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21. I f  t h e  i n v e s t i g a t i o n  i s  i o  be ' conduc ted  on'infitiiuticin. 

r l i z e d  r u b r e c i s  or ifi c o n d u c t e d  by i n  l r ldividurl  r f f i l i r t c d  
w i t h  a n  i n t i i t u i i o n  w h i c h  r8rccr i o  r t r u m c  r e r p o n t i b i l i r y  
for t h e  ~ r u d y , ~ a ~ u r n n c c  must be l i v e n  tha t  i n  I n r t i i u t i o n a l  
r e v i e w  c o m m i i i r c  i i  f c b l * m i i h l r  for i n i t i a l  rnd c o n t i n u i n 8  
r e v i e w  a n d  a p p r o v a l  of t h e  propotcd  c l i n i t r l  r iuJy,  The 
r n c m h r r d i i p  m u t t  b c  c o m p r i t c d  of i u f f i c i c n i  m r m b c r i  of 
v n r y i n i  b - i ckground ,  t h a t  ii, l a w y e r s ,  c l e r ~ y m e n ,  or l aymen 
a i  w e l l  I I  n c i e n i l t i r ,  i o  i n n u r e  compleic and r d r q u r i r  r e -  
v i e w  o f  the  r c r c r r c h  pro joc i ,  T h e  m e m h r r t h i p  m u 3 1  p o i i u r r  
n o i  o n l y  brand c o m p c i c n c r  i o  ccimprthrnd i h c  n a i u r e  of t h e  
p i o i r c t ,  bur 1110 o i h c r  c o m p r i c n c i c i  n c c t r i r r y  i o  / u d ~ e  i h c  
r c r c p t n h i l i t y  of ilir prolrci or r c i l v i i y  In terms of l n r i l i u -  
l ionrl  f e ~ u l n i l o n i ,  r r l c v r n i  Irw, i i n n d r r d i  of p r o f c a i l o n n l  
p r n r t i c r  a n d  communi iy  r c c r p i r r i c r ,  . A i a u r r n c t  muni  lir 
p r c t r n i r d  ihrt i ho  I n v r t i i ~ r i o r  linr not  p r r i i c l p r i t d  In tlir 
i t l e e t i o n  of  r o m m l i i r o  m u m b r r r l  thrt  i h r  r t v l e w  commli ioo  
d o t i  not n l l t i r  p r r t l c l p i t l n n  In Itr r ev iew r n d  c o n r l u r l o n r  
by a n y  I n d l v l d u r l  l n v a l v t d  111 t h t  conduc t  of t h t  rcrcrrrli 
r c t l v l i y  u n d r r  r c v l t w  (rrctpt  IO provldt In fonnr t lnn  IO t h r  ' 
cnmmlt i :  tI t h ~ i  t h t l n v c i i l p r t o r  wlll report i o  t h t  c o m n i l i t c r ~  
for r e v l t w  o n y  r m t r i r n t  prablonia ,  actlour ~ J v t r ~ t  rr* k 
r c i l o n i l  or prnptirtd Iirocrdurrl thrn4,r w h l r h  niny rfftet 
thr i i n i u n  a f i h o  l n v t r t l f l r t l n n  r n J l l i r t  no 3 4 t h  ChAnRt wl l l  
be i r i t i J r  w l thuu t  cumml i trr  npprovrl rrctpt whtrr n o c e r r r r y  
iii t l l i n l t r a t r  r p p a r t n t  I m m r d l r t r  hrrrrJai thlii r e v l e w r  01 
tli# aiuJy wlll l ~ t  rnnJurtrJ Iiy thr rrvltw t o m m l t i r r  a t  I n n '  
t v t y r l ~  oIipruprIair in t h r  drirrr of tlrk, hut no t  crctcdlnfi'! 
I yrrrl I I I  ninurr i l i ~ i  the ' r t n e r r r h  proltct Ir brln8 con.' 
J u c i t J  i n  r a m p l i r n r t  with t h t  fummlitrr'i u n d c t r i r n d l n b  '' 
n i d  r t c n r n m u n J r t l a n r l  that tlir r t v l t w  tammltiee It provldrd 
n l l  t h o  Infnrnint lnn nn iltr tritrrch p r o l r r t n t r r r r a r y  far 111 
c a m ~ i l e t r  rrvlew nf r h t  prel tct i rnd t ha t  t h t  r t v l t w  commlta 
i o o  m r i n r r l n r  r d r q u a t o  J o c u m t n t r t l a n  of Itr r c i l v l t l t r  rnd , 
iIt!vi~inpa rdkquriir prncrrlurri fur rupor t ln i  i t ,  f l n J l n i a  IO 
ilir i n i i l i u i l o n ,  T h r  ducumonir m r l n t r i n t d  by t ho  commli i t t"  
air i o  IncluJr ihr n r r n t i  rnd qurliilcrt 
m t m b t r r ,  reerirdr of info  

.. ' 
* . t i i n ins  i n l o r m d  c o n s e n t ,  commit ice  d i s c u s s i o n  on subsinn. 

i i v r  i r s u c r  rnd  t h e i r  r r to lu t ion ,  c o m m i i i e e  tccommcndn. 
t i o n a ,  rnd  d a t c J  r c p o r i r  of r u c c c a a i v e  r c v i c w t  A S  t h e y  a r c  
prrformed. C o p i e r  of r l l d o c u m r n t i  are i o  be re t a ined  for n 
p e r i o d  of 3 y e a r 3  p o s i  t h e  comple t ion  or d i f i c o n t i n u r n c r  o f  

. the  ntudy r n d n r e  i o b c  made av . r i l rb l c  upon r e q u e s t  i o  J u l y  

. r u t h o r i r e d  r r p r r s e n r n t i v c r  of  t h e  Food a n d  DruK Adminis-  
' t r r i i on .  ( F a v o r n b l e  r e c o m m t n d n t i o n t  b y  t h e  commit ice  a r e  

r u b j e c i  i o  fu r the r  a p p r o p r i r i r  rrvie., nnd r c l c c i i o n  by i n i t i -  
t u i ion  officials, \ l i i fa*tnrrblc  t r c o m n i c n d a i i o n i ,  r e s t r i c t i o n ( ,  
or conr l i i i on r  may not  bu over ru l ed  by tl ie i n r t t t u i i o n  ol f i -  
c lr lr , )  I'rocrtlurei for i h e  o r p n i n a i i o n  and o p r r r i i n n  of 
I n r t i i u i l o n n l  r t v i c w  conimiiieo i nrc c o n t a i n e d  in s u i d r l i n e s  
i a r u r d p u r a u a n i  ioClinpicr  1.10 o f  i l i t C r a n i r  Admin i i t r a t ion  
hl+tnual  of tlic U , S ,  Drpniimcni 01 Ilcslih, Erhrcnrion, and 
Wolfair, rvnllnhlr from i h r  U,S, G o v e r n m t n i  I ' i in i ing O f f i c e ,  
It 11 t ecommrnr l rd  t h i i  t h e i t  ~ u l d c l l n o r  b e  follonrd in  r r *  

J t r b l l r h i n q  I n n i l i u i l o n r l  r t v l c w  c m m l i i e r r  nntl ihni i h r  corn- 
" m l t t r c i  f u n c i l n n  nccordlnf i  to ilia p r o r u d u r r a  d t a c r i b e d  
-,lbcrrlnl A r l l i n ln#  of ilir I'orm FD 1 3 7 )  w l l l  bu I f i A l d C i l  
i 11 p r o v l J l n 8  i l iu rbove n t c r a i r r y  r i n t r n n c t i i  h o w e r r r ,  i f  
tthr Inn t l tu i lnn  h im o n  l i l t  4 t h  t h r  Doprrimeni of I l ~ f i 1 1 1 1 ,  

Uducn i l an ,  a n d  Y'ulfnir, D l v l r l o n  ol I l o r r r r c h  Grrn i i l  Nni- 
hnrl Inrtliuica of I l r r l i h ,  an "rcrapitd prntrrl r n a u r -  

''&nct," rnJ thr rnmr e o n t m l i i r r  I r  IO r t v l o w  tho p r o p o t c d  
EltUdy u r ln f l  ihe rnmt prortJurtr ,  thlr I i  r c c c p i r b l r  In I l eu  
'd I l ia  rbovr i n n u r a n c u r  r n d  I r in i cmun i  i o  ihir t f f c c i  
'ihould b t  ptrjroldrd wlili t h r  r l 8 n c J  PD 117), ( In  ndrl i i ion 
' l o  rponrnr'm cont lnu lnd  rrrpona lb l l l ty  IO moni io t  t h e  i i u d y ,  
thr Voad rnJ I l r u ~  Admln ln t r r t l on  vlll u n d c r i r k r  Invc i t i j i n*  
IlonA In I n r t l i u i l o n r  p t i l ~ ~ l l ~ d l ~  to d r i c r m i n c  w h e t h e r  i h c  
t o m m l t t c t r  i r e  operrilnk In record w i t h  t h o  r r r u r , t n c o r  

? 

orniory f r c i l i i i c r  i l in i  
*Ill be u r d ,  ( I f  thlr lnfurrnr i lan linr h t c n  iuhmi t tcd  i o  ihc  
r p o n r o r  rndrrporttd by him on F o i m F D  1 ~ 7 l I  r c f r r c n c o  i o  
the prevlour rubrnlrrlon wlll be r d c q u r i c ) ,  
kaEUK'J', ̂F b.. b - .\ 



1. T ! l E  UHOEh% GWLD UNOERSTANDS T H A T  T H E  FOLLOWIt4G 
( N V E S T I G A T I O H A L  USL. OOVCRN MIS R E C E I P T  AND USL OF 

I .  The sponsor i r  required to  
lul l  i n f o r m a t i o n  c o n c e r c i n g  t h e  p r e c l i n i c a l  invcs i i f ia .  1 
tions iliri j u s t i f y  c l i n i c a l  i i i a l r ,  t o g r i h e r  wiih f u l l y  in*:. 
fo rmni ivc  m a t c r i n l  d e s c r i b i n g  any prior i n v c r i i 8 n t i o n r  I 
r n d  oxpcr icnec  and any  p o a r i b l a  h r r a r d r ,  conirrindica- ' 
i i o n r ,  s i d e . c l f c c t r ,  and p r e c a u i i o n r  i o  bo irk 
recount  in the  c o u r r e  of ilic i n v t r i i g ~ t i o n ,  

b. 'l'lle i n v e s i i & r i o r  is i c q u i t c d  t o  main ta in  rdcqunte rc. 
cord# of rho d i r p o r i t i o n  of i l l  i c c c i p t r  of  t h e  diug, in- 
c l u d i n h  d r i c r ,  q u n n i i i i r r ,  and U I U  by r u b j e c i r ,  and if 
I I I C  I n v c r i l f i r i i o n  Ir icrmi 
any u n u r c d  r u p p l y  o f  t h e  d N 8 ,  

c, Thr I n v t r t l ~ a t o r l r  requl rc  
cqunre and r c c u r r i e  ( i r e  
rll obirnnrlonr rnil o i h r r  
6 n r l o n  on t r t h  Indlv ldur l  
ploycd I I  A control In the 

1, TI\# i n v a r t t ~ a t o r i ; t c q u l r  

poitr r o i h e  Puod a n d  Urul Admln ln t r r t l on  at  rpproprlrtt 
lritcrvrlr not r n e e t d l q  1 ytrr, A n y  r d v c r r a  rffcet tlrrt 
mry r c r n o n r b l y  be r c i n r d t d  P I  c u r e d  by, or p robab ly  
t a u r c d  b y , t h e  n e w  d i u 8  r h r l l  b e  t r p a r t c d t o  tho rpnnnor 
prompily,  rnd I f  i t ie r d v e i r r  ef fec t  1 1  r l r r m l n l ,  I t  rlinll 
be rrpori td Immrdlatrly, A n  rdrquntc report of the I n =  
v r r t i ~ r t l o n  diould be f u r n l r h d d  to 

I. 
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mcni ,  a t  rerronnblr t i m e s ,  rhc  i n v e s t i g a t o r  w i l l  mrkc 
s u c h  i c c o r d r  r v r i l a b l e  for i n s p e c t i o n  and copy in# .  Thc  
rubjce ir 'nnrnci  n r c d  not be divulr(cd u n l e s s  i h c  recorda 
of  por t icu lnr  i n d i v i d u a l r  require r more  d e r a i l e d  srudy 
of t h e  c a s e s ,  or u n l c n r  there  i r  r c n r o n  IO b e l i e v r  rhr i  
thr i e c o r d r  d o  not t c p r c s c n i  J C I U L I  c a r e r  r t u d i c d ,  or d a  
nor fcprcrcnr r c i u a l  f c r u l i r  ob ia incd ,  

h e  i n v r r t i p i o i  c c i i i f i c n  thoi i l ic drup w i l l  b r  adminis-  
r r r d  only  1 0  8 u b j c c I r  untlcr h i r  p c r r o n r l  r u p c r v i i i o n  or 
ndct the r u p r r v l r i o n  ol t h e  loll ow in^ Invcni iRr io i r  r e -  

di l tnr  the druq w i l l  not bc  r u p p l i c r l i u  any  oilicr i n v r r .  
a i a i  or to any cliiiir lo r  n d i n l n l w o i i u n  i n  r u b i r c i c .  
e I n v r i t l n r i o r  cr i t l f lrc  i h r t  l i t  w i l l  inform any rub- 

C I I ,  lnc ludlnd  r u h i r c i s  u s e d  a n  c n n i t o l c , o r  i l i c i f  i q i .  
r e n i n t l v u a ,  thnt d i u l n  are bclnb u n c d  far  I i i w i t i ~ t n .  

rl prirpo+r#, and wil l  ob in in  the  tanqcn i  of t h e  
Itctr ,  or t h c l r  r r p t c ~ c i i t n i l v c ~ ,  c r w p t  r h c r c  i l i i a  i n  

 not fcarilrla or, In t h e  I n v t i t i ~ a t a r ' r  prolcsnionnl judfic- 
n i l  Ir cont rary  to t h e  br i t  ! * i r r c n i c  of t h e  w b ~ c c i ~ .  
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PAar 4 APPLICATION FOR BYPRODUCT IKATERIAL LICENSE-MEDICAL 
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ISOTOPE '*' I 

P a 3 2  Troalmonl of polycyll iomla, loukomlo, and 
Dono  malaelaaar 

Traelmonl of hyporlh 
aondlllon n 

C0.137 Tololhor I 
I 

a r m  I Tranlmonl 01 aye dlionra 

Key Io Column (C) and ID)  above 
I ,  Obitrvullon iheuld i o n i l i l  el obictvlng iedleliolepc a d  

approprlale dlrynaitlc and/or Ihelrpeullc pieced 

rho  Johno 



AMorninnl S c a m  
Live r  DHT 
Spina l  Cord St; 
I 8 1  in i 1 c gs 
Blc omyc i n  
Ventriculogram P i I n  DTM. 
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This p o o o  i i  10  bo completad by 1 1 1 0  applicant physician's procoplor. 
oaporionco, ootain o raparato tlalomonlJrom ooch. 

II  more lhan ana procoplor is n o c c r r o r y  l o  dacumcnf 
Dack al pogo m a y  bo uiod lor can*icnls. 
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crnilil el rbi trr lng rodlo l to lspr  oilmlnlilr 
11 rndloc lhtrrptullc yrrmidurr, llmllollrnl t 

n 4 t h  prtctplrc Iht  w1t h l r lo t l t i  Io r r lob l l ih  moil  
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