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TO : R. G. Sachs D i r e c t o r  of t h e  Lsboratory 

FROM : R. J. 24. Fry 2; k 1 q *  Chairman of t h e  Review Committee f o r  Zesearch 
P r o  j ec t s I nv o l 7 ; i  ng IIuinan Sub j ec ts /--- 

SUBJECT: Aton ic  Energy Cormission I n s t r u c t i o n s  concerning p a t i e n t s  i n j e c t e d  
w i t t i  Plutonium 

, 
I w r i t e  i n  r e p l y  t o  t h e  reques't from D r .  TJ. K. S i n c l a i r ,  r e c e i v e d  A p r i l  12 ,  I974 

concerning the  actio^ of t?ie Review Csmittee f o r  Research P r o j e c t s  Involving Hman 
S u b j e c t s  011 t h e  n a t t e r  of t h e  Plutonium c a s e s .  

I n  NoveDber 1973, D r s .  >!. V. X e v i t t  and K. E .  Rowland asked my op in ion  about  t h e  
comnunication of r e s u l t s  and i n t e r p r e t a t i o n  u f  x c s u f t s  f o r  assays of p l u t o n i m  i n  
e x c r e t a  o f  two p a t i e n t s  of Dr. Waterhouse. As a r e s u l t  of thest?. c o n v e r s a t i o n s  I: 
r e q u e s t e d  D r .  Stehney t o  send  ne i n f o m a z i o n  zbout t h s  i n v e s t i g a t i o n s  c a r r i e d  oiit on 
the s o - c a l l e d  Plutonium cases .  I e n c l o s e  t h a t  mcmorandum from D r .  Stehney da ted  
DeceEber 2.4, 1373. 

As you can see,  t h i s  mmorandum noted t h a t  t h e  s t u d i e s  of t h e  Plutonium c a s e s  
were being carr ied o u t  as p a r t  of t h e  p r o j e c t ,  E f f e c t s  ~f I n t e r n a l  KaJia:ion on 
Humans" f a r  which t h e  r e v l  scd r e s e a r c h  p r o t o c o l  TZS approved by t h e  corm,itree For 
Research P r o j e c t s  Involving liuman S u b j e c t s  on September 1 7 ,  1371. T h i s  p rzzedurc  
w a s  cons ide red  C0;lSi.s t e n t  w i t h  t h e  scopc  of t h e t  p roposa l  ~7hich "covers  medicai  studLe< 
and r a d i o a c t i v L t y  meesu rmcn t s  of humans exposed t o  i r l t e r n a l  r a d i a t i o n  m d e r  circurn- 
stances beyond o u r  c o n t r o l  . 7 r  

I 1  

I i n c l u d e d  t h i s  nemorandun ir .  t he  mater ia l  sent t o  t h e  members of t h e  Committee fc: 
Research i ' r o j e c t s  1nvoi.ving 1i.aiian S u b j e c t s  p r i o r  t o  the n e e t i n g  of  t h e  C o r n i t t e e  h e l d  
on March 14 ,  1974.  

I n  March 1974,  I ah:, r eques t ed  D r .  R. E. Rowland t o  send ne copies of t h e  
correspondence ;.7i til D r .  Xateriiouse. These .were r ece ived  on tfarch 13 ,  1974 and co? ie s  
are enc losed .  

At the March c o r n i t t e e  n e e t i n g  t h e  r e p o r t  f rcm t h e  Center  f o r  Human Radiobiology 
of the a c t i v i t i e s  f o r  t h e  r e a r  1 9 7 3  and  d a t e d  Febrcary 1, 1974 and o t h e r  matters 
i n c l u d i n g  the Plutonium cases \;*ere d i s c u s s e d .  
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It i s  a l s o  no ted  t h a t  e x c r e t a  f rom two f u r t h e r  s o - c a l l e d  Plutonium c a s e s  were 
e x a f n c d  and t h a t  t h e s e  cases are under  t h e  care of D r .  Waterhouse. 
s t and ing  t h a t  t h e s e  p a t i e n t s  have n o t  been i n f o m e d  t h a t  they r e c e i v e d  i n j e c t i o n s  of 
p l u  toiiium. 

I t  is  our under- 

-.  It is o u r  o p i n i o n  t h a t  t h e  Center  f o r  Xunan Radiobiology should n o t  b e  i n v o l v e d  
in examinat ion of p a t i e n t s  b e l i e v e d  t o  have a body burden of plutonium, o r  e x c r e t a  
from such s u b j e c t s ,  u n l e s s  :he p a t i e n t s  have been informed t h a t  t h e  examinat ion is  t o  
e s t a b l i s h  t h e  p r e s e n c e  o r  absence of r e s idua l .  r a d i o a c t i v i t y  stemming from t h e  plutonium 
t h a t  they s e c e i v e d  many y e a r s  ago. 

This o p i n i o n  i s  g i v e n  i n  t h e  b e l i e f  t h a t  informed consent ,  when g i v e n  by a p a t i e n t ,  
is based on f u l l  i n f o m a t i o n  a b o u t  t h e  r e a s o n s  :or t h e  examinat ions t o  b e  c a r r i e d  O U C .  

C l e a r l y ,  t h e  p r o t o c o l  f D r  o b t a i n i n g ,  informed consen t  from t h e  Radium c a s e s  is  apF1icabl.e 
t o  the plutonium cases and rcust be fo l lowed .  

We a p p r e c i a t e  t h e  r e s p o n s i b i l i t y  of t h e  p h y s i c i a n s  involved f o r  t h e  h e a l t h  and 
veil be!:rg of  t h e i r  p a t i e n t s ,  and t h e r e f o r e  t h e  p h y s i c i a n s  i n  cha rge  of t h e  p a t i e n t s  
could be requested t o  inform t h e  p a t i e n t s  G f  t h e  r e a s o n s  of the examinat ion f o r  
r a d i o a c t i v i t y .  In any case t h e  p a t i e n t s  s h o u l d  be s u i t a b l y  informed. 

The kommittee would a p p r e c i a t e  i n f o r i n a t i o n  abou t  t h e  a c t i o n  you t a k e  t o  e n s u r e  
t h a t  the p a t i e n t s  have been i n f o m e d .  

7 -.--.l- - ~ c .  =- c:I.-1<d.3= i, ,...-*-- burJ :;L K Z  x i c n c k n t  or tiouse B i L i  7 5 1  f o r  your i n f o m a t i o n .  Piezse 
note-- i t  is l i k e l y  t h a t  r e p o r t s  oil p r o j e c t s  i n v o l v i n g  humans w i l l  have t o  be r e t u r n e d  
t o  t h e  P e p a r t z e n t  of P u S l i c  Bealth of t h e  S t a t e  of I l l i n o i s .  



Dr. Sachs 

I enc lo  a 'Y 

-2- A p r i l  15, 

f my menorandurn t~ D r .  A .  F. ,:ehney on A p r i l  8, 19  

1974 

4 which 
c o n t a i n s  t h e  op in ion  and r e q u e s t  of t h e  committee concerning t h e  Plutonium Cases. 

RJMF : dmp 

Enclosures :  (1) Memorandun from A. F. Stehney,  December 1 4 ,  1974 
(2)  Report  from A. 14. Brues and A. F. Stehney,  February 1, 1974 
(3)  L e t t e r s  and mexoranda concern ing  D r .  Waterhouse 
( 4 )  Memorandum t o  A. F. S tehney ,  A p r i l  8, 1974 
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