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REQUEST FOR COMMENT 


ON 


PROPOSED GUIDELINES 

U FOR POLICIES ON CONFLICT OF INTEREST 

developed by 


THE NATIONAL INSTITUTES OF HEALTH 


and 


THE ALCOHOL, DRUG ABUSE, AND MENTAL HEALTH ADMINISTRATION 


P u b l i c  Hea l th  S e r v i c e ,  Department o f  Hea l th  and Human S e r v i c e s  


P.T .  04, 34; K.W. 1014004, 1014006 


The Na t iona l  I n s t i t u t e s  o f  Hea l th  ( N I H )  and t h e  Alcohol ,  Drug Abuse, and 

Mental Hea l th  A d m i n i s t r a t i o n  (ADAMHA) s eek  comments from t h e  p u b l i c  on t h e  

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

r e l a t e d  t o  NIH-and ADAMHA-supported r e s e a r c h .  The N I H  and ADAMHA are 

p a r t i c u l a r l y  i n t e r e s t e d  i n  r e c e i v i n g  comments on i s s u e s  p r e s e n t e d  below from 

i n d i v i d u a l  r e s e a r c h e r s ,  s c i e n t i f i c  s o c i e t i e s  and a s s o c i a t i o n s ,  independent 

s c i e n c e  a d v i s o r y  b o d i e s ,  members o f  Congress,  o t h e r  F e d e r a l  a g e n c i e s  t h a t  

s u p p o r t  o r  conduct  r e s e a r c h ,  and i n s t i t u t i o n s  t h a t  r e c e i v e  funds  from N I H  o r  

ADAMHA t o  conduct  o r  s u p p o r t  biomedical  o r  b e h a v i o r a l  r e s e a r c h .  I n t e r e s t e d  

i n d i v i d u a l s  and p a r t i e s  are encouraged t o  submit t h e i r  comments by December 

15, 1989.  


P l e a s e  a d d r e s s  your  comments i n  w r i t i n g  t o :  


D r .  Ka the r ine  L .  Bick 

Deputy D i r e c t o r  f o r  Extramural  Research 

N a t i o n a l  I n s t i t u t e s  o f  H e a l t h  

Shannon B u i l d i n g ,  Room 144 

9000  R o c k v i l l e  P ike  

Bethesda,  Maryland 20892 


For f u r t h e r  i n f o r m a t i o n ,  p l e a s e  c o n t a c t  D r .  Bick a t  (301)  496-1096. 


BACKGROUND: 


The s e c t i o n  o f  t h e  PHS Gran t s  P o l i c y  S ta t emen t  on S t a n d a r d s  o f  Conduct f o r  
Employees ( o f  Grantee O r g a n i z a t i o n s ) ,  page 55, p r o v i d e s  t h a t ,  “ R e c i p i e n t
o r g a n i z a t i o n s  must e s t a b l i s h  s a f e g u a r d s  t o  p r e v e n t  employees, c o n s u l t a n t s ,  o r  
members o f  gove rn ing  b o d i e s  from u s i n g  t h e i r  p o s i t i o n s  f o r  pu rposes  t h a t  are,  
or g i v e  t h e  appearance of b e i n g ,  mo t iva t ed  by a desire f o r  p r i v a t e  f i n a n c i a l  
ga in  f o r  t hemse lves  o r  o t h e r s  such as  t h o s e  w i t h  whom t h e y  have f a m i l y ,
b u s i n e s s ,  o r  o t h e r  t i e s .  T h e r e f o r e ,  each i n s t i t u t i o n  r e c e i v i n g  f i n a n c i a l  
s u p p o r t  must have w r i t t e n  p o l i c y  g u i d e l i n e s  on c o n f l i c t  o f  i n t e r e s t  and t h e  
avo idance  t h e r e o f .  These g u i d e l i n e s  shou ld  r e f l ec t  S t a t e  and l o c a l  laws and 
must cove r  f i n a n c i a l  i n t e r e s t s ,  g i f t s ,  g r a t u i t i e s  and f a v o r s ,  nepot ism,  and 
o t h e r  areas such as p o l i t i c a l  p a r t i c i p a t i o n  and b r i b e r y .  These r u l e s  must 
a l s o  i n d i c a t e  t h e  c o n d i t i o n s  under which o u t s i d e  a c t i v i t i e s ,  r e l a t i o n s h i p s ,  o r  
f i n a n c i a l  i n t e r e s t s  are p r o p e r  o r  improper,  and p r o v i d e  f o r  n o t i f i c a t i o n  o f  
t h e s e  k i n d s  o f  a c t i v i t i e s ,  r e l a t i o n s h i p s ,  o r  f i n a n c i a l  i n t e r e s t s  t o  a 
r e s p o n s i b l e  and o b j e c t i v e  i n s t i t u t i o n  o f f i c i a l . 1 1  I t  a l s o  sets f o r t h  an 
o u t l i n e  of what t h o s e  r u l e s  o f  conduct  must c o n t a i n ,  namely I t a  p r o v i s i o n  f o r  
prompt n o t i f i c a t i o n  o f  v i o l a t i o n s  t o  a r e s p o n s i b l e  and o b j e c t i v e  g r a n t e e
o f f i c i a l ,  and must s p e c i f y  t h e  t y p e  o f  a d m i n i s t r a t i v e  a c t i o n  t h a t  may be  t a k e n  
a g a i n s t  an i n d i v i d u a l  f o r  v i o l a t i o n s  . I 1  

The purpose of t h i s  d r a f t  i s s u a n c e  is  t o  p r o v i d e  f u r t h e r  guidance f o r  t h e  

e x t a n t  PHS Gran t s  P o l i c y  S ta t emen t  and t o  p r o v i d e  g r e a t e r  d e t a i l  t o  t h e  s t a t e d  

p o l i c i e s  o f  t h e  c u r r e n t  gu idance .  It i s  fo rmula t ed  t o  assist i n s t i t u t i o n s  who 

r e c e i v e  s u p p o r t  f o r  b iomed ica l  o r  b e h a v i o r a l  r e s e a r c h  from t h e  N I H  o r  ADAMHA 

t o  e s t a b l i s h  a c c e p t a b l e  c r i t e r i a  f o r  t h e i r  own c o n f l i c t - o f - i n t e r e s t  p o l i c i e s . 

I n s t i t u t i o n s  t h a t  r e c e i v e  such funds  are  expec ted  t o  adopt  p o l i c i e s  t h a t  b u i l d  

upon t h i s  framework and t h a t  re f lec t  t h e i r  s p e c i f i c  needs .  S i g n a t u r e  o f  t h e  

r e s p o n s i b l e  i n s t i t u t i o n a l  o f f i c i a l  on t h e  a p p l i c a t i o n  o r  p r o p o s a l  c o n s t i t u t e s  

c e r t i f i c a t i o n  t h a t  t h e  i n s t i t u t i o n  e i t h e r  h a s  fo rmula t ed ,  e n a c t e d ,  and i s  

e n f o r c i n g  such p o l i c i e s ,  o r  w i l l  do so no l a t e r  t h a n  t h e  d a t e  o f  any award. 
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-- 

N I H - and ADAMHA-supported i n v e s t i g a t o r s  appea r  t o  be invo lved  i n c r e a s i n g l y  i n  

non-Fede ra l ly  suppor t ed  a c t i v i t i e s .  T h i s  s i t u a t i o n  r e p r e s e n t s  some obv ious  

p h i l o s o p h i c a l  and p o t e n t i a l  p r a c t i c a l  advan tages ,  i n c l u d i n g  r a p i d  t echno logy 

t r a n s f e r  and c o o p e r a t i v e  r e s e a r c h  v e n t u r e s  t h a t  f a c i l i t a t e  e f f i c i e n t  exchange 

o f  r e s e a r c h  r e s u l t s  from t h e  r e s e a r c h  l a b o r a t o r y  o r  c l i n i c a l  t r i a l  t o  

u t i l i z a t i o n  i n  t h e  p r i v a t e  s e c t o r .  With t h e  i n c r e a s e d  involvement o f  N I H - and 

ADAMHA-supported i n v e s t i g a t o r s  i n  non-Fede ra l ly  suppor t ed  a c t i v i t i e s ,  l i  


p a r t i c u l a r l y  t h o s e  sponsored by i n d u s t r y ,  have come some complex q u e s t i o n s . 

I n t e n s e  c o m p e t i t i o n  f o r  F e d e r a l  r e s e a r c h  funds ,  o f t e n  r e s u l t i n g  i n  p a r t i a l 

fund ing  f o r  some r e s e a r c h  p r o j e c t s ,  a l s o  h a s  s t i m u l a t e d  o r  r e q u i r e d 

i n v e s t i g a t o r s  t o  s e e k  a d d i t i o n a l  r e s e a r c h  fund ing  from non-Federal  s o u r c e s .  

I n  a d d i t i o n ,  r e c e n t  r e s e a r c h  advances i n  b iomed ica l  s c i e n c e  have produced 

major o p p o r t u n i t i e s  f o r  commerc ia l i za t ion  o f  r e s e a r c h  f i n d i n g s .  


The e s t a b l i s h m e n t  and maintenance o f  a h e a l t h y  r e s e a r c h  environment i n  which 

i n n o v a t i o n  f l o u r i s h e s  c l e a r l y  depend on t h e  i n t e g r i t y  and o b j e c t i v i t y 

demonstrated by i n d i v i d u a l  i n v e s t i g a t o r s ,  o t h e r  i n d i v i d u a l s  a s s o c i a t e d  w i t h  

r e s e a r c h  p r o j e c t s ,  and r e c i p i e n t  i n s t i t u t i o n s .  T h i s  d r a f t  i s s u a n c e  w a s  

developed w i t h  t h o s e  g o a l s  i n  mind. The i n t e n t i o n  i n  f o r m u l a t i n g  them i s  t o  

e n s u r e  t h a t  N I H - and ADAMHA-supported r e s e a r c h  is c a r r i e d  o u t  i n  a comple t e ly 

o b j e c t i v e  manner, and t h a t  r e s e a r c h  r e s u l t s  are n o t  i n f l u e n c e d  by t h e  

p o s s i b i l i t y  o f  f i n a n c i a l  g a i n .  


These proposed g u i d e l i n e s  shou ld  no t  s t i f l e  r e s e a r c h  c r e a t i v i t y  o r  t echno logy 

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

guidance conce rn ing  t h e  s a f e g u a r d s  needed t o  e n s u r e  unb iased  performance and 

r e p o r t i n g  o f  r e s e a r c h  r e s u l t s .  Such s a f e g u a r d s  are p a r t i c u l a r l y  impor t an t  f o r  

s i t u a t i o n s  i n  which c o n f l i c t s  o f  i n t e r e s t  e x i s t  b u t  a r e  n o t  p u b l i c l y 

d i s c e r n i b l e .  The proposed g u i d e l i n e s  do n o t  a p p l y  t o  r e s e a r c h  suppor t ed  under  

t h e  Small  B u s i n e s s  I n n o v a t i o n  Research Program, e s t a b l i s h e d  by t h e  Small  

Bus iness  I n n o v a t i o n  Development Act of  1982 (P .L .  97-219). T h i s  A c t  was 

i n t e n d e d  t o  i n c r e a s e  t h e  involvement i n  r e s e a r c h  and development o f  small , 

i n n o v a t i v e  f i r m s  by making F e d e r a l  r e s e a r c h  and development funds  more r e a d i l y 

a v a i l a b l e  t o  them, so t h a t  t h e y  may p a r t i c i p a t e  more f u l l y  i n  t e c h n o l o g i c a l 

i n n o v a t i o n  and i n  s t r e n g t h e n i n g  t h e  economy. 


On June  27 and 28, 1989, N I H  and ADAMHA sponsored a n  open meet ing t o  d i s c u s s  

i s s u e s  r e l a t e d  t o  t h e  problem o f  c o n f l i c t  o f  i n t e r e s t .  D i s c u s s i o n  a t  t h a t  

meeting a d d r e s s e d  a number o f  i s s u e s  t h a t  have s e r v e d  as  a b a s i s  f o r  t h i s  

d r a f t  i s s u a n c e .  There was g e n e r a l  agreement t h a t  i n s t i t u t i o n s  t h a t  r e c e i v e  

b iomed ica l  r e s e a r c h  funds  from t h e  N I H  o r  ADAMHA shou ld  deve lop  t h e i r  own I-


p o l i c i e s  w i t h  r e s p e c t  t o  c o n f l i c t  o f  i n t e r e s t .  N I H  and ADAMHA have developed 

t h e  proposed g u i d e l i n e s  i n  t h i s  document t o  s e r v e  as a p o i n t  o f  d e p a r t u r e  f o r  

f u r t h e r  d i s c u s s i o n  on p r o c e d u r e s  f o r  e n s u r i n g  h i g h  i n t e g r i t y  i n  t h e  

performance,  r e p o r t i n g ,  and u t i l i z a t i o n  o f  r e s e a r c h  r e s u l t s ,  and i n  t h e  

a p p r o p r i a t e  u s e  o f  p u b l i c  funds  f o r  p u b l i c  pu rposes .  


We r e q u e s t  comments on t h e  proposed g u i d e l i n e s  t h a t  are p r e s e n t e d  below. We 

a l s o  r e q u e s t  s p e c i f i c  comments on t h e  f o l l o w i n g  q u e s t i o n s ,  as w e l l  as on any 

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


o 	 What p o l i c i e s  does  your  i n s t i t u t i o n  a l r e a d y  have i n  p l a c e  t o  d e a l  

w i t h  c o n f l i c t s  o f  i n t e r e s t ?  How does t h i s  d r a f t  i s s u a n c e  compare

w i t h  them? 


o 	 How shou ld  i n f o r m a t i o n  be  d i s s e m i n a t e d  r e g a r d i n g 

c o n f l i c t - o f  - i n t e r e s t  p o l i c i e s ?  


o 	 What i s  your  p e r c e p t i o n  o f  t h e  impact o f  your  i n s t i t u t i o n ’ s  

a d o p t i o n  o f  p o l i c i e s ,  based on t h e  framework p r e s e n t e d  h e r e ,  on 

your  own r e s e a r c h  o r ,  more b r o a d l y ,  on b a s i c  b iomed ica l  r e s e a r c h ,  

c l i n i c a l  t r i a l s ,  t echno logy  t r a n s f e r ,  p roduc t  development,  and 

commerc ia l i za t ion  o f  r e s e a r c h  r e s u l t s ?  


Proposed P o l i c y  


Research a c t i v i t i e s  suppor t ed  by N I H  o r  ADAMMA must be  conducted i n  a n  

o b j e c t i v e  manner, free o f  any p o t e n t i a l  f o r  undue i n f l u e n c e  a r i s i n g  from t h e  

p r i v a t e  f i n a n c i a l  i n t e r e s t s  of t h o s e  r e s p o n s i b l e  f o r  t h e  conduct  of  t h e  

r e s e a r c h .  P u b l i c  f u n d s  must be  expended t o  advance p u b l i c  pu rposes ,  i n  t h i s  

case, t h e  conduct  o f  biomedical  and b e h a v i o r a l  r e s e a r c h .  P r i v a t e  f i n a n c i a l  

i n t e r e s t s  can  a d v e r s e l y  a f f e c t  t h e  accomplishment o f  t h i s  p u b l i c  purpose by

d i r e c t l y  a f f e c t i n g  t h e  manner i n  which t h e  r e s e a r c h  is conducted,  by c r e a t i n g 

t h e  appea rance  t h a t  t h e  r e s e a r c h  h a s  been i n f l u e n c e d  by t h o s e  f i n a n c i a l  

i n t e r e s t s ,  o r  by i n h i b i t i n g  t h e  d i s s e m i n a t i o n  o f  r e s e a r c h  r e s u l t s .  


R e c i p i e n t s  o f  r e s e a r c h  funds  are r e s p o n s i b l e  f o r  e n s u r i n g  t h a t  t h e  funds  are 
expended f o r  t h e  p u b l i c  pu rposes  f o r  which t h e y  were awarded. As p a r t  o f  t h i s  
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r e s p o n s i b i l i t y ,  r e c i p i e n t s  must adopt  p rocedures  t h a t  w i l l  p r e v e n t  t h e  

r e s e a r c h  from b e i n g  i n f l u e n c e d  o r  p o t e n t i a l l y  i n f l u e n c e d  by t h e  p r i v a t e 

f i n a n c i a l  i n t e r e s t s  o f  t h o s e  r e s p o n s i b l e  f o r  t h e  conduct o f  r e s e a r c h .  The 

f o l l o w i n g  proposed g u i d e l i n e s  e s t a b l i s h  minimum s t a n d a r d s  f o r  t h e  p rocedures  

t o  be adopted by r e c i p i e n t s ,  i n c l u d i n g  i d e n t i f i c a t i o n  o f  t h o s e  f i n a n c i a l  

i n t e r e s t s  which are  incompa t ib l e  w i t h  t h e  need t o  e n s u r e  t h a t  p u b l i c l y  funded 

r e s e a r c h  i s  conducted o b j e c t i v e l y .  


I .  	PROPOSED RESPONSIBILITIES OF N I H  AND ADAMHA, AWARDEE 

INSTITUTIONS, AND INDIVIDUALS: 


A .  N I H  and ADAMHA: 


The NLH and ADAMHA are r e s p o n s i b l e  f o r  f o r m u l a t i n g  and d i s s e m i n a t i n g 

c o n f l i c t - o f - i n t e r e s t  g u i d e l i n e s  t o  assist i n s t i t u t i o n s  t o  deve lop  t h e i r  own 

c o n f l i c t - o f - i n t e r e s t  p o l i c i e s .  The N I H  and ADAMHA a l s o  are r e s p o n s i b l e  f o r :  


I n  s p e c i f i c  i n s t a n c e s ,  reviewing i n s t i t u t i o n s ’  c o n f l i c t - o f - i n t e r e s t  

p o l i c i e s .  


R o u t i n e l y  r ev iewing  a c t i o n s  t h a t  t h e  i n s t i t u t i o n s  have t a k e n  w i t h  

r e s p e c t  t o  wa ive r s  and e x c e p t i o n s .  


Assur ing  t h a t  t h e  n e c e s s a r y  terms and c o n d i t i o n s  are d i s c h a r g e d 

s a t i s f a c t o r i l y  p r i o r  t o  making an award. I n  t h e  absence o f  

f u l f i l l m e n t  o f  t h e  n e c e s s a r y  terms and c o n d i t i o n s ,  fund ing  may be  

a f f e c t e d .  


B .  Awardee I n s t i t u t i o n s :  


I n s t i t u t i o n s  t h a t  r e c e i v e  N I H  o r  ADAMHA funds  are r e s p o n s i b l e  f o r  e s t a b l i s h i n g 

and implementing p o l i c i e s  and p rocedures  i n  acco rd  w i t h  t h i s  d r a f t  i s s u a n c e .  

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

procedures  and i n f o r m a t i o n  r e g a r d i n g  t h e i r  implementat ion t o  t h e  a p p r o p r i a t e 

N I H  o r  ADAMHA o f f i c i a l s .  The i n s t i t u t i o n s  a l s o  are r e s p o n s i b l e  f o r :  


Main ta in ing  r e c o r d s  o f  d i s c l o s u r e s  made and a c t i o n s  t a k e n  r e g a r d i n g  

p e r s o n s  a s s o c i a t e d  w i t h  any N I H  o r  ADAMHA award for a p e r i o d  o f  a t  

least  t h r e e  y e a r s  beyond t h e  t e r m i n a t i o n  o f  t h a t  award. 


Promptly n o t i f y i n g  t h e  fund ing  agency i f  t h e y  i d e n t i f y  any p r a c t i c e  

o r  s i t u a t i o n  i n v o l v i n g  a c o n f l i c t  o f  i n t e r e s t  which cou ld  

p o t e n t i a l l y  a f fec t  one o r  more N I H  o r  ADAMHA-supported p r o j e c t s .  


Reso lv ing  any f a i l u r e  t o  comply w i t h  t h e s e  proposed g u i d e l i n e s 

p r i o r  t o  a c c e p t i n g  a n  award. 


P o l i c i e s  


Each i n s t i t u t i o n  t h a t  a p p l i e s  f o r  a s s i s t a n c e  t o  t h e  N I H  o r  ADAMHA f o r  any
p r o j e c t  o r  program t h a t  i n v o l v e s  t h e  conduct  of  biomedical  o r  b e h a v i o r a l  

r e s e a r c h  s h a l l  c e r t i f y  by t h e  i n s t i t u t i o n a l  s i g n a t u r e  on i ts  a p p l i c a t i o n  o r  

p r o p o s a l  t h a t  it h a s  i n s t i t u t i o n a l  p o l i c i e s  i n  p l a c e  t h a t  are i n  acco rd  w i t h  

t h i s  d r a f t  i s s u a n c e  o r  w i l l  have such p o l i c i e s  i n  p l a c e  no l a t e r  t h a n  t h e  d a t e  

t h a t  any award would be  a c c e p t e d .  


I n s t i t u t i o n s  are encouraged t o  adopt  p o l i c i e s  t h a t  b u i l d  upon t h i s  framework 

and t h a t  re f lec t  t h e i r  s p e c i f i c  needs and s i t u a t i o n s .  


Educat ion 


I n s t i t u t i o n s  are expec ted  t o  e s t a b l i s h  a means o f  informing a l l  i n v e s t i g a t o r s 

a p p l y i n g  f o r  o r  r e c e i v i n g  fund ing  from t h e  N I H  o r  ADAMHA, as w e l l  as a l l  

r e l e v a n t  r e s e a r c h  employees, c o n s u l t a n t s ,  and a d m i n i s t r a t i v e  s ta f f  a t  t h a t  

i n s t i t u t i o n  who are i n  a p o s i t i o n  t o  make d e c i s i o n s  about  o r  t o  affect  t h e  

outcome of t h e  r e s e a r c h ,  o f  t h e  i n s t i t u t i o n a l  p o l i c i e s  c o v e r i n g  c o n f l i c t s  o f  

i n t e r e s t .  T h i s  i n fo rma t ion  shou ld  i n c l u d e ,  a t  a minimum, i d e n t i f i c a t i o n  o f  

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

non-compliance. 


C .  I n d i v i d u a l s :  


These proposed g u i d e l i n e s  a p p l y  t o  a l l  i n v e s t i g a t o r s ,  key employees, 
J 	 c o n s u l t a n t s ,  and p e r s o n s  w i t h  pr imary management, a d v i s o r y ,  o r  s u p e r v i s o r y
r e s p o n s i b i l i t i e s  f o r  N I H - o r  ADAMHA-funded r e s e a r c h ,  and a l l  p e r s o n s  who are 
i n  a p o s i t i o n  t o  have a c r i t i c a l  i n f l u e n c e  on, o r  s u b s t a n t i v e  c o n t r o l  o v e r ,  
t h a t  r e s e a r c h .  Those p e r s o n s  are r e s p o n s i b l e  f o r  a v o i d i n g  c i r c u m s t a n c e s  t h a t  
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would p u t  them i n  a c o n f l i c t - o f - i n t e r e s t  s i t u a t i o n  w i t h  t h a t  r e s e a r c h .  These 

p r o v i s i o n s  a l s o  a p p l y  t o  t h e  spouses ,  dependent c h i l d r e n ,  and o t h e r  dependen t s 

o f  t h e  i n d i v i d u a l s  mentioned above. 


F u l l  d i s c l o s u r e  o f  a l l  f i n a n c i a l  i n t e r e s t s  and o u t s i d e  p r o f e s s i o n a l  

a c t i v i t i e s ,  by a l l  who are  i n  a p o s i t i o n  t o  make d e c i s i o n s  conce rn ing  one o r  ’-


more N I H - o r  ADAMHA-supported p r o j e c t s ,  s h a l l  be  made t o  t h e  i n s t i t u t i o n  a t  

t h e  t i m e  a r e s e a r c h  a p p l i c a t i o n  o r  p r o p o s a l  is  submi t t ed  t o  t h e  N I H  o r  ADAMHA. 

T h i s  s h a l l  i n c l u d e  t h e  f i n a n c i a l  i n t e r e s t s  o f  t h e i r  spouses ,  dependent 

c h i l d r e n ,  and o t h e r  dependen t s .  These d i s c l o s u r e s  s h a l l  be updated t o  t h e  

i n s t i t u t i o n  a n n u a l l y .  


A l l  i n d i v i d u a l s  f o r  whom t h e s e  proposed g u i d e l i n e s  a p p l y  s h a l l  comply w i t h  t h e  

c o n f l i c t - o f - i n t e r e s t  p o l i c i e s  o f  t h e  i n s t i t u t i o n s  t h r o u g h  which t h e  N I H  o r  

ADAMHA fund ing  i s  p rov ided  and s h a l l  r e p o r t  immediately any c o n f l i c t s  o f  

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


11. DISCLOSURES: 


F u l l  d i s c l o s u r e  o f  a l l  fund ing  o t h e r  t h a n  t h a t  from t h e  a p p l i c a n t  i n s t i t u t i o n  
i s  r e q u i r e d  o f  a l l  p e r s o n n e l  o f  awardee i n s t i t u t i o n s  as d e s c r i b e d  above who 
are  c u r r e n t l y  invo lved  i n ,  o r  c u r r e n t l y  a p p l y i n g  f o r ,  r e s e a r c h  funds  from N I H  
o r  ADAMHA. T h i s  d i s c l o s u r e  i n c l u d e s  s u p p o r t  f o r  l a b o r a t o r y  a c t i v i t i e s ,  
s p e c i a l  i n s t r u m e n t a t i o n  o r  o t h e r  p r o d u c t s ,  s e r v i c e s ,  c o n s u l t a n c i e s ,  h o n o r a r i a ,
and o t h e r  b e n e f i t s .  

A l l  d i s c l o s u r e s  and wa ive r s  s h a l l  be  reviewed a t  t h e  i n s t i t u t i o n  i n  a t i m e l y  
manner by knowledgeable and o b j e c t i v e  i n d i v i d u a l s  appo in ted  by i n s t i t u t i o n a l  
o f f i c i a l s .  I n  o r d e r  t o  a s s u r e  t i m e l y  and o b j e c t i v e  e v a l u a t i o n s ,  i n s t i t u t i o n s  
may wish t o  a p p o i n t  a p a n e l  o f  a t  l e a s t  3 members, one o f  whom h a s  no 
i n s t i t u t i o n a l  a f f i l i a t i o n  and one o f  whom is t h e  i n s t i t u t i o n a l  o f f i c i a l  
r e s p o n s i b l e  f o r  s i g n i n g  t h e  g r a n t  a p p l i c a t i o n  o r  cont rac t  proposal. 

C o n f i d e n t i a l i t y  s h a l l  be  ma in ta ined  a t  a l l  t i m e s  u n l e s s  t h a t  c o n f i d e n t i a l i t y 

would i n t e r f e r e  w i t h  t h e  i n t e r e s t s  o f  t h e  i n s t i t u t i o n  o r  t h e  F e d e r a l  

Government. 


I n s t i t u t i o n s  may g r a n t  waivers i n  unusua l  s i t u a t i o n s  when it can  be  

demonstrated t h a t  t h e  f i n a n c i a l  i n t e r e s t  i s  so i n s i g n i f i c a n t  t h a t  it would n o t  “1y
compromise t h e  o b j e c t i v i t y  o f  t h e  r e s e a r c h  r e s u l t s  o r  t h e  i n t e r e s t s  o f  t h e  

F e d e r a l  government o r  t h e  p u b l i c .  The N I H  o r  ADAMHA s h a l l  be  informed w i t h i n  

t h i r t y  days o f  any such waiver  g r a n t e d  t o  a n  i n d i v i d u a l  i nvo lved  i n  any way

w i t h  a N I H - o r  ADAMHA-funded p r o j e c t  r e l a t e d  t o  t h e  wa ive r .  


If a c o n f l i c t - o f - i n t e r e s t  s i t u a t i o n  i s  i d e n t i f i e d  t h a t  i n v o l v e s  one o r  more 

N I H - o r  ADAMHA-supported p r o j e c t ( s 1 ,  t h e  N I H  o r  ADAMHA and a p p r o p r i a t e 

i n s t i t u t i o n a l  o f f i c i a l ( s )  s h a l l  be n o t i f i e d  immediately,  and t h e  i n s t i t u t i o n  

s h a l l  t a k e  immediate s t e p s  t o  s a f e g u a r d  F e d e r a l  funds  u n t i l  such t i m e  t h a t  t h e  

c o n f l i c t - o f - i n t e r e s t  s i t u a t i o n  i s  e l i m i n a t e d .  


D i s c l o s u r e  in fo rma t ion  s h a l l  be updated t o  t h e  i n s t i t u t i o n  a t  l e a s t  once p e r  

year .  Changes t h a t  cou ld  r e f l e c t  p o s s i b l e  c o n f l i c t s  o f  i n t e r e s t  shou ld  be 

r e p o r t e d  immediately t o  t h e  r e s p o n s i b l e  i n s t i t u t i o n a l  o f f i c i a l ( s 1 .  


The i n s t i t u t i o n  s h a l l  m a i n t a i n  r e c o r d s  o f  d i s c l o s u r e s ,  wa ive r s ,  and o f  a l l  

a c t i o n s  i n  r e sponse  t o  review o f  d i s c l o s u r e s  f o r  p e r s o n n e l  a s s o c i a t e d  w i t h  

N I H - o r  ADAMHA-supported p r o j e c t s  f o r  a p e r i o d  o f  t h r e e  y e a r s  a f t e r  t h e  

t e r m i n a t i o n  o f  t h a t  p r o j e c t .  


111. PROHIBITED SITUATIONS: 


I n s t i t u t i o n s  may e s t a b l i s h  t h e i r  own p o l i c i e s  on p r o h i b i t e d  s i t u a t i o n s .  

However, t h e  f o l l o w i n g  are b a s i c  s t a n d a r d s  f o r  a l l  i n s t i t u t i o n s .  


1 .  No i n v e s t i g a t o r ,  key employee, c o n s u l t a n t ,  o r  o t h e r  p e r s o n s  w i t h  pr imary
r e s e a r c h ,  management, a d v i s o r y ,  s u p e r v i s o r y ,  o r  pu rchase  a u t h o r i z a t i o n  
r e s p o n s i b i l i t i e s ,  o r  t h e i r  spouses ,  dependent c h i l d r e n ,  or o t h e r  dependen t s ,
s h a l l  be al lowed t o  have p e r s o n a l  e q u i t y  h o l d i n g s  o r  o p t i o n s  i n  any company
t h a t  would be  a f f e c t e d  by t h e  outcome of  t h e  r e s e a r c h  o r  t h a t  produces a 
p roduc t  o r  equipment be ing  e v a l u a t e d  i n  t h e  r e s e a r c h  p r o j e c t .  T h i s  does n o t  
app ly  t o  equipment o r  p r o d u c t s  t h a t  are  commonly found i n  r e s e a r c h  
l a b o r a t o r i e s ,  such a s  commercially a v a i l a b l e  c e n t r i f u g e s ,  pH m e t e r s ,  and 
common r e a g e n t s .  T h i s  p r o h i b i t i o n  does no t  i n c l u d e  b l i n d  t r u s t s ,  d i v e r s i f i e d  
mutual f u n d s ,  o r  o t h e r  f i n a n c i a l  i n t e r e s t s  ove r  which t h e  i n d i v i d u a l  i n v e s t o r  
h a s  no d i s c r e t i o n a r y  c o n t r o l .  The i n s t i t u t i o n  may g r a n t  a waiver  t o  t h i s  
r equ i r emen t  i f  it de te rmines  t h a t  such h o l d i n g s  are  s o  i n s i g n i f i c a n t  t h e y  do 
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n o t  have t h e  p o t e n t i a l  o f  i n f l u e n c i n g  r e s e a r c h  r e s u l t s  o r  t h e  d i r e c t i o n  o f  t h e  

r e s e a r c h .  


2 .  	 In fo rma t ion  a n d l o r  r e s e a r c h  p r o d u c t s  d e r i v e d  from N I H - o r  ADAMHA-funded 

s t u d i e s  s h a l l  n o t  be  s h a r e d  w i t h  any company wi th  which a c o n f l i c t  e x i s t s  

u n l e s s  o r  u n t i l  t h e  i n f o r m a t i o n  o r  r e s e a r c h  p r o d u c t s  are made p u b l i c l y  


"4 a v a i l a b l e .  

3. S p e c i f i c  r e q u i r e m e n t s  s h a l l  a p p l y  i f  a n  i n v e s t i g a t o r ,  key employee, 

c o n s u l t a n t ,  o r  o t h e r  i nvo lved  pe r son  r e c e i v e s  funds  from N I H  o r  ADAMHA as wel l  

as  commercial fund ing ,  f o r  any o f  t h e i r  r e s e a r c h ,  as f o l l o w s t  


All r e s e a r c h  fund ing  f o r  a l l  r e s e a r c h  p r o j e c t s  must be  d i s c l o s e d  as r e q u i r e d 

i n  t h e  a p p r o p r i a t e  s e c t i o n s  o f  a p p l i c a t i o n s  and p r o p o s a l s  t o  t h e  N I H  o r  ADAMHA 

(unde r  t h e  "Other Support"  s e c t i o n ) ,  as w e l l  as t o  t h e  i n s t i t u t i o n a l  

o f f i c i a l ( s 1  r e s p o n s i b l e  f o r  c o n f l i c t - o f - i n t e r e s t  r ev iew.  


I n s t i t u t i o n a l  c o n f l i c t - o f - i n t e r e s t  r ev iews  need t o  be p a r t i c u l a r l y  c a r e f u l  t o  

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

p l a n ,  r e s u l t s ,  o r  t h e  r e p o r t i n g  o r  i n t e r p r e t a t i o n  o f  r e s u l t s  o f  N I H - o r  

ADAMHA-supported r e s e a r c h .  


An i n v e s t i g a t o r ,  key employee, c o n s u l t a n t ,  o r  o t h e r  i nvo lved  pe r son  may n o t  

r e c e i v e  h o n o r a r i a ,  fees f o r  s e r v i c e ,  o r  a management p o s i t i o n  from a p r i v a t e  

s o u r c e  i f  t h a t  i n d i v i d u a l  i s  invo lved  i n  a n  N I H - or ADAMHA-supported p r o j e c t 

t h a t  is  e v a l u a t i n g  o r  t e s t i n g  a produc t  o f  t h e  s o u r c e .  Honorar ia ,  f e e s  f o r  

s e r v i c e ,  o r  management p o s i t i o n s  from o t h e r  s o u r c e s  are al lowed p rov ided  t h a t  

t h e i r  accep tance  does n o t  j e o p a r d i z e  t h e  r e c i p i e n t ' s  o b j e c t i v i t y  w i t h  r e s p e c t  

t o  t h e  N I H - o r  ADAMHA-supported p r o j e c t  o r  r e s u l t  i n  s p e c i a l  a c c e s s  t o  

i n f o r m a t i o n  t h a t  is n o t  p u b l i c l y  a v a i l a b l e ,  and t h a t  f u l l  d i s c l o s u r e  is made 

t o  d e s i g n a t e d  i n s t i t u t i o n a l  o f f i c i a l s .  For example, care must be  t a k e n  t o  

e n s u r e  t h a t  t h e  p r i v a t e  company h a s  no r o l e  i n  any d e c i s i o n s  t h a t  would impede

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

r e s u l t s  r e l a t e d  t o  N I H - o r  ADAMHA-supported r e s e a r c h .  


I V .  CRITERIA FOR WAIVERS AND EXCEPTIONS: 


The i n s t i t u t i o n  may g r a n t  wa ive r s  i n  c e r t a i n  c i r cums tances  i f  it de te rmines  

t h a t  such h o l d i n g s  do n o t  have t h e  p o t e n t i a l  f o r  i n f l u e n c i n g  r e s e a r c h  r e s u l t s ,  


7 1 , d  	 t h e  r e p o r t i n g  o f  r e s e a r c h  r e s u l t s ,  t h e  d i r e c t i o n  o f  t h e  r e s e a r c h ,  o r  p u t t i n g
t h e  i n d i v i d u a l  i n  a s i t u a t i o n  o f  b e i n g  a b l e  t o  d e r i v e  s p e c i a l  advantage
because o f  i n f o r m a t i o n  he / she  h a s  a v a i l a b l e  th rough  t h e  NIH/ADAMHA r e s e a r c h  
r e s u l t s .  

All waive r s  and e x c e p t i o n s  s h a l l  be  r e p o r t e d  t o  t h e  Deputy D i r e c t o r  f o r  

Extramural  Research,  N I H ,  i f  t h e y  r e l a t e  t o  NIH-supported p r o j e c t s ,  o r  t o  t h e  

A s s o c i a t e  A d m i n i s t r a t o r  f o r  Extramural  Programs, ADAMHA, i f  t h e y  r e l a t e  t o  

ADAMHA-supported p r o j e c t s ,  p r i o r  t o  a c c e p t i n g  an award o r ,  i f  d i s c l o s u r e  i s  

made a f t e r  t h e  award; w i t h i n  t h i r t y  days o f  g r a n t i n g  t h e  waiver  o r  e x c e p t i o n .  


The N I H  or ADAMHA may allow a c o n f l i c t - o f - i n t e r e s t  s i t u a t i o n  t o  e x i s t  i f  it 

h a s  been r e p o r t e d  t o  N I H  o r  ADAMHA and t h e  agency de te rmines  t h a t  t h i s  i s  i n  

t h e  b e s t  i n t e r e s t s  o f  t h e  p u b l i c  and o f  N I H  o r  ADAMHA. 


V .  REMEDIES: 


If s i t u a t i o n s  i n v o l v i n g  a c o n f l i c t  o f  i n t e r e s t  r e l a t e d  t o  N I H - o r  

ADAMHA-supported r e s e a r c h  are  d i s c o v e r e d ,  t h e  awardee i n s t i t u t i o n  h a s  t h e  

first  r e s p o n s i b i l i t y  t o  r e s o l v e  t h e  problem. If t h e  i n s t i t u t i o n  does n o t  

r e s o l v e  t h e  problem i n  a t i m e l y  manner, t h e n  t h e  N I H  o r  ADAMHA w i l l  t a k e  

act i o n .  


Awards w i l l  b e  made wi thou t  p r e j u d i c e  i f  p r o h i b i t e d  c o n f l i c t - o f - i n t e r e s t  

s i t u a t i o n s  are r e c t i f i e d  p r i o r  t o  t h e  award d a t e .  


I n s t i t u t i o n s  are  r e q u i r e d  t o  n o t i f y  t h e  fund ing  agency immediately if 

p r o h i b i t e d  c o n f l i c t - o f - i n t e r e s t  s i t u a t i o n s  are d e t e c t e d  o r  develop a f t e r  

awards have been made and t h e  c o n f l i c t  i s  n o t  r e s o l v e d  promptly.  


N I H  o r  ADAMHA may i n c l u d e  s p e c i a l  terms and c o n d i t i o n s  i n  an award i f  (1) an 
i n s t i t u t i o n  i s  n o t  complying wi th  t h e s e  proposed g u i d e l i n e s  o r  ( 2 )  t o  r e s o l v e  
a c o n f l i c t - o f - i n t e r e s t  s i t u a t i o n  t h a t  h a s  n o t  been r e s o l v e d  by t h e  

Id 	 i n s t i t u t i o n .  F a i l u r e  on t h e  p a r t  o f  t h e  i n s t i t u t i o n  t o  meet t h e s e  spec ia l  

terms and c o n d i t i o n s  cou ld  a f fec t  fund ing .  
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