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Summary of Documentation P e r t a i n i n g  t o  A E C ' s  Requirements f o r  
Obtaining Consent from P a t i e n t s  Involved i n  " C l i n i c a l  Test ing" 
of Radioisotopes ( f o r  Diagnost ic  and Therapeut ic  Purposes) .  

3 / 7 / 4 7  Memo from John L. Burl ing t o  Edwin E .  Huddleson, s u b j e c t  
" C l i n i c a l  Test ing" 

Gives b r i e f  review of background concerning d i s t r i b u t i o n  
of r a d i o i s o t o p e s  t o  Commission r e s e a r c h  c o n t r a c t o r s .  S t a t e s  
view of Legal Div is ion  t h a t  a l l  c l i n i c a l  t e s t i n g  must be 
c a r r i e d  o u t  a s  p a r t  of an approved r e s e a r c h  program and t h a t  
i t  must be s u s c e p t i b l e  t o  proof t h a t  each p a t i e n t  understood 
t h e  n a t u r e  and p o s s i b l e  r i s k  of t h e  t rea tment ,  and consented 
t o  receive such t rea tment  i n  t h e  presence of two wi tnesses  
( p h y s i c i a n s ) .  

4 / 3 0 / 4 7  Letter from C .  L. Wilson, General  Manager, AEC, t o  D r .  S t a f f o r d  L. 
Warren, U n i v e r s i t y  of C a l i f o r n i a ,  Los Angeles. 

Expresses t h e  Commission's understanding t h a t  i n  t h e  framework 
of approved c l i n i c a l  t e s t i n g  of r a d i o i s o t o p e s  t rea tment  w i l l  
be adminis tered only  when t h e r e  i s  e x p e c t a t i o n  t h a t  i t  may 
have t h e r a p e u t i c  e f f e c t .  
Relays t h e  Commission's r e q u e s t  t h a t  t h e  procedures  agreed upon 
i n  March be fol lowed.  R e s t a t e s  t h e  c o n t e n t s  of t h e  above memo, 
w i t h  t h e  added requirement t h a t  c e r t i f i c a t i o n  by t h e  wi tnesses  
be made p a r t  o f  t h e  o f f i c i a l  record .  

3/29/48 P o r t i o n  of a document e n t i t l e d ,  "The experimental  use of 
r a d i o a c t i v e  m a t e r i a l s  i n  human s u b j e c t s  a t  AEC es tab l i shments . "  

S e t s  f o r t h  t h e  recommendations of  t h e  Subcommittee on Human 
A p p l i c a t i o n s ,  Committee on I s o t o p e  D i s t r i b u t i o n  ( a t  t h e  r e q u e s t  
of D r .  S h i e l d s  Warren, D i r e c t o r ,  Div is ion  of Biology and Medicine) 
p e r t a i n i n g  t o  procedures ,  l i m i t a t i o n s ,  approval  of p r o t o c o l s ,  
p a t i e n t  consent ,  e t c .  wi th  r e s p e c t  t o  t h e  c l i n i c a l  use  o f  
r a d i o i s o t o p e s .  



. 
Summary o f  Documentation P e r t a i n i n g  t o  A E C ' s  A t t i t u d e  about 

Plutonium S t u d i e s  i n  Humans Under t h e  Berkeley Cont rac t  

1 2 / 2 4 / 4 6  Memo from Col. Nichols ( D i s t r i c t  Engineer,  Oak Ridge) 
t o  Area Engineer,  Berkeley 

Reference i s  made t o  a progress  r e p o r t  from Berkeley 
(dated 1 1 / 2 6 / 4 6 )  conta in ing  a s ta tement  about  in t ravenous  
i n j e c t i o n s  of humans wi th  c e r t a i n  r a d i o a c t i v e  subs tances .  

"It i s  deemed a d v i s a b l e  by t h i s  o f f i c e  n o t  on ly  t o  
recommend a g a i n s t  work on human s u b j e c t s  b u t  a l s o  t o  
deny a u t h o r i t y  f o r  such work under t h e  terms of t h e  
Manhattan c o n t r a c t .  You w i l l  t a k e  immediate a c t i o n  t o  
s t o p  t h i s  work---" 

1/8/47 Draf t  memo from Col. K i r k p a t r i c k  (Acting Manager, F i e l d  
Operat ions,  AEC) t o  Area Engineer,  AEC Berkeley) .  

Reference i s  made t o  the  same progress  r e p o r t  a s  above. 

"Unti l  t h e  Atomic Energy Commission i s  a b l e  t o  cons ider  
sponsoring t h i s  type of exper imenta t ion  , a u t h o r i z a t i o n  
cannot be given f o r  t h e  use of r a d i o a c t i v e  m a t e r i a l s  
i n  human s u b j e c t s  under t h i s  c o n t r a c t . "  


