
, 
I 

‘7 2 b ?, 1 5 

BROOKHAVEN N A T I O N A L  LABORATORY 
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BOX No 

DATE: November 30. 1971 
’ Members o f  C l i n i c a l  S t a f f ,  C o u r t e s y  S t a i f ,  
TO: and S c i e n t i f i c  S u p p o r t i n g  S t a f i  

FROM : R.A.Love, K.D.Knudsen, W.X.Pinn 

SUBJECT: Ad h o c  Committee Co i n c o r s o r a t e  
’ c h a n g e s  by CIRC Commitcee: Recorixenaacions 

Ar t ic le  V ,  S e c t i o n  3 

1. The C I R C  is a s t a n d i n g  c o m m i t t e e ,  c h a r g e d  w i t h  t h e  r e v i e w  and 

e v a l u a t i o n  of a n y  c l i n i c a l  i n v e s t i g a t i o n  s p o n s o r e d  w i t h i n  t h e  M e d i c a l  Depar:- 

ment i n v o l v i n g  the  p a r t i c i p a t i o n  o f  a human s u b j e c t .  The C o m a i t t e e  s h a l l  advise 

the P r e s i d e n t  of S t a f f ,  who as Departrnenc Chairman h a s  a p p r o v a l  a u t h o r i t y ,  on 

, t he  e t h i c a l  p r o p r i e t y ,  p o s s i b l e  d a n g e r ,  a n d  conformance w i t h  e s t a b l i s h e d  p o l i c y  
b 

: of e a c h  p r o p o s a l  i n v o l v i n g  t h e  p a r t i c i p z t i o n  of  a human s u b j e c t .  
I 
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2. The purpose  o f  e a c h  r e v i e w  and  e w l u a t i o n  i s  to a s s u r e  t h e  m a x i m s  

s a f e g u a r d s  f o r  bo th  p a t i e n t  and  Fnves K i g a t o r .  B e f o r e  r e c o m e n d i n g  a p p r o v a l ,  

t h e  C o m n i t t e e  s h z l l  d e t e m i n e  t h a t  t h e  r i g h t s  and w e l f a r e  of e a c h  s u b j e c t  

are a d e q u a t e l y  p r o t e c t e d ;  t h a t  t h e  ris!G a re  outweighed by t h e  p o t e n t i a l  

b e n e f i t s  to  the i n d i v i d u a l  s t i b j e c t s  o r  by t h e  impor t ance  of t h e  knowledge t o  

be g a i n e d ;  a n d  t h a r :  an  in fo rmed  c o n s e n t  is o b t a i n e d  from e a c h  p a r t i c i p a n c .  

The C o r m i t t e e  a l s o  s h a l l  a s s u r e  t h a t  e a c h  p r o p o s a l  is  c o n s o n a n t  w i t h  the  

p o l i c i e s  of t he  Atomic Energy  C o m i s s i o n  a n d  t h e  Department  o f  H e a l t h ,  

Education a n d  W e l f a r e  on p r o r e c t i o n  of human s u b j e c t s  i n v o l v e d  i n  r e s e a r c h .  
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3 ,  The C I R C  s h a l l  be composed o f  s e v e n  members, i n c l u d i n g  a Chairman, 

a p p o i n t e d  by the  D i r e c t o r ,  Brookhaven N a t i o n a l  L a b o r a t o r y .  

shall i n c l u d e  a t  l ea s t  two p h y s i c i a n s  w i t h  t e n u r e  a p p o i n t m e n t s  t o  t h e  BM,  

S c i e n t i f i c  S t a f f ,  a n o n - p h y s i c i a n  member o f  t h e  M e d i c a l  D e p a r t m e n t ,  and 

a t h e r s  s e l e c t e d  t o  a s s u r e  a d e q u a t e  r ev iew o f  t h e  r e s e a r c h  p r o p o s a l  and t o  

j u d g e  i t s  a c c e p e a b i l i t y  i n  t e r n  o f  i n s t i t u t i o n a l  r e g u l a t i o n s ,  r e l e v a n t  

laws, s t a n d a r d s  of p r o f e s s i o n a l  p r a c t i c e  and community a c c e p t a n c e .  An 

a l t e r n a t e  s h a l l  be a p p o i n t e d  LO s i t  f o r  a n y  member who i s  i n v o l v e d  w i t h  t h e  

The membership 

c o n d u c t  of a p r o p o s a l  t h a t  comes b e f o r e  t h e  C o m i t t e e  f o r  e v a l u a t i o n .  

A d d i t i o n a l  a l t e r n a t e s  may be a p p o i n t e d  t o  a s s u r e  a v a i l a b i l i t y  o f  a quorum. 

The quorum f o r  a m e e t i n g  s h a l l  be f o u r  of  the  s e v e n  m e m b e r s ,  a t  

Peast t h r e e  of which are  from t h e  S c i e n t i f i c  S t a f f  of  t h e  M e d i c a l  Department .  

* 4 ,  E a c h  p r o p o s a l  o f  c l i n i c a l  i n v e s t i g a t i o n  r e q u i r e s  a s p o n s o r i n g  I 

p h y s i c i a n ,  l i c e n s e d  t o  p r a c t i c e  i n  t h e  U n i t e d  S t a t e s ;  a p p o i n t e d  t o  t h e  f u l l -  

t i toe  r e g u l a r  s t a f f  of t h e  X e d i c a l  Department  w i t h  t h e  r a n k  of  S c i e n t i s t  'or 

S e n i o r  S c i e n t i s t ;  and a p p o i n t e d  t o  t h e  C l i n i c a l  S t a f f  of t h e  Med ica l  S t a f f  

of the H o s p i t a l  o f  t h e  Medical  R e s e a r c h  C e n t e r .  

R e g a r d l e s s  of t h e  ex ten t  t o  which t h e  s p o n s o r i n g  p h y s i c i a n  m y  

share t h e  s c i e n t i f i c  d i r e c t i o n  of t h e  program, he w i l l  b e a r  f i n a l  m o r a l ,  

e t h i c a i  and med ica l  r e s p c n s i b i l i t y  f o r  t h e  p a r t i c i p a t i n g  human s u b j e c t s .  

17olJ.o:jing - Ipp rova l  b y  [:he Cliairman o f  t h e  Medical  Department  o f  a p r o p o s a l  

f o r  ;:L.!.n!.caL i n v c s t F g a t F o n ,  a l l  s u b s e q u e n t  d e c i s i o n s  r e l a t i n g  t o  p a t i e n t  
-. 

p a r t i c i p a t i o n  i n  c h a t  prcgram a re  t h e  r e s p o n s i b i l i t y  of t h e  s p o n s o r i n g  
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5. For  each  new s t u d y ,  t he  S p o n s o r i n g  P h y s i c i a n ,  and P r i n c i p a l  

I n v e s t i g a t o r  i f  o t h e r  t h a n  t h e  S p o n s o r i n g  P h y s i c i a n ,  s h a l l  s u b m i t  a 

p r o t o c o l  t o  the Chairman of  the M e d i c a l  Depa r tmen t  f n c l u d i n g  the  forms 

and i n f o r m a t i o n  d e t e r m i n e d  b y  t he  C I R C ,  and a copy o f  t h e  i n v e s t i g a t i o n a l  

c o n s e n t  form, when a p p l i c a b l e .  A f t e r  r e v i e w ,  t h e  D e p a r t n e n t  Chairrrran w i l l  

f o r w a r d  t h e  p r o p o s a l  t o  t h e  CIRC f o r  r e v i e w ,  e v a l u a t i o n  and r e c o m e n d e d  

a c t i o n ,  or r e t u r n  i t  t o  t h e  S p o n s o r i n g  P h y s i c i a n / P r i n c i p a l  I n v e s t i g a t o r  z 

f o r  a p p r o p r i a t e  d i s p o s i t i o n .  Upon r e c e i p t  of t h e  C o m i t t e e ' s  recommendation 

the Department  Chairman w i l l  app rove  t h e  p r o t o c o l  w i t h  o r  w i t h o u t  l i m i t i n g  

c o n d i t i o n s  o r  r e j e c t  t h e  p r o p o s a l  g i v i n g  r e a s o n s  for t h e  r e j e c t i o n .  N o  

c l i n i c a l  i n v e s t i g a t i o n  may be i n i t i a t e d  w i t h o u t  t h e  recommendation €or 

a p p r o v a l  by t h e  Commit t ee .  

M o d i f i c a t i o n s  i n  p r o c e d u r e s  and s i g n i f i c a n t  changes i n  t h e  

p r o t o c o l  s h a l l  be p r e s e n t e d  i n  t h e  saffie manner f o r  e v a l u a t i o n  and a p p r o v a l  

I p r i o r  t o  b e i n g  p u t  i n t o  e f f e c t .  
I 
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6, The C I R C  w i l l  r e e v a l u a t e  p r o t o c o l s  as r e q u e s t e d  by t h e  C h a i m a n  

of t h e  M e d i c a l  Depa r tmen t ,  a s  t h e  CommiEtee deems d e s i r a b l e ,  o r  r e q u e s t e d  

by t h e  S p o n s o r i n g  € 'hys i c i an /P r inc ipa l  I n v e s t i g a t o r .  Each p r o t o c o l  s h a l l  

b e  r e e v a l u a t e d  a n n u a l l y ,  A d d i t i o n a l  i n f o r m a t i o n  may be s o l i c i t e d  by t h e  

Commit tee as d e s  i r e d .  


