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ha Dr. To t t e r s  

' U. 6 .  Atouda herby Cornmirrioa SOYNO -- 

I am reaponding t o  your 15 May let ter t o  Dr, Goldhaber requeat- 
i n g  r sou r rnce  that tho Medical Department, Brookhaven Nat iona l  Laborre 
t o r y  adherer t o  "Pro tac t ion  of t h e  I n d i v i d u a l  a8 a flsoearch Subjec t . "  

For a l l  a tud ioa  involving human beingo, a proposal  io eubmitted 
t o  our  C l i n i c o l  I n v e e t l g o t i o n  and Usee of Badioisotopea C o d t t e e ,  
which makes recommendations t o  t he  Chairman of the  Medical Department. 
Whan t h e  c l i n i c a l  p roposa ls  a r e  approved by the Chairmsn, thore ie a 
cont inuing  r w v e i l l o n c o  of t h e  s tudy  by the Head of t h e  HoepLtal, the 
Committee i n t e r m i t t e n t l y  and t h a  Department Choirman. Whenevar thoro 
a r e  ony quaetfone,.  the l n v e e t i g o t o r  i r  raquaeted t o  met w i t h  t h e  
Couxnittee and a l l  problems are openly d i s c w e e d  wi th  him. A n y t i m  
t h a r e  i r  a change i n  the deoign of the cxporirnmt, it nuat  be e u W t t r d  
in w r i t i n g  and d iscuseed  wi th  the Committee. 
a c t i o n  r e q u i r e r  approval by t h e  Chairman of t h e  Medical Department. 

In ovary l n r t a n c e  f i n 8 1  

Enclored are  the Hoopita l  fornu fori 0) Consent on admission t o  
Bo8pit.1, b) Appl i ca t ion  for  p a r t i c i p a t i o n  in a C1Fnicel Reeeorch Program, 
c) Proporal  for C l i n i c a l ,  Inveo t ige t lon ,  d )  FY 1971 Comnitteea l i s t i n ; ,  
a) B u l l e t i n  of t h e  Medical Department, f )  Patient's Informat ion  Booklet and 
8 )  o f p a d  r t a t amen t  on " i n s t i t u t i o n a f  abeurance on i n v e s t i g r t i o n e  involv- 
ing humrn r u b j e c t r ,  inc luding  c l in l cc r l  x8ra8rch. " . 

Wo ara modifying our c l i n i c a l  r e s e a r c h  formr t o  includo a rtatamaat 
t h a t  t h e  f n v e a t i g a t o r  i o  aware of, b o  read ,  and underrtande, t h e  brochure 
"Protoction~f rho I n d i v i d u a l  ae a Baoearch t jubject" iraued by tho U, 8. 
Departmoat of flerlth, Itduaatloa and Welfare. 

8 incere ly  your,, 

3 Eugene P. Cronkfto, X. P. 
chairman 
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I n s t i t u t f o n n l  A ~ ~ t i r a n c c  o n .  

Jnves t iKnt ions  Involvfny, Human Sub.jects,  

Jnc lridinr, C1 f n f co 1 Rc ncn rch 

llic I Iosp i  t a  1 of tlic Mcdfco 1 Rcscarch Ccnrer ,  Brookhaven Na t i o n a  1 Lobora t o r y  
a g r c c s  with tlic p r i n c f p l c s  of tlic U. S. Department of Hea l th ,  Educat ion o n d  
Idelfarc,  Publ ic  l l ea l th  Sc rv ico  p o l i c y  ( 6 s  s t a t e d  i n  t h e  pamphlcr, P r o t c c t i o n  
of the I n d i v i d u a l  a s  a Rcucarch S u b j e c t ,  d a t e d  May 1, 1969) with r c p r d  t o  
i n v e s t i g a t i o n s  i n v o l v i n g  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 e a r c h .  This 
i n s t i t u t i o n  agrces 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  s a fegua rd  the  r i g h t s  and w e l f a r e  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 Diviaion of Biology and Medicine,  AEC, t h a t  i t  w i 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 l a n s  of i n v e s t i g a t i o n  i n v o l v i n g  
Iiun\an eub j c c t s ,  p r i o r  to  i n i t i n t i o n  of i n v e s t i g a t i o n s ,  t o  i n s u r e  adequate  safe-  
g ~ 3 r d .  Group reviews and d e c i s i o n s  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 s  and w e l f a r e  of t h e  i n d i v i d u a , l s  involved.  (2 )  t h e  a p p r o p r i a t e n e s s  
of  t h e  methods ueed t o  o b t a i n  informed coneen t ,  and (3) t h e  r i s k s  and p o t e n t i a l  
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 ,  

Th i s  i n s t i t u t i o n  also a g r e e s  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 i n g  human s u b j e c t s  f o r  change6 i n  p r o t o c o l  which may a l t e r  t h e  
i n v e s t i g a t i o n a l  s i t u a t i o n  wi th  r ega rd  t o  t h e  c r i t e r i a  c i t e d  above. 
i n s t i t u t i o n  f u r t h e r  assures t h e  D i v i s i o n  of Biology and Medicine,  AEC t h a t  
i t  w i l l  p rov ide  a d v i c e  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 ,  end a l s o  t h a t  i t  w i l l  p rov ide  
whatever  p r o f e s s i o n a l  a t t e n t i o n  o r  f a c i l i t i e s  may be r e q u i r e d  t o  sa fegua rd  
t h e  r i g h t e  and w e l f a r e  of human 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 revfew and d e c i s i o n  on t h e  uee of human s u b j e c t s  and of informed 
coneent will be developed end kept  by t h e  i n e t i t u t i o n ,  
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