
Y i l  : O=.'iccrs LA.. Respons ib le  f o r  I n s t i t u z i o n a l  I m p l c n e n t a t i o n  of D'iZV 
l o l i c y  on P r o t e c t i o n  of Zxmn S u b j e c t s  

77 -\ 4 ~ t ~ U L 4  : Chie f ,  I n s t i t u t i s n a l  Raicltlions Ur;r.ch, D iv i s ion  of b e e a r c h  
G r a n t s ,  Siii, DHEK 

SL'SJECT: C o n s i d e r a t i o n s  i n  t h e  Revizw of Z r o j e c t s  ( 4 )  

S u b x i s s i o n  of Data i n  A p p l i c a t i o n s  I n c l u d i n g  t h e  Use of Ewnen S u b j e c t s  

- i n  t h e  c o u r s e  of  c a r r y i n g  o u t  our  r e s p o n s i b F i i t i e s  f o r  a d m i n i s t r a t i o n  o f  
D;9W p o l i c y  on t h e  p r o t e c t i o n  of human s u b j e c t s ,  we have n o t e d  t h a t  
q u e s t i o n s  r a i s e d  by D E W  revicwcrs f r eq ic -n t ly  reelect i n a d e q u s t e  and 
i n c o q l c t e  p r o p o s s l s .  
o f c e n  i n d i c a z e  t h a t  t h e  i n s t i t u t i o n e l  comni 'dee  e i t h e r  o b t a i n e d  a d d i t i o n a l  
info.-.. - 1 . :  

L rare e x t e n s i v e  p r o t o c o l  t h a n  t h a t  which was s u b m i t t e d  t o  D E W .  

Corres2ondence from t h e  a p p l i c a n t  i n s t i t u t i o n s  

,l.ic.,ion from t.ie i n v e s t i g a t o r  o r  c h a t  t h e  c o n n i t t e s  a c t u a l l y  reviewed 

z.,,2;l .b-.--o~.zl -.; d a t a  z a y  i n c i c d e  d e s c z i ? t i o n s  of t h e  k i n d  of p a t i e n z s  
( - .  4'3J :;c.:-; t o  be used ,  ? o s s i b l e  d i s c o a f o r t s  eo s v b j e c t s ,  - ,oter.cicl  haza rds  
'io s l ;>;ects ,  s s f e g c a z d s  t o  3e  usec!, mecz?;;r'.isiT.s f o r  m a i n t a i n i n 2  Lnd iv i~ - . i z l  
~ r i v a c y ,  a e t h o d s  o f  o b t a l n i n g . i n f o r x p d  c o n s e n t  of human s u b j e c t s ,  and 
c o p i e s  of t h e  consen t  p r o p o s a l .  

.t.z?c nrc sone  esznp ies  o f  r z p i i c s  t o  ou r  l e t t e r s :  

. .  ' 

1 -- -. 

\ 1 :-,- 
A 3:n e n c l o s i n g  p h o t o s t a t i c  c o p i e s  o f  t h e  p r o t o c o l s  .c.i:?ic:3. were 

s z b x i r t e d  CLO L S ;  cnd ;is you c a n  see ,  t h e  c l i n l c a l  i nvescLgz to r s  hzve 
very well o u t l l n c c i  t h e  f iozzrds and yLs!;s i n v o l v c d  a d  the ? r o ? o s e d  
xznncr i n  which t h e y  w e r e  E O  be  har.dled," 
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Grzn t s  - 4 d i n i n i s t r ~ C i o n  Chap te r  1-40, under ' i 'cl icy (1-40-20) n o t  oriiy 
s p x i f i e s  t h a t  no g r a n t  o r  c o n t r a c t  f o r  ilii a c t i v i t y  i n v o l v i n g  human s u b -  
j e c t s  s h a l i  be ~nacle uiij.ess t h e  -pp?ic::tion f o r  such  suppci r t  kiss bcen 
rcvicweci end ap2roved by an s p p r o p r i a c e  i n s t i t u t i o n a l  c c n a i t t e e ,  bu t  a l s o  

D:XJ a s  w e l l  a s  t o  t he  i n s t i t u t i o n ,  no g ranc  o r  c o n t r a c t  s h a l l  b e  n a d e  
ui-lless the prc;>osal f o r  such supGDrt i:es a l s o  been reviewed end m p r o v e d  
I'>J 2 n ;1 p p r op r i 3. t e p r o  f e s s i o na 1 c ommi t c? c w i 13 h L n t h e  res p ons i b 1 e c ornp o ne n t . 
oi ~ h ?  Department. 

s f- ,.-tes 5 t:?at s i n c e  .;kc weifarc  of s u b j e c t s  i s  a m a i t e r  of c o n c e r n  2 2  t h e  

T!ic pk)licy Ezrt:.hcr- s ~ a t c s  t h a t  t h i s  r ev iew m u s t  establish t h a t  t h e  a c t i - v i t y ,  
;IS dcscri  bed i n  t!ie j ) r o p o s n l  (unJerSr . i .nZ p r o v i d e d ) ,  will n o t  i n t e r f e r e  
w i t h  oi- i i u p n i r  the ri;;hts and w e l f c l i r c  of clic s u b j e c t s ,  n o r  i n v o l v e  ris;ks 
t i ,  I ., 1. ou (I we ish c i i: hc r por c n t  i a  1 benc ir' i t I; L O  t h e  s u b j e c t s  o r  t h e  e x p e c t e d  
v a l c e  of t h e  lciiowlcdgc socght ,  n o r  deny chc r i g h t s  of t h e  s u b j e c t  t o  
x i c q u a t e  2nd a p p r o p r i a r e  informed consen t .  
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