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SUBJECT: Model Federal Policy for Protection of Human Subjects 

In response to recommendations made by the President’s 
Commission for the Study of Ethical Problems in Medicine and 
Biomedical and Behavioral Research, the Ad Hoc Committee for the 
Protection of Human Research Subjects of the Federal Coordinating 
Council for Science, Engineering and Technology has drafisd the 
attached “Model Federal Policy for Protection of %man Subjects,’ 
which if adopted will set the policies for  use of human subjects 
in research for all Federal departments and agencies. 
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It is requested that you review this draft document and 
provide your comments to this office by 10 July 1983. 
include in your response any specific problems that this policy 
raises because of special missions or functions in your Service. 
The point of contact in this office, should you need additional 
information, is Captain James Vorosmarti, MC, USN, X 7 8 5 3 5 .  

Please 

Edith W .  Martin 
Deputy Under Secretary of Defense 
for Research and Engineering 
(Research and Advanced Technology) 

Attachment 



The polfcy fs compatible with Navy mfssfons and functlon8. It8 
implementation will not adversely affect Navy research involving 
the use of human subjects. 

HELWN R. PAISLEY 
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Prop08818 f o r  Rerearch  eo be Conducted or Suppor ted  

by 8 F e d e r a l  Department or Agency. 

Section Re6erved. 

D i e  of F e d e r a l  Fundr. 

E a r l y  T e r n i n a t i o n  of Research  Suppor t ;  EValUAtiOn 

of A p p l i c a t i o n s  and Proposa ls .  

C o n d i t i o n s .  

To What Does T h i s  P o l i c y  A p p l y ?  

( a )  Except  as provided  in paragraph  ( b )  below, t h i s  Go l i cy  

a p p l i e s  t o  a l l  r e s e a r c h  i n v o l v i n g  hunan s u b j e c t s  conducted ,  suppor t ed  

o r  o t h e r v i s e  s u b j e c t  t c  r e g u l a t i o n  by any f e d e r a l  depar tment  

o r  agency  which t a k e s  a p p r o p r i a t e  a d m i n i s t r a t i v e  a c t i m  t o  make 

t h e  p o l i c y  a p p l i c a b l e  t o  such  r e s e a r c h .  This i n c l u d e s  r e s e a r c h  

conducted  by f e d e r a l  c i v i l i a n  employees o r  mi r l i t a rp  p e r s o n n e l ,  

e x c e p t  t h a t  e a c h  depar tment  o r  agency head may adop t  s u c h  

p r o c e d u r a l  u o d i f i c a t i o n r  as mag be a p p r o p r i a t e  f rom a n  a d m l n i s t r a -  

t i v e  s t a n d p o i n t .  I t  a l s o  i n c l u d e s  r epea rch  conduc ted ,  r u p p o r t t d ,  

o r  o t h e r v i s e  s u b j e c t  t o  r e g u l a t i o n  by t h e  f e d e r a l  government r?*i ts ide 

t h e  Un i t ed  S t a t e r .  

I 

(1) Resea rch  t h a t  is conducted o r  r u p p o r t e d  by a f e d e r a l  

depa r tmen t  o r  agency  whether  o r  not i t  1s r e g u l a t e d  an d e f i n e d  

i n ' s c c . l O t ( e )  m u s t  comply w i t h  a l l  s e c t i o n s  of t h i r  p o l i c y .  

2 
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.- federal department or agency but ir '  ritbject t o  I r t r r f 8 t i O U  Ur .- 

defined la Sec. lOZ(c)  uit k reviewed and apptowd, in cDopliuJce 

v i th  Sccr .101,  1 0 2 ,  and 107 th rough 117 of chi8 p o l i c l ,  by an 

i n r t i t u t i o n a l  review board (IRE) t h a t  operater in accordance  

v i t h  t h e  p e r t i n e n t  requi rements  of t h i r  p o l i c y .  

=-- . . i .  - - '  \f 

( b )  Unless o t h e r v i s e  r e q u i r e d  by depar tment  or  agency heads ,  

r e s e a r c h  a c t i v i t i e s  i n  which the  on ly  involvement  of human 

s u b j e c t s  w i l l  be i n  one o r  more of the  f o l l o v i n g  c a t e g o r i e s  

are exempt from t h i s  po l i cy :  

( 1 )  Research  conducted i o  e s t a b l i s h e d  o r  c c m o n l y  accep ted  

e d u c a t i o n a l  s e t t i n g s ,  i nvo lv ing  n o r c a l  e d u c a t i o n a l  p r c - t i c e s ,  

such  as ( 1 )  r e s e a r c h  on r e g u l a r  and s p e c i a l  e d u c a t i o n  

i n s t r u c t i o n e l  s t r a t e g i e s ,  o r  (ii) r e s e a r c h  on t h e  e f f e c t i v e n e s s  of 

o r  t h e  c o n p a r i s o n  among inscruct icnal  t e c h n i q u e s ,  c u r r i c u l a ,  o r  

c 1 a s  s r oo m md na ge me n t me C hod 6. 

( 2 )  Research  invo lv ing  t h e  u s e  of educa , c iona l  t e s t s  
I 

( c o g n i t i v e ,  d i a g n o s t i c ,  a p t i t u d e ,  ach ievemen t ) ,  i f  l n f o r a a t i o n  

t a k e n  from t h e s e  sou rces  is recorded i n  such  a manner t h a t  

s u b j e c t s  cannot  be i d e n t i f i e d ,  d i r t c t l y  o r  t h r o u g h  l d e n t i f i e r r  

l i n k e d  t o  t h e  s u l j c c r s .  

3 



r eco rded  ln 8uch 8 umet  t h a t  the h w n  s u b j e c t #  -0 k 

f d e n t l f i e d ,  d i r e c t l y  o r  th rough  identifiers l i n k e d  t a  t h e  

subjects,  ( i i )  the r u b j e c t ' 8  responses, i f  they became Known 

o u t s i d e  the r c r c a r c h  could  r e a r o n a b l y  p l a c e  t h e  s u b j e c t  8t risk 

of criminal or  c i v i l  l i a b i l i t y  o r  be damaging t o  t h e  s u b j e c t ' s  

f i n a n c i a l  s t a n d i n g  o r  e m p l o y a b i l i t y ,  and ( i i i )  the r e s e a r c h  d e a l s  

v i t h  s e n s t t i v e  a s p e c t s  of t h e  s u b j e c t ' s  own b e h a v i o r ,  ruch  as 

i l l e g a l  conduc t ,  d r u g  u s e ,  s e x u a l  behav io r ,  o r  use of a l c o h o l .  

A l l  r e s e a r c h  i n v o l v i n g  s u r v e y  o r  i n t e r v i e v  p rocedures  is exempt,  

v l t h o u t  e x c e p t i o n ,  uhen t h e  r e sponden t s  a re  e l e c t e d  o r  appo in ted  

p u b l i c  o f f i c i a l s  o r  c a n d i d a t e s  f o r  p u b l i c  o f f i c e .  

(4) Research  1nvolv:ng t h e  o b s e r v a t i o n  ( i n c l u d i n g  o b s e r v a t i o n  

by p a r t i c i p a n t s )  of p u b l i c  b e h a v i o r ,  excep t  uhen all of t h e  

f o l l o w i n g  c o n d i t i o n s  e x i s t :  (1) o b s e r v a t i o n s  a r e  r eco rded  i n  such 

a manner t h a t  t h e  human s u b j e c t s  can  be i d e n t i f i e d ,  d i r e c t l y  OK 

th rough i d e n t i f i e r s  l i n k e d  t o  t h e  s u b j e c t r ,  (11) t h e  o b s e r v a t i o n s  

recorded  abou t  the i n d i v i d u a l ,  i f  t h e y  became known o u t s i d e  t h e  

r e s e a r c h ,  could r easonab ly  p l a c e  t h e  s u b j e c t  a t  r i s k  of c r i m i n a l  

o r  c i v i l  l i a b i l i t y  o r  be damaging t o  the  r u b j e c t ' r  f i n a n c i a l  

s t a n d i n g  o r  e m p l o y a b i l i t y ,  and ( i l l )  t he  r e s e a r c h  d e a l s  v i t h  

s e n s i t i v e  a s p e c t s  of t h e  s u b j e c t ' s  own behav io r  such  a s  i l l e g a l  

conduc t ,  d rug  use ,  s e x u a l  b e h a v i o r ,  o r  use of a l c o h o l .  

I 
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infornution i r  recorded by the inveatigrtor i n  ruch a manner that 

r u b j e c t r  cannot be f d e n t i f f e d ,  d i r e c t l y  or  th rough  i d t n c i f l c r r  

l i n k e d  t o  t h e  r u b j e c t r .  

( 6 )  Research and d e m o n s t r a t i o n  pro jec t .  which are conducted  

by or r u b j e c t  t o  t h e  a p p r o v a l  of department  o r  agency h e a d s ,  and 

which are d e s i g n e d  t o  s t u d y ,  e v a l u a t e ,  o r  o t h e r v i s e  examine: 

( 1 )  p u b l i c  b e n e f i t  o r  s e r v i c e  programs; ( ii) p r o c e d u r e s  f o r  

o b t a i n i n g  b e n e f i t s  o r  s e r v i c e s  under  t h c s e  p r o g r a m ;  (iii) p o s s i b l e  

changes  i n  o r  a l t e r n a t i v e s  t o  t h o s e  programs o r  p r o c e d u r e s ;  or 

( i v )  p o s s i b l e  changes  i n  methods o r  l e v e l s  of p a p e r r t  f o r  

b e n e f i t s  3r s e r v i c e s  under  t h o s e  programs. 

( c )  DepartrJcnt  o r  *\gency heads r e t a i n  f i n a l  judgment 

as t o  whe the r  a p a r t i c u l a r  a c t i v i t y  is covered  by t h i s  

p o l i c y .  

( d )  Depa r twn t  o r  agency heads may r e q u i r e  t h a t  s p e c i f i c  

r e s e a r c h  a c t i v i t i e s  o r  c lasses  of  r e s e a r c h  a c t i v i t i e s  conducted ,  

s u p p o r t e d ,  o r  o t h e r v i s e  s u b j e c t  t o  r e g u l a t l o n  by t h e  depa r tmen t  rr 

agency  but  n o t  o t h e r v i s e  covered  by t h i s  p o l i c y ,  comply w i t h  s o x  

o r  a l l  of t h e  r e q u i r e c e n t s  of t h i s  p o l i c p .  

( e )  Compliance w i t h  t h i s  p o l i c y  t e q u i r e e  compl i ance  

w i t h  p e r t i n e n t  f e d e r a l  h w r  or r e g u l a t i o n s  v h i c h  p r o v i d e  

a d d l t i O M 1  p r o t e c t i o n s  f o r  h u u a n  s u b j e c t s .  

5 



p r o v i d e  8 d d f r i m a l  protections f o r  hupan rubjectr .  

( 0 )  This p o l i c y  does not a f f e c t  any foreign law8 or 

- rcy la t ionr  vhich m y  other~ise a p p l i u b l e  and which p r o v i d e  

a d d i t i o n a l  p r o t e c t i o n s  to human s u b j e c t s  of r e s e a r c h .  

( h )  When r e s e a r c h  covered  by t h i s  p o l i c y  t a k e s  p l a c e  in 

foreign c o u n t r i e s ,  p rocedures  normal ly  f o l l o w e d  in t h e  f o r e i g n  

c o u n t r i e s  t o  p r o t e c t  human s u b j e c t s  may d i f f e r  f rom t h o s e  s e t  

f o r t h  i n  t h i s  p o l i c y .  

which complies w i t h  g u i d e l i n e s  c o n s i s t e n t  w i t h  t h e  1975  Uorld 

H e d i c a l  Assembly  D e c l a r a t i o n  ( H e l s i n k i  11) i s s u e d  e i t l i - r  by 

s o v e r e i g n  s t a t e s  o r  by an o r g a n i z a t i o n  whose f u n c t i o n  f o r  t h e  

[An example is a f o r e i g n  i n s t i t u t i o n  

p r o t e c t i o n  of human r e s e a r c h  s u b j e c t s  is i n t e r n a t i o n a l l y  

r e c o g n i z e d . ]  I n  t h e s e  c i r c u m s t a n c e s ,  i f  a depar tment  o r  agency 

head d e t e r m i n e s  t h a t  t he  p rocedures  p r e s c r i b e d  by t h e  i n s t i t u r f o n  

a f f o r d  p r o t e c t i o n s  t h a t  are  a t  l e a s t  e q u i v a l e n t  t o  t h o s e  

p rov ided  i n  t h i s  p o l i c y ,  t h e  d e p a r t r w n t  o r  lagencp head may 

approve  t h e  s u b s t i t u t i o n  of t h e  f o r e i g n  p r o c e d u r e s  in l i e u  of 

t h e  p r o c e d u r a l  requi rements  p rov lded  in t h i n  p o l i c y .  

when o t h e r v i s e  r e q u i r e d  by s t a t u t e ,  E x e c u t i v e  O r d e r ,  o r  t h e  

depa r tmen t  o r  agency head ,  n o t i c e s  of t h e s e  a c t i o n s  au they 

o c c u r  will be pub l i shed  in t h e  FEDERAL, REGISTER o r  vi11 be o the r -  

vise  p u b l i s h e d  81 provided  i n  d e p a r t s e n t  o r  agency  p rocedures .  

Except  

6 



2. 

rere8rch r c t i v i t i e a  o t h t r v i r e  covered  by c h i s  p o l i c y .  Except  whtn - 

othervise r e q u i r e d  by r t a t u t e ,  Execu t ive  Orde r ,  o r  t h e  depar tment  

o r  agency head ,  n o t i c t o  of t h e r e  a c t i o n s  AB t h e y  occur  vi11 be 

k pub l i shed  i n  t h e  FEDERAL REGISTER o r  v i 1 1  be o t h e r v i s e  pub l i shed  

r a  provided  i n  depa r tmen t  o r  agency p rocedures .  

Sec. 102 D e f i n i t i o n s .  

( a )  "Department o r  agency head' means t h e  head of any f e d e r a l  

depar tment  o r  agency and any o t h e r  o f f i c e r  o r  employee of any 

d e p a r t a e n t  o r  agency t o  whom a u t h o r i t y  has been delegdce;. 

( b )  ' I n s t i t u t i o n "  means any p u b l i c  o r  p r i v a t e  e n t i t y  or 

agency ( i n c l u d i n g  f e d e r a l ,  s t a t e ,  and o t h e r  a g e n c i e s ) .  

( c )  " L e g a l l y  a u t h o r i z e d  r c p r e b c n t a t l v e '  m a n s  a n  i n d i v i d u a l  

o r  j u d i c i a l  o r  o t h e r  body a u t h o r i z e d  under  a p p l i c a b l e  lav t o  

consen t  on b e h a l f  of a p r o s ? c c t i v e  s u b j e c t  t o  t h e  s u b j e c t ' s  

p a r t i c i p a t i o n  i n  t h e  p r o c e d u r e ( s )  i n v o l v e d  i n  t h e  r e s e a r c h .  
I 

( d )  'Research'  means a s y s t e m a t i c  l n v e s t i g a t i o n ,  i n c l u d i n z  

r e r e a r c h  development ,  t e s t i n g  and e v a l u a t i o n ,  des igned  t o  deve lop  o r  

c o n t r i b u t e  t o  g e n e r a l i z a b l e  knowledge. A c t i v i t i e s  which meet t h i o  

d e f i n i t i o n  c o n a t i t u t e  " r e s e a r c h "  f o r  pu rpoee r  of t h i o  p o l i c y ,  

whether  o r  n o t  t hey  a r e  conducted  under  4 program vh ich  i o  

cons ide red  r e r e a r c h  f o r  o t h e r  purposes .  For e x a n p l c ,  IO* 'demonrtra- 

t i o n "  and ' s e r v i c e "  p r o g r a m  may i n c l u d e  research a c t i v i t f c r .  



g8tiOnal New Drug r e q u f r e m e n t r  a d m i n i s t e r e d  by t h e  Food and 

Drug A d m i n i s t r a t i o n ) .  It d o e s  not  i n c l u d e  r e s e a r c h  a c t i v l t i e s  

which are i n c i d e n t a l l y  r e g u l a t e d  by a f e d e r a l  department  o r  

agency s o l e l y  as p a r t  of the d e p a r t m e n t ' s  or agency ' s  b r o a d e r  

r e s p o n s i b i l i t y  t o  regulate c e r t a i n  t y p e s  of  a c t i v i t i e s  whecher  

r e s e a r c h  or non-research  i n  n a t u r e  ( f o r  example,  Wage and 

Hour r e q u i r e m e n t s  a d m i n i s t e r e d  by t h e  Department of  Labor) .  

( f )  'Human s u b j e c t '  means a l i v i n g  i n d i v i d u a l  a b o u t  whom a n  

i n v e s t i g a t o r  ( v h e t h e r  p r o f e s s i o n a l  o r  s t u d e n t )  c o n d u c t i i  e 

r e s e a r c h  o b t a i n s  ( 1 )  da ta  t h r o u g h  i n t e r v e n t i o n  o r  i n t e r a c t i o n  

w i t h  t h e  i n d i v i d u a l ,  o r  ( 2 )  i d e n t i f i a b l e  p r i v a t e  i n f o r m a t i o n .  

' I n t e r v e n t i o n "  i n c l u d e s  b o t h  p h y s i c a l  procedGres by v h i c h  d a t a  

are g a t h e r e d  ( f o r  example,  v e n i p u n c t u r e )  and r ~ a n i p u l a t i o n s  of t h e  

s u b j e c t  o r  t h e  s u b j e c t ' s  envi ronment  t h a t  are  performed f o r  

r e s e a r c h  purposes .  ' I n t e r a c t i o n "  i n c l u d e s  communication o r  

i n t e r p e r s o n a l  c o n t a c t  b e t v e e n  i n v e s t i g a t o r  and s u b j e c t .  " P r i v a t e  

i n f o r m a t i o n "  i n c l u d e s  i n f o r m a t i o n  about  b e h a v i o r  t h a t  o c c u r s  i n  

a c o n t e x t  i n  v h i c h  a n  i n d i v i d u a l  can r e a s o n a b l y  cxrect  t h a t  no 

o b s e r v a t i o n  o r  r e c o r d i n g  i s  t a k i n g  p l a c e ,  a n a  i n f o r m a t i o n  v h i c h  

h a s  been p r o v i d e d  f o r  s p e c i f i c  purposes  by a n  i n d i v i d u a l  and v h i c h  

8 



. , -z - . _.- = 

I 

, -  L .>  

I- .e.* 
- 49 Z<d : 

T "-' 
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individually l d c n t f f i a b l t  ( i . e . ,  the l d r n t l t p  of the ~ U b j e c t  f8  

cr MY r e a d i l y  be a s c e r t a i n e d  by the  i n v e s t i g a t o r  or  aarociatad 

with the i n f o r m a t i o n )  i n  o r d e r  f o r  o b t a i n i n g  t h e  i n f o r u t i o n  t o  

constitute r e s e a r c h  i n v o l v i n g  human s u b j e c t r .  

privrte.informtfon DUlf k 
*.) ;* .. 

( 8 )  "IRB approval '  means t h e  d e t e d n a t l o n  of t h e  IRB t h a t  t h e  

reseArch h a s  been reviewed and and may be conducted  a t  an 

i n s t i t u t i o n  v i t h i n  t h e  c o n s t r a i n t s  s e t  f o r t h  by t h e  IRB and 

by o t h e r  i n s t i t u t i o n a l  and f e d e r a l  requi rements .  

( h )  'Hinimal risk" means t h a t  t h e  p r o b a b i l i t y  and magnitude of 

harm o r  d i s c o m f o r t  a n t i c i p a t e d  i n  t h e  r e s e a r c h  a r e  n o t  g r e a t e r  

i n  and of  themselves  than  t h o s e  o r d i n a r i l y  e n c o u n t e r e d  i n  

d a i l y  l i f e  o r  d u r i n g  t+e  p e r f o r s a n c e  of  - r o u t i n e  p h y s i c a l  o r  

p s y c h o l o g i c a l  examinat ions  o r  t es t s .  

(i) " C e r t i f i c a t i o n "  mean€ t h e  o f f i c i a l  n o t i f i c a t i o n  by t he  

i n e t i t u t i o n  t o  t h e  s u p p o r t i n g  d e p a r t m e n t  o r  agency ,  

i n  a c c o r d a n c e  v i t h  t h e  r e q u i r e m e n t s  of t h i s  p o l i c y ,  t h a t  a r e s e a r c h  

p r o j e c t  o r  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  h a s  been reviewed 

and approved by a n  IRB i n  a c c o r d a n c e  v i t h  a n  approved a s s u r a n c e .  

I 

Scc.103 Assur ing  Coapl lance  v i t h  T h i s  P o l i c y  - Rzsearch  Conducted 

or  Supported by Any F e d e r a l  Department o r  Agency 

( a )  Each i n s t i t u t i o n  engaged i n  r e s e a r c h  which i r  covered by 

t h i r  p o l i c y  and which 10 conducted  o r  s u p p o r t e d  by a f e d e r a l  depar tment  

9 
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(b) D e p 8 t t r n t 8  8nd rgencfem vi11 conduct  or r u p p o r t  rermreh 

covered by t h i s  pol lcy  o n l y  if the  i n s t i t u t i o n  h88 8n  8 8 8 u r m c e  

rpproved  as prov ided  in t h i s  r e c t l o n ,  8nd o n l y  l f  t h e  f n s t i t u t i o n  

has  c e r t i f i e d  t o  t h e  depar tment  o r  agency head that  t h e  r e r c 8 r c h  h88 

been rev iewed and approved by an IRB prov ided  f o r  in t h e  a s r u r a n c e ,  

and w f l l  be s u b j e c t  t o  c o n t i n u i n g  rev iew by t h e  IRB. 

a p p l i c a b l e  t o  f e d e r a l l y  s u p p o r t e d  o r  conducted  r e s e a r c h  s h a l l  a t  a 

minimum i n c l u d e :  

Assu rances  

( 1 )  A s t a t e m e n t  of p r i n c i p l e s  gove rn ing  t h e  i n s t i t u t i o n  i n  

t h e  d i s c h a r g e  of i t s  r e s p o n s i b i l i t i e s  f o r  p r o t e c t i n k  t h e  r i g h t s  

and w e l f a r e  of human s u b j e c t s  o f  r e s e a r c h  conducted a t  o r  

sponsored  by t h e  i n t , t i t u t i o n ,  r e g a r d l e s s  of  whether  t h e  r e s e a r c h  

i s  s u b j e c t  t o  f e d e r a l  r e g u l a t i o n .  T h i s  may i n c l u d e  an a p p r o p r i a t e  

e x i s t i n g  code ,  d e c l a r a t i o n ,  o r  s t a t e m e n t  of e t h i c a l  p r i n c i p l e s ,  

o r  a s t a t e m e n t  fo rmula t ed  by t h e  i n s t i t u t i o n  i t s e l f .  T h i s  

requi rement  does not  preempt p r o v i s i o n s  of‘ t h i r  p o l i c y  a p p l l c a b l r  

t o  d e p a r t a e n t - o r  agency-supported o r  r e g u l a t e d  r e s e a r c h  and 

need n o t  be a p p l i c a b l e  t o  any r e s e a r c h  exempted o r  va lved  under  

S e c r . l O l ( b )  o r  ( 1 ) .  

10 



. .  
- ,  , .  

ai. ude'ior'luetring rprce and mufficirne staff to'rupport the IlLbiyr 

review and recordkcepfng dutlee. 

1. 

( 3 )  A l i r t  of the IRE mtmbcrs i d e n t i f i e d  by name; earned . 

d t g r c t r ;  rcprercntctfve c a p a c i t y ;  i n d i c a t i o n s  of e x p e r i e n c e  such 

am board cer t f f f ca t lons ,  l i c e n s e s ,  e t c . ,  s u f f i c i e n t  to d e s c r i b e  

e a c h  wmber'r :hief a n t i c i p a t e d  c o n t r i b u c i o n s  t o  IRB 

d e l i b e r a t i o n s ;  and  any  employment o r  o t h e r  r e l a t i o n s h i p  between 

e a c h  member and t h e  i n s t i t u t i o n ;  for exal=ple: f u l l - t i m e  

employee,  p a r t - t i m e  employee,  meember of  g o v e r n i n g  p a n e l  o r  b o a r d ,  

s t o c k h o l d e r ,  p a i d  o r  unpa id  c o n s u l t a n t .  Changes i n  IRB 

membership s h a l l  be r e p o r t e d  t o  t h e  department  or agency ne rd .  

(4) W r i t t e n  p r o c e d u r e s  v h i c h  t h e  I2.B will f o l l o w  ( 1 )  f o r  con- 

d u c t i n g  i t a  initial and c o n t i n u i n g  review of r e s e a r c h  and for 

r e p o r t i n g  i t s  f i n d i n g s  and a c t i o n s  t 3  t h e  i n v e s t i g a t o r  and t h e  

i n e t i t u t i o n ;  ( 1 1 )  f o r  d e t e r m i n i n g  vhich  p r o j e c t s  r e q u i r e  r ev iew 

more o f t e n  t h a n  a n n u a l l y  and v h i c h  p r o j e c t s  need v e r i f i c a t i o n  from 

s o u r c e s  o t h e r  t h a n  t h e  i n v e s t i g a t o r s  t h a t  no m a t e r i a l  changes  

have o c c u r r e d  s i n c e  ? r e v l o u s  I D  r ev leu ;  and ( i l l)  for e n s u r i n g  

prompt r e p o r t i n g  t o  t h e  IRB of ?reposed changes  i n  a r e s e a r c h  

a c t i v i t y ,  and for e n s u r i n g  t h a t  such changes I n  approved  r e s e a r c h ,  

d u r i n g  t h e  p e r i o d  f o r  v h i c h  IRB approval  hAe a l r e a d y  been g i v e n ,  

I 
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(5) Written p rocedures  for e n s u r i n g  prompt reporting t o  t he  

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

agency head (1) any u n a n t i c i p a t e d  problems o r  s c i e n t i f i c  

misconduct  i n v o l v i n g  risks t o  huPran subjects o r  others; (il) 

any a l l e g a t i o n  or f i n d i n g  of s e r i o u s  or  c o n t i n u i n g  noncompliance 

w i t h  t h i s  p o l i c y  o r  t h e  requi rements  o r  d e t e r m i n a t i o n s  of the 

IRB; and (ill) any suspens ion  o r  t e r n i n a t i o n  of IRB a p p r o v a l .  

( c )  The a s s u r a n c e  s h a l l  be executed by a n  i n d i v i d u a l  

a u t h o r i z e d  t o  a c t  f o r  t h e  i n s t i t u t i o n  and t o  assume on beha l f  of 

t h e  i n s t i t u t i o n  t h e  o b l i g a t i o n s  imposed by t h i s  p o l i c y  end 

s h a l l  be f i l e d  l n  such form and manner 8s t h e  d e p a r t m n t  or agency 

head p r e s c r i b e s .  

( d )  The depar tment  o r  agency head w i l l  e v a l u a t e  a l l  

a s s u r a n c e s  submi t t ed  i n  acco rdance  v i t h  t h i s  p o l i c y  

through euch o f f i c e r s  and employee8 of t h e  depa r tmen t  o r  agency 

and such  ex jxr t s  o r  c o n s u l t a n t s  engaged for t h i s  purpose  a0 t h e  

d e p a r t m n t  or agency head de te rmines  t o  be a p p r o p r i a t e .  

depar tment  o r  agency h e a d ' s  e v a l u a t i o n  vi11 t a k e  i n t o  

c o n r i d e r a t i o n  t h e  adequacy of t h e  proposed IRE i n  l i g h t  of the  

a n t i c i p a t e d  scope  of t h e  l n s t i t u i i o n ' s  r e s e a r c h  ~ c t i v l t i e s  and 

the  t y p e s  of s u b j e c t  p o p u l a t i o n s  l i k e l y  t o  be I n v o l v e d ,  t h e  

r p p r o p r i a c e n e s e  of t h e  proposea i n i t i a l  And c o n t i n u i n g  reviev 

I 

The 

12 
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( 8 )  On the baris of this evaluation, the  d e p a r r P a n t  o r  8gaaiCf' 

head may approve or d i s a p p r o v e  t h e  a e s u r a n c e ,  o r  enter 

into n e g o t i a t i o n s  t o  d e v e l o p  a n  a p p r o v a b l c  one. The d c p a r t m n t  

o r  agency head m y  limit the p e r i o d  d u r i n g  which any  p a r t i c u l a r  

approved a s s u r a n c e  or c l a s s  of approved a s s u r a n c e s  shall remain 

e f f e c t i v e  o r  o t h e r w i s e  c o n d i t i o n  o r  r e s t r i c t  approval .  

( f )  Jn l i e u  of n e g o t i a t i n g  a s e p a r a t e  a s s u r a n c e ,  I n d i v i d u a l  

depar tment  o r  agency  heads may a c c e p t  t h e  z x i s t e n c e  of a c u r r e n t  

a s s u r a n c e  approved by and on f i l e  w i t h  t h e  O f f i c e  f o r  P r o t e c t i o n  from 

Research  Risks, Department o f  H e a l t h  and Rumn S e r v i c e s  ( H H S ) .  

( e )  C e r t i f i c a t i o n  l a  r e q u i r e d  vhen t h e  r e s e a r c h  is  s u p p o r t e d  

by a f e d e r a l  depar tment  o r  agency and  no t  o t h e w i s e  exempted 

o r  waived u n d e r  Secs . lOl (b)  o r  ( i ) .  Along w i t h  t h e  s u b m i s s i o n  of 

a n  a p p l i c a t i o n  or  p r o p o s a l  f o r  a p p r o v a l  o r  s - i p p o r t ,  an i n s t i t u t i o n  

w i t h  an approved a s s u r a n c e  c o v e r i n g  t h e  r e s e a r c h  s h a l l  c e r t i f y  

t h a t  t h e  a p p l i c a t i o n  o r  p r o p o s a l  h a s  been reviewed a n d  approved 

by t h e  IRB. 

c o v e r i n g  t h e  r e s e a r c h  s h a l l  c e r t i f y  v i t h i n  30 days  a f t e r  

r e c e i p t  of a r e q u e s t  f o r  such  A c e r t i f i c a t i o n  from t h e  d e p a r t -  

u e n t  o r  agency, t h a t  t h e  a ~ p l i c 3 t i o q  o r  p r o p o s a l  h a s  been 

approved by t h e  IRE. 

w i t h i n  t h e r e  time limits, t h e  a p p l i c a t i o n  o r  p r o p o s a l  may k 

r e t u r n e d  t o  t h e  i n r t l t u t l o o .  

I 

I n s t i c u t l o n s  w i t h o u t  a n  approved a s s u r a n c e  

I f  t h e  c e r t i f i c a t i o n  i s  no t  rubmitted  
t 

.. : 

- .  .. . . 
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Sec.106 Section Rerrrved. 

Sec.107 IRE Membership. 

(a) Each IRE c h a l l  have a t  l&t f i v e  members, v i t h  v a q l n g  

backgrounds t o  promote complete  and adequate  revlev of research 

a c t i v i t i e s  commonly conducted by the i n r t i t u t i o n .  

be s u f f i c i e n t l y  q u a l i f i e d  through t h e  e x p e r i e n c e  and 

The IRB s h a l l  

e x p e r t i s e  of i t s  members, and t h e  divcrs1:y o f  t h e  members' 

backgrounds i n c l u d i n g  c o n s i d e r a t i o n  of the r a c i a l  and c u l t u r a l  

backgrounds of ciecbers and e e n s i t l v i t y  t o  such  i s s u e s  a s  

community a t t i t i i d e s ,  t o  promote r e s p e c t  for i t s  a d v i c e  a d 

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

I n  a d d i t i o n  t o  p o s s e s s i n g  t h e  profess lo . la1  competence n e c e s s a r y  

t o  review s p e c i f i c  r e s e a r c h  a c t i v i t i e s ,  t h e  IRB shall be a b l e  t o  

a s c e r t a i n  t h e  a c c e p t a b i l i t y  of proposed r e s e a r c h  i n  t e rms  of 

i n o t i t u t i o n a l  c o d t s e n t s  and r e g u l a t i o n s ,  a p p l i c a b l e  lav, and 

s t a n d a r d s  of p r o f e s s i o n a l  conduct  and p r a c t i c p .  The I R B  s h a l l  

t h e r e f o r e  i n c l u d e  p r r o n s  knowledgeable  i n  t h e s e  a r e a s .  I f  a n  

IRE r e g u l a r l y  r e v l e v s  r e s e a r c h  t h a t  i n v o l v e s  a v u l n e r a b l e  

c a t e g o r y  of s u b j e c t s ,  such ar c h j l d r e n ,  p r i s o n e r s ,  p regnnnt  vomen, 

w r . t a l l y  d i e a b l e d  p t r ~ o n s ,  economica l ly  o r  e d u c a t i o n a l l y  



. .  

(C)  each fRB rhal l  inc lude  a t  l e u t  one member whore prlPrw 

concerns are i n  r c i e n t i f i c  areas and at l eaa t  one wmbar vhore p r f u q  

concerns are i n  n o n r c i t n t i f i c  arear. 

( d )  Each I R E  s h a l l  i n c l u d e  a t  l eas t  one  mcmber who l r  not 

othewi6c a f f i l i a t e d  wi th  t h e  i n r t i t u t i o n  and who 16 n o t  p 8 r t  of 

the immedia te  f ami ly  of a pe r son  who i s  a f f i l i a t e d  w i t h  t h e  

i n s t i t u t i o n .  

( e )  No IRB orap have a mcmber p a r t i c i p a t e  i n  t h e  IRE'S i n i t i a l  

o r  c o n t i n u i n g  review of any p r o j e c t  I n  which t h e  uernber h a s  a 

c o n f l i c t i n g  i n t e r e s t ,  excep t  t o  p r o v i d e  i n f o r m a t i o n  r e - u e s t e d  by 

t h e  IRB. 

(f) An IRB may, i u  i t s  d i s c r e t i o n ,  i n v i t e  i n d i v i d u a l s  w i t h  

competence in s p e c i a l  areas t o  a s s i s t  i n  t h e  r e v i e v  of i s s u e s  

which r e q u i r e  e x p e r t i s e  beyond o r  i n  a d d i t i o n  t o  t h a t  a v a i l a b l e  

on  t h e  IRB. These i n d i v i d u a l s  may n o t  v o t e  v i t h  t h e  IRB. 

I 

Sec.108 IRB Funcr ions  and O p e r a t i o n s .  

I n  o r d e r  t o  f u l f i l l  t h e  r e q u i r e m e n t s  of t h i s  p o l i c y  

e a c h  IRB s h a l l :  

( a )  Fol low vrlcten procedures  i n  t h e  s a n e  d e t a i l  a6 

d e r c r i k d  i n  Secs.l03(b)(G) and ( 5 ) .  

IS 
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arm@. I n  order  f o r  t h e  rerearch t o  be approved,  It r h s l l  

rrccive t h e  rpprOV8l of a a u j o r l t p  of t hose  members p r e s e n t  r t  

t h e  meeting. 

Scc.109 IRB Review of Research.  

(d) An 1RB s h a l l  rev iew and have a u c h o r i t y  t o  approve ,  

r e q u i r e  r ~ o d l f i c s t i o n s  i n  ( t o  s e c u r e  a p p r o v a l ) ,  o r  d i sapprove  a l l  

r e s e a r c h  a c t i v i t i e s  covered  by t h i s  po l i cy .  

( b )  An I R B  s h a l l  r e q u i r e  t h a t  i n f o r m a t i o n  g iven  t o  s u b j e c t s  

as p a r t  of i n f o r w d  consen t  i s  i n  accordance  wi th  Sec.116. 

IRB may r e q u i r e  t h a t  I n f o r m a t i o n ,  i n  a d d i t i o n  t o  t h a t  

The 

s p e c i f i c a l l y  mentione: I n  Sec.116, be g iven  t o  the s u b j e c t s  vhen 

l n  t h e  IRB's judgment t h e  i n f o r m a t i o n  would meaningfu l ly  add t o  

t h e  p r o t e c t i o n  of t h e  r i g n t s  and w e l f a r e  of s u b j e c t s .  

( c )  An IRB shall r e q u i r e  documentat ion of lnformed consen t  o r  

map waive documenta t ion  i n  acco rdance  v i t h  Sec.117, 
I 

( d )  An IRB s h a l l  n o t i f y  i n v e s t i g a t o r s  and t h e  i n s t i t u t i o n  in 

v r i t l n g  of i t a  d e c i s i o n  t o  approve  o r  d i sapprove  t h e  proposed 

r e s e a r c h  a c t i v i t y ,  o r  of m o d l f i c a t i o n s  r e q u i r e d  t o  s e c u r e  IRB 

a p p r o v a l  of t h e  r e s e a r c h  a c t i v i t y .  If t h e  IRB d e c i d e s  t o  

d i s a p p r o v e  a r e s e a r c h  a c t i v i t y ,  i t  s h a l l  i n c l u d e  i n  i t a  v r i r t e n  

n o t i f i c a t i o n  6 a ta t emcn t  of t h e  reasons f o r  i t 6  d e c i s i o n  and  g i v e  

t h e - i n v e s t i g a t o r  an o p p o r t u n i t y  t o  respond i n  person  o r  i n  

vr i t  i n g . 
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procerr and the rerearch. 

Scc.110 Exped i t ed  Review Procedure r  for  C e r t a i n  Kinds of 

Research I n v o l v i n g  No Hore t h a n  Hin imal  Risk, and 

f o r  U l n o r  Changes I n  Approved Research.  

( a )  The S e c r e t a r y ,  BHS,  has  e s t a b l i s h e d ,  and p u b l i s h e d  i n  

t h e  FEDERAL REGISTER, a l i s t  of c a t e g o r i e s  of r e s e a r c h  t h a t  may be 

reviewed by t h e  IRB through a n  e x p e d i t e d  rev iew p rocedure .  

Vi11 be amended, as a p p r o p r i a t e ,  t h r sugh  p e r i o d i c  repub1i :a t ion by 

The l i s t  

t h e  S e c r e t a r y ,  HHS, i n  t h e  FEDERAL R E G I n E R .  

(b) With t h :  *-proVal of depar tment  o r  agency heads ,  a n  I R B  

may use t h e  expediLed r ev iew procedure  t o  rev iew e i t h e r  o r  bo th  of 

t h e  f o l l o w i n g :  (1) some o r  all of t h e  r e s e a r c h  a p p e a r i n g  on 

t h e  l i s t ,  ( 2 )  minor  changes in p r e v i o u s l y  approved r e s e a r c h  

d u r i n g  t h e  p e r i o d  f o r  which a p p r o v a l  i s  a u t h o r i z e d .  Under an 

e x p e d i t e d  r e v i e w  p rocedure ,  t h e  r e v i e v  nay  tie c a r r i e d  o u t  by 

t h e  I R B  c h a i r p e r s o n  o r  by one o r  more e x p e r l e n c e d  r e v i e w e r s  

d e s i g n a t e d  by t h e  c h a i r p e r s o n  from among a e a b e r s  of t h e  IRB. 

I n  r e v i e u i n g  t h e  r e s e a r c h ,  t h e  r ev iewers  may e x t r c i s c  a l l  of 

t h e  ~ u t h o r l t i e s  of t h e  IR9 e x c e p t  t h a t  t h e  r e v i e v e r s  may no t  

d i sapprove  t h e  relrearch.  A r e s e a r c h  a c t i v i t y  may be d i sapproved  

only a f t e r  r e v i e w  i n  acco rdance  v i t h  t h e  non-expedi ted  

procedure  r e t  f o r t h  i n  Sec. lOB(b) .  

. ._ . -.. . . - . . .  .. . -, . - - -  . .  



ptopoerlr vhicb ham km rpptovrd under tbe p r o t d - .  . 
.... *.*#?<. \ _I. --.-+,<-- 

(d)  Tba departnnt or agency brad u y  re@trlct ,  rueprnd, 

temfnate ,  or ehoore nor t o  authorize an lnstitutfon'r or n n ' 8  

ure o f  the  expadit*< revlev procedure. 

Sec.111 Criteria for IRE Approval of Peaearch. 

( 8 )  I n  order to approve r e s e a r c h  covered by t h i s  p o l i c y  

t h e  I R B  r h r l l  d e t e r m i n e  that a l l  of t h e  f o l l o w i n g  r e q u i r e m e n t #  

a r c  s a t i s f i e d :  

( 1 )  Risks t o  6ubfhCt8 a r e  mi fmi t ed :  (i) by u s i n g  p r o c e d u r e s  

u h i c h  a r e  c o n s i s t e n t  v l r h  sound r e s e a r c h  d e s i g n  and which d o  n o t  

u n n e c e s s a r i l y  expose  s u b j e c t s  t o  risk, and ( i i )  uheneve,  

a p p r o p r i a c c ,  by u s i n g  p r o c e d u r e s  a l r e a d y  b e i n g  performed on t h e  

s u b j e c t r  f o r  d i a g n o r t l c  o r  t r e a t m e n t  purposes .  

( 2 )  Risks t o  r u b j e c t e  a r e  r e a s o n a b l e  i n  r e l a t i o n  t o  

a n t i c i p a t e d  b c n e f i t r ,  i f  any ,  t o  s u b j e c t s ,  and t h e  impor tance  of t h e  

knowledge t h a t  may r e a s o n a b l y  be e x p e c t e d  t o  r e s u l t .  I n  e v a l u a t i n g  

r i r k r  and b e n e f i t s ,  t h e  IRB should  c o n s i d e r  o n l y  t h o s e  r isks and 

b e n c f l t r  t h a t  MY r e s u l t  f r o n  t h e  r e s e a r c h  (as d i s t i n g u i s h e d  f r o u  

r i r k r  and  b c n e f i t r  of t h e r a p i e s  s u b j e c t s  would r e c e i v e  e v e n  if 

nbt  p r r r l c i p a t l n g  i n  t h e  r e s e a r c h ) .  

p o r r f b l r  long-range e f f c c t r  of a p p l y i n g  knowledge g a i n e d  i n  t h e  

r e s e a r c h  ( f o r  example, t h e  p o s s i b l e  e f f e c t s  of t h e  research on 

p u b l i c  p o l i c y )  A E  w n g  thooe  r e s e a r c h  r i s k s  t h a t  f a l l  w i t h i n  t h e  

p u r v i e w  of i c r  r e r p o n r i b l l l t y .  

The IRB s h o u l d  n o t  c o n s i d e r  

18 
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. .  *., 
&iylvIag vulaerable p o p u l r t  lonr , nuch a8 c h i l d r e n ,  priroacrr , prepant 

yoma, mentally d f n a b l t d  persona, o f  c c o n o d c b l l y  o r  c d u c a t l o ~ l l y  

d i r r d v a n t a g c d  perionr. 

( 6 )  I n f o m e d  connen t  v f l l  be Bought from e a c h  prorpectivc 

s u b j e c t  o r  t h e  rubject'n l e g a l l y  a u t h o r i z e d  r e p r e s e n t a t i v e ,  i n  

a e c o r d a n c t  v i t h ,  and t o  t h e  e x t e n t  r e q u i r e d  by Scc.116. 

( 5 )  Informed conaen t  vi11 be a p p r o p r i a t e l y  documented, i n  

acco rdance  v i t h ,  and t o  t h e  e r t c n t  r e q u i r e d  by Scc.117. 

( 6 )  Uhen a p p r o p r i a t e ,  t h e  r e s e a r c h  p l a n  makes a d e q u a t e  

p r o v i s i o n  f o r  m o n i t o r i n g  t h e  d a t a  c o l l e c t e d  t o  e n s u r e  & % e  safety 

Of SubjeCt6.  

( 7 )  When a p p r o p r i a t e ,  t h e r e  are a d e q u a t e  p r o v i s i o n s  t o  

p r o t e c t  t h e  p r i v a c y  of s u b j e c t s  and t o  m a i n t a i n  t h e  

c o n f i d e n t i a l i t y  of d a t 8 .  

( b )  Uh:a some or  all of t h e  s u b j e c t s  are l i k e l y  t o  be 

v u l n e r a b l e  t o  c o e r c i o n  o r  undue i n f l u e n c e ,  guch as c h i l d r e n ,  

p r i s o n e r e ,  m c n t a l l y  d i s a b l e d  p e r s o n s ,  o r  c c o n o d c a l l p  o r  

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

have k e n  i n c l u d e d  i n  t h e  s t u d y  t o  p r o t e c t  t h e  r i g h t s  and 

w c i f a r t  of t h e s e  s u b j e c t s .  

See.112 Review by I n s t i t u t i o n .  

Resea rch  cove red  by t h i s  p o l i c y  t h a t  h a s  been 

approved by a n  IRE may be s u b j e c t  t o  f u r t h e r  a p p r o p r i a t e  



Sec.114 C o o p e r a t i v e  Research.  

C o o p e r a t i v e  r e s e a i c h  p r o j e c t s  a r e  t h o s e  p r o j e c t s  cove red  by 

t h i s  p o l i c y  which  i n v o l v e  more than  one i n s t i t u t i o n .  I n  t h e  

conduct  of c o o p e t a t l v e  r e s e a r c h  p r o j e c t s ,  e a c h  i n s t i t u t i o n  is 

r e s p o n s i b l e  f o r  s a f e g u a r d i n g  t h e  r i g h t s  and v e l f a r e  of human 

s u b j e c t s  and f o r  complying v i t h  t h i s  p o l i c y .  With t h e  a p p r o v a l  
I 

of t h e  d e p a r t m e n t  o r  agency head ,  a n  i n s t i t u t i o n  p a r t i c i p a t i n g  

i n  a c o o p e r a t i v e  p r o j e c t  map e n t e r  i n t o  a j o i n t  r e v i e v  a r r a n g e -  

ment, r e l y  upon t h e  r e v i e v  of a n o t h e r  q u a l i f i e d  IRB, o r  make 

s i m i l a r  a r r a n g e m e n t s  f o r  avo id ing  d i i p l i c a t i o n  of e f f o r t .  
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evaluations, i f  any, t ha t  acconprny t h e  proporrals, appr 

srmplc consen t  documentr, p r o g r e s s  r e p o r t s  r u b d t t c d  by 

i n v c r t i g a t o r s ,  and  r e p o r t s  of l n j u r i e r  t o  s u b j e c t s .  

(2 )  X i n u t e s  of IRB meet ings which s h a l l  be i n  s u f f i  

Ped 

l e n t  

d e t a i l  t o  show a t t e n d a n c e  a t  t h e  m e t i n g s ;  a c t i o n s  t a k e n  by t h e  

IRB; t h e  v o t e  on t h e s e  a c t i o n s  i n c l u d i n g  t h e  number of members 

v o t i n g  f o r ,  a g a i n s t ,  and a b s t a i n i n g ;  t h e  b a a i s  for r e q u i r i n g  

changes  i n  o r  d i s a p p r o v i n g  r e s e a r c h ;  and a m i t t e n  sumnary of t h e  

d i s c u s s i o n  of c o n t r o v e r t e d  i s s u e s  and t h e i r  r e s o l u t i o n .  

( 3 )  Records of c o n t i n u i n g  review a c t i v i t i e s .  

(4) Copies  of all correspondence  between t h e  IR;9 and t h e  

i n v e  s t Lg a t o r  6 .  

( 5 )  A list of IRB members i n  t h e  6- d e t a i l  as d e s c r i b e d  

In Sec. 103( b) ( 3 ) .  

( 6 )  W r i t t e n  procedures  f o r  t h e  IRS i n  t h e  same d e t a i l .  as 

d e s c r i b e d  i n  Secs.l03(b)(4) and ( 5 ) .  

( 7 )  S t a t e m e n t s  of s i g n i f i c a n t  nev f i n d i n g s  p r o v i d e d  t o  

I 

s u b j e c t s ,  A B  r e q u i r e d  by S e c . l 1 6 ( b ) ( S ) .  

(b) The r e c o r d a  r e q u i r e d  by t h i s  p o l i c y  s h a l l  be r e t a f r l ed  

f o r  a t  least 3 p e a r s  a f t e r  comple t ion  of t h e  r e s e a r c h ,  and the  

r eco rda  s h a l l  be a c c e s r i b l e  f o r  l n s p c c t i o n  And c o p p i n g  by 

a u t h o r i z e d  r e p r e s e n c a t f v e e  of t h e  d c p a r t w n t  o r  agency  a t  r easonab le  

t i e r  and i n  a r easonab le  m a n n e r .  



. 

r u b j c c t ' r  1eg8l lp a u t h o r i z e d  r e p r e s e n t a t i v e .  

r h a l l  reek r u c h  con6ent  only under  c i r c u m r t a n c e r  t h 8 t  proede t h e  

p r o s p e c t i v e  s u b j e c t  o r  t h e  r e p r e s e n t a t i v e  s u f f i c i e n t  o p p o r t u n i t y  

t o  c o n r i d e r  v h e t h e r  o r  n o t  t o  p a r t i c i p a t e  and t h a t  minimize t h e  

p o s s i b i l i t y  of  c o e r c i o n  o r  undue i n f l u e n c e .  

is g i v e n  t o  t h e  s u b j e c t  o r  t h e  r e p r e s e n t a t i v e  s h a l l  be i n  

language  u n d e r s t a n d a b l e  t o  t h e  s u b j e c t  o r  t h e  r e p r e s e n t a t i v e .  KO 

Informed c o n s e n t ,  v h e t h e r  o r a l  o r  w r i t t e n ,  nay i n c l u d e  any 

e x c u l p a t o r y  language  th rough  which t h e  s u b j e c t  o r  t h e  

r e p r e s e n t a t i v e  i s  -de t o  w a i v e  o r  a p p e a r  t o  waive any of t h e  

s u b j e c t ' s  l e g a l  r i g h t s ,  o r  r e l e a s e e  o r  a p p e a r s  t o  r e l e a s e  t h e  

i n v e s t i g a t o r ,  t h e  s p o n s o r ,  t h e  i n s t i t u t i o n  o r  i t s  a g e n t s  from 

l i a b i l i t y  f o r  neg l igence .  

An l n v e r t i g 8 t o r  

The i n f o r m a t i o n  t h a t  
4 

, .  

( a )  Basic e lements  of informed c o n s e n t .  Except  as provided  

in parag raph  ( c )  o r  ( d )  be low,  i n  r e e k i n g  informed consen t  t he  

f o l l o w i n g  In fo rma t ion  s h a l l  be provided  t o  e a c h  s u b j e c t :  

(1 )  A s t a t m e n t  t h a t  t h e  s t u d y  i n v o l v e s  r e s e a r c h ,  a n  

e x p l a n a t i o n  of the pu rposes  of t h e  r e s e a r c h  and t h e  expec ted  

d u r a t i o n  of t h e  o u b j e c t ' s  p a r t i c i p a t i o n ,  a d e s c r i p t i o n  of t ke  

procedure8  t o  be f o l l o w e d ,  and i d e n t i f i c a t i o n  of any procedures  

which are  e x p e r i m e n t a l ;  

2 2  
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( 4 )  A d i r c l o r u r e  of a p p r o p r i a t e  al ternat ive  proccdurrr or 

courscr of treatment, If any, that might be advancageour  t o  t h e  

i u b j e c t  ; 

( 5 )  A s t a t e m e n t  d e s c r i b i n g  t he  e x t e n t ,  i f  any ,  t o  which 

c o n f i d e n t i a l i t y  of recorda  i d e n t i f y i n g  t h e  r u b j c c t  d l 1  be 

main ta ined ;  

( 6 )  For r e s e a r c h  i n v o l v i n g  mre t h a n  minimal r i s k ,  a n  

e x p l a n a t i o n  as t o  whether any compensa t ion  and a n  e x p l a n a t i o n  as 

t o  v h e t h e r  any n e d l c a l  t r e a t m e n t s  are a v a i l a b l e  i f  i n j u r y  o c c u r s  

and ,  i f  s o ,  what they  c o n s i s t  o f ,  o r  where f u r t h e r  lnfor;t!on 

map be o b t a i n e d ;  

( 7 )  An e x p l a n a t i o n  of vhom t o  c o n t a c t  f o r  answers  t o  

p e r t i n e n t  q u e s t i o n s  about  t h e  r e s e a r c S  and r e s e a r c h  s u b j e c t s '  

r i g h t s ,  and whom t o  c o n t a c t  i n  t h e  e v e n t  of a r e s e a r c h - r e l a t e d  

i n j u r y  t o  t h e  s u b j e c t ;  and 

( 8 )  A s t a t e m e n t  t h a t  p a r t i c i p a t i o n  i s  v o l d n t a r p ,  r e f u s a l  t o  

p a r t i c i p a t e  will i n v o l v e  no  p e n a l t y  o r  loss of b e n e f i t s  t o  which 

t h e  s u b j e c t  i s  o t h e r v i s e  e n t i t l e d ,  and t h e  s u b j e c t  may 

d i s c o n t i n u e  p a r t i c i p a t i o n  a t  any t ime  w i t h o u t  p e n a l t y  o r  loss of 

b e n e f i t s  t o  which t h e  s u b j e c t  i a  o c h e r v i s e  e n t i t l e d .  

(b) A d d i t i o n a l  e i c w n t s  of l n f o r r w d  c o n s e n t .  When 

appropriate, one o r  more of t h e  folloving e l e m e n t s  of i n f o r m a t i o n  

shall a l s o  be provided  t o  e a c h  s u b j e c t :  

23 



urrfotrrraable; 

(2)  A n t i c i p a t e d  c i r cumr tance r  under which the  r u b j e c t ' r  

p&rticlpation my be termin8ted by t h e  l n v e s c f  gator w i t h o u t  

regard t o  the rubjce t 'm consent ;  

( 3 )  A n y  rdd1:lonal c o s t s  t o  t h e  s u b j e c t  t h a t  may r e s u l t  f rom 

p a r t i c i p a t i o n  i n  t h e  r e sea rch ;  

(4) The consequences of a s u b j e c t ' s  d e c i s i o n  t o  v l t h d r a v  from 

t h e  r e s e a r c h  and procedures  f o r  o r d e r l y  t e n d n a t i o n  of 

p a r t i c i p a t i o n  by t h e  subjecc;  

( 5 )  A s t a t e m e n t  t h a t  s i g n i f i c a n t  new f i n d i n g s  d e v e l o p  4 

d u r i n g  t h e  c o u r s e  of  the r e s e a r c h  which may re la te  t o  t h e  

s u b j e c t ' s  w i l l i n g n e s s  t o  c o n t i n u e  p a r t i c i p a t i o n  will be p rov ided  

t o  t h e  s u b j e c t ;  and 

( 6 )  The approximate number of s u b j e c t s  i n v o l v e d  i n  t h e  s t u d y .  

( c )  An IRB may approve a c o n s e n t  p r o c e d u r e  which does  n o t  

I n c l u d e ,  o r  which a l t e r s ,  s o w  o r  a l l  o f  t h e  eaements  of i n f o r n e d  

c o n s e n t  s e t  f o r t h  above, o r  v a l v e  t h e  r e q u i r e m e n t  t o  o b t a i n  

informed consen t  provided t h e  IRB f i n d s  and documents  t h a t :  

(1) The r e s e a r c h  o r  d e m o n s t r r f l o n  p r o j e c t  l e  t o  be conducted 

by or s u b j e c t  t o  t h e  a p p r w a l  of s t a t e  o r  local government o f f i c i a l s  

and i r  des igned  t o  s t u d y ,  e v a l u a t e ,  or o t h e r v i s e  e ramfne:  (I) p u b l i c  

k n e f l t  o r  r t r v l c c  yrograme; ( 1 1 )  p r o c e d u r e s  f o r  o b t d i n i n g  b e n e f i t s  

o r  s e r v i c e s  under  thoec  programs; ( i f f )  p o s s i b l e  changes  i u  or 
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, ... (2) Th8 rerrbrch could not pmctlc8bly k carried out vithoirt 

the waver  or ~lttr~tloa. 

(d) An IRB may approve coarhot procedure  which doe8 not 

i n c l u d e ,  o r  which a l t c r r ,  r o w  or  a l l  of t h e  c lcwntr  of lafomed 

consen t  r e t  f o r t h  above, or waive  t h e  r equ i r e racn t r  t o  o b t l i n  

inforwd consen t  p rov ided  the IRB f i n d s  and documento that :  

( 1 )  The r e s e a r c h  i n v o l v e s  no mrc t h a n  minimal  risk t o  t h e  

s u b j  e c t s ; 

( 2 )  The wa ive r  o r  a l t e r a t i o n  vi11 not a d v e r s e l y  a f f e c r  t h e  

r i g h t s  and w e l f a r e  of t h e  s u b j e c t s ;  

(3 )  The r e s e a r c h  could  n o t  p r a c t i c a b l y  be c a r r i e d  o u t  v l t h o u t  

t h e  waiver  or a l t e r a t i o n ;  and  

(4) Whenever a p p r o p r i a t e ,  t h e  s u b j e c t s  vi11 be  p rov ided  vith 

a d d i t i o n a l  p e r t i n e a t  i n f o r m a t i o n  a f t e r  p a r t i c i p a t i o n .  

( e )  The i n f o r u e d  consen t  r e q u i r e m e n t s  i n  t h i s  p o l i c y  

are not i n t e n d e d  t o  preempt any  a p p l i c a b l e  f e d e r a l ,  I 

l o c a l  laus v h i c h  r e q u i r e  a d d i t i o ? a l  i n f o r m a t i o n  t o  be d i s c l o s e d  

i n  o r d e r  f o r  in formed c o n s e n t  t o  be l e g a l l y  e f f e c t i v e .  

s t a t e ,  or 

( f )  Nothing i n  t h i s  p o l i c y  is i n t e n d e d  t o  l i m i t  t h e  

a u t h o r i t y  of a p h y s i c i a n  t o  p r o v i d e  e a e r g e n c y  med ica l  c a r t ,  t a  

t h e  e x t e n t  t h e  p h y s i c i a n  is p e r m i t t e d  t o  do so under  a p p l i c a b l e  

f e d e r a l ,  c t a t e ,  o r  l o c a l  l a w .  

25  
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. .  . 
8pprond by the IRE and r i m e d  by the rubject o r  the  rubjrct'r 

h g 8 U p  authorized r e p r e s e n t a t i v e .  

perron signing t h e  form. 

I _  

A copy shall be g i v e n  to the 

(b)  Except  am provided  i n  paragraph  ( c )  bclov, t h e  consent 

f o r a  may be e i t h e r  of t h e  following: 

(1) A w r i t t e n  consen t  document t h a t  embodies t h e  e l e m e n t s  of 

informed c o n s e n t  r e q u i r e d  by Sec.116. T h l ~  fonn  may be  r e a d  t o  

t h e  s u b j e c t  o r  t h e  s u b j e c t ' s  l e g a l l y  a u t h o r i z e d  r e p r e s e n t a t i v e ,  

bu t  in any e v e n t ,  t h e  I n v e s t i g a t o r  s h a l l  g i v e  e i t h e r  t h e  s u b j e c t  

o r  t h e  r e p r e s e n t a t i v e  adequa te  o p p o r t u n i t y  t o  r e a d  i t  ' e f o r e  i t  

is s i g n e d ;  o r  

( 2 )  A " s h o r t  f o r u -  w r i t t e n  consent  document s t a t l n g  t h a t  t h e  

elements of i n f o r m d  consen t  r e q u i r e d  by Sec.116 have been 

p r e s e n t e d  o r a l l y  t o  t h e  s u b j e c t  o r  the s u b j e c t ' s  legally 

a u t h o r i z e d  r e p r e s e n t a t i v e .  When t h i s  method i s  u s e d ,  t h e r e  s h a l l  

be a w i t n e s s  t o  t h e  o r a l  p r e s e n t a t i o n .  A l s o ,  t h e  I R E  shall 

approve a v r l t t e a  sumnary of what i r  t o  be s a i d  t o  t h e  s u b j e c t  0' 

t h e  r e p r e s e n t a t i v e .  Only the  s h o r t  form i t s e l f  i s  t o  be s i g n e d  

by t h e  s u b j e c t  o r  t h e  r e p r e s e n t a t i v e .  Hcwever, t h e  v i t m r c  s h a l l  

~ l g n  both  t h e  s h o r t  form and a copy of t h e  eurxmry,  and t h e  

person  a c t u 8 l l y  o b t a i n i n g  consen t  r h a l l  s i g n  1 copy of  t h e  

runrmary. A copy of t h e  runca rp  r h a l l  be g i v e n  t o  t h e  s u b j e c t  o r  

t h e  r e p r c r e n c a t l v e ,  i n  a d d i t i o n  t o  copy of t h e  - 6 h o r t  form.' 

I 
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(1) That the only record linkfag the rubject and tho rrrearcb 

would be the  consent docu#nt rod t h e  p r i n c i p a l  r l a k  vould k 

potential  ham reiultlns f rom a breach  of c o n f l d c n t l a ~ l t ~ .  

rubject Vi11 be asked v h e t h e r  t h e  r u b j e c t  wants  documen ta t ion  

l i n k i n g  the r u b j e c t  w l t h  the r e s e a r c h ,  and the s u b j e c t ' s  v i r h e s  

will govern; o r  

Each 

( 2 )  That the r e s e a r c h  preserts no more t h a n  minimal risk of 

harm t o  s u b j e c t s  and i n v o l v e s  no procedures  f o r  which w r i t t e n  

consen t  is  normally r equ i r e [  o u t s i d e  of t h e  r e s e a r c h  c o a t e x t .  

I n  c a s e s  i n  uhich  t h e  documentat ion r equ i r emen t  I s  waived ,  t h e  

IRB may r e q u i r e  t h e  I n v e s t i g a t o r  t o  p rov ide  s u b j e c t s  v l t h  a 

v r i t t e n  s t a t e m e n t  r e g a r d i n g  t h e  r e sea rch .  

Sec.118 A p p l i c a t i o n s  and P r o p o s a l s  Lacking  D e f i n i t e  P l a n s  

f o r  Involvement of Human S u b j e c t s .  

C e r t a i n  t y p e s  of a p p l i c a t i o n s  f o r  g r a n t s ,  c o o p e r a t i v e  

ag reemen t s ,  or c o n t r a c t s  a r e  submi t t ed  t o  d e p a r t m e n t s  o r  a g e n c i e s  

v l t h  t h e  knowledge t h a t  s u b j e c t s  may be i n v o l v e d  v i t h i n  t h e  pe r iod  

of s u p p o r t ,  bu t  d e f i n i t e  p l a n s  would not norma l ly  be se t  f o r t h  i o  

the a p p l i c a t i o n  Cir p roposa l .  These i n c l u d e  a c t i v i t i e s  such  a s  

i n s t i t u t i o n a l  t ype  g r a n t s  vhen 6 c l e c t i o n  of s p e c i f i c  p r o j e c t s  i s  

t h e  l n s t i t u t l o n ' r  r e s p o n s i b i l i t y ;  i e ~ e a r c h  t r a i n i n g  g r a n t s  in 

v h l c h  t h e  a c t i v i t i e s  l n o o l v f n g  s u b j e c t s  remaln to be s e l e c t e d ;  

a n d - p r o j e c t 8  I n  vh lch  human r u b j c c t s '  i n v o l v e t w n t  vi11 depend 

upon c o a p l c t l o n  of i n s t r u m e n t s ,  p r i o r  animal s t u d l e e ,  o r  

I 
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the88 iW8rd8 u n t i l  t h e  project has been reolevrd and approved  

by t h e  IRB, a6 p r o v i d e d  i n  t h i s  p o l i c y ,  and c r t t i f f c a C i o E  

8ubdtted t o  t h e  depar tment  or  agency. 

Scc.119 R e s e a r c h  Under taken  Without  t h e  I n t e n t i o n  Of 

I n v o l v i n g  Human S u b j e c t s .  

I n  t h e  e v e n t  r e s e a r c h  Is u n d e r t a k e n  w i t h o u t  t h e  i n t e n t i o n  

of l n v o l v i n g  human s u b j e c t s ,  b u t  i t  is l a t e r  proposed  t o  

i n v o l v e  human s u b j e c t s  i n  t h e  r e s e a r c h ,  t h e  r e s e a r c h  shall 

f i r s t  be r e v i e v e d  and approved by a n  I R 3 ,  as p r o v i d e d  i n  t h i s  

p o l i c y ,  a c e r t i f i c a t i o n  s u b m i t t e d  t o  t h e  departlzrent o r  agency ,  

and f i n a l  a p p r o v a l  giv,n t o  t h e  proposed change by t h e  d e p a r t m e n t  

o r  agency. 

Sec.120 E v a l u a t i o n  and D i s p o s i t i o n  of A p p l i c a t i o n s  and 

P r o p o s a l s  f o r  Research  t o  be Conducted o r  Suppor ted  

by a F e d e r a l  Department or Agency. , 

( a )  The depar tment  o r  agency head will e v a l u a t e  a l l  a p p l l c a t i o n r  

and p r o p o s a l s  l n v o l v i n g  h u u n  s u b j e c t s  s u b m i t t e d  t o  t h e  depar tment  

o r  agency t h r o u g h  such  o f f i c e r s  and employees of  t h e  d e p a r t w n t  

o r  agency and s u c h  e x p e r t s  and c o n s u l t a n t s  a s  t h e  d e p a r t w n t  o r  

agency head d e t e r m i n e r  t o  be a p p r o p r i a t e .  

w i l l . t a k e  i n t o  c o n s i d e r a t i o n  t h e  r i e k r  t o  t h e  r u b j c c t s ,  t h e  

T h i s  e v a l u a t f o n  
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. (b) On -th. h i 0  of thie e v 8 h 8 t i O O I  th dap.rtmat O t  ;#8Qw: 

head map approve o r  dir8pprova t h e  a p p l i c a t i o n  or p r o p o r a l ,  or enter 

into n e g o t l a t i o n r  t o  deve lop  AQ approvable  one. 

See. I21 Reaerved 

Sec.122 Use of  F e d e r a l  Funds. 

F e d e r a l  funds  a d m i n i s t e r e d  by a depar tment  o r  agency  may n o t  

be expended for r e s e a r c h  i n v o l v i n g  human s u b j e c t s  u n l e s s  t h e  

r equ i r emen t s  of t h i s  p o l i c y  have been e a t i s f i t d .  

Sec.123 E a r l y  Te rmina t ion  of Research Suppor t ;  Eoa lua t ' on  

of A p p l i c a t i o n s  and P roposa l s .  

(a)  The depa r tmen t  Lir agency head m y  r e q u i r e  t h a t  depa r tmen t  

or agency s u p p o r t  f o r  any p r o j e c t  be t e r m i n a t e d  o r  suspended  i n  t h e  

manner p r e s c r i b e d  i n  a p p l i c a b l e  Trogram r e q u i r e a e n t s ,  when t h e  

depa r tmen t  o r  agency  head f i n d s  an  i n s t i t u t i o n  h a s  m a t e r i a l l y  f a i l e d  

t o  comply w i t h  t h e  terms of  t h i s  po l i cy .  
I 

(b) I n  making d e c i s i o n s  about  s u p p o r t i n g  o r  a p p r o v i n g  

a p p l i c a t i o n s  o r  p r o p o s a l s  covered by t h i s  p o l i c y  t h e  depa r tmen t  

o r  agency head may t a k e  i n t o  accoun t ,  in a d d i t i o n  t n  a l l  o t h e r  

e l i g i b i l i t y  r e q u i r e m e n t s  and program c r i t e r i a ,  f a c t o r s  such  as v h e t b e r  

the a p p l i c a n t  h a s  been s u b j e c t  t o  a t c r d n a t i o n  o r  s u s p e n s i o n  under  

pa rag raph  (a )  of  t h i s  s e c t i o n  and whether t h e  a p p l i c a n t  o r  t h e  

29 
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D O t  the  resc8rch was rubject to  f e d e r a l  rcguhtion)  

Sec.124 Condit ions .  

Wish respec t  to  any rt earch projec t  or any clarr of rcrearch 

p r o j e c t 8  the department or agency head may impose a d d i t i o n a l  

c o n d i t i o n s  p r i o r  t o  or a t  the  time of approval when in the judgment 

of the  department or  agency head a d d i t i o n a l  c o n d i t i o n s  are 

necessary f o r  the  protect ion of human s u b j e c t s .  

I 
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