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, 

l l i c  I I o s p i t a l  of thc  Mcdicol Research Ccn tc r ,  Brookhnven Nat iona l  Labora tory  
a g r c c s  wi th  tlic p r i n c i p l e s  of tlic U. S. Department of Health,  Educat ion and 
V c l f a r e ,  Publ ic  lIea1th Sc rv ica  p o l i c y  ( a s  s t a t e d  i n  t he  pamphlet, P r o t c c t i o n  
of tlic Ind iv iduaf .  as  a Rcucarch S u b j c c t ,  d a t e d  M3y 1, 1963) wi th  r ega rd  t o  
i n v e s t i g a t i o n s  invo lv ing  human s u b j e c t s ,  i n c l u d i n g  c l i n i c a l  r e s c a r c h .  This 
i n s t i t u t i o n  a g r e e s  t h a t  review independent  of t h e  i n v e s t i g a t o r  i s  necessary  
t o  safeguard the  r i g h t s  and wel fa re  of human s u b j e c t s  of r e s e a r c h  i n v e s t i g a t i o n s  
and a s s u r e s  the  Divirrion of Biology and Medicine,  AEC, t h a t  i t  w f l l  e s t a b l i s h  
and main ta in  adv i so ry  groups competent t o  review p lans  of i n v e s t i g a t i o n  invo lv ing  
human s u b j e c t s ,  p r i o r  t o  i n i t i a t i o n  of i n v e s t i g a t i o n s ,  t o  f n s u r e  adequate  sa fe -  
g m r d .  Group reviews and d e c i s i o n e  will be  c a r r i e d  ou t  i n  r e f e r e n c e  t o  (1) 
tho  r i g h t 8  and we l fa re  of t h e  ind iv iduaJ8  involved .  (2) t he  a p p r o p r i a t e n e s s  
of t he  methods used t o  o b t a i n  informed consen t ,  and (3) the  risks and p o t e n t f a 1  
modical b e n e f i t s  of t h e  i n v e s t i g a t i o n s .  

This i n s t i t u t i o n  also agree8  t o  e x e r c i s e  s u r v e i l l a n c e  of DBM, AEC-supported 
p r o j e c t s  u s ing  human s u b j e c t s  f o r  changes i n  pr 'otocol which may a l t e r  t h e  

.P ' i n v e s t i g a t i o n a l  s i t u a t i o n  w i t h  r ega rd  t o  t h e  c r i t e r i a  c i t e d  above. The 
h i n s t i t u t i o n  f u r t h e r  assures t h e  Div i s ion  of Biology and Medicine,  AEC t h a t  

i t  w i l l  p rovide  adv ice  and c o n s u l t a t i o n  t o  i n v e s t i g a t o r s  on matters of 
employing human s u b j e c t s  i n  i n v e s t i g a t i o n ,  and a180 t h a t  i t  w i l l  p rovide  
whatever  p r o f e s s i o n a l  a t t e n t i o n  or  f a c i l i t i e s  may be r equ i r ed  t o  safeguard  
t h e  r i g h t s  and w e l f a r e  of  humen s u b j e c t s  i nvo lved  i n  i n v e s t i g a t i o n .  
of group review and d e c i s i o n  on t h e  use of human sub jec t e  and of informed 
consent w i l l  be developed end kep t  by she  i n e t i t u t i o n .  
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