.
Signature X -
8-2985 For Reservations At Any Marriott Hotel Call 1-800-228-9290 THAS T PAINTED ON RECYCLED PAPER. @

MIF 002810
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. DEPARTMEN, R ESTABLISHAMENT
TRAVEL VOUCHER BUREAU DIVISION OR OFFICE
‘Rwgdt the Privacy Act
Starerment on the back ¢

DHHS/FDA/CDER/HFD-21

TYPE OF TRA 3

BEAMANENT CranGt
OF STATION

T PR

VOUCHERING |

4 SCHEDULE NO

s NAME (Lagt, first, midohe initiel) b

b SOCiaL SECUMITY NO

6. PERIOD OF TRAVEL

. . s FAOM o YO
Daling, Janet R. _ - * 7/18/96 7/19/96
7. TRAVEL AUTHORIZATION

a. CFFiCe TELEPHONE NO

5.
i ¢ MA . 'NG ADDAESS linciude ZiP Lode)
« |[Fred Hutchinson Cancer“Research Center ——— s NUMBERS) [b DATE(s
§ 1124 Columbia Street D-51763
.=. o PRESENT DUTY STATION LI -W
Rockville,MD S 10. CHECK NO.
11. PAID BY

. TRAVEL ADVANCE 8. CASH PAYMENT RECEIPT

a. OATE RECEIVED

o [ —

Outstending

Amount 10 be soplied

0. AMOUNT RECEIVED
$

Amount due Government e. PAYEE'S SIGNATURE

(Attscred: (] orece ] Coams

kel ok

0. Bstsnce outstanding

ILE COPY

12. GOVERNMENT ! hor m'l' the United I may have connec th reimburiable B Traverer's ine
TRANSPORTATION | o ation Shorge oo Calon parchesed unde. Sash peyment procedures (FPMA 101-7) p e imn
TRANSPORTATION = -
ncnfos 1€ PUR- AGENTS ., car.| CLASS GF POINTS OF TRAVEL
Coyoro e AN | MRS am
koo Lo <) It “ | miviotes | SaODATIONS rnOM o
show cleim en reverse ) ) fe (a0 le) "

B-4,699172 $636.00 | UA [ontract Seattle,WA washington,D.C.
" and retUurn
) Approval grante
for excessive
. taxi fares.
) \9)
' <
. . RO . i
\w .
13. 1 celtify that this voucher.is trus and correct 10 the best of My knowledge and betief, snd that payment or oredit has not been 1
. nﬂ:udnl- mww.-gmmawmmmmmumimw&'mnumw !
voucher, i

TRAVELER \ AMOUNT '

_sian wErs P \5 ' °‘IT)24/96 s 26350

N : awve of cleim (28 US.C. 2814) and mey rasuit in 8 fine of net more

118 U.S.C. 287; Lg. 1001,

17. FOR FINANCE OFFICE USE OMLY

14, This voucher is spproved. Leng distahcs telephone cells, | m,mmilidu !
necessery in the interet of the Government. INOTE: /f iong distance tetaphene !
ore included, the appreving officisl must Nove bese sutherired in writing by e ) e
heod of she deparsment or sgeney 50 58 sertify (31 U.S.C. 680a).) DirrEn. +
< . & ANY ¢
APPROVING 5\ DATE (& +
OFFICIAL \ show
$10M HERe D> . (0o | mewmd - :
TOTAL VERIFIED CORRECT FOR y
CHARGE YO APPROPRIATION - - "
R I [
1
" (Amprepristien symbel): 1
$ I
» !
NET TO TRAVELERD> |8 '

7560600 6-6992862 DY51763 o.c.2135 22320Q20

PWi>116 T W 7380-00-638~4180

[

MIF 002811

STANDARD FORM 1012 (REV. 10-77
Prescribed by GSA, FPMR (41 CFR) 101-7



TRAVEL EXPENSES - TALLY SHEET

Day of Departure: Date. 7/18/96. Time Depg; 30 am/pm AIT 4:00 am/pm
Name of Air Carrier United Airlines Private Auto Train

Airfare§_636  Trainfare§ (SUBMIT AIRFARE/TRAIN RECEIPT and BUFF COPY OF GTR)

Privately Owned Auto (POA) Odometer Readings:

(Computed at 30¢ per mile) Starting Mileage Final Destination

Taxis/Limos: Office/Residence to Airport (SUBMIT RECEIPT).........ccoccovveeeiinnn. .3

Taxis/Limos: Airport to Motel/Meeting Place (SUBMIT RECEIPT)...............c.cco.ee.... $33.00
Lodgings: (SUBMIT RECEIPT)..........ccccocovruniimninmniimnnnieresissnssnsssnsesesesssssesassseencasas $124.00

Meals: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE))

Taxi: Motel to Meeting Place (SUBMIT RECEIPT)........ccoccersorsnesrserssseersneres s ;
Taxi: Meeting Place to Motel (SUBMIT RECEIPT)......c.cccvucsmrsrisssrsrssssse s
POA Odometer Readings: From Motel to Meeting Place

(Computed at 30¢ per mile) Starting Mileage  Ending Mileage
For Additional Day OTHER THAN Day of Return: Date;

Lodgings: (SUBMIT RECEIPT)........ccooceosweremmsmersssissssrssns $
Meal: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE.)

Taxi: Motel to Meeting Place (SUBMIT RECEIPT)...........ccooeeoeeeeven s s
Taxi: Moeting P1ace 10 Motel (SUBMIT RECEIPT).........crrmsssrsc $

For Additionsl Day OTHER THAN Day of Return: Date:______

Lodgings: (SUBMIT RECEIPT)..cc.coocsoersrrmrrsnssssesessessstsess et ssssns s sss s s

Meals: Fiat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE.)

Taxi: Motel to Meeting Ptace (SUBMIT RECEIPT) B

Taxi: Meeting Place to Motel (SUBMIT RECEIPT)..............ooee | i

MIF 002812
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oA

P T
GAITHERSBUR(mmO“. T T
Beleverd,

WASHINGTONIAN CENTER

20078 (301) 5309044 Fax: (301) 2126158

GUEST FOLIO
110.71 07/19/96 ACCT#
RATE DEPART TME

418 DALING/JANET

ROOM NAME ——
NSKE FRED HUTCHINSON CANC 07/18/96 19:11 -
Ve ™  GROUP
50 1124 COLUMBIA ST 5082
SEATTLE NA 98104 He# :
' mﬂ‘( ADDRESS e
o o STER Ry [T st
07718 ROOM. 418, 1 110.71
07/18 STATE TX 418, 1 5.54
07/18 CITY TAX 418, 1 1.75
07/19 BK CARD $165.91
| " CURRENT BALANCE .00



DEPARTMENT OF HEALTH AND K N BERVICES Bkl o
‘ D-51763
TRAVEL ORDER L APFROPTRATION NO.
7560600 22320020
X Orignet [0 Amendment No. O Cancetiation 3 ESTRAATED COBT"
(See HHS Travel Manual, Part 3, foronlodmmx 'Tz%mo TO OTHERS
. NAME ANO POSITION OR - N TRAVEL 'y . s
e A Menper-Far - ) . s pen utd 200.00
150.00
5 A ——————— oneEn
ianet R. Dal:.ng, Ph.D. ot ¢ 1050.00 .
- 8. APPROX. OATE OF DEPARTURE
FDA/CDER (HFD-21) T 07/18/96
7. PAESENT OPMGIAL STATION 0. APPROI. DATE OF RETUAN
Rockville, MD 07/19/96

Y mwmummm-a.-c-ny e and 19080nI=-use CONBrwaton sheet § necessery)

To proceed Seattle, WA to Rockville, MD and return.

Purpose: To attend and participate in the July 19,1996 meeting of the Reproductive Health
Drugs Advisory Committee.

Prysock 3-545S5

TRAVEL BY PRIVATELY OWNED AUTO S AUTHORIZED ON MILEAGE TRANSPORTATION OF fioa%unann‘

BASIS RATE SPECIFED BELOW FOR: - O : § O r GoODS & PeRs. EPFECTS
€l 0.00 0.00 - 0.00 g | U mevroranv [ nesoence 8 rewromm
k4 * S PER MILE AS MORE “ * =__ s PER MILE NOT TO ~ * Z___¢ PER MILE NOT TO QTRs TRANSACTIONS . STORAGE
3 ADVANTAGEOUS TO EXCEED COMMON EXCEED COSTS 8Y | 8 | [0 mouse O wisc. exp.

p GOVT CARRIER COSTS GOVT-OWNED AUTO HUNTING aLlowance [ omien
gl [ esaaumo K] AUTO RENTAL UNDER GSA CONTR 0 OTHER (Specly it (Speciy)
§ . i Detow) HHS 388: O
2| [ excess sacasce [J AeaisTRATION FEE taxi,limos, etc £ | O sianeo NOT AEQUINED
1Z TRAVEL & PEA DM 18 AUTHORIZED 1N ACOORDANGE. WITH DHIS POLICY ANG: TO S PEAFORIED FOR DHAS, UN, oic.)
Orfms O Jrs 3 otHER (Speaty) e
: EXPSNEES TO 88 P
rerpeM: [J none & mnus. O oursice us. O varviNG pATES g
. PER ABOVE ReGS. | £
mres 162.00 = [ rooavas pLus [ acTuaL BXPensE O roeo ET““"‘"‘°”‘1;"“°"”'”““"
sooavsonirss [J ovensooavs  oare
L=$124.00 MEIE=$38 AESPONSIBLE FOR SECURITY CLEARANCE
14, ACCOUNTING DATA (See NHS Acut'y Memul § Accr’p Cosy Beoly ﬁ oF TRA sv:
1 27 s10 [n]s2] ORIGINAL OTHER Atar @4 28 w70 #4100 101108 109
OBLIGATION OOCUMENTS pres
g g g 1518 1628 »n »n common | ow AMOUNT VENDON PAYMENT == or.108 [to7]
Z| came 5 3' accountma | cuass | oo |B] CUSTMER | COULEC 108
#]| poc. ; DOO. g NO. coos CENTY HECIPRAT) 0oC.
DOCUMENT OOCUMENT CATE- , |=
g 5 ngr, vy 3 vy ) § L qony EE‘ g
2 | i gl . . . 3
R - ¥ 6|6952862 |2135 ) .
- D-51763 1050.00

d
S

"7 ABOVE TRAVEL

. A )
e, 2SGE Programs Officer (‘h'\ lc‘-"' FUNDS ARE AVIALABLE
AUTHOAITY uensnvmmmmmmmmmmnsr.snmvnuwumammmmm -

i

Lé\ rma: Senior Managesent Officer
: oaTe: _ M
by Offics Inasing Travet Order; Other A 0 Dot 10 be Completed by Flscal/Acceunting Oice.
(REV. 8/88)
TRAVELER FIPCAL-ACCOUNTING TELETICKETING FISCAL-AUCIT ADVANCE OF PUNDS TRAVEL WeT ORIINATING OFPICE

MIF 002814

SECURITY REPRESINTATVE



- VODEPARTMENT ( STABLISHMENT ? TYPE OF TRAWE 1 VOUCKHER NO
TRAVEL YVOUCHER BURE AU DIVISION OR OFFICE E,x EMPOR A . L
‘Read the Privacy Act PERAMANENT CranGE |4 SCHEDULE NO
Statement on the bach) |DHHS/FDA/CDER/HFD-21 OFf STATION
§. 18 NAME (Lagt Terst, migaie iniiat) b SOCIAL SECURITY NO 6. PERIOD OF TRAVEL
z DEBORAH NARRIGAN™ .~ FRowm > To
S R L 07/1&(25 07/20/96
Sle MaoNGaAr T 9. OFFICt TELEPHONE NO |7. TRAVEL AUTHORIZATION
™ T . NUMBERIS) o DATE(S)
ﬁ .
U .
2 - D~-51754
& |s PRESENT DUTY STATION . MESIDENCE (City and State)
Rockville,MD 10. CMECK NO.
8._TRAVEL ADVANCE 8. CASH PAYMENT RECEIPT 11. PAID BY
8 OCutstanaing ,‘ s. OATE RECEIVED b. AMOUNT RECEIVED
b  Amount to be sppled ;
¢ Amount due Government " c. PAYEE'S SIGNATURE c BP v
tarisched: [J onect ) Coons " e
O. Bslance ounmm. 1
2. nm!t“m | horeby 883ign 10 the United States sny right | Moy have 2gainet 20y Derties in CONNECTION with rewnhursable P Troveler's intists
REQUESTS, OR traneportation charges described below, purchesed unde - cash payment procedures (FPMR 101-7)
L
DexETs I PUR il  acenTs | Tcan. | cLassor POINTS OF TRAVEL
{L is¢ by number belew V:}%::'g‘ RIER A::R\ ‘CE DA‘I'IO
and sttach pessengey .. ACCOM- ISSUE
‘:M.“l‘fm camh is weod Uinitisls) | aODATIONS rROM 10
ow cleim en reverse
sie.) (7] ) fe) {d) fe) [{/]
B-4,699,179 $371.00 jUs Contract Lexington, KY Washington D.C.

and return

A—— o
13. lunﬂvMﬁhm.hm“mumohaﬂmMQ“MM,“MmuMMmm
rmmdwll- When spplicable, per diem cleimed is based on the sver )ge c0st of lodging incurred during the period covered by

TRAVELER /S/ A 3|2 { 4 AMovwT . '
sian wens P R 2o 4% $ 328',58
NOTE: Fonification o] an /i in an expence ssceunt wgvis o forfeiture of cieie (38 US. Smrmwhcm a0t more

then £10,000 er imprissament for net mere then § yeers orboth (18 US.C. 287; Ld. 1001,

- —— ey

14. This voucher is approved, Long distance telephens cally, if eny, sre certified a8 17. ’MFIWO’FIQ‘WMY
necassery in the interant of the Government. INOTE: If leng distance relephone cells COMPUYATION I
arg incivdud, the appraving officisl must heve besn sutherizsed in writing by the
hast of the deparsment or agansy 19 59 covtify (31 U.S.C. 680s).) | c.mnu-

”~ - . I8 ANY

APPROVING /b! - OATE gfumr

OFFICIAL -

SIGN HERE | - D a, q""q"--»s fe e 4 S

) PAID uuua SAME mvu mﬂu TOTAL VERIFIED CORRECT FOR - *

r——ﬁr R J- - L e o o

- VeAR : R ES [
PAVMENT {Apprepristion symbel): Do .
AUTHORIZED . . : L
CE:&"V‘:“ DAVE - — -
Sian nere P . NET TO TRAVELERD |8
T8 ASCOURTING CCARTFICATION
7560600 6-6992862 D-51754 o0.c.2135 22320020
12~ STANDARD FORM 1012 (REV. 10-T7)
D116 NN 7580-00~634-4180 Prosciibed by GEA FPMA (41 CFR) 101-7

MIF 002815



DeLorah Nare~gan 70115y thh

TRAVEL EXPENSES - TALLY SHEET

Day of Departure: Datc;']l.)\'jh\, ‘ Time: Dep_2p an@ Arr_5e n-@

Name of Air Carrier_OJ (s Private Auto Train

Airfare$ 5’71 . ® TrainfareS___ .  (SUBMIT AIRFARE/TRAIN RECEIPT and BUFF COPY OF GTR)

Privately Owned Auto (POA) Odometer Readings:

(Computed at 30¢ per mile) 5, ( " cat >Stming Mileage Final Destination

Taxis/Limos: Office/Residence to Airport (SUBMIT RECEIPT)........c.ccccovvveveiecninennnes S

Taxis/Limos: Airport to Motel/Meeting Place (SUBMIT RECEIPT)............ccccceceveenenes $ 20
Lodgings: (SUBMIT RECEIPT)...........ccccocoeeeunecrecerenrnnennn. ceereasrestesaaesstarenssassasions $_209., T

Meals: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE.)

Taxi: Motel to Meeting Place (SUBMIT RECEIPT)...........oocccocerresomeeerrersssesscsceeeerres s —
Taxi: Meeting Place to Motel (SUBMIT RECEIPT)...........cccoovvinruennnnnirniniincisenssinnne s__ ;
POA Odometer Readings: From Motel to Meeting Place
(Computed at 30¢ per :mile) Starting Mileage  Ending Mileage
For Additional Day OTHER THAN Day of Return: Date______::_
Lodgings: (SUBMIT RECEIPT).........cccccuvurvceruseseisnnasasnes : $
‘Meals: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE)
Taxi: Motel to Meeting Place (SUBMIT RECEIPT)..........c.ccure : - S
Taxi: Moeting P1ace to Motel (SUBMIT RECEIPT).............coovrmrssrismsssmsssn s
Forwwmmw of Return: Date:
Lodgings: (smmnscarn : s
Meals: mmﬂﬂﬂwmntASEDONmmDﬂ?ARM) o
Tad: Motel to Meeting Place (SUBMIT RECEIPT) oo “ ——
Taxi: Meeting Place to Motel (SUBMIT RECEIPT)...........crmms: won A Sl

’

MIF 002816



DEPARTEENT OF HEALTH AND ¥ N SERVICES

1 JRAYVEL OROER WO

D-51754
7560600 22320Q20
X Original  [J Amendment No. O canceilstion 3 ESTRMATED COST*
(See HHS Travel Manual, Part 3, for Detalied Instructions) Ioz?%o TO OTHERS
. MAME . TRAVEL 3 - [
A Merber- TN - T i ren oun 200.00
oTEn 150.00

. i . . - - . ~° ﬁ
Izebora.h L Narr:.gan. M.S.N., C.N.M TOTAL s 775.00

6. APPAOX. OATE OF DEFARTURE

FDA/CDER {HFD-21) T~ 07/18/96
7. PRESENT OPMIGIAL BTATION - 8. APPROX. DATE OF AETURN
Rockville, MD 07/19/96

10. ITINERARY AND PURFOSE OF TRAVEL (Shew aly, M5 &7 Gounty, G8ise AN /S000N0—ua0 CONINUSION shee! § NECONMNY)

To proceed Nashville, TN to Rockville, MD and return.

Purpose: To attend and participate in the July 19,1996 meeting of the Reproductive Health
Drugs Advisory Committee.

TRAVEL BY PRIVATELY OWNED AUTO 1S AUTHORIZED ON MILEAGE TRANSPORTATION OF L] DEPENDENTS _

BAGIS RATE SPECIFIED BELOW FOR O o E O M gooDSs & PERS. EFFECTS
§ .00, 0.00 0.00 & O remromany 0 nespence [ reuronuny
2 $ PER MILE AS MORE © * ___a PER MILE NOT TO © * Z_.¢ PER MILE NOT TO TRS . STORAGE
3 ANTAGEOUS TO EXCEED COMMON exceepcostTseY |8l O wouse = O misc. exe :

1 ooVt _E CARRIER COSTS GOVT-OWNED AUTO HUNTING Auowance [ .omer
g O asa auto K] AUTO RENTAL UNDERGSACONTR [0 OTHER (Speally m‘“ (Specity)
.- below) J
. < .
2| O excessasaance O neasTmATONFEE 0i ) 1imos, etc ¢| O saneo - O nor AEcURED
12 TRAVEL & PEA DIEM (8 AUTHORIZED (N ACCOMDANCE. WITH OMHS POLICY AND: TO SE PEAFORMED FOR (DIMME, UN, osc.)
Orfre 0O srs O oTHeR (speciy)
g EXPENSES TO 8 PAID BY
reroEm: [ nonE INUS. 0O oursioe us. O varYING RATES 3
PER ABOVE REGS. | = [ APPROVAL GRANTED FOR TRAVEL OF
RaTe g 162.00 Kl Looaings PLus [J AcTUAL EXPENSE O Fixeo
O socavsonieas [J ovensocavrs  oare
L=$124.00 M&IE=$38 RESFONSISLE FOR BECURITY CLEARANCE
14. ACCOUNTING DIATA (See WSS At Llenus/ & Accr'y Cade Book) o |OF TRAVELEA ASSULMED BY:
] 2-7 610 [11]12 ORIGINAL OTHER k] 4147 A 5243 o 5100 10%-108 100
E P OBLIGATION DOCUMENTS r ‘ PF
o g 1>16 1628 253 28 COMMON [- VX AMOUNT VENOON PAYMENT 107108 1074
Il S 3 sj accountwo | cass | oousss |B cooe g | Shon” 08
g H F e e mmg ne coo | com HRCIPRNY) oo cas- s |-
* PEP, ner. S
E g cooe| MO |cooe| MO o‘§ g oony ""g
g < Ei . . . 9&
R 1 - cl6992862 2135 . .
. T D-51754 775.00
b
2
2
— e
V5. NAME AND TMEOF —— “L‘%"’E" T RAVEL §
———— . SGE Programs Officer &/a\[S¢ FUNDS™. IALABLE
AUTHORITY 1S HERERY mmmvnmmmmmz 25 AS MAY B NECESSAAY UNDER THE CONOITIONS SET FORTH ABOVE.
_’_____7/3 #me: Senior Mana ent Officer
y : w
DATE:
obe 20 Travel Orger; Other A néng Deta 0 be Comp by Fiscal/ ting .
HHS-1 (REV 0/85)
TRAVEL UmT ORIGINATING OPFFICT SCCURITY REPRESENTATVE

TRAVELER FIICAL -ACCOUNTIG TELETEXITING FISCAL-AVKRT ADVANCE OF FUNOS

MIF 002817




LinAYEL JROEN M.

DEPARTMENT OF HEALTH AND H!™ AN BERVICES
D-51754
TRAVEL ORDER T APPROPMATION M.
' 7560600 22320Q 20
O orignat & Amendment No. O Cancsliation 3 EETRMATED CORT"
(Ses HHS Travel Manual, Part 3, hroonloamuom) I%nsm;o YO OTHERS
ANO POBITION DR - T TRAVEL a . .
(Member F&M.r“ - . rem oo 200.00
_ . onen 150.00
Deborah L. Narr:.gan, M.S.N., C.N.M. e —— T
(3 . TOTAL s . s
FDA/CDER (HFD-21) } [o APPAGK. CATE OF DEPARTUNE
= 07/18/96
T, PRAESENT OFMGIAL STATION 8. APPACOL DATE OF RETUAN
Rockville, MD 07/19/96

10, IMNEAARY AND PURFOSE OF TRAVEE. /Show ally, SEaiy O ounty, datss S /0000ns—uls CONINUeSon shee! § NeCemery)

Amend travel to Lexington, KY to Rockville, MD and

return.

I EEmm ]
TRAVEL 8Y PRIVATELY OWNED AUTO S AUTHORIZED ON MILEAGE TRANSPORTATION OF L) DEPENDENTS,
BASIE RATE SPECIFIED BELOW FOR: 0 n» GooOS & PERS. EFFECTS
DO emerovee anooR [ oepenpenTs E ——
g g | O remrorany O nesioence ] TEMRORAAY
2 —SPERMULEASMORE __¢PERMILENOTTO  __¢ PER MILE NOT TO QRS TRANSACTIONS ° STORAGE
3 ADVANTAGEOUS TQ EXCEED COMMON ExceepcosTseY | 8| O nouss O wisc. exp. :-
p oOvT CARRIEACOSTS -  GOVI-OWNED AUTD . MUNTING ALLowance  -[] othen
g D osa aut0 [0 AUTO RENTAL UNDERGSACONTR . [J OTHER (Specly :l"”':m (Specity)
- w Q
<| [J excass sacasae O meaisThaiON FEE 2] O saneo O wor azcuineD
12 TRAVEL & PER DIEN 18 AUTHORIZED IN ACCORDANCE. WITH DM POLICY AND: TO SE PERFORMED FOR (DMIMS, N, oxc.)
Orfr O urs 0O omven rspeaty)
g SXPENEES YO BF PADD BY
penoEM: [J none INUS. O oursice us. O varvING RATES 3
- PER ABOVE megs. | £
PaTES 152.00 [ LoooiNas Pus [ ACTUAL DXPENSE O Fop | § | SECUNTY APPROVAL GUNTED FOR TRAVEL OF
O sooavsoniess [J ovensooavs  oare
L=$114 M&IE=$38 RESAONSIBLE FOR SECURITY CLEARANCE
T4 ACCOUNTING DATA (See NS Acut'y Menual § Accr'y Cose Bosly gl ELER ASBUMED BY:
[ 2v | s [nfi2 ORIGINAL OTHER 2T s 5243 H “n #-100 101-108 08
OBLIGATION DOCUMENTS : PPES
VENDON PAYMENT
§ Ll gg g 115 1628 nn »n 13 COMMON o8, mowr‘ Q CUSTOMER c%“w 10108 107,
1) ey - ¥ R— g no. coos |  cenms RECPRNT) DoC. oars | | =
gg ngr. NO. ur. NO. § g cory |2 g
# |8 > - : ' o
' 6|6992862 2135
4
z » . q D-51754 75.00 |’

15. NAME AND TITLE OF OFFICER R~ ----— T PAVEL

GE Progr%ms Officer 7-3-9%

e ——

e el =
)

FUNDS ARE AVAILA\BLE

AUTHORITY 1S HEREBY GRANTED TO PERFORM, TRAVIL AND, TD INCUR SUCH £XPENSES AS MAY BE NECESSANY UNDER THE CONOITIONS ST FORTH ABOVE.

/S/

=

HHS-1 (REV. 8/86)
TRAVELER PEICAL-ACCOUNTING

MIF 002818

TOETCKETING PISCAL-AVOIT

"”"‘52 ‘4’"’ DATE;
{
" To ¢ compiewd by OMce Inlilasing Travet Oroer; Other Accourring Deta 10 be Compleled by Flscal/Accounting Office.

ADVANCE OF FUNOS

mae: Senior Management Officer

i

TRAVEL SECURITY REPRESENTATVE



MIF 002819

' 07‘ CCARD-BK
- AYMENT RECEIVED BY

» GAITHERSBUR(mrHOH

WASHINGTONIAN CENTER

Fa';r we Aave NOT incheded 8 credit cord
ohech ot Ploase Sialrwent as @
x'- -lhaﬂdwbkhhl

9751 Maryland 20870 (301) $90-0044 Fax: (301) 2126158 GUEST FOLIO
827 NARRIGAN/DEBORAH 64.00 07/20/96 07:44 ACCT# .
NAME RATE DEPART TME P

NSKE 07/18/96 19:40

™S ARRIVE ™

e, HG#:

CUeRk  ADDRESS PATMET

£ ) — W—
07718 ROOM. 82,1 , 110 Z
07718 STATE Tx 827, 1 2 5.5 Qiﬁ “\J“*'3Y Adatn
07710 oW STENK 1499 82} Cﬂﬂ'
07/19 'ROOM. 827, 1 6800 - ’
07/19 STATE TX 827, 1 ¢.3.20
07719 EITY TAX 827. 1 ~ 1.48 :

CAR 277.51

————

-t-c\o-{ ;\Qwe@,<@ .00

2T

APPEARS THIS WAY
ON ORIGINAL

TR TR
N )



1 DEPARTME  JR ESTABLISHMEN' 2 TYPEQF TH . 3 VOUCHER ND |
TRAVEL VOUCHER BUREAU DIVISION OR OF FICE ‘m TEMMR e h e
(Read the Privacy Act PrAMANENT CnaNGE |4 SCHEDULE NO
Statement on the baca DHHS /FDA /CDER /HFD=21 Of STATION

§. | o NAME (Last tist. middie inial) b SOCIAL SECUMITY NO $. PERIOD OF TRAVEL

- o | s FROM o 10

v|Lewis, vivian - ) 07/18/96 J07/19/96

: B.MAIB;G AoonfessRllncludo 219 odél . i 1 d. CFFICt TELEPHONE NO {7. TRAVEL AUTHORIZATION

& t618:1i.v 1°f Rgchester Med Ctr. o NUMBEAIS) (b DATEIS)

E mwoo Ave X

5 |Roch gei5685" ° D-51761

: ¢ PRESENT ou‘l’v STATOON t RESIDENCE (City and State}
rockville,MD 10. CHECK NO.

8. TRAVEL ADVANCE 9. CASH PAYMENT RECEIPY 11 PAID BY

o Ouustanding : e. OATE RECEIVED ©. AMOUNY RECEIVED

b  AMmount to be sppled 3 1 $

¢ Amount due Government . c. PAYEE'S SIGNATUAE

tArtsched: [J oreck [ coems !
0. Balance outstanding ! ;
12. GOVERNMENT | horeby 0 the United States sny right | may Reve S98inst a7y Derties in CONMECTION with reimhursadle By, Traveler's Instist:
;m‘o" traneportation Delow, purchased unde- cash payment procedures (FPMR 101-7) ’
. TRANSPORTATION
m?h.l' T:.u.. AGENT'S c CAR- WQOI POINTS OF TRAVEL
Epmomimee| IR | MR LBt 2
Coupon, i aaeh fa wood b | imivions |iacoATIONS raou o
::.'! cloim on reverss M) ) fe) (a) ] 1
B-4,699,170 $511. US Kontract Rochester ,NY Washington,D.C.
i and return
: L.
s
&
E
b
)
.
§
) : [
e [T
Prysock 3-5455 .
13. | cortify that hls vaucher.is trus and correct 10 the best of My knowledge and belied, ... \d thet payment or credit has not been 1
- r‘;qﬂniw M’? oor Slom claimed nh-d the sver g8 cost of todging incurred during the period covered by ]
is voucher . |
_TRAVELER l OATE . AMOUNT ‘
sion wEns P / | 7-21- |- 26 QLAJFQP 268 100
NOTE: Foeificorion of on 1t In on expdhes secount works & ferfeiturs of ciaim (30 U_S.C. 2814] end mey reswit in & fine of A0t mere
than £10,000 er imprissnment more then § yoors ordoth (18 U.S.C 207; La. 1001).

_14. This voucher is spproved. Lang distahcs telephons call, if any, are certified m 17. FOR FINANCE OFFICE USE ONLY '
Mh”mdhmMﬂ. f long distance ssiephone COMPUTATION :
ore included, the approving officied baon sutherized in writing by the 3 :
Meod of the daperement er agency mm U.LC s8v).) DIFFEN- o

ENCES, L
. 1® ANY !
APPROVING = DATE {Expioin ——
OFFICIAL - coac. | Teemd :
sionuene P _______—— ims Offliced ®A=| ° STy S
VOUCHER PASDUNDER SAME TRAVEL AUTHORIZATION TOTAL VEMIFIED CONNECT -ou i
.~ MONTH & . CHARGE TO APPROPRIATIO B .
i ' . YRAR _ ‘;"f- < le )

. T

‘ RTIFIE0 CQRAECT AND PRGPER FOR PAVMENT CAanrapriotian symost); o ioe H

AUTHORIZC™ : : s .

At i oare - - |

SIGN HERE NET TO TRAVELERD> |8 1

7560600 6-6992862 Df51761 o.c.2135 22320Q20

Wir18

MIF 002820

AR 7580-00~639~3180

STANDARD FORM 1012 (REV. !0-77)

Prescribed by GSA, FPMR (41 CFR) 101-7



TRAVEL EXPENSES - TALLY SHEET

Day of Departure: Date: S“% 1% Time  Dep 5 am/@ Art 20 /g

Name of Air Carrier M S & ," ' Private Auto Train
Airfares‘j / { Trainfare$ i (SUBMIT AIRFARE/TRAIN RECEIPT and BUFF COPY OF GTR)

Privately Owned Auto (POA) Odometer Readings:

(Computed at 30( per mile) Starting Mileage Final Destination

Taxis/Limos: Office/Residence to Airport (SUBMIT RECEIPT).........cccoooiiiiinn, S

Taxis/Limos: Airport to Motel/Meeting Place (SUBMIT RECEIPT)............cccoevunenee. $ 5 é
Lodgings: (SUBMIT RECEIPT).............ccooooeomeeormsessromisseesssssssssssssssssssssssssessssaseees s /

Meals: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE.) %J S/

Taxi: Motel to Meeting Place (SUBMIT RECEIPT)...............ccommmumemmremssesmecncnsescsnnen s —

Taxi: Meeting Place to Motel (SUBMIT RECEIPT).........c.c.cooourmerresssssssssesssssssseressn s — ¢

POA Odometer Readings: From Motel to Meeting Place
(Computed at 30¢ per mile) Starting Mileage  Ending Mileage

For Additional Day OTHER THAN Day of Return: Date:

Lodgings: (SUBMIT RECEIPT).......ccoersrssesssssen s
Meals: Fiat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE) o

Taxi: Motel to Meeting Place (SUBMIT RECEIPT)..........ccccccvcmrersreres — o
Taxi: Meeting Piace to Motel (SUBMIT RECEIPT).............cccouusssssmsssmsssssssssssessee s
FofAddidonlDaymmmyome:-n: Date:

Lodgings: (SUBMIT RECEIPT). vt s

Meals: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE)

Taxi: Motel to Meeting Place (SUBMIT RECEIPT) N

Taxi: Meeting Place to Motel (SUBMIT RECEIPT).........c.c.cuveesseses . 10

MIF 002821



DEPARTEENT OF HEALTH AND H!™ *\ SERVICES e e
. D-51761
| 7560600 22320Q20
Kl Originet [J Amendment No. O Canceliation 3 ESTAMTED COSTT
(See HHS Travel Manual, Part 3, for Detalied Inetructions) 1%';"30 TO ONHERS
4. NAME . B - TRAVEL 3 . s
TMerber-Famr . : s s ren ax 200.00
4 . 150.00
Vivian Lewis, M.D. _ —~————— onen -
T CORSTITUB T RUREANGN ORI , o s__T735.00
R B APPACK. DATE OF DEPARTURE
FDA/CDER {HFD-21) - 07/18/96
7. STATION " 0. APPROX. DATE OF NETUAN
Rockville, MD 07/19/96

10, ITINERARY AND PUAPOSE OF TRAVEL fShew olly, sib or auRly, duiss and /8080N0—uss CONINUSEON sheet ¥ NCESSEry)

To proceed Rochester, NY to Rockville, MD and return.

Purpose: To attend and participate in the July 19,1996 meeting of the Reproductive Health
Drugs Advisory Committee.

Prysock 3-5455

TRAVEL BY PRIVATELY OWNED AUTO IS AUTHORIZED ON MILEAGE TRANSPORTATION OF L] DEPENDGNTS -
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A r AR BLM . & ka1 AND #l*C AN SERVICES
. D-51761
TRAVEL ORDER L APPROPRIATION NO.
7560600 22320Q 20
OOriginat X Amendmant No. _______ [ Canceliation 3 ESTRATED COST*
(See HHS Travel Manual, Part 3, for Detalied Instructions) JY.%?BO TO oTHERS
o NALE AND POSITION OR TRAVEL 3 : 8
‘ "?Me:xger?FsMs . s saaN
. PEA DM
vivian Lewis, M.D. e OoTHER
5 TOTAL s__106.00.
{8 APPROX. OATE OF DEPARTURE
. 07/18/96
7. PRESENT OFMGIAL STATION §. APPROX. DATE OF RETUAN
Rockville, Maryland 07/19/96

1. TINERARY AND PURPOSE OF TRAVEL (Shew ally, S0MS &r coumty, duiss and /SES0NS—iss CONINUSEON shee! § ASCestery)

Amend to increase travel from $405.00 to $511.00 £
Total increase of $106.00.

Prysock 3-5455

or increase of $106.00.
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-‘ludu-&-(—na-y
GAITHERSBURCM"“O" ey o T Doy 4
- it e T A s L1 GUEST FOLIO
606 Leuxs/vxmu/n,u ~ 130,71 07/19/36  03:35 ACCTS
ROOM NAME . RATE DEPART —
NSKG _ 07/18/96 20:08
TYPE . , ARRIVE TME  GROUP
— — 5082
—_— HG#:
gl?ﬁqﬂ.‘:( ADDRESS . PAYMENT
T CREDNS ] BALANCEOUE
07718 ROOM. 606, 1 110.71
07718 STATE TX 606, 1 5.54
07718 CITY TAX 606, 1 7.78
07/19 ROOMSERV 2770 606 9.23
07‘19 CCARD-BK  ROOM C/0 160.23
AYMENT RECEIVED BY —_—
.00

5-295%

9751 Washingtonian Soulevard
GAlTHERSBURMI’“Oﬂ Gy, Marend 20878

WASHINGTONIAN CEN

This statement is haﬂluby

amounud\arm% mmmmmﬁ' mmqmmmmm ged o the
credit card number set forth abave. (The credit card company will hhwﬂm.)ﬂ'uwnmmmardwwdouﬂ ke
paymcnlonthnmmﬂlmmmmNywmdnduln.hmmuymhmmmamwm .y&u
owousmlontlIrunmnm-ommonwunmmmnmmd1.5%pcvmonm(ANNuM.RATEw‘b).u

plus the reasonable cost of collection, including attorney fees. -

Signature X
For Reservations At Any Marriott Hotel Call 1-300-228-9290 TH (TRM PRINTED ON ARGYCLED PAPER. @
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" individual is not disabled. In

" cause exists because this
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Thereafter, on December 6, 1993 (58 FR

64121), the expiration date of the
system listings in bot

was extended, as we,

993 (58 FR 67574) that
included posed revisions to these -
listings. We will publish any changes to
the listings based on that N‘PRM ina
subsequent final rule.

In this final regulation, we are
extending for one year, to June 86,1997,
the date on which the muscujef
system listings will no longet be
effective. We believe thg
requirements in these
valid for our progrs
Specifically, if we
individual hag/an impairment that
gidtutory duration -

uiva ent in severity to an impairment
in the listings, we will find that the -
individual is disabled without - -
completing the remaining steps of the
sequential evaluation process. We
not use the listings to find that a

whose impairments do not
equal the criteria of the

subsequent steps of tHe sequentml '
evaluation procesg?

ty Act, 42 U.S.C. 902(a)(5),
as amexded by section 102 of Public

Law 103-296, SSA followsthe
Administrative Procedure Act (AP

rulemaking procedures specifiedAn S ‘ '

U.S.C. 553 in the developmenyt
regulations. The APA pravigés '
exceptions to its notics apd public

comment procedures wjfen an lgoncy .

finds there is good cauée for dispensing
mth such proced : on the basis that
ey are impractigdble, , OF..
contrary to the plblic m“mm.v.
determined that, under 5 US.
553(b)(B), gpdd cause exists for

dispensing‘with the notice and public
comment procedures in this case. Gopd

extends the date on which the
musculoskeletal system listings, ill no
longer be effective. It makes ng/.

substantive changes to the l’
current regulations exp
that the listings may be e en
well as revised and pro ulgated agnin

Therefore, gpportunity for prior

MIF 002825

* provided for by 5 U.S.C. 553(d’

/"the current expiration date of the

" a substantisl nurp!f

/ Insurance, Reporting and rocor
P acial Secur

. Commissioner of Social

ent is unnecessary, and we are ,
uing this regulation as a final rule.
In addition, we find good cause for.
Hispensing with the 30-day delay in th6"

effective date of a substantive ruje

Co

explained above, we are pot making any
substantive changes ip-the listings.
However, without.afi extension of the .

prf pairmant.s at the third step of
§ sequential evaluation processes after

listings. In order to ensure that we
continue to have regulatory crite;
assessing these impairments
listings, we find that it is
interest to make this rul _
publication, ' . A

Executive Order 4

t and Budget (OMB) and
od that this rule does not meet
teria for a significant regulatory
on under Executive Order 128686.
Thus, it was not subject to OMB review.

Regulatory Flexibility Act

have a significant epd

Therefore, a
analysis as |
354, tho R

recordkeeping requiremenjs’
nocoaltating clearance OMB

Supphmon anu'ity lnm) ,
List of bjecmnzomrmm
inistmuve practioo and

ure, Blind, Disability benefits,
ld-Age, Survivors and Disability

requirements,
Dated: May 20, 1996.
Shirley S. Chater, _°

For the reasons
" preamble, part 4

-

. as follows: -

- FOR FURTHER INFORMATION CONT. AC'I'
:..| Donna M. Combs, Committes ' " "'~
-| Management Office (HFA-308), Food ™
| and Drug Administration, 5600 Fishers
. .| Lane, Rockvlllo,MDZOBS? 301—443-_.,.1
ping - .

‘ -."| SUPPLEMENTARY mm'nou FDAs -

" '| announcing that the name of the - . v

SURANCE (1850— . )

Authori 02, 205(a), (b), and (d)~ -
and 702(a)
, 405(a), (1), and (d)~(h), 416(i),
d(i). 422(c), 423, 425 and

is amended by revising item 2'of the -

introductory text before

- . [ ]

3 [FRDoc. 96-13882 Filed 6-3-06; 8:45 unl

mm m‘-n-'

and (i). 222(c), 223, 225, - S

2. Appendix 1to subpart P offfart 404 .

~ Appendix 1 to §
Impairments
. . . Co
2. Muspdioskeletal System (1 OOlnd Co
101. ?June 6, 1997.- '

-

DEPARTMENT OF HEALTH AND .

HUMAN SERVICES
Food and Drug Admlnlstm!on
21 cFR Pan 14 '

HHS. :
Acnou. Final rule,

Adv!sory commmn, Chango of Namo
‘andFunction-. . ... " . -

'AGENCY: Food and Drug Administrahon.

SUMMARY: The Food and Drug
standing advisory committees’.

function of the Fenility and Maternal’
Health Drugs
action is being taken to more accurately
describe this committes.

EFFECTIVE DATE: June 4, 1996. " '
2765..

Fertility and Maternal Health Drugs -
Reproductive Health Drugs” woiild

more accurately describe the subject :
areas for which the committee is

| Administration (FDA) is amendjng ;ho o
regulations to change the name nnél thel_ e )
Advisory Committee. This. .f

\' .

oo

'-s

| Advisory Committee has been changod. o

- | ARer reastablishment of this committee, . .°,
on March 23, 1978, the agency decided : -

'| that the name *Advisory Committee for
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" ;. consistent with the growin,
-term by specialists in the field of -

: - gbstetrics, gynecol
‘ andrology, epidemiology, and rela
- specialties. The committee feviewsand o o o ‘o « <

. effectiveness of marketed and . «. Dated: May 28,1998.. ... ..

- investigational human drugs for use in’ ‘Michsel A, Friedman, - ; ;.-

-the practice of obstetrics, gynecology, -
" and related speciaities. -~ .. -
. "..The Fertility and Maternal Health -
" Drugs Advisary Committee’s name was -

_ " is hereby formally changing the name "
. and the function of the committee by
" revising 21 CFR 14.100(c)(8).

- Act. Under 5 U.S.C. 553()(3)(B) and (d)

. ;and 21CFR 10.40(d) and (e), the-agency’
* finds good cause to dispense with
and public procedure and to proceed to

- . an immediately effective regulation.™ -

., unnecessary and ere not in the public
“"a clarifying-amendment to e:dsﬁn?['f; .
" rellect the current committes chartet.
: List of Subjects in 21 CFR Part 14 *.** '
*" - Administrative practice and - v |}

“ - . Therefore, under the Federal Food,”
_Drug, and Cosmetic Act and under - ; |
" * authority delegated to the Commissioner
.~ of Food and Drugs, 21 CFR part 14is
. . amended as follows:'© " i
. "~ PART 14--PUBLIC HEARING BEFORE '
"~ . APUBLIC ADVISOF!Y‘POMMIT!‘EE__ ..
. 1. The authority citation for 21 CFR
. " part 14 continuss to read as follows:

. Food, Drug, add Cosmatic Act (21 US.C.'
- 321-394; 21 U.S.C. 41-50, 141-149, 467t .
679821, 1034; secs. 2, 351, 354, 361 of the’
" Public Health Servics Act (42 U.S.C. 201,
- 262, 263b, 264); secs. 2-12 of the Fair

. 1461); 5 U.S.C. App. 2: 28 U.SC. 2112, -

- and paragraph (c)(9)(ii) to read’as -
- follows: N .

-

Federal Register / Vol 61; No. 108 / Tue#day. June 4, 1996 / Rules and Regulations

._respansible. The mandate of the - -
. committee has
. recent years to include drugs for. -
- " menopausal women and drugs used in '
 the.practice of andrology. The change is -

od significantly in

g use of
reproductive health, which-includes -
, endocrinoloﬁ. -

t e

evaluates data on the safetyand - *

* (9) Adﬁio&.boxﬁxﬁx"&n for
Reproductive Health Drugs.

(if) Function: Reviews and evaluates |
data on the safety and effectiveness of ~
marketed and investigational bruman

drugs for use in the practice of
specialties. e

o o we e dgc Toentn LN

Deputy Commissioner for Opcmﬁong. o

{FR Doc. 96-13978 Filed 6-3-96; 8:45 am|]
- mwﬂflmi-,;. 7-‘ PR

obstetrics, gynecology, and related )

.| and under 21 CFR 10.40(d)
{ with notice and publi

in the charter renewal dated . .
23, 1996: In this document, FDA

~ Publication of this finalrule . - .
constitutes a final action on this change -
under the Administrative Procedure

notice

Such notice and procedures are’. * .
interest, because the final rule is merely

regulations and when effective wi

procedurs, Advisory committees, qu&r"
additives, Drugs, Radiation protection. - '}

«

. Autherity: Secs. 201-903 o{Jhe Federal

Packaging and Labeling Act (15 U.S.C. 1451- -

2. Section 14.100 fs amended by
revising the heading of paragraph (c)(9}

§14.100 List of standing advisory
committees. e

MIF 002826

| ‘Pharmaceyffcal Science” would more

; procedurs,

function of the
Committes to
for Pharma

mmittes,. :
(HFA-308), Food

agency

“Advisory Cpthmittes for - :

| biopharmaceutics, pharmagslogy: and™

ttes also -

road spec
Therefore, t
change will more accurately. descri
this Committes to the public. In the/
Federal Register of February 2
(61 FR 6644 at 6645), FDA pu
notice that indicated that the name of

" Drig, and Cosmetic Act prfd )
/authority delegated tothe Comntissioner

CONTACT: - . :

* - fart 14 continues to read as folows:
*_ Authority: Secs. 201903 pthe Feds
tration, 5600 Fishefs -

. Public Health

". . .pévising the heading for para
(c)(18) and paragraph
" as follows: ~ .

' §14.100 Ustof
- committees,

-the Generig Drugs Advisory Committee
had ged in the er renewal
dated Jdnuary 22, 1996 M this

ent, FDA is hgréby formally

d function of the

agency finds good cause yd dispense
rocedure, and
ediately effective .
otice and procedures.
and are not in the
because the final s

 of Subjects in 2 CFR Part 14 .
gjiCe practice and
dvisory committees, Cp
additives? Drugs, Radiation proty
hérefore, under the Fedg

of Food and DrugsZ1 CFR part 14 is

amended as fol)d

PART 14-FUBLIC HEARING BEFORE
ADVISORY COMMITTEE,
7/The suthority citation for 2 LEFR

Food, Drug, and Cosmeti
679, 821, 1034;

262, 263b, 284)} secs. 2-12 of the Falr

‘Packaging pfd Labeling Act (15 U.S.C. 'usx—

(c)(1pAii) to x;ead

- (16) Advisory Committee for .
Phagthaceutical Science.

. % .» ‘"

(ii) Function: Gives advic
scientific and technical i
concerning the safety
of human generic
in the treatment
human diseasgs!

es .
‘effectiveness
products for use
2 broad spectrum of




Public Hesith Service

4=q§EE DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Orug Administration
Dats
From

= ‘ . » Memorandum

* June 20, 1996

Executive Secretéry (HFD-510)
Advisory Committee for Reproductive Health Drugs

" Notice of Scheduled Advisory Committee Meeting

To Committee Management Office (HFA-306) £ pre m,{..ue ard are)/am o
.................. Through: 3 ., Divisio

------------------ Drug Products, HFD-580 Ny ~z1~ 9L

e A Off12e £ Drug kvaluation II HFD-102

/S/

" We have scheduled an advisory committee meeting as described
below and request that a notice be published in the Federal

Register as follows:
ADVISORY COMMITTEE FOR REPRODUCTIVE HEALTH DRUGS

R JTRRR

July 19, 1996, 9 a.m., FDA

Technical Center, 16071 Industrial Drive, Gaithersburg, MD.
Attenders should allow time to proceed through security
procedures. Admission to the facility by public participants
will available on a first come, first serve, basis, and will be
limited to 200, the number of seats available to the public in
the conference room.

Ivpe of meeting and contact person. Open public hearing,
July 19, 1996, 1:30 p.m. to 3:30 p.m., unless public
participation does not last that long; open committee

discussion, 9 a.m. to 5 p.m.; Philip A. Corfman, M.D.,

Center for Drug Evaluation and Research, HFD-510, Food and Drug
Administration, Rm. 14B-04, 5600 Fishers Lane, Rockville, MD

20857, phone 301-443-3510, fax 301-443-9282, email iu-ly\'}ufjm@('&&-gk-

198sder—£da . gaov. Information concerning the meseting is (Pb«;buf
available from FDA Advisory Committee Information Hotline, ::A‘td
) melim

1-800-741-8138 (301-443-0572 in the Washington, DC area),

-‘Advisory Committe gor Reproductive Health Dr ‘s, code 12537.

MIF 002827



Please call the Hotline for information concerning any possible

changes.

Genexal function of the committee. The committee reviews

and evaluates data on the safety and effectiveness of marketed
and investigational human drugs for use in the practice of
obstetrics and gynecology. and related specialties.

Agenda--Opeqn public hearing. Interested persons may

present data, information, or views, orally or in writing, on

Wy L

issues pending before the committee. Those desiring to make
formal presentations should notify the contact person in
writing by mail, email, or fax no later than 5 p.m., EDT on
July 12, 1996, with a brief statement of the general nature of
the evidence or arguments they wish to present, the names,
telephone numbers, and addresses of proposed speakers, and an
indication of the approximate time required to make their
comments. The time for presentations will be allotted
equitably, and will depend on how many individuals give advance
notice within.;he time indicated of their intention to speak.
In the in;;gé%t of time, the Agency may require persons with
common interests to make joint presentations.

open committee g;aag?gign. The committee will discuss
the new drug applicatio Amifepristone for the interruption for

early pregnancy.

/3
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ELECTRONTIC MAIL MESSAGE

.

- . Date: 13-Jun-1996 10:39am EDT
X From:
——————— '
Dept: HFD-510 PKLN .
Tel No: 301- FAX 301-

TO: . ( . )
Subject: RE: Info on July meeting
The product is mifepristone. There are no competitors.

The other questions have yet to be answered by the Commissioner’s office. Check
in later or ask ————— office.

[l

APPEARS THIS 'WAY
ON ORIGINAL

"
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ELECTRONTIC MAIL MESSAGE

L]

- ) Date: 13-Jun-1996 09:29am EDT
. From:
i
Dept: HFD-510 PKLN 7

- Tel No: 301--
TO: : R )
Subject: RE: July 1996 meeting

Yes, it’s scheduled for 19 July and the topic will be the NDA for mifepristone
for the interruption of early pregnancy.

[

IO YT

APPEARS THIS WAY
ON ORIGINAL

"
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-/C DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug. meisvation
-
i . | Memorandum
Date .2 July 1886 (Tuesday: B
From Executive Secretary -
swiex NOTICE CONCERNING JULY MEETING

To
Members of the Advisory Committee for Reproductive Health Druas

First, thanks to all of you who attended the meeting last
Friday. Attached find a copy of a front page article in

yesterday s New York Times concerning the meeting.

Concerning the meeting on 19 July, please arrange your travel
to be able to attend a working dinner meeting at the hotel. -
, who is in charge of committee affairs. will review
arrangements that will be made for your security. We are not,
however, to discuss the medical issue before the Committee; -

that must be done in public.

may also attend the working

dinner. The hotel has arranged for us to order off the menu,
so a copy of the menu is attached for your information.

Please let us know if you plan to attend the dinner so we can

give the restaurant an accurate count. The room will
accommodate a maximum of 20 people and the meal is booked for 8
pm (to accomodate to members on Pacific and Hawaiian time).
Some of us may want to gather in the restaurant before the meal

begins, starting about 7:30. .

I loock forward to seeing you again =oqQn.

/8!

"

e

Food and Drug Administration

APPEARS THIS WAY
oM ORIGINAL
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DOCUMENTS CONNECTED WITH THIS MEETING MUST BE REQUESTED
IN WRITING FROM THE
FREEDOM OF INFORMATION OFFICE

Mail written request specifying date of meeting, name of committee,
and a description of the documents requested to:

Food and D:.., Administration
Freedom of Information Staff
HFI-35, Room 12A-16
5600 Fisher's Lane
Rockville, MD 20857

or fax to (301) 443-1726

[ | TN

Invoices are sent monthly by the Freedom of Information (FOI) Staff.
If requested, FOI will inform you of fees in advance.

TRANSCRIPTS ‘OF THE OPEN SESSION WILL BE AVAILABLE FROM FOI
FIFTEEN WORKING DAYS AFTER THE MEETING.

YOU MAY ALSO PURCHASE TRANSCRIPTS DIRECTLY FROM THE
- TRANSCRIBING COMPANY.

SMY MINUTES WILL BE AVAILABLE APPROXIMATELY NINETY DAYS
AFTER THE MEETING. PLEASE WAIT UNTIL THIS TIME PERIOD HAS
ELAPSED BEFORE YOU PLACE YOUR ORDER.

This will allow txme for the minutes to be written, edited, approved, and photocopied
for distribution. You may phone (301) 443-5455 for status of minutes.

MIF 002834



American

RS Victims of

Washington, D.C. 20004

202/626-8800 - AbOYtiOn

202/737-9189 (FAX)

STATEMENT OF OLIVIA L. GANS
TO THE FDA REPRODUCTIVE HEALTH DRUGS ADVISORY COMMITTEE
JULY 19, 1996

My name is Olivia Gans. I am the director of American Victims of Abortion, a national
organization developed by women who have suffered from the aftermath of an abortion decision.
I have held this position for over ten years and have addressed this issue in all fifty states. In
addition to my work here in the USA, I have worked with women and professionals to establish
similar programs in fifteen other countries.

I had a surgical abortion in 1981. I know all too well the grief, anger and pain which
defined my personal experience with abortion. I am also accustomed to having those feelings
and memories ignored by those who have supported legal abortion. However, after twelve years:.
of involvement with women throughout our own country and abroad, I have leamed that my -
experience is not unique.

Wi

Emotional difficulties following abortion are well-documented. Several long-term
studies of women who have had abortions indicate that there are a wide range of emotional
repercussions that affect women often as long as five to seven years following their abortions
(Reardon, 1986, Speckhard, 1987, Speckhard & Rue, 1990). These emotional repercussions
include intense grief, pain and guilt.

Abortions performed using RU 486 have already produced evidence of having effects on
women similar to those of surgical abortions, although good long-term studies are not yet
available. However, the particular method associated with this chemical abortion technique
provides a different set of experiences that may create a different and possibly more troubling
pattern of negative reactions.

When women are aware that the abortion causes them to participate in the deaths of their
children, they often f€el more guilt and pain. Any patient who sees the results of the abortion,
that is, the developing child, is more apt to suffer than others. This is one reason why women
who have late abortions are traumatized, since they will see a fully developed baby.

With RU 486 abortions, it is important that the woman identify the results of the abortion.
She must look at these results. Seeing her dead baby can be traumatic. Even abortionists like
Dr. Judy Tyson of Planned Parenthood of New England have reported that patients are
"somewhat shocked at the tissue they passed” (New York Times, 1/30/95). Thus, the "privacy
and control" which is used to sell RU 486 may actually lead to greater trauma.
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In a’surgical abortion, the woman generally does not see the baby. Women taking RU
486 see their aborted babies. Newsweek magazine spoke of "Sarah" who saw her baby swirling
around in the shower drain; and "Becky", who kept talking about her baby's little fists. There
have been similar accounts in Time, the Boston Globe, Heaith magazine and the Des Moines Ci irv
View magazine. There is little doubt among those of us who work with post-abortion peer
support groups that a woman who takes, by her own hand, the RU 486 drug cocktail which will
- kill her child could experience an emotional backlash of devastating proportions.

Women in peer support groups around the world share stories of nightmares and
flashbacks to surgical abortion experiences which they cannot erase. Given the horrible dreams
that are commonly experienced by women who have survived surgical abortions, one can only
shudder to think what nightmares will someday visit those who actually see the tiny, emaciated
bodies of their aborted children. Women who have surgical abortions speak of physical pain
during the operation as well as after. They complain of humiliating treatment from facility
personnel and degrading responses to their needs and requests for more information. We are
afraid that the already careless treatment women receive in abortion facilities will only worsen
with the approval of RU 486.

Common themes of alienation and isolation are reported in peer groups of post-abortive =
women. There has been little encouragement for women to share publicly any negative feelings
they believe are related to their abortions. In order to cope with these feelings, many of us have-
denied that what we have aborted is our unborn children. In fact, most of us have felt silenced
for years. Will RU 486 only serve to close the circle of isolation and silence all the more?

My sincere request to this committee today, on behalf of the thousands of women across
the country struggling with complications and grief from abortion, is that we do not recklessly
disregard their pain. It is imperative that the locomotive of the pro-abortion agenda not be
allowed to supersede the rights of American women to have safety and honesty in their medical
treatment. We are not guinea pigs. Women deserve truly life-affirming answers for themselves
and their children. Please halt the approval of RU 486 in the USA.
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Tesﬁmo;; of Dr. Paul Blumenthal Before the Food & Drug Administration’s
Advisory Committee For Reproductive Health Drugs On Behalf of the
National Abortion Federation’
July 19, 1996

My name is Paul Blumenthal. I am a Board-Certified Obstetrician-Gynecologist
practicing at Johns Hopkins’ Bayview Medical Center. I am an Associate Professor of
Gynecology and Obstetrics at The Johns Hopkins University School of Medicine and am the
Medical Director of Planned Parenthood of Maryland. I am also a specialist in epidemiology and
reproductive health care and am a Fellow of the American College of Obstetricians and ‘
Gynecologists (ACOG). In addition, I am an advisor to the World Health Organization and the
United States Agency for International Development on issues relating to safe motherhood,
contraception, reproductive health care and quality assurance. I am here today speaking for the
National Abortion Federation, the national organization of abortion providers, and to share with

you our experiences with mifepristone.

The National Abortion Federation (NAF) was established in 1977 as a professional

association of aborfion providers committed to ensuring that abortion services remain legal, safe,

'The opinions expressed here are those of Dr. Blumenthal and not necessarily those of the
Johns Hopkins University, the Johns Hopkins Health System or the Johns Hopkins Bayview
Medical Center. "

Executive Directer: Vicki A. Soporic  President: Joon $. Coombs  Past Presidentt Lynae Rondoll
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Ashiey €. Phillips Suzonee T. Poppemo, M.O. Gory T. Prohatko, M.D. Jen Rosmussan Bernard Smith, M.D. Cymive Walers Spouiding Shouna Spencer Morcy Wilder, J.0.

Advisory Bourd: Jonel Benshoof, Esq. Terry Beresford  Glenno Holvorson-Boyd, Ph.D. Michoe S. Burniwl, M.O., D.MSc. Rochel Benson Gold Oavid A Grimes, MD.  Worren M. Hem, M.O., Ph.D., MP H. KanMgM,l.N, Williom . Peterson, M..

1436V Street, NW  Syite 103 Washington,DC 20009 Telephone:202.447.5881 fFax:202.667.589
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may result in improved health care for millions of women who are exposed to and die from
unsafe and ineffective abortions. Approval by the FDA of mifepristone, would undoubtedly

improve access to a 3afe and effective abortion method worldwide.

As you know, mifepristone is the culmination of many years of research. It has been
tested in both developing and industrialized countries by the Population Counc;il and the World
Health Organization. The governments of France, England and Sweden have all approved the
use of mifepristone after their own rigorous clinical trials, and worldwide, over 200,000 women
have used this non-su;gical abortion method. Moreover, mifepristone has many other potential
uses besides that of an abortifacient. It has been tested as an emergency/postcoital contraceptive ; '
with promising results. Mifepristone could also be used in treating several other conditions -
related to pregnancy (induction of labor and cervical dilation); gynecological disorders
(infertility, endometriosis, and uterine fibroids); and other medical problems such as breast
cancer. With so many potential uses and an impressive and efficacious record, we hope that
mifepristone will be favorably reviewed by the Food and Drug Administration (FDA).
Mifepristone is an important option for women faced with unwanted pregnancies, and I urge you

to approve it for use in the United States.

-
-
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Depariment of Medicine
Division of Endocrinoingy, Meuhnhsm und Disbetes

Campus Rox H1%)

A42%) Easct Ninth Avenuw
Denscr, Colorado #1262
(303) 270 %242 o
FAX: (103) 270-4825

July 11, 1996

The FDA Advisory Committee on
Reproductive Health Drugs

RE: Hearing on Mifepristone (RU486)
Friday, July 19, 1996

Ladies and Gentlemen:

I am a Professor of Medicine at the University of Colorado School of Medicine, engaged 1n basic
research on the role of progesterone and antiprogestins on the growth of breast cancers.

I have two comments about the impact of current federal policies on my ability to conduct basic
research on breast cancer using RU486:

1). Despite many years of discussions, THERE IS STILL NO AMERICAN SOURCE FOR THIS
DRUG. Research scientists either have to network with foreign colleagues and institutions in order to
obtain paltry supplies of RU486, or they can not get it at all. [ urge the FDA 1o rectify this problem
expeditiously.

\
2). Some Members of Congress continue to request detailed information from National Institutes of
Health (NIH) administrators about 1) individual scientists who are using RU486 for research; 2) the
type of research being done with RU486; 3) dollar amounts of grants, etc. I doubt that these
individuals are requesting similar information from NIH about funding of Testosterone research.

I find these congresgional inquisitions frightening, and needless to say, such tactics have a chilling effect
on the progress of Tesearch into the uses of antiprogesting to improve the reproductive health of
American women.

Thank you for the opportunity to sir my views.

Sincerely yours,

1

Kathryn B. Horwitz, Ph.D.
Professor of Medicine and Pathology
University of Colorado 1icalth Sciences Center

omivmevitn o Colnredes Menlth Sciences Center is commitied 10 equal opportunire and affirmative action
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he Population Council, a nonprofit, nongovernmental research
organization established in 1952, seeks to improve the wellbeing and
reproductive health of current and future generations around the world
and to help achieve a humane, equitable, and sustainable balance
between people and resources.

The Council analyzes population issues and trends; conducts research in the
reproductive sciences; develops new contraceptives; works with public and
private agencies to improve the quality and outreach of family planning and
reproductive health services; helps governments design and implement effective
population policies; communicates the results of research in the population field
to diverse audiences; and helps strengthen professional resources in developing
countries through collaborative research and programs, technical exchange,
awards, and fellowships.

Research and programs are carried out by three divisions—the Center for
Biomedical Research, the Research Division, and the Programs Division—and .
two Distinguished Colleagues. Council headquarters and the Center for
Biomedical Research are located in New York City; the Council also has four
regional and 14 country offices overseas. About 365 women and men from 62
countries work for the Council, more than a third of whom hold advanced degrees.

Roughly 40 percent are based in developing countries. Council staff-eellaborate
with developing country colleagues to conduct research and programs in some 50
countries in South and East Asia, West Asia and North Africa, sub-Saharan
Africa, and Latin America and the Caribbean.

The Council is governed by a board of trustees composed of men and women
from 12 countries. This group includes leaders in international family planning,
development activists, business people, physicians, and social scientists.

The organization’s funds come from governments, foundations and other
nongovernmental organizations, internal sources, multilateral organizations,
corporations, and individuals. The Council’s current budget is US$49 million.
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CENTER FOR
BIOMEDICAL RESEARCH
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The Center for Biomedical Research undertakes basic research in the reproduc-
tive sciences and develops technologies that enable individuals to have safe,
planned pregnancies and that promote their reproductive health. The Center is

= ~one of the world’s leading institutions in the fields of contraceptive development

and-male reproductive physiology.

Staff in the Contraceptive Development Program conduct applied research
and develop new methods of contraception to meet the needs of women and men.
Clinical trials of drug formulations and devices developed at the Center are con-
ducted by the Council’s International Committee for Contraception Research
(ICCR), a group of investigators from several countries who serve as consultants
in the clinical evaluation of experimental contraceptive methods. The Contracep-
tive Development Program collaborates with the Council’s Programs Division in
contraceptive introduction and postmarketing activities.

Staff in the Reproductive Physiology Program conduct basic research on re-
productive processes in women and men. Investigations focus on male reproduc-
tive physiology, with the goal of understanding the coordinated sequence of

events associated with male hormonal action, sperm maturation, and fertilization.

This research, results of which are published in respected scientific journals,
complements the Contraceptive Development Program by increasing the pros-
pects for developing safe and effective contraceptives.

Through its postdoctoral training program in reproductive biomedicine, the
Center sustains and enlarges the community of scientists whose research leads to
advances in reproductive health care and new and improved contraception. This
program helps train the next generation of reproductive scientists from develop-
ing countries, enhancing the capacity of those countries to address reproductive
health issues.

C. Wayne Bardin, Vice President, heads the Center for Biomedical Re-
search; James Catterall is Director of Reproductive Physiology, and Rosemarie
Thau is Director of Contraceptive Research. The staff of 85 includes 25 principal
investigators; in addition to staff, 26 postdoctoral fellows work at the Center,
which is located on the campus of the Rockefeller University.

ARE;\S OF RESEARCH IN 1994

'CO\TH ACEPTIVE DEVELOPMENT vaginal rings » spermicides and microbicides -
abortifacients » subdermal implants for women and men -« intrauterine devices - antifertility
vaccines « probing studies in female and male contraception REFPRODUCTIVE Piny =it o
receptors and transcription « genetic mechanisms of androgen action - steroid metabolism -
physiology of Sertoli cells « development and physiology of Leydig cells « testicular

proteins + biology of gametes « transmission of HIV
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RESEA'RCH DIVISION

The Research Division’s broad aims are to marshal social science expertise to-
ward a better understanding of population issues and to promote applications of
that knowledge to the design and implementation of policies and programs
responsive to individual and societal needs in developing countries. The division
undertakes analyses of population policy, demographic behavior, and interrela-
tionships between population and socioeconomic change, often in collaboration
with colleagues in developing countries. It administers the Population Council
Fellowships in the Social Sciences, a program that plays a major role in strength-
ening developing countries’ professional resources in the population field.

Population policy is defined broadly as the full range of government actions
with a potential population impact. In addition to analyzing policy, division staff
study critical inputs into policy formation, such as consequences of population
change at the individual and societal level.

The largest share of the division’s research is on fertility and family plan- :
ning, which includes analysis of fertility determinants and the factors underlying :
the unmet need for contraception, as well as experimental research to improve
program design and performance. Work in these areas goes beyond narrow demo-
graphic issues, reflecting a deep concern for individual rights, health, and well-

I

being.

The division’s research on gender and family examines how family structure
and function and men’s and women'’s roles affect fertility outcomes and parental
investment in children. Particular attention is given to adolescence as a critical
social, economic, and reproductive phase in the life cycle.

John Bongaarts, Vice President, heads the Research Division; Cynthia B.
Lloyd is Director of Social Science Research. The division’s staff of 19 includes
demographers, economists, sociologists, and anthropologists with expertise in the
population issues of developing countries.

AREAS OF RESEARCR-IN 1994

POPULATION POLIGY [ed:ﬁning population policy « family, development, and population policy «
population and environment « population and economic development - population policy in
China and Indis « consequences of rural-urben migration FAMILY PLANNING experimentsl
studies in family planning « monitoring and analysis of family planning programs « determinants
of reproductive behavior « unmet need for contraception « evalustion of program impact
GENDER, FAMILY, AND DEVELOPMENT investing in children «+ child montality in China «
adolescence and the transition to adulthood + women’s roles
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PRO‘CRAMS DIVISION

The Programs Division collaborates with governments, nongovernmental organi-
zations, and scientific institutions in developing countries to design and imple-

- _ment population policies, improve delivery of family planning and related health
services, enhance understanding of the determinants of reproductive behavior,
and improve the conditions of women. This collaboration includes professional
exchanges and research, training, awards, technical assistance, and dissemina-
tion of information.

The division’s activities are divided into four programs: Population Policy,
Reproductive Health, Family Planning, and Gender, Family, and Development.
Work in these areas is developed, implemented, and evaluated by an interregion-
al office in New York; regional offices in Cairo (West Asia and North Africa),
Mexico City (Latin America and the Caribbean), Nairobi (sub-Saharan Africa),
and New Delhi (South and East Asia); and 14 country offices.

Strengthening professional resources in developing countries is an objective
of all programmatic activities. The division sponsors special programs to further
this aim in the Middle East, Bangladesh, Mali, and Vietnam through awards,
training, and institutional development.

George Brown, Vice President, heads the Programs Division; Anrudh Jain is :.
Director, Programs, and Louise Kantrow is Director, Operations. Program Direc- - -
tors are: Judith Bruce (Gender, Family, and Development), Andrew Fisher (Fami-
ly Planning), and Beverly Winikoff (Reproductive Health). Regional Directors
are: Ayorinde Ajayi (sub-Saharan Africa), Barbara Ibrahim (West Asia and North
Africa), Ana Langer (Latin America and the Caribbean), and Saroj Pachauri
(South and East Asia). The division’s staff of 183 includes 68 health and social
scientists and other professionals.

L AT

AREAS OF RESEARCH AND PROGRAMS IN 1994
PoPULATION POLICY population policies in Egypt, India, Kenya, and Mexico « population policy
issues in the Middle East REPRODUCTIVE HEALTH quality of services in reproductive health
programs « managing unwanted pregnancy and preventing the consequences of unsafe
abortion « new spproaches to postpartum care « programs that address sexually transmilted
diseases, including AIDS, within the context of improving women's reproductive health « safe
motherhood + acceptability of reproductive health technologies FaMILY PLANNING operations
~vesearch and technical assistance (OR/TA) regional programs in Africa. Asia, and Latin

= - America « family planning research and technical assistance in Bangladesh, Mali, Pakistan, and
Vietnam « improving quality of care in [ndonesia, Peru, snd Vietnam « expanding conlraceptive
choice in Africa. Asia. and Latin America GENDER. FAMILY. AND DEVELOPMENT family structure
and women’s economic contributions to families « fathers’ roles and responsibilities « family

policy « gender training

o ——
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DISTINGU!SHED
COLLEAGUES

The Population Council staff includes two Distinguished Colleagues, who pro-
vide an additional source of expertise in areas of relevance to the Council and
represent the organization in their fields internationally.

Paul Demeny, Distinguished Scholar, investigates the consequences of pop-
ulation change and analyzes public policy debates on population issues. He also
serves as Editor of the Council’s quarterly journal, Population and Development
Review. ' A

Sheldon Segal, Distinguished Scientist, conducts and coordinates biomedi-
cal research bearing on fertility regulation and reproductive health. He is also a
scientific advisor to other organizations on matters related to family planning, re-
productive rights, and ethical issues in population.

CORPORATE AFFAIRS

v.'!_'."l‘.."

Corporate Affairs encompasses the office of Finance, Computer Services, Infor-
mation Systems, Personnel and Office Services, and the External Relations
Group, which includes Development, Public Information, Publications, the
Library, and Grants and Contracts.

The division provides supporting services to the Council and, through its
Publications and Public Information offices, communicates work by Council staff,
consultants, and colleagues to an international community of policymakers, gov-
ernment planners, activists, teachers, media professionals, and the general pub-
lic. Council publications include two scholarly journals, Population and
Developmens Review and Studies in Family Planning, as well as newsletters,
working papers, p.ax}lphleu. and books.

Sandra?Amold, Vice President, heads Corporate Affairs, overseeing a staff
of 74. Donald Abrams is Treasurer and Director of Finance, and Monica Knorr is
Corporate Secretary and Senior Director of the External Relations Group.
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dare to think that a new global realization was attained at the International
Conference on Population and Development in Cairo in September 1994. It
is_this: Demographic and development objectives will not be reached with-
out improving people’s—particularly women’s—lives. Population policy
must concern itself with more than family planning services.

This is precisely the agenda that the Population Council has been exploring,
expanding, and implementing for many years.

For several decades policymakers have emphasized numbers—slowing the
rate of population growth to accelerate economic development and alleviate pov-
erty. At Cairo, the need to stabilize world population sooner rather than later was
ever present, but the accent was on improving people’s lives and future prospects.
Issues related to the quality of men’s and women’s lives permeate the confer-
ence’s Programme of Action: the value of education for all, but especially for
young girls (who now comprise 70 percent of children not in school), of women’s
access to income and credit, and of men’s involvement in caring for children. Im-
provement in these areas is a worthy end in itself, but it would also have a sub-
stantial, positive impact on our global demographic situation by changing
people’s childbearing decisions and reproductive behavior. '

While several issues at Cairo were highly contentious, family planning was
so widely accepted that its value was hardly questioned. In this area the Cairo _
conference focused on improving quality of care and responding to individual 5
needs, in part by recommending that appropriate reproductive health measures °-
be integrated into family planning programs. Although the subject of abortion
generated controversy that grabbed worldwide media attention, unsafe abortion
was, for the first time, quietly acknowledged as a global public health problem

PRESIDENT'S MESSAGE
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responsible for hundreds of thousands of maternal deaths, disabilities, and ill-
nesses every year.. There is now both

Reflecting these concerns, Council programs stress safe contraception for onal :
women and men and improved quality and evaluation of family planning services. exceptional promise
Council researchers continue to investigate ways to meet the vast unmet need for and peril in the
contraception and safe abortion around the world. The Council has been instru-
mental in testing the safety and acceptability of medical abortion using mifepris-
tone (formerly RU 486). Medical abortion can save women’s lives by providing a
more private, noninvasive alternative to surgical abortion.

The Council also addresses several issues that were somewhat sidestepped
at Cairo. These include the special needs of adolescents—the subject of a new
Council initiative investigating ways to improve girls’ prospects by increasing
their educational and employment opportunities and fostering conditions that
promote later, voluntary sexual and marital relationships and childbearing. On
another front, the Council is pursuing research on preventing the spread of AIDS
and other even more prevalent sexually transmitted diseases. Council scientists
are developing a woman-controlled microbicide that would protect the user
against a range of sexually transmitted diseases, including AIDS.

With global population quickly approaching 6 billion, we must not forget the
impact of rapid population growth on development and the environment. Population is
projected to increase until it stabilizes at less than 8 billion or reaches about 12
billion—depending on what we do in the next decade—Dby the year 2050, with
most of the growth occurring in the developing world. Our research on the deter-
minants and consequences of high fertility and rapid population growth, and our
policy recommendations based on this research, have never been more needed.

There is now both exceptional promise and peril in the population field. On
one side, we have global agreement on so many policies relevant to women. The
Programme of Action sets quantitative goals for reducing infant, child, and mater-
nal mortality rates by the year 2015. It also sets a price for a package of services
in maternal health care, family planning, prevention of sexually transmitted dis-
eases, and data collection: $17 billion annually by the year 2000, $21.7 billion
by 2015. The world _spénds a good deal more than this every year playing golf or
preparing for war. JAs a global civilization, we have choices to make.

Post-Caifo, the horizon of the population field is nebulous. The Council is
confronted with deep budget cutbacks in institutional and government spend-
ing—and even more proposed cuts—which threaten continuation of current pro- civilization,
grams and aevelopment of new initiatives. We need to reach out to a wider
audience to make the case for continued progress in population-related work.
The next few years will test our programming and fundraising abilities to build on to make.

population field:.
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As a global

we have choices

and surpass the spirit of Cairo.

March 1995 ’ MARGARET CATLEY‘CABLSON
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he Population Council is dedicated to two broad,
closely linked goals: 1) improve the wellbeing and
- reproductive health of current and future generations and
2) achieve a humane, equitable, and sustainable balan(;'e
"~ between people and resources. This dual mission guides Council
staff in pursuing five practical, overlapping objectives: broaden
the population agenda, improve reproductive health, reduce
unplanned and unwanted pregnancies safely, create conditions
favorable for smaller families, and alleviate pressures for early
sexual activity and marriage.

The wide scope of Council activities in these areas—ranging
from molecular biology to demography, from contraceptive :
development to on-site analyses of family planning programs and;’
clinical trials—distinguishes the Council in the population field.
The work described in the following pages represents a cross-

section of the diverse projects underway at the Population

Council.

RESEARCH AND PROGRAM

. HIGHLIGHTS
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BROADEN THE POPULATION AGENDA

The population field, once focused largely on family planning programs, has ex-
panded to embtace a wide range of social and economic issues now understood to
have a significant impact on reproductive behavior and demographic change.
This broadened perspective was reflected in the agenda of the 1994 International
Conference on Population and Development in Cairo—an agenda the Population
Council played an important role in shaping. Indeed, the Council has for many
years led the movement toward a broad-based approach to population issues.

The Councii has also taken the lead in advocating a shift in focus from num-
bers to people—another tenet now widely held in the population field. The Coun-
cil believes that family planning programs ought to help individuals meet their

own reproductive goals in a healthful manner by focusing on reducing unwanted
fertility safely. This rationale for family planning programs suggests that the
population agenda must address issues related to individual wellbeing—notably
reproductive health and freedom of choice—that may be minimized or excluded
when family planning programs are designed to meet demographic targets.

In Cairo. the Council had many opportunities to communicate these views to -
the large international community of government leaders, policymakers, scholars, )
activists, and representatives of other nongovernmental organizations (NGOs) at-
tending the population conference. Preparing for this event was a major institu-
tional priority for the Council: Much work in 1994 was undertaken with an eye to

;
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Cairo. The Council's activities at the conference included two official presenta-
tions by Council President Margaret Catley-Carlson; three panels at the NGO
Forum addressing aspects of reproductive health, population policy, and quality
of family planning services; a media briefing on women’s lives in Islamic coun-
tries gh‘d related policy issues; and staff participation in several events sponsored
by other organizations, including the Distinguished Lecture Series on Population
and Development presented by the International Union for the Scientific Study of
._Population. Results of Council research and programs were widely disseminated
through these channels and through publications distributed at the Council's in-
formation booth at the NGO Forum.

Population policy

One of the Council publications that circulated at the Cairo conference was a
1994 “issues paper” titled Population Growth and Our Caring Capacity, which
articulates the Council’s argument for broadening the population agenda. The pa-
per presents an approach to population policy developed by John Bongaarts (Vice
President, Research Division) and Judith Bruce (Program Director, Gender, Fam-
ily, and Development, Programs Division) that builds on Bongaarts's analysis of
population policy options in “Population Policy Options in the Developing
World,” a 1994 article in the journal Science. :
The issues paper explains that, while unwanted fertility remains a key caq:s::g

'lllll-o

of rapid population growth, a desire for large families and population momentum
(a consequence of previously high fertility and a young population age structure)
also contribute substantially to this growth. Thus, reducing overall fertility re-
quires more than reducing unwanted fertility through family planning programs,
vital as these programs are. Efforts are also needed to analyze and ameliorate the
conditions that promote the other two components of population growth—efforts
such as those underway at the Council to create conditions faverable for smaller
families and to alleviate pressures for early sexual activity and marriage. This
work aims to improve individual lives, but it will also contribute to stabilizing

. population—a goal the Council believes ought to be pursued in ways that do not
jeopardize the health and wellbeing of individuals.

Effective implementation of population policy requires analysis of the evolu-

tion and performance of existing policies in various countries. Such analyses were

. presented at “Voices from the South—Population Policy Challenges: Case Stud-
ies from Africa, Asia, and Latin America,” a panel at the Cairo conference NGO
Forum, organized by Anrudh Jain (Director, Programs, Programs Division). The
panel of social scientists discussed an ongoing comparative study of national
policy evolution and performance in Egypt. India, Kenya, and Mexico. Country-
specific studies were also undertaken in 1994 by staff in the Research Division.

who investigated population policy in India and China.

4
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DOCUMENT!b OR SUSPECTED PHARMACOLOGICAL ACTIONS OF RU486
| Appendix A

References

Interference with pinopod function.

Stimulation of steroidogenesis.

Disruption of felliculogenesis.

Inhibition of ovulation.

Decreased intracellular calciunm.

Decreased penatration of cocytes by spermatazoas.
interference with progesterone receptor function.
Inhibition of aldosterone effect.

Altered ratios of LH:FSH. -

Altered ratios of testosterone:estradiol.
Increased serum prolactin.

12. Altered release of androgen.

Increased teetosterone.

Relative deficiency of FSH.

Decreased ovulatory LH release.

Increased LR during follicular growth.

Altered serum estrogen profiles.

18. Suppressed progesterone levels.

Inhibition of X2 secretion.

20. Induction of cervical ripening during pregnancy.
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21. Delayed emergence of the periovulatory progesterone 10
Tise.

22. Induced dilatation and softening of the uterus. 17

23. Disruption of sexual development in rat embryos. 11

24. Iahibition of {n vitro development of mouse 2 celled 18
embryos, morulae, and early blastocytes.

25. Interference with egg transport. 19

26. Reduced perivascular decidual cell hemostasis. 12

27. Degradation of endometrial extracellular matrix 12

28. Inhibition of normal secretory transformation of the 13
endometrium.

29. Inhidbition of steroidogenesis. 2

"

CHARLES M. CARGILLE, MD
2488 ©\ man Fixe
New Or¢leans  Lousmang 7013!
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Abortion Delivery In the United States:
Half of Ob-Gyns Would Prescribe Mifepristone if Approved by the F.D.A.

One Third of Ob-Gyns Who Don’t Currently Perform Surgical Abortions
‘Say They Would Be Likely to Offer Mifepristone

=

A Kaiser survey found that six out of ten (59%) obstetrician-gynecologists (ob-gyns) familiar with
mifepristone (also known as RU-486) — or five out of ten (50%) of all ob-gyns — say they would be
“likely” to prescribe the drug for abortions if approved by the U.S. Food and Drug Administration
(F.D.A)). (Sixteen percent of all ob-gyns surveyed said they were “not familiar’” with mifepristone and
therefore were unable to respond about their likelihood of prescribing the drug.)

Furthermore, many of the doctors who don’t perform surgical abortions indicate that they would be
likely to offer this non-surgical, or medical, method of abortion. Four out of ten (41%) ob-gyns who
don’t currently perform abortions and who are familiar with mifepristone - or a third (33%) of all ob-
gyns who don’t perform abortions -- say they would be “very” or “somewhat” likely to prescribe the
drug for abortions if approved by the F. D.A. (Nineteen percent of all ob-gyns surveyed whé do not
perform abortions said they were “not familiar” with mifepristone and therefore were unable to respond
as to their likelihood of prescribing the drug.) Among ob-gyns who cite an “ethical,” “moral,” or
“religious” reason for not performing surgical abortions, 2 out of 10 say they would be “likely” to
prescribe mifepristone for abortions. Among ob-gyns who don’t currently perform abortions, those -
most likely to say they would prescribe mifepristone are those who cite some reason other than
“ethical,” “moral,” or “religious,” such as community pressure, institutional barriers, or some other
reason.

[ l.',"
'

Ob-Gyns familiar with mifepristone consider it a “safe” and “effective” drug regimen to end a
pregnancy. Ninety-seven percent of ob-gyns familiar with mifepristone say it is “effective,” including
three-quarters (76%) who say it is “very effective.” The remaining three perceat had “no opinion.”
Physicians are similarly confident about mifepristone’s safety: more than nine out of ten ob-gyns
familiar with mifepristone (94%) say it is “safe,” including six out of ten (58%) who say it is “very safe.”
The remaining six percent had “no opinion.” (The 16 percent of ob-gyns who said they “not familiar”
with mifepristone were not asked about the effectiveness and safety of the mifepristone regimen.)

Methodology

The Kaiser Survey on Physicians’ Attitudes and Practices Regarding Contraception and Unplanned
Pregnancy was a telephod® survey of 307 obstetricians/gynecologists drawn in a random-probability
sample design from the American Medical Association's Physicians Masterfile. It was conducted for the
Foundation by Fact Finders, Inc. between February 1 and March 21, 1995. The margin of sampling
error for the national sample is plus or minus 5.7 percent. The margin of sampling error may be higher
for some of the sub-sets looked at in this analysis, which have smaller populations.

The Kaiser Family Foundation, based in Menlo Park, California, is a non-profit, independent national
health care philanthropy and is not associated with Kaiser Permanente or Kaiser Industries. The
Foundation’s work is focused on four main areas: health policy, reproductive health, HIV, and health
and development in South Africa.

L IR
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CHART 1

Many Ob-Gyns Say They Will Offer Medical Abortion

Likelihoqd to Prescribe Mifepristone (RU-486) if Approved by the F.D.A.

b,

i

Among All Ob-Gyns Among Ob-Gyns Familiar with

(N =305) Mifepristone
(N =255)

Somewhst Likely

”
”

Not Familiar with Mifepristonc JJ°2l

No Opinion | [ Not Likely st All

16%

32%

2%

Source: 1995 Kaiser Family Foundation Survey on Physicians’ Attitudes and Practices Regarding Contraception and Unplanned Pregnancy
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CHART 2

Medical Abortion May Expand Number of Providers

Likelihood of Ob-Gyns Who Don t Perform Surgical Abortion to Prescribe leepnstone
(RU-486) if Approved by the F.D.A. S

1]

Among All Ob-Gyns Who Don’t Among Ob-Gyns Who Don’t Currently
Currently Perform Abortions Perform Abortions and Who Are Familiar
(N=201) with Mifepristone
(N =155)

15%

Not Likely at All

Source: 1995 Kaiser Family Foundation Survey on Physicians’ Attitudes and Practi¢es Regarding Contraception and Unplanned Pregnancy
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CHART 3

Ob-Gyns Consider Mifepristone “Safe” and “Effective”

" Views Among Ob-Gyns Familiar with Mifepristone

a ' R

Safety of Mifepristone | Effectiveness of Mifepristone

58%

4 4%
6%

36%

Source: 1995 Kaiser Family Foundation Survey on Physicians’ Attitudes and fragtiaep Regarding Contraception and Unplanned Pregnancy
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Good afternoon. Iam Lisa Kaeser, representing The Alan Guttmacher Institute
(AGI), an indepe::dent, not-for-profit corporation for research, policy analysis and public
education on 1ssges relating to reproductive health. We appreciate the opportunity to
make a statement g'egiirding the committee’s consideration of the use of mifepristone for.
the interruption of early pregnancy.

As you may know, six in 10 pregnancies in the United States are unintended.
Nearly half of these end in abortion. Currently, abortion is a legal procedure used by
almost half of all women in this country at some point in their lives. Any new method of
abortion, including medical abortion such as mifepristone, should be judged and made
available based on the scientific evidence of its safety and effectiveness, according to the
criteria and processes applicable to other medical treatments. Thus, if the Food and Drug
Administration (FDA) determines, based on the evidence presented and its own best
judgement, that mifepristone is safe and effective, it should be approved, and a new
option can be made available to women inthe U.S. |

Once the decision to have an abortion is made, time is of the essence. The risk of
complications increases with the length of gestation, and most women who have made
the decision to terminate pregnancy want to do so as soon as possible. Even though
currently available surgical methods of abortion are very safe, medical methods of
abortion, mh_ummdbeexmlymﬁnmwmwhopnfamtto
have surgery.

Moreover, while 98% of abortion facilities will provide services at eight weeks’

gestation, most providers of surgical abortion set minimum gestation limits before which
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they will not perform the procedure. According to AGI’s most recent abortion provider
survey, conducted in 1993, ﬁe most common gestation requirement is six weeks since a
woman’s last menstrual period (LMP), the criterion used by 43% of nonhospital f@iﬁﬁa.
In fact, only 23‘% of surgical abortion providers offer care to women at four or five weeks
LMP. Some 24% of facilities do not provider surgical abortion until women are at least
seven weeks (19%) or eight weeks (five percent) from LMP, that is, at least five weeks
since conception.

Many of these limitations continue to exist, despite the fact that the newest
pregnancy tests are highly sensitive, some accurately predicting pregnancy as soon as ten .
days after conception, and allowing women who ultimately choose abortion to make their
decisions earlier. For those who do not want to wait until later in the pregnancy to obtain
surgical abortion, a medical method that can be used earlier could be highly beneficial.

While the availability of medical abortion has the potential to reduce some of the
barriers to abortion services, at this time we do not know what kind of eventual impact
the approval of mifepristone will have. It would be unrealistic to expect this new method

to solve all problems of access. As it is, few providers are available to perform surgical

abortions ~ particularly in some areas of the country. Currently, 66% of private fee-for-

service and 77% of HMOs in the U.S. cover surgical abortion. If mifepristone is deemed
bytheFDAtobegfemdeﬁ'ecﬁveforﬂxeterminaﬁonofwlypmgnmcy,mdis
approved, coverage for this new option should be at least the same as that for surgical
abortion.

Clearly, the political pressures brought to bear against surgical abortion and its

providers have already affected the development of medical abortion. Unfortunately,
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these pressures have also served to slow research on mifepristone and related drugs for
other purposes, including their possible use for contraception. Should the FDA approve

mifepristone, we hope that these other avenues can be pursued.

- -

"
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ELEANOR SMEAL, PRESIDENT
FEMINIST MAJORITY FOUNDATION

My name is Eleanor Smeal. I am President of the Feminist Majonty
Foundation.

For the past eight years, French women and now women in Great Brifain,
Sweden, and China have had available to them the option of medical abortior{ For
eight long years, American women have fought to have this safe, effective choice
available to them. e

Every step of the way, rather than decisions being based on pure science and
medicine, politics instead have blocked or slowe the distribution of Mifepristone. If
the medical well-being of women were the only 1ssue, Mifepristone would have been

approved eight years ago.

The Feminist Majority Foundation has Jed the nation’s largest public education
campaign to make Mifepristone available in the United States. We began our
Campaign for RU 486 and Contraceptive Research in 1988 after an exhaustive review
of scientific data on Mifepristone, extensive consultations with leading scientists and
health care providers in the United States and abroad, and visits to clinics in France
where we spoke with women who had undergone medical abortions with
Mifepristone. As women’s health advocates, we wanted to make sure Mifepristone
was as safe, effective, and acceptable to women as it appeared from news reports.
Our cpnclusion: Mifepristone as a method of early abortion and as 2 potential
treatrient for discases and conditions ranging from some forms of breast cancer to

'Mmﬂnmnammﬂxﬂhmhhmzhmmmmjmnhmmmm

made available to women in the United States.

The feminist and scientific communities in the United States share this very
positive assessment of Mifepristone. Over the past seven years, we have delivered
over 700,000 petitions from women and men in this country urging the French
pharmaceutical company that developed RU 486 and its German parent company to
license the compound in the United States. We also presented petitions from 3,000
scientists and academicians who were outraged at the "medical McCarthyism” of



-3-

clinical trials. He has published over 30 peer-reviewed articles on RU 486. In all of this research
experience, Dr. Hodgen has found no scientific evidence of safety problems from Mifepristone.
Even embryomc and fetal development progressed normally, despite early exposure to RU 486
either in vitro or in utero. Dr. Hodgen concludes, "I believe that this drug is safe for women!"

The Feminist Majority Foundation has fought long and hard to protect women’s access to
abortion and other medical services. In addition to our work to bring Mifepristone to this country,
we lead a nationwide National Clinic Access Project to help protect clinics from anti-abortion
violence and to help keep clinics open and accessible. We work closely with all types of clinics:
for-profit and non-profit, independent and those affiliated with large organizations, and individual
doctors that perform abortions. We also conduct an annual clinic violence survey. Our 1995
Survey found that violence at clinics declined overall, but 38.7% of clinics still faced one or more
of the most severe forms of violence, including death threats, stalking, bomb threats and bombings,
chemical attacks, blockades, invasions, arson and arson threats. Availability of Mifepristone could
significantly curb anti-abortion violence. As more physicians begin to administer Mifepristone,
abortion services will become more decentralized, significantly undermining anti-abortion violence at
clinics.

e 0."....

The time for approval of Mifepristone is now -- and long overdue. Every day that
Mifepristone is not available to American women is another day that some woman will suffer
needlessly. Equally important, every day foepnstone is not available is another day that scientific
development of anti-progestins for a number of serious diseases and conditions primarily affecting
women will be delayed.

Today’s hearing is on the safety and efficacy of Mifepristone as a method of pregnancy
termination. But your actions today and the FDA's ongoing review process of The Population
Council’s New Drug Application for Mifepristone as an abortifacient have even broader implications
for women’s health care.

In 1989, under the Bush Administration, the FDA issued an "import alert” on RU 486 that
sent the message that the United States was hostile towards the research and development of
Mifepristone. The import alert, as scientific researchers testified before Congress, effectively
brought to a halt even non-abortion research on Mifepristone. It is time for the FDA to reverse this
negative symbolism. With its approval of Mifepristone, the FDA will signal scientists and
manufacturers that resegrch on the compound’s many indications for improving women’s health can
move forward at long last.

Here are just some of the promising uses of Mifepristone that result from the compound’s
properties as both as anti-progestin and an anti-glucocorticoid:

* Mifepristone shows promise as a treatment for progesterone-dependent breast

cancers,? which account for some 40% of all breast cancer tumors. New research has
found Mifepristone may inhibit the proliferation of ovarian cancer cells.’?
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| am Gloria Feldt, President of the Planned Parenthood Federation of America. Each ’
year, our nearly 1,000 health care centers across the country provide medical and -
educational services to more than five million patients. The first birth control clinic in
the United States was opened 80 years ago by our founder, Margaret Sanger. Ever
since, family planning to enable people to prevent unintended pregnancies and plan
wanted ones has been the heart and soul of our work.

Planned Parenthood centers provide abortion services to about 130,000 women each
year. Six of our centers were part of the US mifepristone clinical trials. The women we
serve, and millions of other women, have a strong interest in the issue before you
today. Every time there is a news story about medical abortion, women call Planned
Parenthood. Oftem they are women who have just missed their periods — they are early
in an unintenéec_i-pregnancy.

Many women want to end their unintended pregnancies without surgery or anesthesia.
They want to have an abortion as early as possible. Mifepristone gives women the
ability to do both these things. Women ask us about medical abortion, and we have to

1120 Connecticut Avenue, N.W_, Suite 461, Washington, UC 20036 (202) 785-3351 FAX (202) 293-4349
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tell them, “yes, we know it is available in Europe, but we cannot offer it to you here.”
These women are -understandably frustrated.

Political reasons, not medical reasons, stood in the way of introducing mifepristone in
France at first, until the Public Health Service declared it to be “the moral property of
‘women” and went forward with it. It has taken us longer to overcome the political
obstacles here in the United States. We are gratified that mifepristone, which has been
used successfully by more than 200,000 women in Europe, has finally reached the
point of FDA consideration. Mifepristone should be reviewed in the same manner as

any other drug.

For many years, a small band of groups opposed to both family planning and abortion,
has limited women’s access to advances in reproductive health technology. Strident
opposition, including threats of boycott, from these religious political extremists has
chilled — indeed, frozen — critical research and testing for all kinds of health advanoesff,_
that would help protect the fertility and lives of women, and might also contribute to
medical treatment for other conditions. | know you must be under tremendous political
pressure from opponents of mifepristone. But | am convinced, from the experience that
women had with mifepristone at Planned Parenthood centers, that mifepristone can be
used safely and effectively in the United States as it is in Europe.

L ATRR

| hope this hearing today will mark the beginning of a new era for women as they strive
to plan and space their children responsibly.

The acceptability study presented today by the Population Council backs up what our
physicians, nurses, and counselors all experienced. They found that most women were
quite satisfied with medical abortion. Women chose to participate in the test trial only
after a thorough consultation, during which the expectation and events of the procedure
were explained. Because of that in-depth counseling, women said they were prepared
for the mifepristone process. The side effects some experienced did not surprise or
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scare them. For most women in fact, the procedure was what they expected, or better
than they expected. Some said they felt the mifepristone procedure was more natural.
Certainly, there is no drug or medical procedure that comes without some level of risk,
which is why we héve the FDA, to determine the degree of risk associated with drugs ™

and procedureé.“

Unintended pregnancy is a tremendous problem in the United States — close to 60% of
pregnancies are not intended. We at Planned Parenthood do our best to serve women
with contraceptive information and services. But when women come to us with an
unintended pregnancy, we offer them full information on all of their options, from
prenatal care and adoption, to abortion. It is imperative that American women have
access to the newest, safest methods of ending a pregnancy — and as early as
possible. Mifepristone should be an important part of that.

L
Making mifepristone available will also eventually increase women's access to abc:rtioj‘_i~
services, and make harassment and violence less effective as a weapon against
women and the health care professionals who serve them. A survey of
obstetrician/gynecologists by the Kaiser Family Foundation concluded that a third of
the OB/GYNs who do not now offer surgical abortion would be likely to administer
mifepristone. That would make a difference to women in areas with no surgical

abortion provider, and that is what the opponents of mifepristone truly fear.

In summary, our experience with mifepristone was what we at Planned Parenthood, and
the women we serve, expected. For the overwheiming majority of women, mifepristone
proved safe and effsctive. The complications that arose were the ones we expected
and were mamge;ble. Serious ones were rare. Most women were satisfied.

We at Planned Parenthood look forward to offering medical abortion using

mifepristone. We are ready. French women have had access to mifepristone since
1988. It is time to offer American women this new, safe choice. Thank you.
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Mifepristone: A Potential Milestone for Women

I am Ann Kolker, Public Policy Director at the National Women’s Law Center, a
legal and public policy organization that for over twenty years, has been working to secure

equality and equal opportunity for women in the workplace, in educational and family

L AT AN

settings, and in their access to health care, income and family support services. I appreciatg}
the opportunity to appear before you today. )

Central to women’s equality is access to safe and legal abortion. Unfortunately, in
recent years, a vocal minority has waged a relentless battle to make abortion illegal again, to
intimidate women seeking abortion, and to drive abortion providers out of practice, through
harassment, violence, and threats to their families. The submission by the Population
Council of a New Drug Application for mifepristone and the approval process now underway
at the FDA have a chance to change this landscape dramatically. The Center strongly
supports FDA'’s effgris to review carefully and thoroughly this NDA and determine whether
mifepristone (x: "c.;mbination with misoprostol) is safe and effective. The Center is
extremely hopeful that FDA will come to the same conclusion that has been reached in
France, Great Britain and Sweden and approve mifepristone (in combination with

misoprostol) for use as a method of terminating an unwanted pregnancy in the early weeks.
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We cannot overstate the value to women of the availability of safe medical abortion as
an alternative to su}gical abortion. Most important, use of an abortifacient drug can take
place in a physigian;s office rather than at a clinic. Thus, women will be spared the trauriia
of harassment, blockades, outright violence and intimidation that have occurred at so many
clinics around the c;ountry and made entering the clinic more frightening than the prospect of
surgery for many women. The statistics alone are chilling. Although levels of clinic
violence have declined since the enactment of the Freedom of Access to Clinic Entrances
Act, they are still high. According to a survey by the Feminist Majority Foundation, last
year nearly 40% of clinics experienced some form of severe violence, and nearly 20% of
clinic staff reported death threats and home picketing. I often wonder if more people, and .
especially those in charge of national research, had to endure these tactics, whether a medll;al
abortion method would have been developed earlier in this country. But that aside, the |
prospect that women will eventually be able to obtain an abortion in the same manner that
they obtain other medical procedures - in the privacy of a physician’s office, free from
intimidating tactics - will be enhanced if mifepristone is approved. This would be a welcome
development.

Assuming that FDA determines that mifepristone is safe - and the data from use by
nearly 200,000 women in Europe seems to suggest that should be the case - this method of
non-surgical abortign has important and favorable implications for the health of women
seeking to terminiate an unwanted pregnancy. First, many women seeking to terminate a
pregnancy may fw the invasive nature of surgery, along with the prospect of anesthesia.

Taking several pills induces the abortion which then occurs in the same way as a
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miscarriage: Avoiding surgery will be a definite plus for some women. Second, the fact
that mifepristone w-orks early in pregnancy when abortion is safest is also advantageous. The
availability of t@gﬂdr.ug for use only during the firs. seven weeks of pregnancy - or nine
weeks at the most - will act as an incentive for women seeking to end an unwanted or unsafe

| pregnancy to seek ;11ediqal help in the early weeks. Indeed, medical abortion with
mifepristone is available as soon as a pregnancy can be confirmed, while a surgical abortion
cannot be performed until several weeks later. Medical experts _acknowledge that there are
fewer risks to women’s health when termination occurs early in the pregnancy.

The approval of mifepristone stands to have a beneficial effect on the number of
providers willing to perform abortions in this country - a change that has positive »
implications for women's health as well. This panel knows all too well, I am certain, that .
there has been a dramatic decrease in the number of physicians willing to do abortions in -
recent years. Surveys show that over 84% of the counties have no abortion provider, - many
having been driven out of practice by harassment and threats of violence to themselves and
their families. However, a number of physicians who do not currently perform abortions
have indicated that they would be willing to do so if they could prescribe mifepristone. A
recent survey by the Kaiser Family Foundation found that one-third of Ob/Gyns would add
abortion to their practice if it involved prescribing medication such as mifepristone rather
than surgery. Ultim’ately, the availability of more physicians willing to provide abortions will
reduce travel time and arrangements, particularly for women in rural areas, thus enabling

these women to undergo the procedure at an earlier point in the pregnancy - when it is

safest.
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The National Women’s Law Center has, over the years worked with the FDA to
assure that drugs an.d dcvicgs of importance to women, especially newly developed methods
of contraccption,: a,re' safe and effective. We know that product approval decisions are based
on careful review of clinical trials, scientific data and researched articles by physicians,

| medical scientists, z;nd other experts. Others who appear before this advisory committee
today may present claims and charges about mifepristone that are not supported by the
clinical trials and the experiences of women both in this country and overseas who have
successfully and safely used this non-surgical method of abortion for nearly seven years.
Thus, we urge this committee to be guided in its decision-making about mifepristone by the
scientific evidence presented in the Population Council’s NDA and related materials and ;
studies that the FDA may have assembled, and not on ideologically motivated claims that ;
are without scientific merit. V -‘

American women eagerly await your recommendation and hope that before the year is

over the FDA will render a favorable decision on the availability of mifepristone (in

combination with mifepristol) as an alternative to surgical abortion in this country.

MIF 002881



i b
a8 |
el N ek ]

. . N h T
. - -
R s

Testimony of Seymour L. Romney, M.D.
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At the Center for Drug Evaluation and Research
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lam Dr. Se_ymour L. Romney, the current Chair of the Society of Physicians for Reproductive
Choice and Health. The Society of Physicians for Choice thanks the FDA for this opportunity to
express our unqualifiea support for the new drug application that the Population Council has
submitted concernir]g, the safety of the antiprogasterone drug mifepristone. The Society of
Physicians for Choice urges the FDA to promptly approve this application. It is vitally important to
the réproductive health-care of women and men that the known benefits of mifepristone and theg
to be-determined, safe and effective therapeutic usages of this agent, as well as other progestin
analogues that can be synthesized, be carefully investigated and evaluated. The mission of The
Society of Physicians for Reproductive Choice and Health is to enéble concerned physicians to take
a more active and visible role in support of universal reproductive heaith care. We are a national
organization of physicians that works to ensure that everyone has the knowledge, access to quality
services, and freedom of choice to make their own reproductive health care decisions. We?_educate
and advocate that every pregnancy sho-uld be a wanted, intended pregnancy. We be.i-iéve this
condition is an essential component for the physical, mental and social well-being of women, men
and children.

| am also here as an obstetrician-gynecologist of long standing duration, who has participated
in the comprehensive health care of women as a clinician, a teacher and a researcher. | completed
my training at two éoston institutions, the Boston Lying-in Hospital and the Free Hospital for
Women in Brookline Massachusetts. Both no longer exist and have been fused into the now well
known Brigham and Wo_meh’s Hospital. My experience in Boston has been supplemented by more
than 35 years in New Y;rk City where | was chair of the Department of Obstetrics and Gynecology
at the Albert Einsteiﬁ College of Medicine and currently serve as a Professor Emeritus. My
credentials also include memberships in the American Gynecologic and Obstetric Society, the
Society of Gynecologic Investigation, the American Association of Cancer Research, the American

Association for the Advancement of Science and the American Association of Medical Colleges.

The responsibility for teaching medical students and training residents, as well as maintaining high
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quality standards for the health care of women is challenging and demanding. Many young
motivated student_s want to know why mifepristone is not clinically available. In the past 45 years,
significant progress has: been made in almost eliminating maternal deaths, that we know are
preventable. One of‘_ thé most dramatic changes is the elimination of maternal deaths due to
mismanaged septic abortions, back alley abortions or abortion complications including septic shock.
Since-Roe v. Wade, eme-rgency rooms and hospital beds are not filled with dangerous or tragic seif
induced abortions. Mifepristone can be a valuable addition to this therapeutic armamentarium. It
is one of the most important scientific advances in reproductive health care in decades.

My colleagues and | are acquainted with the details of the protocol and the implementation
of the Population Council’s multi-institutional mifepristone/misoprostol clinical trials. What we have
learned in personal communications with responsible physicians participating in the trials in the
United States, Sweden and England is that the clinical experience with mifepristone-misop%@)stol in
this country is comparable to the ongoing and previously reported results recorded in the;'rﬁedical
literature by well qualified physicians and investigators in France, Sweden, and Great Britain, where
mifepristone was approved following clinical trials documenting its safety and effectiveness. More
than 200,000 women in Europe have chosen to use mifepristone. The success rate for terminating
early intrauterine pregnancy (up to 49 days from the beginning of the last menstrual period) is 95-
97%. The side effects are equivalent to those encountered in a spontaneous miscarriage.

We have seen the informed consent form employed in the Population Council’s sponsored
clinical trials. It is accurately detailed, and can be easily understood by any woman seeking a non-
invasive pharmacologi¢ termination of pregnancy. That is her constitutional right. The exclusion
criteria which need to 59 carefully evaluated in all patients is that the woman have no evidence of

heart disease; is not a heavy smoker; does not have any ectopic tubal pregnancy nor any chronic

liver or kidney disease which could complicate her care.
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In support of the application, the Society of Physicians for Choice would like to include in this
presentation, for the record, the extensive and detailed publication by the Institute of Medicine of
the National Aca(-iemy of Scic.ances entitled "Clinical Applications of Mifepristong RU486 and Other
Antiprogestins" whic_h 7is‘public':Iy available. This is a comprehensive report of a two day workshop
involving the deliberét*ions- of a 7 member committee selected for their expertise in cell biology,
pharhacology, epidemi;alogy, reproductive endocrinology, care of women with hormone dependent
clinical conditions and oncology. The workshop, convened in 1993, provided an unbiased
evaluation of the science and potential clinical uses of antiprogestins for numerous diseases and
conditions in addition to inducing abortion. The reportidentifies 20 recommendations of important
work that should have been promptly undertaken at that time to further clarify the mechanisms of
action of the antiprogestins and the potential for developing additional compounds invol;ving the
usefulness of inhibiting progesterone receptors. The FDA approval of this new drug applic;_tion will
predictably generate keen interest in possible other therapeutic uses of the antiprogestins";that can
be immediately pursued. I[f the drug is made available, there are a spectrum of important
gynecologic problems including missed menses, term and post term labor induction, endometriosis
and uterine leiomyomas that can hypothetically benefit therapeutically. Promising preliminary data
has also been obtained in breast and endometrial cancer, meningiomas and antiglucocorticoid
dependent conditions.

| am also providing for the hearing today, a resolution on mifepristone, identified here
by its French brand name, RU 486 passed by the American Association for the Advancement of
Science in April, =1 99'1. The sense of this resolution is equally applicable today and

comprehensively supports the Population Council’s application. However, we now have the

opportunity to make scientific and health care progress in 1996. The resolution reads:
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Essential objective mifepristone clinical data is now available in the Population Council’s new
drug application that warrants FDA épproval. The difficulties in obtaining the manufacture and
distribution of RU 486 can be resolved. The Society of Physicians for Reproductive Choice and
Health applauds the action o'f the Population Council and strongly urges the FDA to expedite the
implementation of the manufacture and distribution of this important therapeutic molecule. We also

encourage the submission of related therapeutic protocols to advance reproductive health care.

"Whereas RU 486 a major new drug is both an antiglucocortiocid and
antiprogesterone steroid that has many potential benefits for society, and
whereas RU 486 is an effective treatment for Cushing Syndrome; it has
shown gff_eét/'ve activity in the treatment of some types of breast cancer;
it has been used in France as a safe effective method for the termination
of early pr-egnancy; and there is suggestive activity for its value in the
treatment of endometriosis and difficult deliveries and whereas a hostile
political climate has discouraged Roussel Uclaf, the French manufacturer
of RU 486 from seeking a license to market the compound in the United

States, and whereas the US Food and Drug Administration (FDA) has.

imposed an import alert on RU 486, and whereas AAAS is committed to

freedom of scientific inquiry and the advancement of modern technology; .

be it resolved that the American Association of Advancement of Science
encourages pharmaceutical companies and the FDA to make RU 486 and
related agents available for further research and use as medically

indicated. "

>

Thank you for your time.

SP716968
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JUSTIFICATION: .
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include thd% following information

18. BHIPPING POINT

16, GROSS SHIP WEIGHT ‘"“)m“-

0.00«

pages

171)
4 GRAND
TOTAL

21. MAIL INVOICE TO: (bt DI Codle )

DHHS/FDA/Commercial Accts
5600 FISHERS LANE, HFA-122,

Phone:
ROCKVILLE, MD.

7. NAME (T)ped)

20857 3300.00

/—-——

TITLE: CONTRACTING / ORDERING OFFICER

' FORM FDA 3303 (10-88)

MIF 002892



VRUVER FUR QUFFLICO Wi Ve oo o
SCHEDULE - CONTINUATION

|

2

L

1

JRTANT: Mark all packages and papers with contract and/or order numbers

£ OF ORDEN

11-JUL-96 e

ORDER 4O,
FDA 094495 00 96 TR 01

M N0,
A}

SUPPLIES OR GBFVICES
(8)

ey
(0)

oy
PrcE
(E)

AMOUNT
(¥)

on your invoice in order to
receive payment:

1. Routing transit number of the
financial institution receiving
gaymt. )
. Number of account to which
funds are to be deposited.
3. Type of depositor account
C for checking, 8 for savings.

Should you have any questions, you
may contact the Food and Drug
Administration, Office of
Financial Management, Systems
Accounting Branch at:

—

APPEARS THIS WAY
ON ORIGINAL

“"

TOTAL CARRIED FORWARD TO 18T PAGE (ITEM 17 (H)) !1

.00

_

ORM FDA 3304

MiF 002893



BPA and Calt No.

UEPARTMENT QF
HEALTH AND HUMAN SERVICES
PURCHASE/SERVICE/STOCK REQUISITION

REQUIS'TIQN 6M!E [J

94495

OFFICE CODE/SYMBOL
ACS/HFD-21

DHHS/PHS/FDA/Supply Contracts Sec.
13 -

REQUEST FOR

O puncrase O seavice O srockissue  Khmentawncase

QUESTING ORGANIZATION . CUSTODIAL AREA DATE OBJECY CLASS -
Food and Drug Administration CDER 7/5/96 92—

R REFERENCE CALL - EXTENSION APPROPRIATION - J; «)
nivaRvo - B = =L

FDA/Center for Drug Evaluation and Research
ACS, Meeting Management Branch

6-6992862-D-51783

DATE REQUIRED

Chapman Building, Room 200 ASAD
_lgm_rrha-pmm_zockmmm_uhqdami_zmm
' cost
ITEM NO., OESCRIPTION . QUANTITY u;u:t
(INCLUDE STOCK NUMBER, MODEL/PART NO., £TC.) azauineo | ST v TOTAL
F=D=C Regula;ory TV/VIDEO Service Telecast at the 9,800.00
Reproductive Health Advisory Committee Meeting ’
July 19, 1996
Gaithersburg Hilton .
620 Perry Parkway :
Gaithersburg, Maryland 20877 ¢
301-977-8900 R
7:30 am to 7:00 pm
cartity thet the property /services requessd are required | FUNOS AVAILAS: - / DATE
or Governument business, snd are not sweilable from S %9&96 rota. [9:800.00
TCNNS OF CAFYOnT sseets. . GE P h :
'EQUESTED BY (Signene [ oATE . b .CEIVING OFFICIAL - | certify that the quartities mdccntod in the “Quantity
—— s Required™ column sbove have been received in total or as annctated.
ECOMMEND APPROVAL (Signature/Title) OATE RECEIVING OFFICIAL [Signature/Title) OATE
PPROVED BY (Sign DATE ORDER NO. (PO, DO, FEDSTRIP, ETC.) ORDER DATE
pabidide 8 L ns=26
pHor| -5 .
IOPERTY Eaun MENT OFFFICER {. gniffure}*| DATE VOUCHER NO. VOUCHER DATE

MIF 002894



ORDER FOR SUPPLIES OR SERVICES

JANT: Murkallgdag!s-ndg_c rs with contract and/or order
2. CONTRACT NO. (N any)

4l

PAGE OF
1

PA

3, ORDER NO.

4 REQUISITION NO.

.(E OF OROER
05-JUL~-96 FDA 094495 00 96 TR 00 094495

5. ISSUING OFFICE  ( Addrees earreeponsiance ) LEHP IOt  (Conaignee and ssidhesa, DP Cade |

DHHS/FDA/OFACS/COB . FDA/CDER

5600 Fishers Lane, HFA-512 CHAPMAN BUILDING, ROOM 200

Park Building, Room 3-32 1901 CHAPMAN AVE.

Rockville, MD- 20857 ROCKVILLE, MD 20852
i 7.TO: CONTRACTOR ( Name, address and 3P Code ) 8. TYPE OF ORDER

A. PURCHASE - Reference your

F-D-C REGULATORY TV/VIDEQO SERVICE
5550 FRIENDSHIP BLVD.

SUITE 1
CHEVY CHASE, MD 20815

10. AEQUIIMIONING OFMICE

ﬁﬁmmmhhmofolovmnm the terms and cond

specified on the attached sheets, inciuding delivery

9. ACCOUNTING ANOD APPROPRIATION DATA

22320Q 20 2592
6992862 D 51783 00

11, SUSINEES CLASMPICATION
PURPCSE PROGRAN
cooe X142 coos

| ___HFD 009 - - .

12 FOLPONT Hestination

13, PLACE OF INSPECTION AND ACCEPTANCE

14, QOVERNMENT B/ L NO.

15, DELIVER TO F.O.8. POINT
ONORBEFORE  (Daw)

19-JUL-96

17. SCHEDULE

SUPPLIES OR SERVICES

ITEM NOL
(8)

UNTT
race
(&)

5

(S) (D)

(A)
TELECAST AT THE REPRODUCTIVE
DATE: JULY 19, 1996

TIME: 7:30 AM TO 7:00 PM

Effective July 26, 1996, in
accordance with the Debt

1 [F-D-C REGULATORY TV/VIDEO SERVICE 1
HEALTH ADVISORY COMMITTEE MEETING.

9800.00

P

9800.00

Collection Improvement Act of
1996, agencies of the Federal
Government must use electronic
funds transfer to make all
payments. You are required to
include the following information

on your invoice in order to
receive payment:

gayment.-

1. Routi—ng'transit number of the
financial institution receiving

Number of account tp which

18 SHIPPING POINT

19, GROSS SHIP WEIGHT

20, INVOICR HO.

0.00

21. MARL INVOICE TO:  { incikade ZWP Code )
/@S /FDA/Commercial Accts

/73600 FISHERS LANE, HFA-122, ROCKVILLE, MD.

—

Phone: >
20857 |

9800.00

/S/

7
22 UNITED STAY/.S QFAMERICA
oY . Sggfne) >

22 NAME ( Typed)

N

TITLE: CONTRACTING / OROEAING OFFICER

—

FORM F24-3303 (10-88)

MIF 002895



im_\-iacsl No.

DEPARTMENT OF

HEALTH AND HUMAN SERVICES
PURCHASE/SERVICE/STOCK REQUISITION

REQUISITION NUMBER

E 095779

OFFICE CODE/SYMBOL

ACS/HFD-21

To i REQUEST FOR —
U-HS/EHS/M/Sumly Cmtracts Sec. (Hm-513) O suncrase O seavice O stocxissue XX rentaLLease
REQUESTING ORGANIZATION - CUSTODIAL AREA DATE . OBJECT CLASS
Food and Drug Adn.im.stratm : 25.92
numm T et E o EXTENSION APPROPRIATION

E T e ———— 7 QQ Z m
SELGvERTO 5

FDA/Ca'xte.r fm:' urug Eva]nation and Research
ACS, Meeting Management Br:anch (HED-ZI)

G'xapnmmﬂding.noanzoo

6-6992862-D-51782

DATE REQUIRED

July 10, 1996

auantiry | UOIT cosv
e REQUIRED 1SSUE UNIT TOTAL
'lie-q'&'esi:ismdefar'ﬂnuseof(Z)GrayLinemsesfiF
’ an advisory cammittee meeting
(1 day at $975 per ms) ‘ rental |for (2] tuses. $1,950.0
- 'I_‘j.tle c_f Meétmg:' 'Advisory Camittee far :
' Date: - July 19. 1996
 -‘-‘- Locaticn The Hilton/Mmtganery Gounty Fa:!.tgro.mds
T o= - 620 Perry Parkway -1
o Gaithe:;qh;rg. MD 20877
'I'he buses will pick up and deliver passengers beginning at 6:3Q a.m..
ending at-7:30 p.m." The buses will provide back and|forth smgtle ice
for the public ali day. The passengers will be bused from the |Hilton t County
Fairgrounds to the mATecl'mical Center, 16071 Industrial Drive, Gai burg| MD.
laﬂud—h-—umwmm l""’"“ AVAILABL OATE ‘ :
l.:-et“—° ~-O" e m P@m /b/ ,Z"g'?é' TOTAL $1,950.(
REQUESTED BV [Shex / s /‘ DATE _n'&'cswma OFFICIAL - | certify thet the quartities indicsted in the “Quanity
_ Required” column sbove have been raceived in total or as snnotsted.
RECOMMEND APPROVAL {S‘:-mnlmk)' DATE RECEIVING OF FICIAL (Signature/Tirle) OATE
Anno;f:n 8V (Siche DA on_oea NO. (PO, DO, FEDSTRIP, ETC.), ORDER DATE

Tz /S/

MIF 002896

1-5-%6

ure)*| OAT

VOUCHER NO.

VOUCHER DAY




Page 2

. Gray Line
(Gold Line)
5500 Tuxedo Road
Tuxedo, Maryland 20781-1389

phone: 1-800-862-1400
or 301/386-8300
fax: 301/386-2024

APPEARS THIS WAY
ON ORIGINAL

"

MIF 002897



07/08/98 14:04 8~ GOLD LINE

FAX: 301-386-2024
TOLL FREE: 800-862-1400

(301) 386-8300
GOLD um 5500 TUXEDO ROAD v e
TUXEDO, MARYLAND 20781-1389
n//uq/qa 14:02 CHARTER BUS CRDER FAGE
Charter Number: (935402
Charter Datest 07719/%% FRI Statusi ESTIMATE Entry Dated Q7/Q5/96

Cyatomer Numberl e
EDR Home Fhore! “~————————
SL00 FISHERS LANE Work Fhongs : FAX
CEDNER AE HFD21 “CHAPMAN BLDG"

ROCKVIILLE. MD 20297

Group? Contact:
NRHCA Namel B RAeent Numbert
Tour Number: P.Q. Number:
Famarkss Number of Passengsers: 0
Bus Tvrea: M 47 PASSENGER Number of Buses: 1 .
W —m—a——— _ E RV E = Pmmmme—emme Q R R I VE o —
CITY ST DATE TIME  TYPE CITY ST UATE TIME
QI THERSBURG MO 077197946 &:3230am LOCL NON~-LECTURED oo O7/19/%6  7730pm
---------- 1 3 P INFORMATIOGN o %
PAITH&R BURG HILTONv 640 FERRY FARKWAY., GAITHERSBURG
MaRYLAND
- INERARY
P/U AT DAZ0 HRS FROM GAITHhRssbR HILTON AND TAKE TO RUUIE
;;é $: 270, (SHUTTLE BACK & FURTH) SERVICE TO END BY 1930
Total O.H. Miles O « QQ
Total Live Miles s 20
Total Time O Davs + Q0 Hours . Q0
Total Additional Charses ?27235.00
Charter Grand Total 975.00
Pavmants FReceived e 00
Bzlance Due 97%. 00

h

: PAYMENT POLICY: $100.00 DEPOSIT REQUIRED PER BUS TO CONFIRM SERVICE, UNLESS GREDIT HAS BEEN
APPROVED. CONFIRMATION WILL BE BASED ON AVAILABILITY AT TIME DEPOSIT IS RECEIVED. FULL PAYMENT
1S DUE TWO (2) WEEKS PRIOR TO DATE OF SERVICE. CANGELLATIONS RECEIVED WITHIN 7 DAYS OF
BEGINNING DATE OF SERVICE WILL RESULT IN FORFEITURE OF TOTAL CHARTER RATE.

NO SMOKING ALLOWED ON COACH AT ANY TIME. NO EATING OR DRINKING ALLOWED ON COACH WITHIN 2
HOUR DRIVING RADIUS OF WASHINGTON, D.C. WITHOUT SPECIAL ARRANGEMENTS AND CLEANING DEPOSIT.

ALL LECTURED SERVICE IS PERFORMED BY ENGLISH SPEAKING LICENSED DRIVER/GUIDE. ARLINGTON
CEMETERY PARKING, IF CHARGED, WAS CHARGED FOR UP TO 2 HOURS. ADDITIONAL TIME WILL BE
MIF 002898=resnnaimn iTv 0F CUSTOMER. VIDEOS FOR VIDEO COACHES WILL BE SUPPLIED BY GOLD LINE.

Qoo1



ORDER FOR SUPPLIES OR SERVICES

PAGE OF PAGES

IIMKRTM:Mmulmwqumdandmmm 1 2

22, UNITED STATES OF AMERICA
o (sgear) P

/S/

Jl.DATIOFm 2 CONTRACT NO. (Nary) 3. ORDER NO. 4 REQUISITION NO.
10-JUL-96 ' FDA 095779 00 96 BD 00| 095779
6. [SSUING OFBICE  ( Address asrrespondense i9) G OHIP TO:  ( Consignee and addiwes, 2V Ceve )
DHHS/FDA/OFACS/COB DHHS/PHS/FDA
5600 Fishers Lares, HFA-512 NICHOLSON RESEARCH CENTEX00
Park Building, Room- 3-32 5516 NICHOLSON LANE
Rockville, MD 20857 KENSINGTON, MD 20895
7.TO: CONTRACTOR  ( Name, adiees and 20 Cods ) l.EPEGORDER i
GRY LINE (GOLD LINE) X] A PURCHASE - Reference your
5500 TUXEDO ROAD ‘;'RI"”“TE::“ —
TUXEDO, MD 20781-1389 Plesse fum on condttions
ATT: IJ,\U'RA epecified on the sttached Inciuding delivery ae
O 8. DELIVERY - Except for attached biling instruc-
530181665 Conesined on e o 1 Heved subject & e
terms and conditions of the
6. ACCOUNTING AND APPROPRIATION DATA 10. REQUISITIONING OPPIOE
| ____HFD 009 —
223200 20 2592 11, BUSINESS CLASBIMCATION . .
PREFEAENOE TYPR-OF -
6992862 D 51782 00 mnm V122 %’”“ mluu:u- A3 wctm& 2
12. F.O.8. POINT Dastination 14, QOVERNMENT 8/L NO. |I.WTO'.M{W”' n.mnmi
.13, PLACE OF INSPECTION AND ACCEPTANCE 19-J'UL-96 Net 30
17. SCHEDULE
TEM NO. SUPPUSS OR SEAVICES =~ e AMOUNT
(A) (8) (G) (D) (&) (F)
1 |PROVIDE SERVICE FOR THE USE OF TWO 2 EA 910.00 1820.00
(2) GRAY LINE BUSES FOR AN
ADVISORY COMMITTEE MEETING
TITLE: ADVISORY COMMITTEE FOR CHARTER #95789
REPRODUCTIVE HEALTH DRUG (per Laura on 7/18/96)
(301) 386-8300
DATE: JULY 19, 1996
FROM: THE HILTON/MONTGOMERY | .
COUNTY FAIRGROUNDS
620 PERRY PARKWAY
GAITHERSBURG, MD 20877
TO: FDA THECHNICAL CENTER
16071 INDUSTRIAL DRIVE
GAITHERSBURG, MD 20877
TIME: PICK UP AND DELIVER
PASSENGERS ALL DAY:
6:30 AM -~ T:30 PM
15, SHIPPING POINT 19, GROSS SHIP WEIGHT 20, INVOICE NO. 0.00! :‘"’E“-
21. MAIL INVOICE TO:  ( inaiude 2P Cede ) ) Gig(AlN)D
DHHS/FDA/Commercial Accts Phone: ‘ 1820.00 < TOTAL
5600 FISHERS LANE, HFA-122, ROCKVILLE, MD. 20857
2. NAME (Typed)

TITLE: CONTRACTING / ORDERING OFFICER

~~"MIF 002899 -



ORDER FOR SUPPLIES OR SERVICES PAGE OF PAGES

SCHEDULE - CONTINUATION 2 2
MPORTANT:MMAIEM.mmmmeMW '
DATE OF ORDEA CONTRAGT NO. ORDEA NO. -
10-JUL-96 ‘ FDA 095779 00 96 BD 00
TEM NO. SUPPLIES OR SERVICES %"ﬂm UNIT ,‘;’;‘& AMOUNT

(A) T e (") (c) (0) (€) (F)

The dollar value reflected on the
purchase order is estimated. It
1cannot be excéeded without the
authority the contracting/ordering
officer.

Effective July 26, 1996, in
accordance with the Debt
Collection Improvement Act of
1996, agencies of the Federal
Government must use electronic
funds transfer to make all
ayments. You are required to
include the following information
on your invoice in order to | .
receive payment: ’

1. Routing transit number of the
financial institution receiving
gayment.
. Number of account to which
funds are to be deposited.
3. Type of depositor account
C for checking, S8 for savings.

Should you have any questions, you

may contact the Food and Drug

Administration, Office of

Financial Management, Systems

Accounting Branch at:
ﬂ

APPEARS THIS WAY
ON| ORIGINAL

"

TOTAL CARRIEDFORWARDTOISTPAGE(ITEM”(H)L! 0.00

FORM FDA 3304p 1= 105900



