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It is ior them r4aserwI that tmt4 m ne 8cerurl sorrLm/linttr anb tmt 
IMY~ string4nt wtrria are not 0av4n for the W4416bl indfcationv that 
justify ~nelwton tn the etudy. or. bau;rY 88Sd Llmk the FDA accepts 
thrt juuomante et PrdlllCbl noad wf 3 s k WrY mbbctfw 0 arrived at by b 
phyeicirn rnd prtiont in thb contrxt et an anrotwd fomwt P~QCOSS. 

w. baglw said that ho, p*rrronally. doe8 not uM4rstm4 wlrr 2~a;:;i~~ 
thr 8~lfxw fmplmt would nut bo an iarolint oPtt@a us Ilcme cams. 
M rrfb, @t the horrtngs ot the !btion&l lUvl8~ CEQIPiesion “41 WM ’ 
a~~t~m~~fufl~ arsurd that such mdicrl fndic8tioW clxirt - and this as- 
sertion war not ruce8~~tullY chaIlrng@da* h*t&O told lW’#’ rsc@mendo- 
tionr. 
Or, Pwlw mrfd t?wt L~cIL hospltalr OOuld U84 tb4if clan p44c Prvieu and 
other oolfcf48 to ret msbitrl crltocfr @tandAPdS ior tbse ~4448. but 
thee an8ourem would ha outride the ptotoooi. 

- the term muut be wed a6 wvfdod bv )I;mtor. ? told her that we had 
eonc4mr rbeut th* lei=mD. Sbo *rid thbt *ha hu trc0iW many call8 from 

.oth*r IRCe exprr88iW oonewnr. 

e 

If 4cl instlltution +irbrs it my dsvm 
m on ftr own Iettrrhwid that t?w pat5eat rimm in addittun to 

11r ~ntur rorm. 

1 told 1~ thrt wo -PO net only ooneamrd +hrrt the Dati4nt k given 
more fntormrtien than ar?sarrd in the Rator fom, W that the protent 
tom eotrbaxm 1) di8orrfb~anry with informrtlon uivcln rn the wotoao~. 
Section E.2.0, pua8raph 2 of th4 cons4nt form. hrt rsntmcq may88 

ml10 IIO guurntord method to d~trct bmScw~ now 
rwigtr wtL1wt ru#i~afly oroninu the Pockar con- 
trinfng the amplant, mmmomrohv, ultroswnd and 
phvafc&l 4x4mMaLlon U8~66~ 
sfa” mprm8tr bdd.dJ? * 

On page 1 o! thr protoaot It i8 state& 

DEC- 1-7z 
a l .‘- OL 



while WI spsrk with ether centers around the CountrY of our concerm. 

C\rgummf6 for rrfurin6 tmr Orotoaol: 4) Th6 84f6tY Of the66 dwicrr $6 
umrgvlln arrJ no8 been oatlod into crwrtian. 
t0wa l4ck6 riiwre 

hf The drsiutt or tllia pm- 
TM@ 64keu ttWU* devacaa widrlv 4vrihM* on t)ro on6 

&rgurmnta for accwthg thr protocof l nd mwndtng tha c8n8ehtt 41 The 
huratfuln~ru of thewa d6wcee ;a tmprovwr b) TM PD% he born intf- 
batelr Involved in the dealon of this orototol 6ad thr wwdhw st Its 
eonurnt 6 Wa rhoulb trot that rarquata cortuAdrFntlos Aa@ boon uavon 02 
ootential for rid varaua potdnrirl for banoftt. 6) Phvrlcfanr on rtrtf 
who ara convincad of the arltaty ot thou0 41)v¶ce1 wAlt k rlfonotd ii 
fit.:, John’6 rafwea to wcopt rn PDA-4ppmvwd land draimarb!) study, 

kmmmtff far tabling thlr protocol whL1a ConfIrrfw wfth other wntrrr: 
al It w0uid strongthon thr IRC*a porftion if ur 44n dmOrmtr6tr that 
othrr -nt6r8 alar my conewna end w$lt also act te rotwe tRa prato- 
cot, b) It llrry Be ~oauibfa to gwaor&e a aigna~sc~nt re8~on.m tu Munter 
an4 tlm FM t.0 c4u64 them to reeormdrr otferlhe thir protocol. 
Wdeupre4d CunaUfbAtiOn may ceua~ US to m~d$fY Our 466666m6nt. 

4) 

**e*** 
Ilbdmduftt Ow IRC mot S/N1 One of thr rur$Ianr wh6 )ropQS to Uo tham 
rroooAur@o mot with UU. Ihn hjucua6ton w18 livelya TJha ourgoon gave 
bfs underatarMn# that thlr protocol ~48 deuiqnrd ‘%a #We th4 iliumon 
of a wtudv" od that t&w. U#vfcea oould rum&in on tn. auk&. In aubhe- 
QUOht e1068d 6Or6fOn the fm took th. tOlbW%l6 4CtjOnt 916 U~4laimOUSty 
onmod that thlo rrotoeol bee6 ?& nlot crlterfa thet w nora4llY wcpacf 
of 4 uiintcrr study. We 4ro ootng to toblo th rowoat for fta a~wo~l 
wkile YO tontinuo to rrerk with OtZw rRC6 and 6roupr 8rOund the co&m- 
m* In the manwhi!+, ve 4ro fnatruct:np thu auruoona who hwa been 
uprratfnp under Wwent. Need* to amtlnua to do me 

our IRC l eeu no to10 for itr#iC in thfrr batudv.Y lb foal thrt m are 
being askeb to ruUer-8tsarp 8 Pol$tlcal solution to thta Mohly PO- 
litlei~ad iemu*. This %mtep wl A a re8kl *#flly out llwrw wwnen &t risk. 
Asking II0 to brbrw in thi6 mannor violrter thofr amdate 4Db callr 
ant0 quu*Lfon their latoqrfty, 
itr objoctivfty, 

It rppowu ta w that the FM hm loaf 
Uo hooa thia who&a approach UN bo roconu$drro& 


