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With  regard t o  t h e  a t tached l e t t e r  from D r .  Bond a t  Brook- 
-;;. 

haven National Laborator ies ,  commenting on t h e  r e p o r t  of t h e  

FDA Radioactive Pharmaceuticals Advisory Committee, I agree 

e n t i r e l y  w i t h  D r .  Bond t h a t  s e t t i n g  a maximum permissible  l e v e l  

f o r  t h e  population a t  l a r g e  of 1/100th of t he  r ad ia t ion  dose 

permitted r ad ia t ion  workers i s  r a t h e r  a r b i t r a r y  and c e r t a i n l y  

would r e s t r i c t  t he  execution of many important physiologic  

s t u d i e s  i n  normal human sub jec t s .  I concur wi th  D r .  Bond t h a t  

each proposed experiment should be evaluated on I ts  own merits 

without recourse t o  some o v e r a l l  a r b i t r a r y  r a d i a t i o n  dose 

1 i m i  t a  t ion s . 
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We m i s s e d  y o u  a t  t h e  f i r s t  m e e t i n g  o f  t h e  FDA R a d i o a c t i v e  
P h a r m a c e u t i c a l s  A d v i s o r y  C o m m i t t e e ,  and h o p e  t h a t  y o u  a r e  good 
as  new a t  t h i s  p o i n t .  M e r r i l l  B e n d e r  d i d  a v e r y  good j o b  o f  
c h a i r i n g  t h e  s e s s i o n ,  a n d  I t h i n k  a g r e a t  d e a l  was  a c c o m p l i s h e d .  
I f r a n k l y  am much m o r e  o p t i m i s t i c  a b o u t  w h a t  t h e  c o m m i t t e e  c a n  
d o  a f t e r  t h e  m e e t i n g ,  t h a n  I w a s  b e f o r e .  

T h e r e  a re  o f  c o u r s e  a number  o f  a r e a s  i n  w h i c h  t h e  c o m m i t t e e  
c a n  b e  h e l p f u l ,  b u t  I w o u l d  l i k e  t o  b r i n g  o n e  t o  y o u r  a t t e n t i o n  
t h a t  I am s u r e  y o u  h a v e  g i v e n  some t h o u g h t  t o  b e f o r e .  T h i s  
i n v o l v e s  t h e  t y p e  o f  g u i d a n c e  t h e  FDA m i g h t  b e  f u r n i s h e d  w i t h  
r e s p e c t  t o  r a d i a t i o n  d o s e  t h a t  m i g h t  b e  a c c e p t a b l e  when r a d i o -  
a c t i v e  p h a r m a c e u t i c a l ~  a r e  u s e d  f o r  s t r i c t l y  i n v e s t i g a t i v e  
p u r p o s e s ,  p a r t i c u l a r l y  i n  n o r m a l  i n d i v i d u a l s .  I c a n  q u o t e  f r o m  
a l e t t e r  t h a t  Walt S h r e e v e  h e r e  a t  B r o o k h a v e n  r e c e i v e d  r e c e n t l y  
f r o m  t h e  FDA, w h i c h  i n d i c a t e s  t h e i r  c u r r e n t  o p i n i o n :  

"The  I n t e r n a t i o n a l  C o m m i s s i o n  on  R a d i a t i o n  P r o t e c t i o n  
h a s  s e t  t h e  maximum p e r m i s s i b l e  l e v e l s  f o r  t h e  p o p u l a t i o n  
a t  l a r g e  a s  0 . 0 1  o f  t h e  amount  p e r m i t t e d  r a d i a t i o n  w o r k e r s .  
Normal  v o l u n t e e r s  who d e r i v e  n o  t h e r a p e u t i c  b e n e f i t  f r o m  
i s o t o p e  u s e  m u s t  b e  c o n s i d e r e d  as  b e l o n g i n g  t o  t h e  p o p u l a t i o n -  
a t - l a r g e  g r o u p . "  

I f  t a k e n  a t  f a c e  v a l u e ,  t h i s  r u l e s  o u t ,  f o r  e x a m p l e ,  e x p e r i -  
m e n t s  i n  w h i c h  o f  t h e  o r d e r  o f  1 0 0  U C i  o f  c a r b o n - 1 4  m i g h t  b e  
u s e d ,  a n d  a s  s u c h  i s  q u i t e  r e s t r i c t i v e .  One c a n  a d o p t  t h e  
a t t i t u d e  t h a t  w i t h  a n y  t y p e  o f  i n v e s t i g a t i v e w o r k  o n e  b a l a n c e s  
" r i s k  v e r s u s  g a i n " ,  a n d  t h a t  n o  f i r m  n u m b e r s  s h o u l d  b e  e s t a b l i s h e d .  
On t h e  o t h e r  h a n d ,  some t y p e  o f  g u i d a n c e  p r o b a b l y  m u s t  b e  f u r -  
n i s h e d .  I t  s e e m s  t o  m e  t h i s  w a s  o n e  o f  t h e  many q u e s t i o n s  t h a t  
t h i s  c o m m i t t e e  s h o u l d  c o n s i d e r .  

W i t h  v e r y  b e s t  r e g a r d s ,  a n d  I l o o k  f o r w a r d  t o  s e e i n g  you  a t  
S i n c e r e l y  y o u r s ,  t h e  n e x t  m e e t i n g .  

v .  P .  , M . D .  
A s s o c i a t e  D i r e c t o r  

swf 
c c :  M e r r i l l  B e n d e r  
D i c t a t e d  by  D r .  Bond b u t  t y p e d ,  s i g n e d  a n d  s e n t  i n  h i s  a b s e n c e .  
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