
* RCC1.958034.002 

.. 

vi* 1,iz c k t c d  zo:A of thc study i s  t o  t e s t  t h e  hypothesis t h a t  tot.?l bo*j 
iry. .l:.:-tion st i: hose of 200 rzd  follovec! by infusion of s tored  C U ~ G l O p i l ~  
X X - G Y  i s  c f f cc t ive ,  p c i l i c t i v c  t$erc.py for inetpstntic r n n l i p n x y  i n  hu2-n 
bsings. I c'on't underst:md . the rp t iomle  f o r  t h i s  study. . The &.pplic.?nts hsvc 
: ~ p ~ ~ r c n t l y  clre~.djy nh in i s t e rcd .  150-200 rcd  t o  s o w  18 pat icn ts  with i' vzr i c ty  
of ia:li[;l-1:.!ccies rnd t o  t h e i r  sz t i s2zc t ion  hrve not  f0w.d u bcne f i c i c l  ei"2cc-L. 
I p  f a c t ,  r;s I uncierat:.n3 i,t, they found considarc$.ble mol:bidity c?ssoci:.~tci! c i t h  
t h i s  hich c?osc r..rdiz.ticn. 1:Siy is it nox l o c i c i l  t o  cxprnd t i n i s  study? 

Evcn i f  t h e  study i s  cxp?n2ed, i t s  current  design 1511 not y i e l d  rre:xlr,$'ui 
d*. to .  

e.; 11 -.,is 
inG.uiduzls. 
c f i cc t  i n  su.cn 2.sn~ll s a ? l e  contnining i: variety of diseases  d 1  of vhich 5:1:-.re only 
CAXCZR in comon. 

For i f i s t x c c ,  t hc  rpTliconts ind ica te  t i i c i r  in'ccntio5 t o  cv:luzte t h c  i : f lucnce 
r') ., p. of 203 rxl t.:-k.i txiy rt;cii;-..ltio?. on mrvivcnl  i n  pc2tleiits with a v c r i c t y  of nee+ I* .As. 

variety" or  heterogeneity xi11 be present i n  e scngle s i z e  03 only 16 ' 

It vi11  bc d i f f i c u l t  if '  not  i rapss iS le  t o  ObSerVC a bcneTicF1 

. .  
. .  

T h i s  gross dc?"iciency i n  desiCn w i l l  almost c e r t a i n l y  prevent c;t:tinc m ; x i n ~ f u l  
observ: this. !.hen this deficiency i n  exper imntz l  met'nod i s  plqcca ne;cii t o  ti7.zir 
previoasly' observed ?;or r e s u l t  and hizh moi-5ihity v i t h  t h i s  type of trectrcent in 
L: " n r i e t y  cf rLeo~ l tmx ' '  I think it i s  c l e c r  t h a t  , the study as pro2osed should not 
be donc. / 

I hc.ve the uiieasy suspicion, shored up by the  revised stztement of object ives ,  
i h ; d  t h i s  revised protocol i s  a subter i tqe t o  allot; the  invest iGetors  t o  rc;-;icve 
the  p r p o s e  descr ibe6 I n  t h e i r  o r i g i n t l  appl icr t ion;  nwnely, to t e s t  t h e  abili-ty 
of ciitolcgous xfri-o:;' t o  "tc.;re" i n  p3t ients  vho h::ve reccived h i& doses of. t o t 2 1  bDey 
x d i : t i m .  
j u s t i f y  200 rod t o t d  body red iz t ion  s i q l y  for t h i s  purpose, ''even i n  t e n r i x . 1  
cose mzterir;.l" ( i t a l i c s  zre mine). 

I th ink  thcre  i s  su f f i c i en t  questipn 2s t o  t hc  propriety of Ynecc s tud ie s  t o  

This  l r t t c r  question m y  be a im7orlmt one t o  snsxer bu t  I c s n ' t  
. 

I 

I 

. t;r:rrmt consi2eration by thc c n t i r c  Iksc2rc'n Ccrmnittcc. 
th7.t  t h i s  protocol  :ail the  previous one be c i r cu lc t ed  t o  a l l  nembcrs' of tine Cca- ' 

. p i t t e e  2nd t h a t  n rncetini of t h e  e n t i r e  Ccmittcc be held  t o  review t h i s  protocol. 

I recofiic3d thcrcforc  
' 

. I  
. prior t o  cubx i t t i n s  2, recomendction t o  t he  Dcen. . .  

. .  
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