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RESPONSIBILITY FOR CARE AN D USE 


A .  

B. 


C .  

OF ANIMALS 

PURPOSE T h i s  i s s u a n c e  a s s i g n s  r e s p o n s i b i l i t y  f o r  humane care and u s e  
of animals  under N I H  g r a n t s ,  c o n t r a c t s ,  and o t h e r  awards,  and d e s c r i b e s  
requirements  and procedures  t o  f u l f i l l  t h e s e  r e s p o n s i b i l i t i e s .  It  
supe r sedes  N I H  Guide for Grunts and Contracts, Vol. 1, No. 7 ,  pages 3-5, 
June 14 ,  1971, and implements PHS Grants  Manual Chapter 1-43. 

DEFINITIONS OR TERMS 

For purpose o f  t h i s  i s suance :  

Animal - Any l i v e ,  v e r t e b r a t e  animal used o r  i n t ended  f o r  u s e  i n  
r e s e a r c h ,  expe r imen ta t ion ,  t e s t i n g ,  t r a i n i n g ,  o r  r e l a t e d  purposes .  
(The requirement  t o  fo l low t h e  Guide does n o t  app ly  t o  f a c i l i t i e s  
f o r  cold-blooded animals; however, t h e  P r i n c i p l e s  f o r  t h e  U s e  o f  
Animals [Appendix I] app ly  t o  a l l  l i v e  v e r t e b r a t e  animals . )  

Animal F a c i l i t y  - Any b u i l d i n g ,  room, area,  o r  v e h i c l e  designed t o  
c o n f i n e ,  t r a n s p o r t ,  ma in ta in ,  o r  u s e  an ima l s .  

Assurance - The formal  document submit ted by a r e c i p i e n t  o r  a p p l i c a n t  
i n s t i t u t i o n  f u l f i l l i n g  t h e  requirements  of  E . 1 .  below, and accep ted  
by t h e  N I H .  

Guide - Guide f o r  t h e  Care and Use o f  Laboratory Animals, DHEW No. (NIH) 
74-23, r e v i s e d  1972 o r  succeeding e d i t i o n s .  

I n s t i t u t i o n  - Any p u b l i c  o r  p r i v a t e  i n s t i t u t i o n ,  o r g a n i z a t i o n ,  o r  
agency i n c l u d i n g  F e d e r a l ,  S t a t e ,  o r  l o c a l  government agenc ie s  i n  t h e  
United S t a t e s ,  t h e  District  of Columbia, t h e  Commonwealth o f  Pue r to  Rico,  
o r  a n y  t e r r i t o r y  o r  possession of the United S t a t e s .  

N I H  Support  - Any g r a n t ,  c o n t r a c t ,  o r  o t h e r  award from t h e  N I H .  

P r i n c i p l e s  - P r i n c i p l e s  f o r  Use of Animals, Na t iona l  I n s t i t u t e s  of 
Heal th  ( s e e  Appendix I ) .  

Proposal  - I n c l u d e s  g r a n t  a p p l i c a t i o n s ,  c o n t r a c t  p roposa l s ,  o r  any 
o t h e r  r e q u e s t  f o r  N I H  suppor t .  

APPLICABILITY Th i s  p o l i c y  is a p p l i c a b l e  t o  a l l  N I H  g r a n t s ,  c o n t r a c t s ,  
o r  o t h e r  awards,  which invo lve  t h e  u s e  of animals  i n  r e s e a r c h ,  t r a i n ­
ing ,  t e s t i n g ,  o r  o t h e r  a c t i v i t i e s  t o  be performed by t h e  g r a n t e e  o r  
c o n t r a c t o r  i n s t i t u t i o n s  o r  by coope ra t ing  i n s t i t u t i o n s .  
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D. POLICY Humane care and u s e  o f  an imals  i n  NIH-awarded p r o j e c t s  i s  
t h e  r e s p o n s i b i l i t y  of  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  r e c e i v i n g  
an award. No award w i l l  be  made t o  any i n s t i t u t i o n  f o r  u s e  of animals  1.-

o r  animal  f a c i l i t i e s  u n l e s s  a r e s p o n s i b l e  o f f i c i a l  of t h e  i n s t i t u t i o n  
has  submi t ted  a n  a c c e p t a b l e  a s su rance  as d e f i n e d  above and similar t o  
t h e  example i n  Appendix 11. No such  award w i l l  be  made t o  a n  i n d i v i d u a l  
u n l e s s  t h a t  i n d i v i d u a l  is a f f i l i a t e d  w i t h  an  i n s t i t u t i o n  which has  
f i l e d  a n  a c c e p t a b l e  a s su rance  w i t h  N I H .  

E. IMPLEMENTATION 

1. Grantee  o r  Con t rac to r  Implementat ion 

a .  	 Before  r e c e i v i n g  N I H  awards f o r  p r o j e c t s  i n  which an imals  
o r  animal  f a c i l i t i e s  are  used ,  t h e  g r a n t e e  o r  c o n t r a c t o r  
i n s t i t u t i o n  must submit  t o  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  (OPRR), O f f i c e  of  t h e  D i r e c t o r ,  N I H ,  an  
a s su rance  t h a t  i t  is committed t o  fo l low t h e  Guide and t h e  
P r i n c i p l e s ,  and w i l l  m e e t  t h e  requi rements  set o u t  i n  E . 1 . a . - i .  
below. An as su rance  s h a l l  b e  typed on t h e  i n s t i t u t i o n ' s  
l e t t e r h e a d  and s igned  by an  i n s t i t u t i o n a l  o f f i c i a l  who h a s  
t h e  a u t h o r i t y  t o  make such  a commitment. OPRR w i l l  p rov ide  
t h e  g r a n t e e  o r  c o n t r a c t o r  o r g a n i z a t i o n  w i t h  necessa ry  d e f i n i ­
t i o n s ,  i n s t r u c t i o n s ,  and examples of a c c e p t a b l e  a s s u r a n c e  
fo rma t s .  

b .  	 I n s t i t u t i o n s  are r e q u i r e d  t o  submit  complete  new as su rance  
forms t o  OPRR once each  f i v e  y e a r s .  

NOTE: The OPRR w i l l  b e  c o n t a c t i n g  
i n s t i t u t i o n s  i n d i v i d u a l l y  concern ing  
t h e  proposed schedu l ing  f o r  submission 
of  new as su rances .  

c .  	 S i g n i f i c a n t  changes i n  e x i s t i n g  a s su rance  s t a t u s  o r  problems 
encountered  i n  implementing t h i s  p o l i c y  s h a l l  be  r epor t ed  
immediately t o  OPRR. Review of  t h e s e  changes o r  problems may 
r e q u i r e  r e n e g o t i a t i o n  of t h e  a s su rance ,  o r  such  o t h e r  a c t i o n  
as may be  a p p r o p r i a t e .  

d .  	 Each i n s t i t u t i o n  s h a l l  a p p o i n t  and ma in ta in  an  i n s t i t u t i o n a l  
committee t o  ma in ta in  o v e r s i g h t  of i t s  animal  f a c i l i t i e s  and 
procedures .  The committee should  b e  composed of  a t  least f i v e  
members who are knowledgeable r ega rd ing  t h e  care and use  of  
an imals  i n  r e s e a r c h ,  i n c l u d i n g  a t  least  one  v e t e r i n a r i a n .  The 
names, p o s i t i o n  t i t l e s ,  and c r e d e n t i a l s  of t h e  committee members 
w i l l  b e  provided t o  OPRR and changes i n  membership w i l l  b e  
r e p o r t e d  annua l ly  t o  OPRR by t h e  i n s t i t u t i o n .  (See Appendix 11.1 
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e. 	 Each i n s t i t u t i o n  s h a l l  e s t a b l i s h  a mechanism t o  review i t s  
animal  f a c i l i t i e s  and procedures  f o r  compliance wi th  t h e  
p r o v i s i o n s  of t h e  Guide. Accred i t a t ion  by t h e  American 
Assoc ia t ion  f o r  A c c r e d i t a t i o n  of  Laboratory Animal Care (AAALAC) 
i s  t h e  b e s t  means of demonst ra t ing  conformance t o  those  pro-
v i s i o n s .  An a l t e r n a t i v e  t o  AAALAC a c c r e d i t a t i o n  is review,  a t  
least  annua l ly ,  of animal f a c i l i t i e s  and procedures  by t h e  
i n s t i t u t i o n ' s  committee. 

f .  	 The awardee i n s t i t u t i o n  s h a l l  main ta in  r eco rds  of committee 
a c t i v i t y ,  o r  a c c r e d i t i n g  body de te rmina t ions .  These r eco rds  
s h a l l  be a v a i l a b l e  f o r  i n s p e c t i o n  by t h e  OPRR o r  o t h e r  HEW-
au thor i zed  r e p r e s e n t a t i v e s .  

g - 	 I f  t h e  i n s t i t u t i o n ' s  committee o r  t h e  OPRR de termines  t h a t  t h e  
i n s t i t u t i o n  is n o t  i n  conformance t o  t h e  Guide, a n  annual  
r e p o r t  t o  OPRR i n d i c a t i n g  p rogres s  toward f u l l  conformance 
w i l l  be  r equ i r ed .  

h.  	 Grant a p p l i c a t i o n s  and c o n t r a c t  p roposa l s  s h a l l  i n d i c a t e  
whether animals  are involved i n  t h e  proposed a c t i v i t y  and 
should state t h e  r a t i o n a l e  f o r  u s ing  an imals .  Informat ion  
should be provided t o  confirm t h a t  t h e  species and numbers 
of an imals  are a p p r o p r i a t e ,  t h a t  unnecessary d iscomfor t  and 
i n j u r y  t o  animals  w i l l  be avoided,  and t h a t  a n a l g e s i c ,  anes­
t h e t i c ,  and t r a n q u i l i z i n g  drugs w i l l  be  used where i n d i c a t e d  
t o  minimize stress t o  t h e  animals .  

i. 	Review of  i n d i v i d u a l  p roposa l s  o r  p r o j e c t s  by t h e  i n s t i t u t i o n ' s  
committee ( o r  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  review) i s  encouraged 
bu t  n o t  r equ i r ed .  Proposa ls  being reviewed by NIH may be  
r e f e r r e d  t o  t h e  committee of t h e  a p p l i c a n t  i n s t i t u t i o n  f o r  
review of  apparent  o r  p o t e n t i a l  v i o l a t i o n  of t h e  P r i n c i p l e s  o r  
any p a r t  of t h i s  p o l i c y .  Approval of t h e  committee w i l l  n o t  
b e  r equ i r ed  b u t  t h e i r  f i n d i n g s  w i l l  b e  r epor t ed  t o  t h e  N I H .  

2. NIH'S Implementation 

a .  OPRR R e s D o n s i b i l i t i e s  

OPRR is  r e s p o n s i b l e  f o r  compliance,  g e n e r a l  a d m i n i s t r a t i o n ,  
and coord ina t ion  of t h i s  p o l i c y  as a whole and w i l l :  

e Request and accep t  a s su rances  and r e l a t e d  r e p o r t s .  

D i s t r i b u t e  t o  i n i t i a l  review groups and NIH awarding 
u n i t s  cumulat ive lists of i n s t i t u t i o n s  t h a t  have f i l e d  
a c c e p t a b l e  a s su rances  of compliance w i t h  t h i s  p o l i c y  
(AAALAC a c c r e d i t a t i o n  w i l l  be  i n d i c a t e d  on t h e  l i s t ) .  

e 	Advise awarding u n i t s  and awardee o r g a n i z a t i o n s  on t h i s  
p o l i c y  and on r e s o l u t i o n  of problems o r  v i o l a t i o n s .  
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b.  N I H  Awarding Unit  R e s p o n s i b i l i t i e s  

-4(1) N I H  s t a f f  and i n i t i a l  review groups who review a p p l i c a t i o n s  
and p r o p o s a l s  w i l l  be  a l e r t  f o r  procedures  o r  c o n d i t i o n s  
i n  t h e  a p p l i c a t i o n  o r  p roposa l  t h a t  may v i o l a t e  t h e  
P r i n c i p l e s ,  and w i l l  b r i n g  them t o  t h e  a t t e n t i o n  o f  
awarding u n i t  s t a f f  and a d v i s o r y  c o u n c i l s  o r  boa rds .  

(2 )  	N I H  awarding u n i t s  may n o t  make a n  award u n l e s s  t h e  
a p p l i c a n t / o f f e r o r  is on t h e  OPRR's cumulat ive l i s t  of 
i n s t i t u t i o n s  which have f i l e d  an  a c c e p t a b l e  a s s u r a n c e  of 
compliance . 

( 3 )  	N I H  awarding u n i t s  are r e s p o n s i b l e  f o r  r e s o l u t i o n  of 
i s s u e s  invo lv ing  any q u e s t i o n a b l e  procedure b e f o r e  making 
a n  award. T h i s  may be done by n e g o t i a t i o n  w i t h  t h e  
a p p l i c a n t / o f f e r o r  o r g a n i z a t i o n  o r  by r e q u i r i n g  review of  
t h e  p roposa l  by t h e  i n s t i t u t i o n ' s  committee. 

( 4 )  I f  i n  t h e  judgment of t h e  N I H  awarding u n i t  an  i n s t i t u t i o n  
h a s  f a i l e d  t o  comply w i t h  t h e  t e r m s  o f  t h i s  p o l i c y ,  OPRR 
should b e  c o n s u l t e d .  I f  deemed a p p r o p r i a t e ,  t h e  N I H  may 
r e f u s e  t o  make t o  t h a t  i n s t i t u t i o n  f u r t h e r  awards  i nvo lv ing  
t h e  u s e  of an ima l s ,  suspend o r  t e r m i n a t e  s u p p o r t  o f  a 
s p e c i f i c  p r o j e c t  i nvo lv ing  t h e  u s e  o f  a n i m a l s ,  suspend o r  
t e r m i n a t e  suppor t  of p r o j e c t  by a s p e c i f i c  i n v e s t i g a t o r ,  o r  
suspend o r  terminate s u p p o r t  o f  a l l  p r o j e c t s  i nvo lv ing  
an ima l s  a t  t h a t  i n s t i t u t i o n .  

F. 	 EFFECTIVE DATE The p r o v i s i o n s  o f  t h i s  p o l i c y  become e f f e c t i v e  
Janua ry  1, 1979.  
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Appendix I 
PRINCIPLES for Use o f  Animals 

The Personnel  

1. 	 Experiments i nvo lv ing  l i v e ,  v e r t e b r a t e  animals  and t h e  procure­
ment of  t i s s u e s  from l i v i n g  an imals  f o r  r e s e a r c h  must be performed 
by, o r  under t h e  immediate s u p e r v i s i o n  o f ,  a q u a l i f i e d  b i o l o g i c a l ,  
b e h a v i o r a l ,  o r  medical s c i e n t i s t .  

2 .  	 The housing,  care, and f eed ing  of  a l l  exper imenta l  an imals  must be  
supe rv i sed  by a p rope r ly  q u a l i f i e d  v e t e r i n a r i a n  o r  o t h e r  s c i e n t i s t  
competent i n  such  matters. 

The Research 

3 .  	 The r e s e a r c h  should be such as t o  y i e l d  f r u i t f u l  r e s u l t s  f o r  t h e  
good o f  s o c i e t y  and no t  random o r  unnecessary i n  n a t u r e .  

4 .  	 The experiment  should be based on knowledge of  t h e  d i s e a s e  o r  
problem under s tudy  and so des igned  t h a t  t h e  a n t i c i p a t e d  r e s u l t s  
w i l l  j u s t  i f  y i t s  performance. 

5 .  S t a t i s t i c a l  a n a l y s i s ,  mathematical  models,  o r  -~i n  v i t r o  b i o l o g i c a l  
systems should be  used when a p p r o p r i a t e  t o  complement animal  
exper iments  and t o  reduce numbers o f  an imals  used.  

6 .  	 The experiment  should be  conducted so  as t o  avoid  a l l  unnecessary 
s u f f e r i n g  and i n j u r y  t o  t h e  an imals .  

7 .  	 The s c i e n t i s t  i n  charge  of t h e  experiment  must b e  prepared  t o  
t e r m i n a t e  i t  whenever he /she  b e l i e v e s  t h a t  i t s  c o n t i n u a t i o n  may 
r e s u l t  i n  unnecessary i n j u r y  o r  s u f f e r i n g  t o  t h e  an imals .  

3 .  	 I f  t h e  experiment  o r  procedure  i s  l i k e l y  t o  cause  g r e a t e r  d i s ­
comfort  than t h a t  a t t e n d i n g  a n e s t h e t i z a t i o n ,  t h e  an imals  must f i r s t  
be rendered  incapab le  of pe rce iv ing  p a i n  and be  main ta ined  i n  t h a t  
c o n d i t i o n  u n t i l  t h e  experiment  o r  procedure  is ended. The o n l y  
excep t ion  t o  t h i s  g u i d e l i n e  should  b e  i n  those  cases where t h e  
a n e s t h e t i z a t i o n  would d e f e a t  t h e  purpose of  t h e  experiment and d a t a  
cannot  be ob ta ined  by any o t h e r  humane procedure.  Such procedures  
must be  c a r e f u l l y  supe rv i sed  by t h e  p r i n c i p a l  i n v e s t i g a t o r  o r  
o t h e r  q u a l i f i e d  s e n i o r  s c i e n t i s t .  

9 .  	 Post-experimental  care of an imals  must be  such as t o  minimize 
d iscomfor t  and t h e  consequences of  any d i s a b i l i t y  r e s u l t i n g  from 
t h e  experiment ,  i n  accordance w i t h  a c c e p t a b l e  p r a c t i c e s  i n  
v e t e r i n a r y  medic i n e  . 
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10. 	 I f  i t  is necessa ry  t o  k i l l  an exper imenta l  an imal ,  t h i s  must be  
accomplished i n  a humane manner, i . e . ,  i n  such  a way as t o  i n s u r e  
immediate d e a t h  i n  accordance wi th  procedures  approved by a n  
i n s t i t u t i o n a l  committee.  No animal  s h a l l  be  d i s c a r d e d  u n t i l  d e a t h  
i s  c e r t a i n .  

The F a c i l i t i e s  

11. 	 Standa rds  f o r  t h e  c o n s t r u c t i o n  and use  of  hous ing ,  service,  and 
s u r g i c a l  f a c i l i t i e s  should  m e e t  t hose  d e s c r i b e d  i n  t h e  p u b l i c a t i o n ,  
Guide for the Care and Use of Laboratory Animals, DHEW N o .  ( N I H )  
74-23, o r  as o the rwise  r e q u i r e d  by t h e  U.S. Department of A g r i c u l t u r e  
r e g u l a t i o n s  e s t a b l i s h e d  under t h e  t e r m s  of t h e  Labora tory  Animal 
Welfare  A c t  (P.L. 89-544) as amended 1970 and 1976 (P.L. 91-579 and 
P.L. 94-279). 

TransDorta t i o n  

12. 	 T r a n s p o r t a t i o n  of  an imals  must be  i n  accord  w i t h  a p p l i c a b l e  
s t a n d a r d s  and r e g u l a t i o n s ,  e s p e c i a l l y  t h o s e  in t ended  t o  reduce 
d i scomfor t ,  stress t o  t h e  an imals ,  o r  sp read  o f  d i s e a s e .  A l l  
an imals  be ing  r e c e i v e d  f o r  u s e  as expe r imen ta l  s u b j e c t s  and having 
a r r i v e d  a t  t h e  t e rmina l  of a common carr ier ,  must be  promptly 
picked up and d e l i v e r e d ,  unc ra t ed ,  and p laced  i n  a c c e p t a b l e  
permanent f a c i l i t i e s .  
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Appendix I 1  
Example o f  Acceptable Assurance 

Assurances should be typed on  t h e  o r g a n i z a t i o n ' s  le t te r . . ead ,  i n c  ude t h e  
informat ion  provided on t h e  sample a s su rance  below, and be  da ted  and 
s igned  by an au tho r i zed  r e p r e s e n t a t i v e  of t h e  o rgan iza t ion .  The examples 
given below f o r  committee membership are n o t  in tended  t o  d i c t a t e  numbers o f ,  
o r  q u a l i f i c a t i o n s  f o r ,  committee members. However, except  i n u n u s u a l  circum­
s t a n c e s  t h e  committee should be of a t  least  f i v e  members and inc lude  a t  
least one v e t e r i n a r i a n .  Any such unusual  c i rcumstance  should be  expla ined  
i n  a s ta tement  accompanying t h e  assurance .  The fo l lowing  is provided t o  
he lp  you d r a f t  an  a c c e p t a b l e  assurance  f o r  your i n s t i t u t i o n :  

A S S U R A N C E  

(Name of i n s t i t u t i o n )  t akes  r e s p o n s i b i l i t y  f o r  humane care and 
use  of animals  used i n  p r o j e c t s  awarded by t h e  N I H .  We are committed t o  
comply wi th  t h e  P r i n c i p l e s  f o r  Use of Animals, t h e  Guide for the Care and 
Use of Laboratory Animals, t h e  p rov i s ions  of t h e  A n i m a l  Welfare A c t s ,  and 
o t h e r  a p p l i c a b l e  l a w s  and r e g u l a t i o n s .  

We have appoin ted  and w i l l  main ta in  a committee of  a t  least f i v e  members t o  
main ta in  o v e r s i g h t  of ou r  animal c a r e  program. The members have a p p r o p r i a t e  
educa t ion  and expe r i ence  t o  perform t h e i r  d u t i e s  w i t h  r e s p e c t  t o  t h e  t y p e s  
of an imals  and species used and t h e  k inds  of p r o j e c t s  t o  be undertaken.  
I f  t h e  conduct  of a s p e c i f i c  p r o j e c t  i s  t o  be reviewed, t h e  quorum w i l l  n o t  
i nc lude  any member having an  a c t i v e  r o l e  i n  t h e  p r o j e c t .  Changes i n  member-
s h i p  w i l l  be  r e p o r t e d  annua l ly  t o  t h e  O f f i c e  of P r o t e c t i o n  from Research 
Risks,  Na t iona l  I n s t i t u t e s  of Heal th .  

Curren t  members are: 

1. 

2. 

3 .  

etc .  , etc. 

(Each member e n t e r  name, deg rees ,  
p o s i t i o n  t i t le ,  and at least a one 
l i n e  d e s c r i p t i o n  of p e r t i n e n t  back-
ground, e .g . ,  J ane  Jones ,  Ph.D., M . D . ,  
P r o f e s s o r  of Psychology, 13  years' 
expe r i ence  i n  l a b o r a t o r y  use  of monkeys, 
dogs ,  and r a t s . )  

(Use a paragraph i d e n t i c a l  o r  s imilar  t o  one of t h e  fo l lowing: )  

Option 1 - The animal  f a c i l i t i e s  of t h i s  i n s t i t u t i o n  are a c c r e d i t e d  by t h e  
American Assoc ia t ion  f o r  A c c r e d i t a t i o n  of Laboratory Animal Care 
(AAALAC). Therefore ,  w e  are in compliance wi th  t h e  Guide and 
expec t  t o  remain so.  The i n s t i t u t i o n a l  committee w i l l  review our  
f a c i l i t i e s  and procedures  f o r  c a r e  and use  of animals  a t  least  
once each year t o  determine t h a t  AAALAC s t anda rds  a r e  being m e t .  
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Option 2 - The i n s t i t u t i o n a l  committee has  in spec ted  ou r  f a c i l i t i e s  and 
reviewed o u r  procedures  and f i n d  t h a t  w e  do comply w i t h  t h e  
Guide. The committee w i l l  review our  f a c i l i t i e s  and procedures  
f o r  care and u s e  of  an imals  a t  least  once each  yea r  and make 
recommendations t o  t h e  r e s p o n s i b l e  o f f i c e r  of t h e  i n s t i t u t i o n .  

Option 3 - The i n s t i t u t i o n a l  committee has  in spec ted  ou r  f a c i l i t i e s  and 
reviewed o u r  procedures  and has  recommended t h e  fo l lowing  
improvements: 

1. T h i r t y  l a r g e r  dog cages  
2 .  Improved maintenance of  cage  washing equipment.  
3 .  Tra in ing  program f o r  animal  t e c h n i c i a n s .  
4 .  e t c . ,  e t c .  

The committee w i l l  review our  f a c i l i t i e s  and procedures  f o r  
care and u s e  of  an imals  a t  least  once each y e a r  and make 
recommendations t o  t h e  r e s p o n s i b l e  o f f i c e r  o f  t h e  i n s t i t u t i o n .  

(End of  o p t i o n  - u s e  one  of  above t h r e e  o p t i o n s )  

We w i l l  submit  t o  t h e  i n s t i t u t i o n ' s  a d m i n i s t r a t i o n  and t o  t h e  OPRR, N I H ,  
an  annual  r e p o r t  o f  p rogres s  on recommended improvements. We w i l l  upda te  
and resubmi t  a complete  a s su rance  every  f i f t h  yea r  t o  OPRR. 

Respons ib le  o f f i c i a l s  of  t h i s  i n s t i t u t i o n  w i l l  receive and cons ide r  a l l  
r e p o r t s  from t h e  committee,  q u e s t i o n s  o r  compla in ts  concern ing  w e l f a r e  of  
ou r  animal  s u b j e c t s  from any source ,  and w i l l  act  t o  f u l f i l l  t h e  p r o v i s i o n s  
of  t h i s  a s su rance .  

W e  w i l l  annua l ly  n o t i f y  a l l  i n t e r e s t e d  i n s t i t u t i o n a l  s t a f f  of t h e  p o l i c y ,  
t h e  s t a n d a r d s ,  and t h i s  a s su rance ,  and w i l l  supply  c o p i e s  on r e q u e s t .  We 
w i l l  a n n u a l l y  review t h i s  a s su rance  and t h e  committee a c t i v i t i e s  f o r  compli­
ance.  Records o f  committee meet ings and r e l a t e d  a d m i n i s t r a t i v e  a c t i o n s  w i l l  
b e  kep t  and made a v a i l a b l e  t o  N I H  upon r e q u e s t .  

S i g n a t u r e  

N a m e  

P o s i t i o n  - T i t l e  

Date 

Address 

Telephone number 
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GUIDELINES FOR ESTABLISHING AND 

OPERATING CONSORTIUM GRANTS 

A. 	 Purpose The purpose of t h i s  i s suance  i s  t o  provide  po l i cy  f o r  t h e  
e s t ab l i shmen t  and o p e r a t i o n  of a consort ium g r a n t  w i th  a sound admin­
i s t r a t i v e  base  among t h e  p a r t i c i p a t i n g  i n s t i t u t i o n s  and between t h e  
NIH awarding u n i t  and t h e  g r a n t e e  i n s t i t u t i o n .  It is  a r e v i s i o n  
and supersedes  t h e  po l i cy  as s t a t e d  i n  t h e  NIH Guide for Grants and 
Contracts, Vol. 4 ,  No. 8, p. 4 ,  September 1 9 ,  1975.  

B. 	 Background I n  r e c e n t  years, NIH began t o  r e c e i v e  r e s e a r c h  g r a n t  
a p p l i c a t i o n s  i n  which suppor t  w a s  sought f o r  a s i n g l e  p r o j e c t  i nvo lv ing  
m u l t i p l e  i n s t i t u t i o n s .  The i n t e r - i n s t i t u t i o n a l  a d m i n i s t r a t i v e  and 
programmatic arrangements w e r e  r e f l e c t e d  by v a r i o u s  coope ra t ive  
agreements - some adequate ly  se rv ing  t h e i r  purposes  and some n o t .  
A s  t h e  need f o r  and i n t e r e s t  i n  t h e  consort ium type  of g r a n t  grew, 
NLH began t o  r e c e i v e  an i n c r e a s i n g  number of consort ium g r a n t  a p p l i c a ­
t i o n s  r e f l e c t i n g  t h e  involvement of a g r e a t e r  number of  coopera t ing  
i n s t i t u t i o n s  apply ing  t h e i r  t a l e n t s  t o  an  inc reas ing  p o r t i o n  of t h e  
r e sea rch  endeavors .  Thus, t h i s  p o l i c y  has  evolved from exper ience  
wi th  t h e  f i r s t  consort ium g r a n t  and has  been developed through 
coope ra t ive  e f f o r t s  of g r a n t e e  i n s t i t u t i o n s  and t h e  NIH i n  r e c o g n i t i o n  
of t h e  s p e c i a l  needs of t h e s e  p a r t i c u l a r  g r a n t s .  

C. 	 A p p l i c a b i l i t y  Th i s  p o l i c y  is a p p l i c a b l e  t o  any NIH grant-supported 
r e s e a r c h  p r o j e c t  which embodies t h e  c h a r a c t e r i s t i c s  of t h e  consort ium 
g r a n t  a s  de f ined  below. 

D. 	 D e f i n i t i o n  A consort ium g r a n t  i s  de f ined  as: A g r a n t  t o  one 
i n s t i t u t i o n  i n  suppor t  of a r e s e a r c h  p r o j e c t  i n  which any programmatic 
a c t i v i t y  i s  c a r r i e d  o u t  through a coope ra t ive  arrangement between 
o r  among t h e  g r a n t e e  i n s t i t u t i o n  and one o r  m o r e  o t h e r  i n s t i t u t i o n s  
( p r o f i t  o r  n o n p r o f i t )  which are separate l e g a l  e n t i t i e s ,  adminis­
t r a t i v e l y  independent of t h e  g ran tee .  The involvement of t h e  non-
g r a n t e e  (coopera t ing)  i n s t i t u t i o n  is t h a t  of a c t u a l l y  performing a 
p o r t i o n  of t h e  programmatic a c t i v i t y  as opposed t o  simply provid ing  
a r o u t i n e  s e r v i c e  t o  t h e  g r a n t e e  such as equipment repa i r ,  d a t a  
p rocess ing ,  o r  equipment f a b r i c a t i o n .  

E .  P o l  i c y  

1. 	 The NIH may make an award f o r  t h e  suppor t  of a p r o j e c t  t o  a 
g r a n t e e  i n s t i t u t i o n  on behal f  of a named p r i n c i p a l  i n v e s t i g a t o r  
even though one o r  more i n s t i t u t i o n s  o t h e r  than  t h e  g r a n t e e  are  
coopera t ing  i n  t h e  p r o j e c t  by c a r r y i n g  o u t  p o r t i o n s  of t h e  planned 
program a c t i v i t y .  A proper  c e r t i f i c a t i o n  r e f l e c t i n g  i n t e r -
i n s t i t u t i o n a l  understanding and b a s i c  agreement mus t  be developed 
between t h e  g r a n t e e  and each i n d i v i d u a l  coopera t ing  i n s t i t u t i o n .  
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2. 	 To be e l i g i b l e  f o r  t h e  award of such a g r a n t ,  t h e  g r a n t e e  
i n s t i t u t i o n  m u s t  ensu re  t h a t  i t  w i l l ,  i n  f a c t ,  perform a sub­
s t a n t i v e  r o l e  i n  t h e  conduct of  t h e  planned r e s e a r c h  p r o j e c t  
a c t i v i t i e s  and no t  be p r i m a r i l y  a condu i t  f o r  t h e  t r ansmiss ion  
of funds  t o  ano the r  p a r t y  o r  m u l t i p l e  par t ies .  

3 .  	 Consortium arrangements  which have n o t  been proposed and documented 
i n  a g r a n t  a p p l i c a t i o n  may no t  be e n t e r e d  i n t o  a f t e r  a g r a n t  award 
h a s  been made wi thout  t h e  s p e c i f i c  w r i t t e n  p r i o r  approval  of  t h e  
awarding u n i t .  

4 .  	 Only t h e  g r a n t e e  i n s t i t u t i o n  w i l l  r e c e i v e  e n t i t l e m e n t  c r e d i t  f o r  
a Biomedical Research Support  Grant .  No p r o r a t i o n  of e n t i t l e m e n t  
t o  o t h e r  consort ium i n s t i t u t i o n s  is al lowed.  

F. Condi t ions  of App l i ca t ion  and Award 

1. 	 Agreement p r i o r  t o  a p p l i c a t i o n  submission.  P r i o r  t o  submission 
of a n  a p p l i c a t i o n  f o r  a consort ium g r a n t  t h e  a p p l i c a n t  i n s t i t u t i o n  
and each  coope ra t ing  i n s t i t u t i o n  should thoroughly exp lo re  and 
r each  a t  least t e n t a t i v e  agreement on t h e  s c i e n t i f i c ,  adminis­
t ra t ive ,  f i n a n c i a l ,  and r e p o r t i n g  requi rements  f o r  t h e  g r a n t .  

2.  	 Appl i ca t ion  p r e p a r a t i o n .  The a p p l i c a t i o n  form f o r  consort ium 
g r a n t s  is t h e  same form used f o r  o t h e r  N I H  r e s e a r c h  proposa ls  
(form PHS 3 9 8 ) .  For consort ium arrangements  t h e  a p p l i c a t i o n  
must i nc lude  t h e  fo l lowing  a d d i t i o n a l  in format ion:  

a.  	 A l i s t  of  a l l  proposed performance sites both  a t  t h e  a p p l i c a n t  
g r a n t e e  i n s t i t u t i o n  and a t  t h e  p a r t i c i p a t i n g  i n s t i t u t i o n s .  

b. 	 A s e p a r a t e ,  d e t a i l e d  budget f o r  the i n i t i a l  and f u t u r e  y e a r s  
f o r  each i n s t i t u t i o n  and,  where a p p r o p r i a t e ,  f o r  each u n i t  
of a c t i v i t y  a t  each i n s t i t u t i o n .  

c.  	 A composite budget f o r  a l l  u n i t s  of  a c t i v i t y  a t  a l l  i n s t i t u ­
t i o n s  f o r  each  y e a r ,  as shown under b. above. 

d .  	 An exp lana t ion  of t h e  programmatic, f i s c a l ,  and adminis­
t r a t i v e  arrangements  made between t h e  g r a n t e e  i n s t i t u t i o n  
and t h e  coopera t ing  i n s t i t u t i o n s .  

e. 	 The fo l lowing  s ta tement  must be inc luded  as p a r t  of t h e  
a p p l i c a t i o n  : 

'I	The appro pr iate p ro g rammat i c  and a d m i n i s t r a t i v e  
personnel  of each i n s t i t u t i o n  involved i n  t h i s  
g r a n t  a p p l i c a t i o n  are aware of t h e  N I H  consort ium 
g r a n t  p o l i c y  and are prepared t o  e s t a b l i s h  t h e  
necessary  i n t e r - i n s t i t u t i o n a l  agreement(s)  con­
s i s t e n t  w i th  t h a t  po l icy ."  

-"*. 
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3 .  	 Wri t t en  agreement.  The g r a n t e e  i n s t i t u t i o n  must fo rma l i ze  i n  
w r i t i n g  t h e  agreement nego t i a t ed  wi th  each coopera t ing  i n s t i t u ­
t i o n .  The agreement must s ta te  t h e  programmatic, f i s c a l ,  and 
a d m i n i s t r a t i v e  arrangement ensur ing  t h e  compliance wi th  a l l  
p e r t i n e n t  Fede ra l  r e g u l a t i o n s  and p o l i c i e s  and f a c i l i t a t i n g  
a smoothly func t ion ing  coope ra t ive  venture .  Based upon t h e  amount 
of in format ion  p e r t a i n i n g  t o  t h e  w r i t t e n  agreement(s) which might 
be provided wi th  t h e  a p p l i c a t i o n ,  t h e  awarding u n i t  may determine 
t h a t  i t  is necessary  t o  o b t a i n  more s p e c i f i c a l l y  d e t a i l e d  informa­
t i o n  from t h e  g r a n t e e  i n s t i t u t i o n .  The g r a n t e e  can comply wi th  
such a requirement  e i t h e r  by submi t t i ng  cop ie s  of  t h e  a c t u a l  
w r i t t e n  agreement(s)  o r  by provid ing  s i m i l a r l y  c l a r i f y i n g  
informat ion  i n  some o t h e r  format .  Genera l ly  such informat ion ,  
needed f o r  a d m i n i s t r a t i v e  review as t o  completeness ,  w i l l  be 
r e q u i r e d  p r i o r  t o  t h e  time of g r a n t  award s ta tement  i s suance .  
Any review and acceptance  by the awarding u n i t  of t h e  informat ion  
provided does no t  c o n s t i t u t e  a l e g a l  endorsement of t h e  w r i t t e n  
agreement(s)  by t h e  Federa l  Government. Nor does such acceptance  
e s t a b l i s h  N I H  as a p a r t y  t o  any of t h e  agreement p rov i s ions .  
When r eques t ed ,  i f  i t  i s  n o t  p o s s i b l e  f o r  t h e  g r a n t e e  i n s t i t u t i o n  
t o  provide  t h e  N I H  awarding u n i t  w i t h  t h e  a d d i t i o n a l  documentation 
p r i o r  t o  award i t  may be  necessary  t o  impose a p p r o p r i a t e  award 
r e s t r i c t i o n s ,  pending r e c e i p t  of t h e  material. 

A s  a g e n e r a l  r u l e  it should n o t  be necessary  t o  r eques t  d e t a i l e d  
informat ion  concerning t h e  w r i t t e n  agreements dur ing  noncompeti t ive 
c o n t i n u a t i o n  a p p l i c a t i o n  review u n l e s s  t h e  r e l a t i o n s h i p  between 
t h e  g r a n t e e  i n s t i t u t i o n  and i ts  coopera t ing  i n s t i t u t i o n ( s )  is 
going t o  be  s i g n i f i c a n t l y  modif ied i n  any of  t h e  programmatic, 
f i s c a l ,  o r  a d m i n i s t r a t i v e  a s p e c t s .  Accordingly,  it i s  t h e  
r e s p o n s i b i l i t y  of t h e  g r a n t e e  t o  provide  an  exp lana t ion  of any 
s i g n i f i c a n t  proposed mod i f i ca t ion  of t h e  w r i t t e n  agreement(s)  
i n  t h e  c o n t i n u a t i o n  a p p l i c a t i o n  o r  by letter i f  t h e  d e c i s i o n  on a 
change i s  made a f t e r  a p p l i c a t i o n  submission. Based on t h e  t y p e  
of exp lana t ion  provided,  the awarding u n i t  w i l l  make a de te rmina t ion  
as t o  t h e  p o s s i b l e  need f o r  more informat ion  t o  f a c i l i t a t e  i ts  
review. A s  i n  t h e  above paragraph ,  t h e  g r a n t e e  when asked f o r  
more d e t a i l s  on t h e  approach taken  i n  t h e  agreement(s)  would 
have t h e  o p t i o n  of submi t t ing  c o p i e s  of t h e  a c t u a l  agreement(s)  
o r  p r e s e n t i n g  similar informat ion  i n  some o t h e r  format .  

a .  	 Programmatic c o n s i d e r a t i o n s .  The agreement must i d e n t i f y  
t h e  p r i n c i p a l  i n v e s t i g a t o r  and t h e  r e s p o n s i b l e  persons a t  
each coopera t ing  i n s t i t u t i o n  and d e s c r i b e  t h e i r  respon­
s i b i l i t i e s  i n  t h e  p r o j e c t .  Procedures  f o r  d i r e c t i n g  and 
monitor ing t h e  r e s e a r c h  e f f o r t  must a l s o  be d e l i n e a t e d .  

b.  	 Fiscal  c o n s i d e r a t i o n s .  The agreement m u s t  c i t e  s p e c i f i c  
procedures  t o  be followed i n  re imbursing each coopera t ing  
i n s t i t u t i o n  f o r  i ts  e f f o r t  and must i nc lude  d o l l a r  c e i l i n g ,  
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C .  

method and schedu le  of reimbursement, t y p e  of suppor t ing  
documents r e q u i r e d  f o r  reimbursement, and procedures  f o r  
review and approva l  of expend i tu re  of g r a n t  funds a t  each 
i n s t i t u t i o n .  

A d m i n i s t r a t i v e  c o n s i d e r a t i o n s .  Where p o l i c i e s  of t h e  
coope ra t ing  i n s t i t u t i o n  d i f f e r  from t h o s e  of t h e  g r a n t e e  
i n s t i t u t i o n ,  ( e . g .  t r a v e l ,  t r a v e l  reimbursement, sa lar ies ,  
and f r i n g e  b e n e f i t s )  a d e t e r m i n a t i o n  should be made and 
included i n  t h e  agreement as t o  which p o l i c i e s  w i l l  be  
a p p l i e d .  Usual ly  t h e  p o l i c i e s  of t h e  i n s t i t u t i o n  where t h e  
c o s t s  are  gene ra t ed  are a p p l i e d  t o  those  c o s t s ,  provided 
any such p o l i c i e s  are  i n  compliance wi th  t h o s e  of N I H .  

4 .  	 Assurances r e q u i r e d  by N I H .  The g r a n t e e  i n s t i t u t i o n  h a s  t h e  
s p e c i f i c  r e s p o n s i b i l i t y  g;r ensu r ing  t h a t  a l l  r e q u i r e d  a s s u r a n c e s  
are o b t a i n e d .  The w r i t t e n  agreement between t h e  g r a n t e e  i n s t i t u ­
t i o n  and each coope ra t ing  i n s t i t u t i o n  must r e f l e c t  t h e  i n t e n t  
t o  f u l f i l l  a l l  t h e  requirements  o f  t h e  N I H  and i n c o r p o r a t e  a n  
unde r s t and ing  concerning a t  l eas t  t h e  a p p l i c a b l e  a s su rances  
1ist ed below : 

a .  	 Care and t r e a t m e n t  of l a b o r a t o r y  an ima l s .  Each coope ra t ing  
i n s t i t u t i o n  u s i n g  warm-blooded animals  i n  t h e  grant-supported 
p r o j e c t  w i l l  comply w.ith a p p l i c a b l e  p o r t i o n s  of t h e  Animal 
Welfare Act (P.L. 89-544 as amended) and w i l l  f o l low t h e  
g u i d e l i n e s  p r e s c r i b e d  i n  DHEW P u b l i c a t i o n  No. 74-23 (NIH), 
"Guide f o r  t h e  Care and U s e  of Laboratory Animals." 

b. 	 C i v i l  r i g h t s  and e q u a l  employment o p p o r t u n i t y .  Each co­
o p e r a t i n g  i n s t i t u t i o n  must comply w i t h  T i t l e  V I  o f  t h e  C i v i l  
R igh t s  A c t  of 1964 and Execut ive Order 1 1 2 4 6 .  The g r a n t e e  
must e n s u r e  t h a t  a l l  coope ra t ing  i n s t i t u t i o n s  have a v a l i d  
Assurance of Compliance w i t h  t h e  C i v i l  R igh t s  A c t  of 1964 on 
f i l e  w i t h  t h e  DHEW (Form HEW 4 4 1 )  and,  i f  a c o n t r a c t  is 
e n t e r e d  i n t o ,  t h e  c o n t r a c t  w i l l  i n c l u d e  paragraphs (1) through 
( 7 ) ,  P a r t  11, Subpart  B ,  S e c t i o n  2 0 2 ,  Execut ive Order 1 1 2 4 6 .  

c. 	 P r o t e c t i o n  o f  human s u b j e c t s .  The g r a n t e e  i n s t i t u t i o n  and t h e  
c o o p e r a t i n g  i n s t i t u t i o n s  should r e f e r  t o  Code of Fede ra l  
Regu la t ions ,  45 CFR P a r t  4 6 ,  Subpart  A ,  " P r o t e c t i o n  o f  Human 
S u b j e c t s  ,I1 and s p e c i f i c a l l y  S e c t i o n  4 6 . 1 0 7 ,  "Special  
Assurances." I n  a d d i t i o n  t o  a s s u r i n g  t h a t  i n i t i a l  r e q u i r e ­
ments f o r  p r o t e c t i o n  of human s u b j e c t s  are  m e t  i n  agreements 
between t h e  g r a n t e e  i n s t i t u t i o n  and t h e  coope ra t ing  i n s t i t u ­
t i o n s ,  procedures  a l s o  must be  e s t a b l i s h e d  t o  a s s u r e  
cont inued monitor ing and compliance w i t h  t h e s e  requirements  
d u r i n g  t h e  c o u r s e  of t h e  p r o j e c t .  

d .  	 P a t e n t s  and inventions-. The f a c t  t h a t  two o r  more i n s t i t u ­
t i o n s  s h a r e  i n  t h e  grant-supported p r o j e c t  does n o t  a l t e r  
t h e  g r a n t e e  i n s t i t u t i o n ' s  r e s p o n s i b i l i t i e s  concerning p a t e n t s  
and i n v e n t i o n s .  The g r a n t e e  i n s t i t u t i o n  should o b t a i n  
a p p r o p r i a t e  p a t e n t  agreements t o  f u l f i l l  t h e  requirements  
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from a l l  persons  who perform any p a r t  of t h e  work under t h e  
g r a n t  and may b e  reasonably  expected t o  make inven t ions .  
The g r a n t e e  should i n s e r t  i n t o  each such w r i t t e n  agreement 
a c l a u s e  making t h e  p a t e n t  and inven t ions  p o l i c y  a p p l i c a b l e  
t o  each coope ra t ing  i n s t i t u t i o n  and i t s  employees. Agree­
ments should a l s o  b e  ob ta ined  by t h e  g r a n t e e  t o  govern 
d i s p o s i t i o n  of r i g h t s  t o  inven t ions  r e s u l t i n g  from sc reen ing  
compounds syn thes i zed  under t h e  g r a n t .  

e .  	 Student  u n r e s t  p rov i s ions .  Each coope ra t ing  i n s t i t u t i o n  w i l l  
b e  r e s p o n s i b l e  f o r  c a r r y i n g  o u t  t h e  p r o v i s i o n s  r e l a t i n g  t o  
remunerat ion from g r a n t  funds t o  any i n d i v i d u a l  who has  been 
engaged o r  involved i n  a c t i v i t i e s  desc r ibed  as " s tuden t  
u n r e s t . "  ( T i t l e  I V ,  General  P r o v i s i o n s  of t h e  DHEW Approp­
r i a t i o n s  A c t  each y e a r  s i n c e  FY 1970.) 

f .  	 Recombinant DNA Molecules (DNA). The g r a n t e e  i n s t i t u t i o n ,  
t h e  coope ra t ing  i n s t i t u t i o n s ,  and t h e i r  r e s p e c t i v e  p r i n c i p a l  
i n v e s t i g a t o r s  should  r e f e r  t o  t h e  most r e c e n t  g u i d e l i n e s  
t o  de te rmine  t h e  requi rements  necessa ry  f o r  t h e  p r e p a r a t i o n  
of a p p l i c a t i o n s  involv ing  recombinant DNA experiments .  

g .  	 ~ Other .  Any o t h e r  a s su rance  normally r equ i r ed  of t h e  g r a n t e e  
i n s t i t u t i o n  f o r  t h e  program i n  q u e s t i o n  i s  a l s o  r e q u i r e d  of 
t h e  coopera t ing  i n s t i t u t i o n s .  

G.  E l i g i b l e  Cos t s  

1. 	 Direct c o s t s .  I n  g e n e r a l ,  any i t e m  of c o s t  t h a t  is a l l o w a b l e  
under N I H  p o l i c y  � o r  r e s e a r c h  g r a n t s  may be  r eques t ed  i n  t h e  
a p p l i c a t i o n  on behalf  of bo th  t h e  g r a n t e e  and coope ra t ing  
i n s t i t u t i o n ( s ) .  The expend i tu re s  are t o  be made i n  accordance 
w i t h  N I H  p o l i c i e s  g e n e r a l l y  a p p l i c a b l e  t o  r e s e a r c h  g r a n t s .  
The r e q u e s t s  f o r  c o s t s  such as f o r e i g n  t ravel ,  a l terat ions and  
r enova t ions ,  and p a t i e n t  care must be  accompanied by s p e c i a l  
j u s t i f i c a t i o n .  

It should  b e  noted  t h a t  no coope ra t ing  i n s t i t u t i o n  which o the rwise  
meets t h e  e l i g i b i l i t y  c r i t e r i a  f o r  r e c e i v i n g  N I H  g r a n t s  i n  i t s  
own r i g h t  can  be  paid a f e e  (ove r  and above a l lowab le  d i r e c t  and 
i n d i r e c t  c o s t s )  from g r a n t  funds f o r  i t s  p a r t i c i p a t i o n  i n  t h e  
consor t ium arrangement.  I n  t h o s e  rare i n s t a n c e s  where o n l y  a 
p r o f i t  making o r g a n i z a t i o n  can provide  a r e q u i r e d  a s p e c t  of t h e  
c o o p e r a t i v e  r e s e a r c h  e f f o r t ,  a r easonab le  f e e  - i f  necessa ry  -
can be allowed as a component p a r t  of t h e  f i s c a l  arrangements  
made between t h e  g r a n t e e  and t h a t  o r g a n i z a t i o n  bu t  must b e  
approved by t h e  N I H  awarding u n i t .  

2 .  	 I n d i r e c t  c o s t s .  I n d i r e c t  c o s t s  f o r  t h e  g r a n t e e  i n s t i t u t i o n  
w i l l  be  awarded r o u t i n e l y  through t h e  N I H  I n d i r e c t  Cost Manage­
ment System (ICMS) .  
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I f  i n d i r e c t  c o s t s  f o r  a coopera t ing  i n s t i t u t i o n  are r equ i r ed  
from t h e  g r a n t ,  they  must b e  reques ted  on t h e  budget page as 
a d i r e c t  c o s t .  The amount t o  be reques ted  is determined by 
apply ing  t h e  DHEW-negotiated i n d i r e c t  c o s t  ra te  f o r  t h e  coope ra t ing  
i n s t i t u t i o n  t o  t h e  a p p r o p r i a t e  d i r e c t  c o s t  base  being r eques t ed  
f o r  t h a t  i n s t i t u t i o n .  I n  such cases, t h e  i n d i r e c t  c o s t  amounts 
reques ted  f o r  coope ra t ing  i n s t i t u t i o n s  should be viewed as f i x e d  
maximum amounts f o r  each y e a r .  The amounts reques ted  f o r  a 
coope ra t ing  i n s t i t u t i o n ‘ s  i n d i r e c t  c o s t s  f o r  f u t u r e  y e a r s  should 
r e f l e c t  a n t i c i p a t e d  i n c r e a s e s  o r  d e c r e a s e s  i n  i n d i r e c t  c o s t  
rates for t h e  p e r i o d s  of r eques t ed  suppor t .  That i s ,  i n d i r e c t  
c o s t  rates used f o r  coope ra t ing  i n s t i t u t i o n s  may vary  - up o r  down -
from t h e  r a t e  a p p l i c a b l e  a t  t h e  time t h e  compe t i t i ve  (new, renewal ,  
o r  supplemental)  a p p l i c a t i o n  is submi t ted .  Any such v a r i a n c e  from 
a l r e a d y  n e g o t i a t e d  rates shou ld ,  however, be  accompanied by an 
exp lana t ion .  

H . 0ther  Adm i n  istrat i v e  Cons i d  erat i o n s  

1 . Rebudgeting a u t h o r i t y  of  coope ra t ing  i n s t i t u t i o n s .  Rebudgeting 
between budget  c a t e g o r i e s  on t h e  p a r t  of non-grantee coope ra t ing  
i n s t i t u t i o n s  must have t h e  p r i o r  approval  of t h e  g r a n t e e  i n s t i t u ­
t i o n  u n l e s s  t h e  g r a n t e e  i n s t i t u t i o n  has  e s t a b l i s h e d  in t h e  
w r i t t e n  agreement moderate l e v e l s  of rebudget ing  a u t h o r i t y  w i t h i n  
PHS p o l i c y  l i m i t a t i o n s  wi th  each of  t h e  coope ra t ing  i n s t i t u t i o n s .  
In  any case, t h e  g r a n t e e  i n s t i t u t i o n  must b e  r e s p o n s i b l e  f o r  
a s s u r i n g  t h a t  t h e  combined rebudget ings  of bo th  t h e  g r a n t e e  
i n s t i t u t i o n  and coope ra t ing  i n s t i t u t i o n s  are c o n s i s t e n t  w i th  PHS 
p o l i c y  and t h a t  rebudget ing  r e q u e s t s  receive a p p r o p r i a t e  review 
( i n c l u d i n g  those  types  of rebudget ing  r e q u e s t s  which r e q u i r e  
t h e  review and p r i o r  approval  of an  awarding u n i t ) .  

2 .  	 Audit  g u l d e l i n e s .  All c o s t s  i ncu r red  i n  t h e  consort ium g r a n t  w i l l  
b e  s u b j e c t  t o  a u d i t  by t h e  cognizant  Fede ra l  a u d i t  agency. Upon 
r e q u e s t ,  cogn izan t  Federa l  a u d i t o r s  w i l l  be  provided access t o  
r eco rds  suppor t ing  g r a n t - r e l a t e d  c o s t s  of t h e  coopera t ing  
i n s t i t u t i o n s .  

3 .  	 Cost-shar ing g u i d e l i n e s .  The g r a n t e e  i n s t i t u t i o n  is r e s p o n s i b l e  
t o  the N I H  awarding u n i t  f o r  t h e  e n t i r e  non-Federal  c o n t r i b u t i o n  
t o  t h e  t o t a l  c o s t  of t h e  r e s e a r c h  p r o j e c t ,  under e i t h e r  an N I H  
i n d i v i d u a l  (pro jec t -by-pro jec t )  agreement o r  an  i n s t i t u t i o n a l  
cos t - sha r ing  agreement wi th  t h e  DHEW. The w r i t t e n  agreement 
n e g o t i a t e d  w i t h  each coope ra t ing  i n s t i t u t i o n  may inc lude  an  
arrangement whereby t h e  coopera t ing  i n s t i t u t i o n  w i l l  cos t - sha re  
i n  p r o p o r t i o n  t o  i t s  p a r t i c i p a t i o n  i n  t h e  t o t a l  p r o j e c t .  Any 
n e g o t i a t e d  arrangement f o r  mu1t i - i n s  t i t u t  i o n a l  cos  t - shar  ing  
p a r t i c i p a t i o n  should be  a p a r t  of t h e  w r i t t e n  agreement.  
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4 .  	 Equipment a c c o u n t a b i l i t y  and d i s p o s i t i o n .  T i t l e  t o  a l l  equipment 
purchased wi th  g r a n t  funds r e s i d e s  wi th  t h e  g r a n t e e  i n s t i t u t i o n .  
The g r a n t e e  i n s t i t u t i o n  has  t h e  r e s p o n s i b i l i t y  f o r  t h e  inven to ry ,  
a c c o u n t a b i l i t y ,  and d i s p o s i t i o n  of equipment i n  accordance w i t h  
PHS po l i cy .  

5 .  	 Gran t - r e l a t ed  income. The w r i t t e n  agreement should e s t a b l i s h  
t h e  unders tanding  t h a t  t h e  g r a n t e e  i n s t i t u t i o n  is accountable  
t o  t h e  N I H  f o r  a l l  g r a n t - r e l a t e d  income genera ted  by t h e  g ran t -
suppor ted  a c t i v i t i e s .  I n  accordance wi th  PHS p o l i c y ,  t h e  g r a n t e e  
is r e s p o n s i b l e  f o r  main ta in ing  r eco rds  of t h e  receipt and d i s p o s i ­
t i o n  of g r a n t - r e l a t e d  income i n  t h e  s a m e  manner as r equ i r ed  f o r  
t h e  g r a n t  funds t h a t  gave rise t o  t h e  income. The coope ra t ing  
i n s t i t u t i o n ( s )  w i l l  main ta in  r eco rds  a5 necessa ry  f o r  t h e  g r a n t e e  
i n s t i t u t i o n  t o  f u l f i l l  i ts  r e s p o n s i b i l i t y .  

6 .  	 P u b l i c a t i o n s .  The g r a n t e e  i n s t i t u t i o n  and t h e  coopera t ing  
i n s t i t u t i o n ( s )  should have a n  i n i t i a l ,  g e n e r a l  agreement r ega rd ing  
a u t h o r s h i p  on r e sea rch  r e p o r t s  and o t h e r  p u b l i c a t i o n s .  

I. 	 Report ing Requirements I n  o r d e r  f o r  t h e  g r a n t e e  i n s t i t u t i o n  t o  
s a t i s f y  a l l  of t h e  va r ious  r e p o r t i n g  requirements  (e .g .  p rogress  
r e p o r t ,  r e p o r t  of expend i tu re s ,  i nven t ion  s t a t e m e n t ) ,  i t  is neces­
s a r y  f o r  each coopera t ing  i n s t i t u t i o n  t o  provide  t h e  g r a n t e e  wi th  
certain k inds  of documentation. The  w r i t t e n  agreement must  r e f e r e n c e  
t h i s  need by s t a t i n g  t h e  k inds  of documentation r e q u i r e d  by t h e  
g r a n t e e  as w e l l  as t h e  t iming  of  t h e i r  submission.  

J. 	 E f f e c t i v e  Date This  po l i cy  is e f f e c t i v e  f o r  a l l  g r a n t s  having 
budget p e r i o d s  beginning on o r  a f t e r  January 1, 1979. 
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