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P.T. 22, 34, 44; K.W. 1014004, 1014006 

Pub l i c  Heal th  S e r v i c e  


SUMMARY: To implement s e c t i o n  493 of  t h e  Pub l i c  Heal th  S e r v i c e  (PHS) A c t  (and 

a l s o  s e c t i o n  5 0 1 ( f )  o f  t h e  PHS A c t  as amended by s e c t i o n  2058(a)(2)(C) of  t h e  

Anti-Drug Abuse A c t  o f  19881, t h i s  F i n a l  Rule adds a new Subpart  A t o  42 CFR 

P a r t  50. The new Subpart  A se ts  f o r t h  t h e  r e s p o n s i b i l i t i e s  o f  PHS awardee and 

a p p l i c a n t  i n s t i t u t i o n s  f o r  d e a l i n g  wi th  and r e p o r t i n g  a l l e g e d  or suspec ted 

misconduct i n  s c i e n c e  invo lv ing  r e sea rch ,  r e s e a r c h  t r a i n i n g ,  a p p l i c a t i o n s  f o r  

suppor t  o f  r e s e a r c h  or r e s e a r c h  t r a i n i n g ,  or r e l a t e d  a c t i v i t i e s  f o r  which PHS 

funds  have been provided o r  r eques t ed .  


EFFECTIVE DATE: November 8, 1989 


FOR FURTHER INFORMATION CONTACT: 


Brian  K i m e s ,  Ph.D. 

Acting D i r e c t o r  

Office o f  S c i e n t i f i c  I n t e g r i t y 

Bui ld ing  31, Room BlC39 

Nat iona l  I n s t i t u t e s  o f  Heal th  

Bethesda, Maryland 20892 

Telephone: (301) 496-2624 ( t h i s  is n o t  a t o l l - f r e e  number) 


SUPPLEMENTARY INFORMATION: Reported i n s t a n c e s  of  s c i e n t i f i c  misconduct appear 

t o  r e p r e s e n t  on ly  a small f r a c t i o n  of  t h e  t o t a l  number of  r e s e a r c h  and 

r e s e a r c h  t r a i n i n g  awards funded by t h e  PHS. Never the less ,  even a small number 

o f  i n s t a n c e s  o f  s c i e n t i f i c  misconduct is unacceptab le  and could  t h r e a t e n  t h e  

cont inued  p u b l i c  conf idence  i n  t h e  i n t e g r i t y  o f  t h e  s c i e n t i f i c  p rocess  and i n  

t h e  s tewardship  o f  Fede ra l  funds .  The PHS has  adopted i n t e r i m  p o l i c i e s  t o  

provide  guidance f o r  d e a l i n g  wi th  a l l e g a t i o n s  and i n v e s t i g a t i o n s ,  based on 

exper ience  wi th  a number o f  cases. These i n t e r i m  p o l i c i e s  were publ i shed  f o r  

t h e  informat ion  o f  t h e  p u b l i c  i n  t h e  J u l y  18, 1986, i s s u e  o f  t h e  " N I H  GUIDE 

FOR GRANTS AND CONTRACTS" and became p a r t  o f  t h e  PHS Grants  Adminis t ra t ion  

Manual on September 1, 1988. 


The PHS a l s o  r e c e n t l y  e s t a b l i s h e d  two new o f f i c e s  f o r  d e a l i n g  wi th  s c i e n t i f i c  

misconduct (see 54 FR 11080, March 16, 1989). The Office o f  S c i e n t i f i c  

I n t e g r i t y  Review (OSIR), e s t a b l i s h e d  i n  t h e  Office o f  t h e  A s s i s t a n t  S e c r e t a r y 

f o r  Health,  is 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  o v e r a l l  PHS p o l i c i e s  and 

procedures  f o r  d e a l i n g  wi th  misconduct i n  s c i e n c e ,  ove r see ing  t h e  a c t i v i t i e s  

o f  PHS r e s e a r c h  agenc ie s  t o  ensure  t h a t  t h e s e  p o l i c i e s  and procedures  are 

implemented, and reviewing a l l  f i n a l  r e p o r t s  o f  i n v e s t i g a t i o n s  t o  a s s u r e  t h a t  

any f i n d i n g s  and recommendations are s u f f i c i e n t l y  documented. The OSIR a l s o  

makes f i n a l  recommendations t o  t h e  A s s i s t a n t  S e c r e t a r y  f o r  Heal th  on whether 

any s a n c t i o n s  should be imposed and, i f  so, what t h e y  should be i n  any case 

where s c i e n t i f i c  misconduct h a s  been e s t a b l i s h e d .  When necessary ,  OSIR m a y 

conduct independent i n v e s t i g a t i o n s .  


I n  a d d i t i o n ,  t h e  Office o f  S c i e n t i f i c  I n t e g r i t y  (OSI), e s t a b l i s h e d  i n  t h e  

Office o f  t h e  D i r e c t o r ,  Nat iona l  I n s t i t u t e s  o f  Heal th  ( N I H ) ,  ove r sees  t h e  

implementation o f  a l l  PHS p o l i c i e s  and procedures  r e l a t e d  t o  s c i e n t i f i c  

misconduct; monitors t h e  i n d i v i d u a l  i n v e s t i g a t i o n s  i n t o  a l l e g e d  or suspec ted 

s c i e n t i f i c  misconduct conducted by i n s t i t u t i o n s  t h a t  r e c e i v e  PHS funds f o r  

biomedical or behav io ra l  r e s e a r c h  p r o j e c t s  or programs; and conducts 

i n v e s t i g a t i o n s  as  necessa ry .  


The PHS Grants  Adminis t ra t  ion  Manual w i l l  be r e v i s e d  t o  accommodate t h e  

es tab l i shment  o f  t h e s e  o f f i c e s .  


The PHS Act d i r e c t s  t h e  S e c r e t a r y  t o  e s t a b l i s h  procedures r e q u i r i n g  t h a t  

e n t i t i e s  r e c e i v i n g  funds  from t h e  PHS f o r  t h e  conduct o f  biomedical and 

behav io ra l  r e s e a r c h  submit a s su rances  on an annual b a s i s  t h a t :  (1) These 

e n t i t i e s  have e s t a b l i s h e d  (based upon r e g u l a t i o n s  p re sc r ibed  by t h e  S e c r e t a r y )  

an a d m i n i s t r a t i v e  process  t o  review repcjrts o f  s c i e n t i f i c  misconduct i n  

biomedical or behav io ra l  r e sea rch ,  and (2) t h e y  w i l l  r e p o r t  t o  t h e  S e c r e t a r y  

any i n v e s t i g a t i o n  o f  a l l e g e d  sc i en t i f i c  misconduct t h a t  appears  s u b s t a n t i a l .  

The S e c r e t a r y  a l s o  h a s  a u t h o r i t y  t o  respond t o  informat ion  r ece ived  wi th  

r e s p e c t  t o  p o s s i b l e  s c i e n t i f i c  misconduct involv ing  p r o j e c t s  under t h e  PHS A c t  

and t o  t a k e  a p p r o p r i a t e  a c t i o n  i n  response  t o  such misconduct. 


The p r o v i s i o n s  of s e c t i o n  493 of t h e  PHS A c t  contemplate t h a t  t h e r e  w i l l  be a 

c l o s e  working r e l a t i o n s h i p  between t h e  awardee i n s t i t u t i o n s  and t h e  Department

i n  r e s o l v i n g  a l l e g a t i o n s  of  s c i en t i f i c  misconduct. S e c t i o n  493 e n v i s i o n s  t h a t  
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t h e  awardee i n s t i t u t i o n s  w i l l  have t h e  primary r e s p o n s i b i l i t y  f o r  prevent ing , 

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

misconduct. The Department, however, r e t a i n s  t h e  u l t i m a t e  r e s p o n s i b i l i t y  and 

a u t h o r i t y  f o r  monitoring such i n v e s t i g a t i o n s  and becoming involved i n  t h o s e  

i n v e s t i g a t i o n s  i f  a p p r o p r i a t e  o r  necessa ry .  


I n  o r d e r  t o  c a r r y  ou t  h i s  formal r e s p o n s i b i l i t i e s  under s e c t i o n  493, t h e  'W 


S e c r e t a r y  pub l i shed  a Notice of  Proposed Rule making on September 19, 1988 ( 5 3 

FR 3 6 3 4 7 ) .  That document set  f o r t h  f o r  p u b l i c  comment proposed 

r e s p o n s i b i l i t i e s  o f  a p p l i c a n t  and awardee i n s t i t u t i o n s ,  i nc lud ing  requi rements 

t h a t  t h e y  e s t a b l i s h  p o l i c i e s  and procedures  f o r  i n v e s t i g a t i n g  and r e p o r t i n g 

a l l e g a t i o n s  of  s c i e n t i f i c  misconduct i nvo lv ing  r e s e a r c h ,  r e s e a r c h  t r a i n i n g ,  or 

r e l a t e d  a c t i v i t i e s  f o r  which PHS funds have been awarded o r  r eques t ed . 

Proposed S e c t i o n  50.104 s p e c i f i e d  an a p p r o p r i a t e  t i m e  and method f o r  n o t i f y i n g 

t h e  PHS o f  i n s t a n c e s  o f  p o s s i b l e  misconduct. Proposed s e c t i o n  103 s p e c i f i e d 

t h a t ,  i f  t h e r e  is  a r easonab le  i n d i c a t i o n  o f  a c r i m i n a l  v i o l a t i o n ,  t h e  

Department's Office of  I n s p e c t o r  General would be n o t i f i e d  wi th in  24 hours .  


This  f i n a l  r u l e  a p p l i e s  on ly  t o  i n s t i t u t i o n s  app ly ing  f o r  o r  r e c e i v i n g 

f i n a n c i a l  a s s i s t a n c e  from t h e  PHS. A s e p a r a t e  proposed r u l e  amending 48 CFR 

p a r t  3 w i l l  be pub l i shed  i n  t h e  Federa l  R e g i s t e r  t o  cover  e n t i t i e s  apply ing 

f o r  c o n t r a c t s .  I n s t i t u t i o n s  are urged t o  develop, as soon as p o s s i b l e , 

p o l i c i e s  and procedures  f o r  d e a l i n g  wi th  and r e p o r t i n g  p o s s i b l e  misconduct i n  

science w i t h i n  t h e i r  i n s t i t u t i o n .  A f t e r  t h e  e f f e c t i v e  d a t e  o f  t h i s  r u l e ,  each 

i n s t i t u t i o n  must have i n  p l a c e  an assurance  f o r  d e a l i n g  wi th  s c i e n t i f i c  

misconduct, as o u t l i n e d  by t h i s  r u l e .  Updated informat ion  wi th  r e s p e c t  t o  

assurances w i l l  be due each yea r ,  on a d a t e  t o  be s p e c i f i e d  by OSI. 

Assurances should  be  submi t ted  f o r  approval  t o  t h e  D i r e c t o r ,  Office of 

S c i e n t i f i c  I n t e g r i t y ,  a t  t h e  above-cited a d d r e s s .  


A s  s t a t e d ,  t h i s  f i n a l  r u l e  implements s e c t i o n  493 r e q u i r i n g  t h e  Department t o  

i s s u e  r e g u l a t i o n s  concerning i n v e s t i g a t i o n  and r e p o r t i n g  o f  " s c i e n t i f i c  

f raud" .  [See subsequent t e x t  i n  t h i s  preamble r ega rd ing  use  o f  t h e  terms 

"fraud" and "misconduct" i n  t h i s  c o n t e x t . ]  Consequently, t h e  r u l e  does n o t  

c o n t a i n  s p e c i f i c  measures t o  f o s t e r  s c i e n t i f i c  i n t e g r i t y .  Other i s s u e s  remain 

t o  be  addressed ,  i nc lud ing :  r e t e n t i o n  of l a b o r a t o r y  d a t a ,  a u t h o r s h i p 

p r a c t i c e s ,  t h e  r o l e  o f  g r a n t e e  i n s t i t u t i o n s  and funding agenc ie s  i n  t h e  

performance of  a u d i t s  o r  s t u d i e s  t o  prevent  t h e  occurrence  o f  s c i e n t i f i c  

misconduct, and t h e  cons i s t ency  o f  such p o l i c i e s  a c r o s s  f e d e r a l  agenc ie s .  HHS 

w i l l  con t inue  t o  monitor i n s t i t u t i o n s '  r e sponses  and propose p o l i c i e s  as may

be necessa ry  i n  t h e  f u t u r e .  Such a c t i o n  may be based i n  p a r t  on t h e  advance "L. 


n o t i c e  o f  proposed rulemaking publ i shed  i n  t h e  Fede ra l  R e g i s t e r  on September

19,  1988 ( 5 3  FR 3 6 3 4 4 ) .  I n  a d d i t i o n ,  cons i s t ency  of  p o l i c i e s  i n  t h i s  area 

a c r o s s  Fede ra l  agenc ie s  w i l l  be monitored by t h e  Office o f  Management and 

Budget i n  coope ra t ion  wi th  t h e  Office o f  Sc ience  and Technology P o l i c y .  


SUMMARY OF COMMENTS 

As noted ,  t h e  S e c r e t a r y  publ i shed  a proposed r u l e  i n  t h e  Fede ra l  R e g i s t e r  on 
September 1 9 ,  1988 ( 5 3  FR 36347)  f o r  p u b l i c  comment. The comment p e r i o d  was 
open through November 18, 1988 .  One hundred t h i r t y - n i n e  responses  were 
rece ived  t h a t  addressed  a wide spectrum o f  i s s u e s  concerning t h e  proposed r u l e  
and s c i e n t i f i c  misconduct i n  g e n e r a l .  The respondents  inc luded  60 
i n s t i t u t i o n a l  r e p r e s e n t a t i v e s ,  37 i n d i v i d u a l  s t a f f  o r  f a c u l t y  members, 20 
r e p r e s e n t a t i v e s  of  p r o f e s s i o n a l  a s s o c i a t i o n s ,  16 r e p r e s e n t a t i v e s  o f  r e s e a r c h  
i n s t i t u t e s  o r  f a c u l t y  groups,  t h r e e  i n d i v i d u a l s  from Fede ra l  o f f i c e s ,  two 
p r i v a t e  c i t i z e n s ,  and one r e p r e s e n t a t i v e  of  a s c i e n t i f i c  j o u r n a l .  The 
responses  were g e n e r a l l y  suppor t ive  of  t h e  PHS's e f f o r t s  and o f  t h e  proposed
r u l e .  Most respondents  emphasized t h a t  t h e  main r e s p o n s i b i l i t y  f o r  
i n v e s t i g a t i n g  o r  p reven t ing  cases o f  s c i e n t i f i c  misconduct should remain wi th  
t h e  i n s t i t u t i o n .  

The fo l lowing  is  a summary of  o t h e r  main p o i n t s  conta ined  i n  t h e  comments on 
t h e  proposed r u l e ,  and t h e  Departmental responses .  

A p p l i c a b i l i t y  and D e f i n i t i o n  of  "Misconduct i n  Sc ience ."  The proposed r u l e  
de f ined  "misconduct i n  sc ience"  t o  mean (1) f a b r i c a t i o n ,  f a l s i f i c a t i o n ,
p l ag ia r i sm,  decep t ion  o r  o t h e r  p r a c t i c e s  t h a t  s e r i o u s l y  d e v i a t e  from t h o s e  
t h a t  are commonly accepted  wi th in  t h e  s c i e n t i f i c  community f o r  proposing,
conducting, o r  r e p o r t i n g  r e sea rch ;  o r  (2)material f a i l u r e  t o  comply wi th  
f e d e r a l  requi rements  t h a t  un ique ly  r e l a t e  t o  t h e  conduct of  r e s e a r c h .  The 
comments and sugges t ions  r ece ived  were p a r t i c u l a r l y  h e l p f u l  i n  r e f i n i n g  t h i s  
proposed d e f i n i t i o n .  A number o f  respondents  po in t ed  ou t  t h a t ,  t o  t h e  e x t e n t  
t h e  second clause i n  t h e  d e f i n i t i o n  was l a r g e l y  in tended  t o  d e a l  wi th  
v i o l a t i o n s  of human and animal exper imenta t ion  requirements,  t h e s e  a r e a s  are 
a l r e a d y  covered by e x i s t i n g  r e g u l a t i o n s  and p o l i c i e s .  Other commenters 
r eques t ed  t h a t  hones t  e r r o r  be excluded from t h e  d e f i n i t i o n .  S t i l l  o t h e r s  
urged omission o f  t h e  word "deception" inasmuch as decep t ion  can be an  
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accep tab le  component o f  s p e c i f i c  t y p e s  o f  r e s e a r c h .  Some commenters d i sag reed
wi th  t h e  s e c t i o n  o f  t h e  d e f i n i t i o n  t h a t  addressed  "o the r  p r a c t i c e s  t h a t  
s e r i o u s l y  d e v i a t e  from t h o s e  t h a t  are commonly accepted  wi th in  t h e  s c i e n t i f i c  
community f o r  proposing, conducting, or r e p o r t i n g  r e sea rch"  and proposed t h a t  
t h i s  p o r t i o n  o f  t h e  d e f i n i t i o n  be d e l e t e d .  On t h e  o t h e r  hand, some commenters 

r*lrJ 	 suggested expanding t h e  d e f i n i t i o n  t o  inc lude  d u p l i c a t e  p u b l i c a t i o n  and 
i n t e l l e c t u a l  p i r a c y .  Some commenters p r e f e r r e d  t h e  term "fraud" r a t h e r  t h a n  
"misconduct. 

Response. The d e f i n i t i o n  has  been modified cons ide rab ly  i n  l i g h t  o f  t h e  
comments. The term "deception" has  been d e l e t e d .  The second c l a u s e ,
r e f e r r i n g  t o  material f a i l u r e  t o  comply wi th  f e d e r a l  requi rements  t h a t  
un ique ly  re la te  t o  t h e  conduct o f  r e sea rch ,  has  a l s o  been d e l e t e d  i n  o r d e r  t o  
avoid  d u p l i c a t i v e  r e p o r t i n g  o f  v i o l a t i o n s  o f  human and animal exper imenta t ion
requi rements .  Fu r the r ,  a sen tence  has  been added t o  make it clear t h a t  t h e  
d e f i n i t i o n  does no t  i nc lude  "honest e r r o r  or honest d i f f e r e n c e s  i n  
i n t e r p r e t a t i o n s  or judgments o f  d a t a . "  A t  t h e  same time, t h e  language "o the r  
p r a c t i c e s  t h a t  s e r i o u s l y  dev ia t e"  has  been r e t a i n e d  t o  a s s u r e  coverage o f  any
s e r i o u s  misconduct t h a t  might no t  t e c h n i c a l l y  be cons idered  " f a b r i c a t i o n ,
f a l s i f i c a t i o n ,  o r  p l ag ia r i sm."  With r ega rd  t o  t h e  comments p r e f e r r i n g  "fraud" 
over "misconduct", t h e  word "misconduct" is  coming i n t o  i n c r e a s i n g  use  because 
it avoids  confus ion  wi th  common law f raud ,  which c o n t a i n s  c e r t a i n  unique
c h a r a c t e r i s t i c s  t h a t  have no a p p l i c a b i l i t y  t o  what has  commonly come t o  be 
known as s c i e n t i f i c  misconduct. For t h i s  reason ,  t h e  term "misconduct" is 
be ing  r e t a i n e d .  

Assurances.  The n o t i c e  o f  proposed rulemaking s t a t e d  t h a t  an  i n s t i t u t i o n  
apply ing  f o r  or r e c e i v i n g  PHS suppor t  must have an assurance  s a t i s f a c t o r y  t o  
t h e  S e c r e t a r y  r ega rd ing  procedures  f o r  d e a l i n g  wi th  misconduct i n  s c i e n c e .  
Most respondents  agreed  wi th  t h e  assurance  mechanism. This  f i n a l  r u l e ,  i n  
s e c t i o n  50.103, s p e c i f i e s  t h a t  t h e  assurance ,  on a form p r e s c r i b e d  by t h e  
S e c r e t a r y ,  must be submi t ted  t o  t h e  OS1 as soon as p o s s i b l e  a f t e r  November 8, 
1989, and no l a t e r  t h a n  January  1, 1990, and be updated t h e r e a f t e r  on an  
annual b a s i s .  Th i s  w i l l  enab le  PHS t o  ensure  t h a t  i n s t i t u t i o n s  are 
e s t a b l i s h i n g  procedures  t h a t  are c o n s i s t e n t  wi th  t h e  requi rements  of  42 CFR 
p a r t  50.  The a s su rance  w i l l  c o n s i s t  o f  a series o f  a f f i r m a t i v e  s t a t emen t s ,  t o  
be provided on t h e  form p r e s c r i b e d  by t h e  S e c r e t a r y .  The OS1 w i l l  a l s o  review 
annua l ly  a sample o f  i n s t i t u t i o n s '  p o l i c i e s  and procedures .  

I n v e s t i g a t i o n s  and Repor t ing .  Most o f  t h e  respondents  agreed wi th  t h e  o v e r a l l'cur, 	 proposed t iming  f o r  completion o f  t h e  i n q u i r y  and i n v e s t i g a t i o n  phases .
However, t h e  need f o r  f l e x i b i - l i t y  w a s  s t r e s s e d  i n  r e c o g n i t i o n  o f  t h e  complex
and heterogeneous n a t u r e  o f  i n d i v i d u a l  cases. Five respondents  s a i d  t h e  
proposed t i m e  schedule  was t o o  s h o r t ,  and t h r e e  o t h e r s  sugges ted  fo l lowing  t h e  
Nat iona l  Sc ience  Foundation's t i m e t a b l e .  The need t o  r eques t  fo rma l ly  an  
ex tens ion  w a s  ques t ioned ,  and t h e r e  were two sugges t ions  t o  inc lude  
" I n q u i r i e s "  i n  t h e  t i t l e  o f  t h i s  s e c t i o n .  

Response. A f t e r  cons ide r ing  a l l  t h e  comments, t h e  PHS b e l i e v e s  t h e  proposed
t i m e t a b l e  f o r  conducting i n q u i r i e s  and i n v e s t i g a t i o n s  is  reasonab le .  The PHS 
ag rees  t h a t  a c e r t a i n  degree  o f  f l e x i b i l i t y  a l s o  is  a p p r o p r i a t e  bu t  d i s a g r e e s
wi th  t h e  con ten t ion  t h a t  i n s t i t u t i o n s  should n o t  be r e q u i r e d  t o  r e q u e s t  an 
ex tens ion  i f  t h e  i n v e s t i g a t i o n  cannot be completed wi th in  t h e  s p e c i f i e d  time 
p e r i o d .  Therefore ,  t h e  proposed language f o r  t h i s  purpose i n  s e c t i o n  
50 .104(a)  is r e t a i n e d .  

PHS expec t s  t h a t  as i n s t i t u t i o n s  r e f i n e  and enhance t h e i r  p o l i c i e s  and 
procedures  and g a i n  c o l l e c t i v e  exper ience  i n  conducting i n v e s t i g a t i o n s ,  t h e  
q u a l i t y  and t i m e l i n e s s  o f  such i n v e s t i g a t i o n s  w i l l  improve. Where 
i n s t i t u t i o n s  f a i l  t o  c a r r y  ou t  t h e i r  r e s p o n s i b i l i t i e s  as s p e c i f i e d  i n  t h e  
r u l e ,  t h e  Department w i l l  use  whatever remedies may be a v a i l a b l e  under t h e  
c i rcumstances .  If problems p e r s i s t ,  PHS w i l l  cons ide r  rulemaking t o  e s t a b l i s h  
a d d i t i o n a l  s a n c t i o n s ,  such as r e s t r i c t i o n s  on or r e d u c t i o n s  i n  i n d i r e c t - c o s t  
funding going t o  an i n s t i t u t i o n ,  o r  charges  f o r  t h e  c o s t s  o f  i n v e s t i g a t i o n s
t h a t  have t o  be performed by t h e  OSI. 

The term " I n q u i r i e s "  has  been added t o  t h e  t i t l e  o f  t h i s  s e c t i o n ,  s i n c e  t h e  
r u l e  inc ludes  a s p e c i f i e d  time pe r iod  f o r  t h i s  a c t i v i t y .  This  s e c t i o n  a l s o  
has  been expanded t o  g i v e  more s p e c i f i c  guidance r ega rd ing  t h e  scope o f  
i n q u i r i e s ,  i n v e s t i g a t i o n s ,  and r e p o r t s .  

Repor t ing  Requirements. Most o f  t h e  concerns expressed by respondents  w i th  
r e s p e c t  t o  t h e  r e p o r t i n g  requirements were r e l a t e d  t o  t h e  i s s u e  of  
c o n f i d e n t i a l i t y  and t o  p o s s i b l e  damage t o  t h e  r e p u t a t i o n s  o f  innocent-w 	i n d i v i d u a l s .  They were concerned about t h e  t r ea tmen t  o f  bo th  t h e  accused and 
accuser ,  a l though e i g h t  respondents s p e c i f i c a l l y  c a l l e d  f o r  t h e  i d e n t i f i c a t i o n  
o f  t h e  accuse r .  Twenty-one respondents were concerned about t h e  due p rocess
r i g h t s  o f  t h e  accused dur ing  an i n s t i t u t i o n a l  i n q u i r y  and/or i n v e s t i g a t i o n ,  as 
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-- 

w e l l  a s  t h e  r e s p o n s i b i l i t i e s  o f  t h e  PHS t o  p r o t e c t  i n d i v i d u a l s '  p r ivacy  and 
t h e  need t o  maintain informat ion  c o n f i d e n t i a l .  Many respondents  s t a t e d  t h a t  a 
r e p o r t  should be made t o  t h e  PHS only i f  s u b s t a n t i a l  evidence is found, and 
some respondents  s t a t e d  t h a t  on ly  e s s e n t i a l  information should be r e p o r t e d .  

Response. A f t e r  c o n s i d e r i n g  t h e  comments rece ived  regard ing  t h e  r e p o r t i n g
requirements ,  t h e  PHS has  concluded t h a t  t h e s e  requirements  should be r e t a i n e d  
a s  o r i g i n a l l y  proposed, wi th  t h e  a d d i t i o n  t h a t  t h e  r e p o r t s  be made p a r t  of  t h e  
assurance review p r o c e s s .  The PHS understands,  and a g r e e s  wi th ,  t h e  need f o r  
t h e  c o n f i d e n t i a l  handl ing  o f  information r e l e v a n t  t o  i n v e s t i g a t i o n s .  The PHS 
a c c e p t s  and pursues anonymous a l l e g a t i o n s ,  so long  a s  s u f f i c i e n t  information 
i s  provided t o  be a b l e  t o  i n i t i a t e  an i n q u i r y .  No information,  o t h e r  than  
t h a t  which o r d i n a r i l y  i s  a v a i l a b l e ,  f o r  example under t h e  Freedom of  
Information A c t ,  i s  r e l e a s e d  by t h e  Department while  an i n v e s t i g a t i o n  i s  under 
way, except  t o  Department personnel  on a need-to-know b a s i s .  

The r e p o r t i n g  requirements  a l s o  have been changed t o  re f lec t  t h e  es tab l i shment  
o f  t h e  OSI, which now is  t h e  f o c a l  p o i n t  f o r  a l l  o f  t h e  PHS f o r  d e a l i n g  wi th  
a l l e g a t i o n s  o f  s c i e n t i f i c  misconduct involv ing  r e s e a r c h ,  r e s e a r c h  t r a i n i n g ,  o r  
r e l a t e d  a c t i v i t i e s  supported under t h e  PHS A c t .  A l l  r e p o r t s  s h a l l  be s e n t  t o  
t h e  OSI, r a t h e r  t h a n  t o  PHS as was s t a t e d  i n  t h e  Proposed Rule.  

The PHS s t r o n g l y  encourages i n s t i t u t i o n s  t o  adopt procedures  t h a t  w i l l  p rovide
due p r o c e s s  t o  t h e  accused.  S e c t i o n  50.104 sets f o r t h  b a s i c  due process
procedures  t o  be followed dur ing  t h e  i n v e s t i g a t i o n ,  such as a s s u r i n g  t h a t  t h e  
accused i s  interviewed and h a s  an oppor tuni ty  t o  comment on t h e  f i n d i n g s  o f  
t h e  i n v e s t i g a t i o n .  

The PHS b e l i e v e s  t h e  r e p o r t i n g  requirements  are n o t  unduly burdensome and t h a t  
t h e y  are necessary  i n  o r d e r  f o r  t h e  Department t o  c a r r y  o u t  i t s  r e s p o n s i b i l i t y
under t h e  s t a t u t e  f o r  t h e  s tewardship o f  Federa l  funds .  A s  r e c i p i e n t
i n s t i t u t i o n s  g a i n  exper ience  i n  t h e  conduct o f  i n v e s t i g a t i o n s  and t h e  
p r e p a r a t i o n  o f  t h e  r e p o r t s  o f  t h o s e  i n v e s t i g a t i o n s ,  t h e  PHS w i l l  cont inue  t o  
e v a l u a t e  i ts  monitor ing f u n c t i o n .  However, a t  t h i s  i n i t i a l  stage of 
implementation, t h e  PHS b e l i e v e s  t h a t  an a c t i v e  monitor ing r o l e  is important
and t h a t  t h e  r e p o r t s  r e q u i r e d  under t h e  r e g u l a t i o n  are e s s e n t i a l  t o  t h a t  r o l e .  

Impact Analyses 

Execut ive Order 12291 r e q u i r e s  t h a t  a r e g u l a t o r y  impact a n a l y s i s  be  prepared
f o r  nmajor" r u l e s  which are def ined  i n  t h e  Order as any r u l e  t h a t  h a s  an 
annual  effect  on t h e  n a t i o n a l  economy o f  $100 m i l l i o n  o r  more, or c e r t a i n  
o t h e r  s p e c i f i e d  effects .  

The PHS does n o t  b e l i e v e  t h a t  t h i s  r e g u l a t i o n  w i l l  have a n  annual economic 
impact of $100 m i l l i o n  or more o r  t h e  o t h e r  effects  l i s t e d  i n  t h e  Order.  For 
t h i s  reason,  t h e  PHS h a s  determined t h a t  t h i s  r e g u l a t i o n  is n o t  a major r u l e  
w i t h i n  t h e  meaning of t h e  Order.  

The Regulatory F l e x i b i l i t y  A c t  (5  U.S.C. 605(b) )  r e q u i r e s  t h a t ,  f o r  each r u l e  
wi th  a " s i g n i f i c a n t  economic impact on a s u b s t a n t i a l  number o f  small 
e n t i t i e s , "  a n  a n a l y s i s  be prepared d e s c r i b i n g  t h e  r u l e ' s  impact on small 
e n t i t i e s  and i d e n t i f y i n g  any s i g n i f i c a n t  a l t e r n a t i v e s  t o  t h e  r u l e  t h a t  would 
minimize t h e  economic impact on small e n t i t i e s  . 
The S e c r e t a r y  ce r t i f i e s  t h a t  t h i s  r e g u l a t i o n  w i l l  n o t  have a s i g n i f i c a n t
economic impact on a s u b s t a n t i a l  number of small e n t i t i e s .  

Paperwork Reduction A c t  

T h i s  f i n a l  r u l e  c o n t a i n s  information c o l l e c t i o n s  t h a t  are  s u b j e c t  t o  review by
t h e  Office o f  Management and Budget COMB) under t h e  Paperwork Reduction A c t  of 
1980. The t i t l e ,  d e s c r i p t i o n ,  and respondent d e s c r i p t i o n  o f  t h e  informat ion  
c o l l e c t i o n  are  shown below wi th  a n  estimate o f  t h e  annual  r e p o r t i n g  and 
record-keeping burden. Included i n  t h e  estimate is t h e  time f o r  reviewing
i n s t r u c t i o n s ,  search ing  e x i s t i n g  d a t a  sources ,  g a t h e r i n g  and main ta in ing  t h e  
d a t a  needed, and completing and reviewing t h e  c o l l e c t i o n  o f  in format ion .  

TITLE : R e s p o n s i b i l i t i e s  o f  PHS Awardee and Applicant  I n s t i t u t i o n s  f o r  Deal ing
wi th  and Report ing P o s s i b l e  Misconduct i n  Sc ience .  

DESCRIPTION: As r e q u i r e d  by t h e  PHS A c t ,  t h e  S e c r e t a r y  s h a l l  r e q u i r e  t h a t  
a p p l i c a n t  and awardee i n s t i t u t i o n s  r e c e i v i n g  PHS funding i n v e s t i g a t e  and 
r e p o r t  any a l l e g a t i o n s  o f  misconduct i n  science. 

DESCRIPTION OF RESPONDENTS: Non-profit i n s t i t u t i o n s ,  small b u s i n e s s e s  or 
o r g a n i z a t i o n s ,  f o r - p r o f i t  o r g a n i z a t i o n s .  

=F 
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ESTIMATED ANNUAL REPORTING AND RECORD-KEEPING BURDEN: 

Applicable  S e c t i o n  No. o f  Hours p e r  T o t a l  
of Pol icy  Respondents Response hours  

REPORTING: 

1 0 3 ( b ) ( l )
1 0 3 ( b )( 2 )
1 0 3 ( c ) ( 4 ) / ( d ) ( 4 )
1 0 3 ( d ) ( 5 )
1 0 3 ( d ) ( 1 2 )
103(d)(15)
104 ( a  ) ( 31 
104(a) ( 4  1 
104  (a)(51 
104(b )
TOTAL 

RECORD-KEEPING: 

1 0 3 ( d ) ( l )
103(d)  ( 6 )
1 0 3 ( d ) ( 7 )
1 0 3 ( d ) ( 1 0 )
TOTAL 

DISCLOSURE : 

7 17,500
3 . 5  8,750 
0 . 2  4 
0 . 5  1 
0 . 5  10 
0 . 5  10 
0 . 5  2 . 5  
0 . 2  4 
1 4 
0 . 5  1 

17,534 

4 160 
0.5 20 

40 8 0 0  
0 .2  4 

984 

1 0 3 ( c )  ( 2 )  2,500 1 . o  2,500 

1 0 3 ( d ) ( l )  (40)  0 . 5  20 

1 0 3 ( d ) ( 7 )  (20 1 0 . 5  10 

TOTAL 2,530 

TOTAL BURDEN 21 9 048 


A s  r e q u i r e d  by s e c t i o n  3504(h) o f  t h e  Paperwork Reduction A c t  o f  1980, t h e  

Department w i l l  submit f o r  review by t h e  OMB t h e  above-ci ted informat ion  

c o l l e c t i o n  requirements .  A s  OMB c o n t r o l  numbers are ass igned ,  w e  w i l l  p u b l i s h  

a Notice i n  t h e  Federa l  R e g i s t e r  announcing them. Organiza t ions  and 

i n d i v i d u a l s  d e s i r i n g  t o  submit comments on t h e  i n f o r m a t i o n - c o l l e c t i o n  

requirements  should d i r e c t  such comments t o  t h e  above-ci ted informat ion  

address ,  and t o :  


Office o f  Information and Regulatory Affairs, OMB 

N e w  Execut ive Office Building,  Room 3208 

Washington, D . C .  20503 

ATTN: Richard A.  E i s i n g e r  


Catalog of Federa l  Domestic A s s i s t a n c e  


This r u l e  affects a great many PHS r e s e a r c h  programs. It would be w a s t e f u l  

and cumbersome t o  inc lude  a multi-page l i s t i n g  o f  them a l l  h e r e .  Q u e s t i o n s 

about t h i s  r u l e  should be  d i r e c t e d  t o  t h e  informat ion  a d d r e s s  above where 

i n d i v i d u a l  programs l i s t e d  i n  t h e  Catalog o f  Federa l  Domestic A s s i s t a n c e  are 

a f f e c t e d  . 

L i s t  o f  S u b j e c t s  i n  42 CFR P a r t  50 


Adminis t ra t ion  p r a c t i c e  and procedure,  American Samoa, Drugs, Family Planning, 

Grant programs i n  h e a l t h ,  Guam, Northern Mariana I s l a n d ,  P a c i f i c  I s l a n d s  

T e r r i t o r y ,  V i r g i n  I s l a n d s .  


Dated: March 22, 1989 

Ralph R.  Reed,
Act ing A s s i s t a n t  S e c r e t a r y  f o r  Heal th  

Approved: A p r i l  3, 1989 

Louis  W .  S u l l i v a n ,
S e c r e t a r y  

For t h e  reasons set out  i n  t h e  preamble, T t l e  42, Subchapter D, of t h e  Code 
o f  Federa l  Regula t ions  is amended t o  add Subpart  A t o  P a r t  50, c o n s i s t i n g  of 
s e c t i o n s  50.101 through 50.105 t o  r e a d  as set  f o r t h  below. 

PART 50 - POLICIES OF GENERAL APPLICABILITY 

Subpart  A - R e s p o n s i b i l i t y  o f  PHS Awardee and Appl icant  I n s t i t u t i o n s  f o r  
Deal ing With and Report ing P o s s i b l e  Misconduct i n  Sc ience  
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Sec. 
50.101 
50.102 
50.103 

50.104 
5 0 . 1 0 5  

Subpart
Dealing 

A m l i c a b i l i t v .  

De3in i t  i o n s .  -

Assurance - R e s p o n s i b i l i t i e s  o f  PHS Awardee and 

A m l i c a n t  I n s t i t u t i o n s .  

Rkporting t o  t h e  OSI. 

I n s t i t u t i o n a l  compliance. 


A - R e s p o n s i b i l i t y  o f  PHS Awardee and Appl icant  I n s t i t u t i o n s  f o r  

With and Repor t ing  P o s s i b l e  Misconduct i n  Sc ience  


Author i ty :  Sec.  493, Pub l i c  Health S e r v i c e  A c t ,  as amended, 99 S t a t .  874-875 
(42 U.S.C. 28933); Sec.  5 0 1 ( f ) ,  Pub l i c  Heal th  S e r v i c e  A c t ,  as amended, 102 
S t a t .  4213 (42 U.S.C. 290 a a ( f ) ) .  

S e c t i o n  50.101 A p p l i c a b i l i t y .  

Th i s  subpa r t  a p p l i e s  t o  each e n t i t y  which a p p l i e s  f o r  a r e s e a r c h ,
r e s e a r c h - t r a i n i n g ,  or r e s e a r c h - r e l a t e d  g r a n t  o r  coope ra t ive  agreement under 
t h e  Pub l i c  Heal th  S e r v i c e  (PHS) Act.  It r e q u i r e s  each such e n t i t y  t o  e s t a b l i s h  
uniform p o l i c i e s  and procedures  f o r  i n v e s t i g a t i n g  and r e p o r t i n g  i n s t a n c e s  o f  
a l l e g e d  o r  apparent  misconduct i nvo lv ing  r e s e a r c h  o r  r e s e a r c h  t r a i n i n g ,
a p p l i c a t i o n s  f o r  suppor t  o f  r e s e a r c h  o r  r e s e a r c h - t r a i n i n g ,  o r  r e l a t e d  r e s e a r c h  
a c t i v i t i e s  t h a t  are suppor ted  with funds made a v a i l a b l e  under t h e  PHS A c t .  
Th i s  Subpart  does n o t  supersede  and is  n o t  in tended  t o  se t  up an a l t e r n a t i v e  
t o  e s t a b l i s h e d  procedures  f o r  r e s o l v i n g  f i s c a l  i m p r o p r i e t i e s ,  i s s u e s  
concerning t h e  e t h i c a l  t r ea tmen t  o f  human o r  animal s u b j e c t s ,  o r  c r i m i n a l  
matters. 

S e c t i o n  50.102 D e f i n i t i o n s .  

A s  used i n  t h i s  Subpar t :  

" A c t "  means t h e  Pub l i c  Heal th  Se rv ice  A c t ,  as amended, (42 U.S.C. 201, e t  
s eq .  1 

"Inquiry" means informat ion  g a t h e r i n g  and i n i t i a l  f a c t f i n d i n g  t o  determine 
whether an  a l l e g a t i o n  o r  apparent  i n s t a n c e  of misconduct war ran t s  an  
i n v e s t i g a t i o n .  

" I n s t i t u t i o n "  means t h e  p u b l i c  o r  p r i v a t e  e n t i t y  o r  o r g a n i z a t i o n  ( i n c l u d i n g
f e d e r a l ,  s ta te ,  and o t h e r  agenc ie s )  t h a t  is apply ing  f o r  f i n a n c i a l  a s s i s t a n c e  
from t h e  PHS, e . g . ,  g r a n t  o r  coope ra t ive  agreements,  i nc lud ing  c o n t i n u a t i o n  
awards, whether competing o r  noncompeting. The o r g a n i z a t i o n  assumes l e g a l  and 
f i n a n c i a l  a c c o u n t a b i l i t y  f o r  t h e  awarded funds and f o r  t h e  performance o f  t h e  
suppor ted  a c t i v i t i e s .  

" I n v e s t i g a t i o n "  means t h e  formal examination and e v a l u a t i o n  o f  a l l  r e l e v a n t  
f ac t s  t o  determine if misconduct has  occurred .  

"Misconduct" or "Misconduct i n  Science" means f a b r i c a t i o n ,  f a l s i f i c a t i o n ,
p l ag ia r i sm,  or o t h e r  p r a c t i c e s  t h a t  s e r i o u s l y  d e v i a t e  from t h o s e  t h a t  are 
commonly accepted  wi th in  t h e  s c i e n t i f i c  community f o r  proposing, conducting, 
o r  r e p o r t i n g  r e s e a r c h .  It does no t  i nc lude  hones t  e r r o r  o r  hones t  d i f f e r e n c e s  
i n  i n t e r p r e t a t i o n s  o r  judgments o f  d a t a .  

wOSI" means t h e  Office o f  S c i e n t i f i c  I n t e g r i t y ,  a component o f  t h e  Office o f  
t h e  D i r e c t o r  o f  t h e  Na t iona l  I n s t i t u t e s  f o r  Heal th  ( N I H ) ,  which ove r seas  t h e  
implementation o f  a l l  PHS p o l i c i e s  and procedures  r e l a t e d  t o  s c i e n t i f i c  
misconduct; monitors t h e  i n d i v i d u a l  i n v e s t i g a t i o n s  i n t o  a l l e g e d  o r  suspec ted
s c i e n t i f i c  misconduct conducted by i n s t i t u t i o n s  t h a t  r e c e i v e  PHS funds  f o r  
biomedical o r  behav io ra l  r e s e a r c h  p r o j e c t s  o r  programs; and conducts  
i n v e s t i g a t i o n s  as necessa ry .  

"OSIR" means t h e  Office o f  S c i e n t i f i c  I n t e g r i t y  Review, a component o f  t h e  
Office of t h e  A s s i s t a n t  S e c r e t a r y  f o r  Heal th ,  which i s  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  o v e r a l l  PHS p o l i c i e s  and procedures  f o r  d e a l i n g  wi th  misconduct 
i n  sc i ence ,  ove r see ing  t h e  a c t i v i t i e s  of  PHS r e s e a r c h  agencies  t o  ensu re  t h a t  
t h e s e  p o l i c i e s  and procedures  a r e  implemented, and reviewing a l l  f i n a l  r e p o r t s
of i n v e s t i g a t i o n s  t o  a s s u r e  t h a t  any f i n d i n g s  and recommendations are 
s u f f i c i e n t l y  documented. The OSIR a l s o  makes f i n a l  recommendations t o  t h e  
A s s i s t a n t  S e c r e t a r y  f o r  Heal th  on whether any s a n c t i o n s  should be imposed and,
if so ,  what t h e y  should be i n  any case  where s c i e n t i f i c  misconduct h a s  been 
e s t a b l i s h e d .  

"PHS" means t h e  Pub l i c  Heal th  Se rv ice ,  an o p e r a t i n g  d i v i s i o n  of t h e  Department
of Heal th  and Human S e r v i c e s  (HHS). References t o  PHS inc lude  o r g a n i z a t i o n a l
u n i t s  w i t h i n  t h e  PHS t h a t  have de lega ted  a u t h o r i t y  t o  award f i n a n c i a l  
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a s s i s t a n c e  t o  suppor t  s c i e n t i f i c  a c t i v i t i e s ,  e . g . ,  Bureaus, I n s t i t u t e s ,
D iv i s ions ,  Centers  or Offices. 

"Secre ta ry"  means t h e  S e c r e t a r y  o f  Heal th  and Human S e r v i c e s  and any o t h e r  
o f f i c e r  or employee o f  t h e  Department o f  Heal th  and Human S e r v i c e s  t o  whom t h e  
a u t h o r i t y  involved  may be de l ega ted .  

Sec t ion  50.103 Assurance - R e s p o n s i b i l i t i e s  of PHS awardee and a p p l i c a n t
i n s t i t u t i o n s .  

(a )  Assurances.  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  or r e c e i v e s  a s s i s t a n c e  
under t h e  A c t  f o r  any p r o j e c t  or program which invo lves  t h e  conduct o f  
biomedical or behav io ra l  r e s e a r c h  must have an assurance  s a t i s f a c t o r y  t o  t h e  
S e c r e t a r y  t h a t  t h e  a p p l i c a n t :  

(1) H a s  e s t a b l i s h e d  an  a d m i n i s t r a t i v e  process ,  t h a t  meets t h e  
requi rements  o f  t h i s  Subpar t ,  f o r  reviewing, i n v e s t i g a t i n g ,  and 
r e p o r t i n g  a l l e g a t i o n s  o f  misconduct i n  s c i e n c e  i n  connec t ion  wi th  
PHS-sponsored biomedical and behav io ra l  r e s e a r c h  conducted a t  t h e  
a p p l i c a n t  i n s t i t u t i o n  or sponsored by t h e  a p p l i c a n t ;  and 

(2 )  W i l l  comply wi th  i ts  own a d m i n i s t r a t i v e  p rocess  and t h e  
requi rements  o f  t h i s  Subpar t .  

( b )  Annual Submission. An a p p l i c a n t  or r e c i p i e n t  i n s t i t u t i o n  s h a l l  make an  
annual submission t o  t h e  OS1 as fo l lows:  

( 1 )  The i n s t i t u t i o n ' s  assurance  s h a l l  be submitted t o  t h e  OSI, on a 
form p r e s c r i b e d  by t h e  Sec re t a ry ,  as soon as p o s s i b l e  a f te r  
November 8 ,  1989, bu t  no l a t e r  t h a n  January  1, 1990, and updated
annua l ly  t h e r e a f t e r  on a d a t e  s p e c i f i e d  by OSI. Copies of  t h e  form 
may be r eques t ed  through t h e  D i r e c t o r ,  OSI. 
(2) An i n s t i t u t i o n  s h a l l  submit, a long  wi th  its annual assurance ,
such aggrega te  informat ion  on a l l e g a t i o n s ,  i n q u i r i e s ,  and 
i n v e s t i g a t i o n s  as t h e  S e c r e t a r y  may p r e s c r i b e .  

( c )  General Cr i te r ia .  I n  gene ra l ,  an a p p l i c a n t  i n s t i t u t i o n  w i l l  be cons idered  
t o  be i n  compliance wi th  its assurance  i f  it: 

( 1 )  E s t a b l i s h e s ,  keeps c u r r e n t ,  and upon r e q u e s t  p rov ides  t h e  OSIR,
t h e  OSI, and o t h e r  au tho r i zed  Departmental o f f i c i a l s  t h e  p o l i c i e s
and procedures  r e q u i r e d  by t h i s  Subpar t .  

(2) Informs i t s  s c i e n t i f i c  and a d m i n i s t r a t i v e  staff o f  t h e  p o l i c i e s
and procedures  and t h e  importance o f  compliance wi th  t h o s e  p o l i c i e s
and procedures .  

( 3 )  Takes immediate and a p p r o p r i a t e  a c t i o n  as soon as misconduct on 
t h e  p a r t  o f  employees or persons  wi th in  t h e  o r g a n i z a t i o n ' s  c o n t r o l  
is  suspec ted  or a l l e g e d .  

( 4 )  Informs, i n  accordance wi th  t h i s  Subpar t ,  and coope ra t e s  wi th  
t h e  OS1 wi th  r ega rd  t o  each i n v e s t i g a t i o n  o f  p o s s i b l e  misconduct. 

( d )  I n q u i r i e s ,  I n v e s t i g a t i o n s ,  and Repor t ing  - S p e c i f i c  Requirements. Each 
a p p l i c a n t ' s  p o l i c i e s  and procedures  must provide  for: 

(1) I n q u i r i n g  immediately i n t o  an a l l e g a t i o n  or o t h e r  evidence o f  
p o s s i b l e  misconduct. An i n q u i r y  must be completed wi th in  60 
ca l enda r  days of its i n i t i a t i o n  u n l e s s  c i rcumstances  c l e a r l y  
warrant a longe r  p e r i o d .  A w r i t t e n  r e p o r t  s h a l l  be prepared  t h a t  
s ta tes  what evidence w a s  reviewed, summarizes r e l e v a n t  i n t e rv i ews ,
and inc ludes  t h e  conc lus ions  of  t h e  i n q u i r y .  The i n d i v i d u a l ( s 1
a g a i n s t  whom t h e  a l l e g a t i o n  was made s h a l l  be g iven  a copy o f  t h e  
r e p o r t  o f  i n q u i r y .  If t h e y  comment on t h a t  r e p o r t ,  t h e i r  comments 
may be made p a r t  o f  t h e  r eco rd .  If t h e  i n q u i r y  t a k e s  longe r  t h a n  
60 days t o  complete, t h e  r eco rd  o f  t h e  i n q u i r y  s h a l l  i nc lude  
documentation o f  t h e  r easons  f o r  exceeding t h e  60-day pe r iod .  

(2 )  P r o t e c t i n g ,  t o  t h e  maximum e x t e n t  p o s s i b l e ,  t h e  p r ivacy  of 
those who i n  good f a i t h  r e p o r t  apparent  misconduct. 

( 3 )  Affording t h e  a f f e c t e d  i n d i v i d u a l ( s 1  c o n f i d e n t i a l  t r ea tmen t  t o  
t h e  maximum e x t e n t  p o s s i b l e ,  a prompt and thorough i n v e s t i g a t i o n ,
and an oppor tun i ty  t o  comment on a l l e g a t i o n s  and f i n d i n g s  o f  t h e  
i n q u i r y  and/or t h e  i n v e s t i g a t i o n .  
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( 4 )  No t i fy ing  t h e  Di rec to r ,  OSI, i n  accordance wi th  s e c t i o n  
50 .104(a)  when, on t h e  b a s i s  of  t h e  i n i t i a l  i nqu i ry ,  t h e  
i n s t i t u t i o n  de te rmines  t h a t  an i n v e s t i g a t i o n  i s  warranted, o r  p r i o r  
t o  t h e  d e c i s i o n  t o  i n i t i a t e  an i n v e s t i g a t i o n  i f  t h e  c o n d i t i o n s  
l i s t e d  i n  s e c t i o n  50.104(b) e x i s t .  

( 5 )  Not i fy ing  t h e  OS1 wi th in  24 hours of  o b t a i n i n g  any reasonable  
i n d i c a t i o n  of  p o s s i b l e  c r imina l  v i o l a t i o n s ,  so t h a t  t h e  OS1 may
t h e n  immediately n o t i f y  t h e  Department's Office o f  I n s p e c t o r
General.  
( 6 )  Maintaining s u f f i c i e n t l y  d e t a i l e d  documentation of  i n q u i r i e s  t o  
permi t  a l a t e r  assessment of  t h e  r easons  �or determining t h a t  an 
i n v e s t i g a t i o n  w a s  no t  warranted, i f  necessa ry .  Such r eco rds  s h a l l  
be maintained i n  a secu re  manner f o r  a pe r iod  of  a t  l e a s t  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  of  t h e  i n q u i r y ,  and s h a l l ,  upon 
r e q u e s t ,  be provided t o  au tho r i zed  HHS pe r sonne l .  

( 7 )  Undertaking an i n v e s t i g a t i o n  wi th in  30 days of  t h e  completion
of t h e  inqu i ry ,  i f  f i n d i n g s  from t h a t  i n q u i r y  provide  s u f f i c i e n t  
b a s i s  f o r  conducting an i n v e s t i g a t i o n .  The i n v e s t i g a t i o n  normally
w i l l  i nc lude  examination of  a l l  documentation, i nc lud ing  but  no t  
n e c e s s a r i l y  l i m i t e d  t o  r e l e v a n t  r e s e a r c h  d a t a  and p roposa l s ,
p u b l i c a t i o n s ,  correspondence, and memoranda of  te lephone  c a l l s .  
Whenever p o s s i b l e ,  i n t e rv i ews  should be conducted of  a l l  
i n d i v i d u a l s  involved e i t h e r  i n  making t h e  a l l e g a t i o n  o r  a g a i n s t
whom t h e  a l l e g a t i o n  is  made, as w e l l  as o t h e r  i n d i v i d u a l s  who might
have informat ion  r ega rd ing  key a s p e c t s  o f  t h e  a l l e g a t i o n s ;  complete
summaries o f  t h e s e  in t e rv i ews  should be prepared ,  provided t o  t h e  
in te rv iewed p a r t y  f o r  comment o r  r e v i s i o n ,  and inc luded  as p a r t  o f  
t h e  i n v e s t i g a t o r y  f i l e  . 
(8) Secur ing  necessary  and a p p r o p r i a t e  e x p e r t i s e  t o  c a r r y  ou t  a 
thorough and a u t h o r i t a t i v e  e v a l u a t i o n  of  t h e  r e l e v a n t  evidence i n  
any inqu i ry  o r  i n v e s t i g a t i o n .  

( 9 )  Taking p r e c a u t i o n s  a g a i n s t  r e a l  o r  apparent  c o n f l i c t s  of  
i n t e r e s t  on t h e  p a r t  of t h o s e  involved i n  t h e  i n q u i r y  o r  
i n v e s t i g a t i o n .  

(10 )  Prepar ing  and main ta in ing  t h e  documentation t o  s u b s t a n t i a t e  
t h e  i n v e s t i g a t i o n ' s  f i n d i n g s .  Th i s  documentation is  t o  be made 
a v a i l a b l e  t o  t h e  D i r e c t o r ,  OSI, who w i l l  dec ide  whether t h a t  O f f i c e  
w i l l  e i t h e r  proceed wi th  i ts  own i n v e s t i g a t i o n  o r  w i l l  a c t  on t h e  
i n s t i t u t i o n '  s f i n d i n g s  

( 1 1 )  Taking i n t e r i m  a d m i n i s t r a t i v e  a c t i o n s ,  as a p p r o p r i a t e ,  t o  
p r o t e c t  Fede ra l  funds and i n s u r e  t h a t  t h e  purposes of  t h e  Federa l  
f i n a n c i a l  a s s i s t a n c e  are c a r r i e d  o u t .  

(12) Keeping t h e  OS1 appr i sed  of  any developments dur ing  t h e  cour se  
o f  t h e  i n v e s t i g a t i o n  which d i s c l o s e  fac ts  t h a t  may a f f e c t  c u r r e n t  
o r  p o t e n t i a l  Department of  Heal th  and Human S e r v i c e s  funding f o r  
t h e  i n d i v i d u a l ( s 1  under i n v e s t i g a t i o n  o r  t h a t  t h e  PHS needs t o  know 
t o  ensure  a p p r o p r i a t e  use  of Fede ra l  funds and o therwise  p r o t e c t
t h e  p u b l i c  i n t e r e s t .  

(13) Undertaking d i l i g e n t  e f f o r t s ,  as a p p r o p r i a t e ,  t o  r e s t o r e  t h e  
r e p u t a t i o n s  of  persons  a l l e g e d  t o  have engaged i n  misconduct when 
a l l e g a t i o n s  are no t  confirmed, and a l s o  under tak ing  d i l i g e n t
e f f o r t s  t o  p r o t e c t  t h e  p o s i t i o n s  and r e p u t a t i o n s  o f  t h o s e  persons
who, i n  good f a i t h ,  make a l l e g a t i o n s .  

(14)  Imposing a p p r o p r i a t e  s a n c t i o n s  on i n d i v i d u a l s  when t h e  
a l l e g a t i o n  o f  misconduct has  been s u b s t a n t i a t e d .  

(15) Not i fy ing  t h e  OS1 of t h e  f i n a l  outcome o f  t h e  i n v e s t i g a t i o n .  

S e c t i o n  50.104 Repor t ing  t o  t h e  OSI. 
(a )  	 (1) A n  i n s t i t u t i o n ' s  d e c i s i o n  t o  i n i t i a t e  an i n v e s t i g a t i o n  must 

be r e p o r t e d  i n  w r i t i n g  t o  t h e  D i r e c t o r ,  OSI, on o r  be fo re  t h e  d a t e  
t h e  i n v e s t i g a t i o n  beg ins .  A t  a minimum, t h e  n o t i f i c a t i o n  should 
inc lude  t h e  name o f  t h e  pe r son( s1  a g a i n s t  whom t h e  a l l e g a t i o n s  have 
been made, t h e  gene ra l  n a t u r e  o f  t h e  a l l e g a t i o n ,  and t h e  PHS 
a p p l i c a t i o n  o r  g r a n t  number(s1 involved. Informat ion  provided
through t h e  n o t i f i c a t i o n  w i l l  be he ld  i n  conf idence  t o  t h e  e x t e n t  
pe rmi t t ed  by l a w ,  w i l l  no t  be d i s c l o s e d  as p a r t  o f  t h e  pee r  review 
and Advisory Committee review p rocesses ,  bu t  may be used by t h e  

Vol. 18, No. 30, September 1 ,  1989 - Page 8 

".p 



I 

S e c r e t a r y  i n  making d e c i s i o n s  about t h e  award o r  c o n t i n u a t i o n  o f  
funding. 

( 2 )  An i n v e s t i g a t i o n  should o r d i n a r i l y  be completed wi th in  120 days
of i t s  i n i t i a t i o n .  T h i s  i nc ludes  conducting t h e  i n v e s t i g a t i o n ,
p repa r ing  t h e  r e p o r t  o f  f i n d i n g s ,  making t h a t  r e p o r t  a v a i l a b l e  f o r  
comment by t h e  s u b j e c t s  o f  t h e  i n v e s t i g a t i o n ,  and submi t t i ng  t h e  
r e p o r t  t o  t h e  OSI. If they  can be i d e n t i f i e d ,  t h e  pe r son( s1  who 
r a i s e d  t h e  a l l e g a t i o n  should be provided with t h o s e  p o r t i o n s  of  t h e  
r e p o r t  t h a t  addres s  t h e i r  r o l e  and opin ions  i n  t h e  i n v e s t i g a t i o n .  

(3) I n s t i t u t i o n s  a r e  expected t o  c a r r y  t h e i r  i n v e s t i g a t i o n s  through 
t o  completion, and t o  pursue d i l i g e n t l y  a l l  s i g n i f i c a n t  i s s u e s .  If 
an  i n s t i t u t i o n  p l a n s  t o  t e rmina te  an inqu i ry  o r  i n v e s t i g a t i o n  �or 
any reason  without completing a l l  r e l e v a n t  requirements under 
s e c t i o n  50 .103(d) ,  a r e p o r t  o f  such planned t e rmina t ion ,  i nc lud ing  
a d e s c r i p t i o n  of t h e  reasons  f o r  such t e rmina t ion ,  s h a l l  be made t o  
OSI, which w i l l  t h e n  dec ide  whether f u r t h e r  i n v e s t i g a t i o n  should be 
under taken .  
( 4 )  The f i n a l  r e p o r t  submitted t o  t h e  OS1 must d e s c r i b e  t h e  
p o l i c i e s  and procedures  under which t h e  i n v e s t i g a t i o n  w a s  
conducted, how and from whom informat ion  was obta ined  r e l e v a n t  t o  
t h e  i n v e s t i g a t i o n ,  t h e  f i n d i n g s ,  and t h e  b a s i s  f o r  t h e  f i n d i n g s ,
and inc lude  t h e  a c t u a l  t e x t  o r  an accurate summary o f  t h e  views of 
any i n d i v i d u a l ( s 1  found t o  have engaged i n  misconduct, as w e l l  as a 
d e s c r i p t i o n  of  any s a n c t i o n s  t aken  by t h e  i n s t i t u t i o n .  

( 5 )  If t h e  i n s t i t u t i o n  determines t h a t  it w i l l  no t  be a b l e  t o  
complete t h e  i n v e s t i g a t i o n  i n  120 days, it must submit t o  t h e  OS1 a 
w r i t t e n  r eques t  f o r  an ex tens ion  and an exp lana t ion  f o r  t h e  de l ay
t h a t  i nc ludes  an in te r im r e p o r t  on t h e  p rogres s  t o  d a t e  and an 
e s t i m a t e  f o r  t h e  d a t e  of  completion o f  t h e  r e p o r t  and o t h e r  
necessa ry  s t e p s .  Any c o n s i d e r a t i o n  f o r  an ex tens ion  must ba lance  
t h e  need f o r  a thorough and r i g o r o u s  examination o f  t h e  fac ts  
ve r sus  t h e  i n t e r e s t s  o f  t h e  s u b j e c t ( s 1  o f  t h e  i n v e s t i g a t i o n  and t h e  
PHS i n  a t i m e l y  r e s o l u t i o n  o f  t h e  matter. If t h e  r e q u e s t  is 
g ran ted ,  t h e  i n s t i t u t i o n  must f i l e  p e r i o d i c  p rogres s  r e p o r t s  as 
r eques t ed  by t h e  OSI. If s a t i s f a c t o r y  p rogres s  is  no t  made i n  t h e  
i n s t i t u t i o n ' s  i n v e s t i g a t i o n ,  t h e  OS1 may under take  an i n v e s t i g a t i o n
o f  its own. 

( 6 )  Upon r e c e i p t  of t h e  f i n a l  r e p o r t  o f  i n v e s t i g a t i o n  and 
suppor t ing  materials, t h e  OS1 w i l l  review t h e  informat ion  i n  o r d e r  
t o  determine whether t h e  i n v e s t i g a t i o n  has  been performed i n  a 
t i m e l y  manner and wi th  s u f f i c i e n t  o b j e c t i v i t y ,  thoroughness and 
competence. The OS1 may t h e n  r eques t  c l a r i f i c a t i o n  o r  a d d i t i o n a l  
in format ion  and, i f  necessary ,  perform i ts  own i n v e s t i g a t i o n .
While primary r e s p o n s i b i l i t y  f o r  t h e  conduct o f  i n v e s t i g a t i o n s  and 
i n q u i r i e s  l i e s  wi th  t h e  i n s t i t u t i o n ,  t h e  Department r e s e r v e s  t h e  
r i g h t  t o  perform its own i n v e s t i g a t i o n  a t  any time p r i o r  t o ,
dur ing ,  o r  fo l lowing  an  i n s t i t u t i o n ' s  i n v e s t i g a t i o n .  

(7) I n  a d d i t i o n  t o  s anc t ions  t h a t  t h e  i n s t i t u t i o n  may dec ide  t o  
impose, t h e  Department a l s o  may impose s a n c t i o n s  o f  i t s  own upon
i n v e s t i g a t o r s  o r  i n s t i t u t i o n s  based upon a u t h o r i t i e s  it posses ses  
o r  may posses s ,  i f  such a c t i o n  seems a p p r o p r i a t e .  

( b )  The 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  n o t i f y i n g  t h e  OS1 i f  it ascertains a t  
any s t a g e  o f  t h e  i n q u i r y  o r  i n v e s t i g a t i o n ,  t h a t  any o f  t h e  fo l lowing
c o n d i t i o n s  e x i s t :  

( 1 )  There is  an immediate h e a l t h  hazard involved; 

( 2 )  There is  an immediate need t o  p r o t e c t  Fede ra l  funds  o r  
equipment ; 

(3) There is an immediate need t o  p r o t e c t  t h e  in te res t s  o f  t h e  
pe r son( s1  making t h e  a l l e g a t i o n s  o r  o f  t h e  i n d i v i d u a l ( s )  who is  t h e  
s u b j e c t  o f  t h e  a l l e g a t i o n s  as w e l l  as h i s / h e r  c o - i n v e s t i g a t o r s  and 
a s s o c i a t e s ,  i f  any; 

(4) It is probable  t h a t  t h e  a l l e g e d  i n c i d e n t  is going t o  be 
r e p o r t e d  p u b l i c l y .  

(5) There is a reasonable  i n d i c a t i o n  of  p o s s i b l e  cr iminal  
v i o l a t i o n .  I n  t h a t  i n s t a n c e ,  t h e  i n s t i t u t i o n  must inform OS1 
wi th in  24 hours  of  o b t a i n i n g  t h a t  in format ion .  OS1 w i l l  
immediately n o t i f y  t h e  Office o f  t h e  I n s p e c t o r  General .  
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S e c t i o n  50 .105  I n s t i t u t i o n a l  compliance. 

I n s t i t u t i o n s  s h a l l  f o s t e r  a r e s e a r c h  environment t h a t  d i scourages  misconduct 
i n  a l l  r e s e a r c h  and t h a t  d e a l s  f o r t h r i g h t l y  wi th  p o s s i b l e  misconduct 
a s s o c i a t e d  wi th  r e s e a r c h  f o r  which PHS funds have been provided o r  r eques t ed .
An i n s t i t u t i o n ' s  f a i l u r e  t o  comply wi th  i ts  assurance  and t h e  requi rements  of 
t h i s  subpa r t  may r e s u l t  i n  enforcement a c t i o n  a g a i n s t  t h e  i n s t i t u t i o n ,
i n c l u d i n g  loss o f  funding, and may l e a d  to t h e  OSI's conducting its own 
i n v e s t i g a t i o n .  

NOTE: T h i s  F i n a l  Rule was publ i shed  i n  t h e  Fede ra l  Register on August 8 ,  
1989, Vol. 5 4 ,  No. 151, pp 32446-32451. 
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