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N I H  REGIONAL WORKSHOPS ON IMPLEMENTATION OF THE PHS POLICY
gN HUMANE CARE AND USE OF LABORATORY ANIMALS 

P.T. 42; K.W. 0201011, 1014003 
I 

National  I n s t i t u t e s  o f  Health 

The Nat ional  I n s t i t u t e s  of Health,  Office f o r  P r o t e c t i o n  from Research Risks,
is con t inu ing  to sponsor a series of workshops i n  implementing t h e  Pub l i c  
Health Se rv ice  Po l i cy  on t h e  Humane Care and U s e  o f  Laboratory Animals. The 
workshops are open t o  i n s t i t u t i o n a l  admin i s t r a to r s ,  members o f  animal care and 
use  committees, l a b o r a t o r y  animal v e t e r i n a r i a n s ,  i n v e s t i g a t o r s  and o t h e r  
i n s t i t u t i o n a l  staff who have r e s p o n s i b i l i t y  for high-qual i ty  management of 
sound i n s t i t u t i o n a l  animal care and use programs. 

Date: October 24-25, 1989 

Locations Columbus, Ohio 


Contact:  D r .  Margaret Duber Snyder

Ohio S t a t e  Un ive r s i ty 

6089 GoDown Road 

Columbus, Ohio 43235 

Telephone: (614) 292-9460 


Date: December 7-8, 1989 


Location: Honolulu, Hawaii 


Contact:  M s .  Liane Nakmura o r  

M s .  Becky Makizuru 

Un ive r s i ty  o f  H a w a i i  
Laboratory Animal Se rv ice  
2538 The Mall - Snyder H a l l ,  5 t h  Floor 
Honolulu, H a w a i i  96822 
Telephone: (808) 948-8770 

For a d d i t i o n a l  information, con tac t  I 
d 

Mrs. Roberta Sonneborn 

Executive A s s i s t a n t  for Animal 

Welfare Education 

National  I n s t i t u t e s  o f  Heal th  

Office f o r  P r o t e c t i o n  from Research Risks 

Building 31, Room 5B59 

Bethesda, Maryland 20892 


FXPANDED GRANT AUTHORITIES FOR RESEARCH ACTIVITIES AT GRANTEE ORGANIZATIONS 
P.T. 34; K.W. 1014002, 1014006 

Pub l i c  Health Se rv ice  
Nat ional  I n s t i t u t e s  o f  Heal th  
Alcohol, Drug Abuse, and Mental Heal th  Adminis t ra t ion 

On J u l y  3, 1989, t h e  Office of t h e  Assistant S e c r e t a r y  for Health i s sued  
C i r c u l a r  89.02 of t h e  PHS Grants Adminis t ra t ion Manual, s u b j e c t  as above. A s  
s t a t e d  i n  Sec t ion  F (Page 7) of  t h e  Pub l i c  Health Se rv ice  (PHS) C i r c u l a r ,  t h e  
p r o v i s i o n s  of t h i s  po l i cy ,  which became e f f e c t i v e  on October 1, 1988, "have 
p rev ious ly  been announced through o t h e r  mechanisms." S p e c i f i c a l l y ,  t h e  
Nat ional  I n s t i t u t e s  of Health ( N I H )  and t h e  Alcohol, Drug Abuse, and Mental 
Heal th  Adminis t ra t ion (ADAMHA) implemented t h e  expanded g r a n t  a u t h o r i t i e s  (as
fo l lows)  i n  t h e  N I H  GUIDE FOR GRANTS AND CONTRACTS: The N I H  announcerent was 
i s sued  on October 21, 1988 (Vol. 17, No. 34) and t h e  ADAMHA announcement w a s  
i s sued  on A p r i l  28, 1989 (Vol. 18, No. 15) .  

The purpose o f  t h i s  issuance is  to make it e x p l i c i t  t h a t  N I H  and ADAMHA w i l l  
follow the p o l i c y  p rov i s ions  i n  t h e  PHS C i r c u l a r .  Thus, t h e  N I H  and ADAMHA 
n o t i c e s  r e fe renced  above are superseded by PHS C i r c u l a r  89.02, which is  
r e p r i n t e d  below i n  i t s  e n t i r e t y .  
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PHS C i r c u l a r  89.02 

Grants  Adminis t ra t  ion  Manual 

I s s u e  Date: J u l y  3, 1989 


SUBJECT: 	 EXPANDED GRANT AUTHORITIES FOR RESEARCH ACTIVITIES AT 
GRANTEE ORGANIZATIONS -A. BACKGROUND 

I n  March 1986, f i v e  Federa l  agencies ,  10 u n i v e r s i t i e s  i n  t h e  S t a t e  o f  F lo r ida ,
and t h e  Government/University/Industry Roundtable of  t h e  Nat ional  Academy o f  
Sciences/Nat ional  Research Council undertook a demonstrat ion p r o j e c t ,  c a l l e d  
t h e  F lo r ida  Demonstration P r o j e c t ,  designed t o  address  ways i n  which 
a d m i n i s t r a t i v e  burdens on sponsored r e sea rch  could be reduced. The Office o f  
Management and Budget ( O M B ) ,  through OMB Memorandum 88-20, has  encouraged
Federa l  agencies  t o  make use  of  t h e  expanded a u t h o r i t y  f e a t u r e s  o f  t h e  p r o j e c t
which w i l l  reduce overhead c o s t s  and inc rease  r e sea rch  p roduc t iv i ty .  

OMB set  f o r t h  c r i t e r i a  on how t o  determine who should have t h e  expanded
a u t h o r i t y .  PHS has  t aken  t h e  view t h a t  its re sea rch  g ran t  r e c i p i e n t s  are i n  
compliance wi th  those  cr i ter ia  u n l e s s  and u n t i l  a c t i o n s  or s i t u a t i o n s  p re sen t
themselves which l e a d  PHS t o  conclude t h a t  it would be i n  t h e  b e s t  i n t e r e s t  o f  
t h e  Government t o  remove t h e  expanded a u t h o r i t y  from a p a r t i c u l a r  i n s t i t u t i o n .  

Th i s  C i r c u l a r  sets f o r t h  a d d i t i o n a l  a u t h o r i t i e s  which PHS is  extending t o  
r e c i p i e n t s  o f  PHS re sea rch  g r a n t s .  

B.  APPLICABILITY 

The expanded a u t h o r i t i e s  i n  t h i s  C i rcu la r  are a p p l i c a b l e  t o  a l l  PHS re sea rch  
g r a n t s  wi th  t h e  fo l lowing  except ions :  ( 1 )  Cooperative agreements, (2 )  awards 
t o  i n d i v i d u a l s  or f o r e i g n  i n s t i t u t i o n s ,  ( 3 )  class dev ia t ions  gran ted  by t h e  
Office of t h e  A s s i s t a n t  Sec re t a ry  for Health (OASH) f o r  a p a r t i c u l a r  program 
or class  of g r a n t s ,  and (4)when circumstances d ic ta te  t h a t  t h e  expanded
a u t h o r i t y  should no t  be extended t o  a s p e c i f i c  r e sea rch  g ran t  (because o f  
a c t i o n  such as t h e  des igna t ion  of t h e  r e c i p i e n t  as "high r i s k " ) .  

N I H  and ADAMHA have rece ived  a c lass  dev ia t ion  from OASH and are applying t h e  
expanded a u t h o r i t i e s  on ly  t o  t h e  "R" series o f  r e sea rch  g r a n t s  with t h e  
fo l lowing  except ions :  RlO, Cooperative C l i n i c a l  Research Grants;  R18,
Research Demonstration and Dissemination P ro jec t s ;  R43, Small Business 
Innovat ion Research Grants  - Phase I; and R44, Small Business  Innovat ion 
Research Grants  - Phase 11. 

The Notice o f  Grant Award i s sued  wi th in  t h e  covered r e sea rch  programs w i l l  
s tate whether or no t  t h e  expanded a u t h o r i t i e s  are app l i cab le .  

C .  EXPANDED AUTHORITIES 

Seve ra l  of t h e  expanded a u t h o r i t i e s  have s p e c i f i c  dead l ines  f o r  submission of 
r e p o r t s  or f o r  t ime ly  n o t i f i c a t i o n  t o  t h e  PHS awarding component. Grantees 
should be  aware t h a t  any p a t t e r n  of  f a i l u r e  t o  adhere t o  those  dead l ines  f o r  
r e p o r t i n g  or n o t i f i c a t i o n  s h a l l  be grounds f o r  excluding t h a t  g ran tee
i n s t i t u t i o n  from t h e s e  s p e c i a l  p rov i s ions .  

1 .  EXTENSIONS WITHOUT ADDITIONAL FUNDS 

The g r a n t e e  o rgan iza t ion  may extend t h e  f i n a l  budget o f  a r e sea rch  p r o j e c t  ONE 
TIME f o r  a pe r iod  of UP TO 1 YEAR beyond t h e  o r i g i n a l  e x p i r a t i o n  d a t e  shown on 
t h e  Notice o f  Grant Award. Such an ex tens ion  may be made when no a d d i t i o n a l  
funds are r equ i r ed  t o  be ob l iga t ed  by t h e  awarding o f f i c e ,  t h e r e  w i l l  be no 
change i n  t h e  p r o j e c t ' s  o r i g i n a l l y  approved scope or o b j e c t i v e s ,  AND any one 
o f  t h e  fo l lowing  a p p l i e s :  

a .  	Addi t iona l  time beyond t h e  e s t a b l i s h e d  e x p i r a t i o n  d a t e  is r equ i r ed  
t o  a s s u r e  adequate completion o f  t h e  o r i g i n a l l y  approved p r o j e c t ;  
or 


b .  	Cont inui ty  o f  PHS g ran t  support  is r equ i r ed  while  a competing
con t inua t ion  a p p l i c a t i o n  is  under review; or 

c .  	The ex tens ion  is necessary  t o  permit  an o r d e r l y  phaseout o f  a 
p r o j e c t  t h a t  w i l l  no t  r ece ive  cont inued suppor t .  

The fact  t h a t  funds remain a t  t h e  e x p i r a t i o n  d a t e  o f  t h e  g ran t  is no t  i n  
i tself  s u f f i c i e n t  j u s t i f i c a t i o n  f o r  an ex tens ion  without a d d i t i o n a l  funds.  am-
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IW 

The g ran tee  o rgan iza t ion  must n o t i f y  t h e  PHS awarding component i n  w r i t i n g  o f  
t h e  ex tens ion  10 DAYS PRIOR TO t h e  e x p i r a t i o n  d a t e  o f  t h e  p r o j e c t  per iod .
Upon n o t i f i c a t i o n ,  t h e  PHS awarding component w i l l  i s s u e  a r ev i sed  Notice of 
Grant Award t o  reflect  t h e  change o f  t h e  e x p i r a t i o n  d a t e .  Grantees  may no t  
extend p r o j e c t  pe r iods  prev ious ly  extended by t h e  PHS awarding component. 

I n  extending t h e  f i n a l  budget per iod of  t h e  g ran t  through t h i s  process ,  t h e  
g ran tee  agrees  t o  au tomat ica l ly  extend t h e  a p p l i c a b i l i t y  o f  a l l  c e r t i f i c a t i o n s  
r equ i r ed  f o r  funding o f  t h e  o r i g i n a l  budget per iod  of  t h e  g ran t  t o  t h e  new 
extended per iod  o f  support ,  e .g. ,  animal welfare, drug free workplace, human 
sub jec t s ,  misconduct i n  sc ience ,  e tc .  

2 .  PREAWARII COSTS 

A g ran tee  o rgan iza t ion  may, a t  its own r i s k ,  i ncu r  o b l i g a t i o n s  and 
expendi tures  t o  cover c o s t s  p r i o r  t o  t h e  beginning d a t e  o f  an award provided
t h e  fol lowing c r i te r ia  are m e t :  

a. The c o s t s  concerned are considered necessary f o r  t h e  conduct o f  t h e  
p r o j e c t  ; 

b. The c o s t s  are al lowable under t h e  POTENTIAL award; and 

c.  PHS w r i t t e n  p r i o r  approval  is obta ined  when r equ i r ed .  

Such preaward c o s t s  may be incur red  wi th in  90 days p r i o r  t o  t h e  beginning d a t e  
o f  t h e  award without PHS p r i o r  approval .  Preaward c o s t s  incur red  more than  90 
days p r i o r  t o  t h e  beginning d a t e  o f  t h e  award r e q u i r e  PHS w r i t t e n  p r i o r
approval .  

PHS expec ts  t h e  g ran tee  o rgan iza t ion  t o  be f u l l y  aware t h a t  preaward c o s t s  
must no t  impair  i ts  a b i l i t y  t o  accomplish p r o j e c t  o b j e c t i v e s  or i n  any way
adverse ly  affect  t h e  conduct o f  t h e  p r o j e c t .  Addi t iona l ly ,  t h e  incur rence  o f  
c o s t s  p r i o r  t o  t h e  award o f  a g ran t  imposes no o b l i g a t i o n  on PHS t o  make an 
award. 

P lease  no te  t h a t  t h i s  a u t h o r i t y  is  i d e n t i c a l  t o  e x i s t i n g  PHS po l i cy  contained 
i n  t h e  Grants  Pol icy  Statement EXCEPT t h a t  t h i s  C i rcu la r  d e l e t e s  t h e  
requirement t h a t  t h e  a p p l i c a t i o n  has  been recommended f o r  approval by an 
o b j e c t i v e  review group or by a Nat ional  Advisory Council .  

4 3. CARRYOVER OF UNOBLIGATED BALANCES 

Except f o r  funds r e s t r i c t e d  on a Notice o f  Grant Award, g ran tee  o rgan iza t ions  
are author ized  t o  c a r r y  over  unobl igated r e sea rch  g ran t  funds remaining a t  t h e  
end o f  a budget per iod .  

The g ran tee  o rgan iza t ion  must n o t i f y  t h e  PHS awarding component whether t hey
have e l e c t e d  t o  c a r r y  over  unobl igated ba lances  and t h e  amount t o  be c a r r i e d  
ove r ,  The n o t i f i c a t i o n  s h a l l  be provided i n  item 12, "Remarks," o f  t h e  
F inanc ia l  S t a t u s  Report (FSR). A r ev i sed  Notice o f  Grant Award w i l l  NOT be 
i ssued  t o  ref lect  t h e  car ryover .  Any unobl igated balance no t  specif ied for 
car ryover  on t h e  FSR s h a l l  be a v a i l a b l e  f o r  d i s p o s i t i o n  by t h e  PHS awarding
component. Grantee o rgan iza t ions  are r equ i r ed  t o  submit t h e  FSR wi th in  90 
days after t h e  e x p i r a t i o n  o f  a budget per iod .  

4 .  COST-RELATED PRIOR APPROVALS 

The requirements  f o r  p r i o r  Federg1 approval  of expendi tures  under t h e  
app l i cab le  c o s t  p r i n c i p l e s  are waived, with t h e  fo l lowing  two except ions :
P r i o r  approval  f o r  capi ta l  expendi tures  f o r  land  and bu i ld ings  IS NOT waived 
because such c a p i t a l  expendi tures  are al lowable only  when t h e  program's
l e g i s l a t i o n  o r  r e g u l a t i o n s  so permit .  P r i o r  approval  f o r  indemnif ica t ion  
a g a i n s t  l i a b i l i t i e s  t o  t h i r d  p a r t i e s  and any o t h e r  loss o r  damage no t  
compensated by insurance o r  otherwise IS  NOT waived because t h e  Government is  
ob l iga t ed  t o  indemnify t h e  o rgan iza t ion  only t o  t h e  e x t e n t  expres s ly  provided
i n  t h e  auard.  

Requirements f o r  a l l o w a b i l i t y ,  reasonableness ,  a l l o c a b i l i t y ,  and cons is tency
of c o s t s  are s t i l l  app l i cab le .  

5 .  USE OF PROGRAM INCOME 
The g ran tee  o rgan iza t ion  may use t h e  a d d i t i o n a l  c o s t s  a l t e r n a t i v e  f o r  t h e  use 
o f  program income, u n l e s s  r e g u l a t i o n s  o r  t h e  Notice o f  Grant Award spec i fy  

W'r another  a l t e r n a t i v e  or a combination of  a l t e r n a t i v e s .  
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D .  PRIOR APPROVAL AUTHORITIES RETAINED BY PHS 

1 .  CHANGE OF SCOPE OR RESEARCH OBJECTIVES. 

The g r a n t e e  o rgan iza t ion  is requ i r ed  t o  seek approval from t h e  PHS awarding 
component when t h e r e  is  a change i n  t h e  scope o r  r e sea rch  o b j e c t i v e s  o f  t h e  
p r o j e c t .  Act ions l i k e l y  t o  be considered a change i n  t h e  scope o r  o b j e c t i v e s
include,  bu t  are no t  l i m i t e d  t o ,  t h e  fol lowing:  

a .  A change i n  t h e  specific aims approved a t  t h e  time o f  award; 

b .  S u b s t i t u t i o n  o f  one animal model f o r  another ;  

c. Any change from t h e  approved use o f  animals o r  human s u b j e c t s ;  

d .  	S h i f t i n g  t h e  emphasis o f  t h e  r e sea rch  from one d i s e a s e  area t o  
another  i 

e. 	Applying a new technology, i . e . ,  changing a s says  from t h o s e  
approved t o  use o f  a d i f f e r e n t  type  of assay; 

f .  	T r a n s f e r r i n g  t h e  performance o f  s u b s t a n t i v e  programmatic work t o  a 
t h i r d  p a r t y  by c o n t r a c t  o r  any o t h e r  means; 

g .  	Change i n  key personnel  whose e x p e r t i s e  is  c r i t i c a l  t o  t h e  approved
p r o j e c t  i 

h .  	S i g n i f i c a n t  rebudget ing whether o r  n o t  it r e q u i r e s  approval under 
r u l e s  governing budget changes; and . 

i. Incurrence of p a t i e n t  care c o s t s  where t h e  need has  no t  p rev ious ly
been approved by PHS and/or when a g r a n t e e  d e s i r e s  t o  rebudget
funds OUT OF t h e  p a t i e n t  care category.  

Th i s  l i s t  c l e a r l y  is no t  a l l - i nc lus ive .  I n  t h e  event o f  u n c e r t i i n t y  as t o  
whether a p a r t i c u l a r  change is  s i g n i f i c a n t  enough t o  r e q u i r e  p r i c r  approval,
ques t ions  should be r e f e r r e d  t o  t h e  Grants Management Officer (GMO) o f  t h e  PHS 
awarding component f o r  f i n a l  determinat ion.  

2.  CHANGE I N  PRINCIPAL INVESTIGATOR ( P I )  
..I*The g r a n t e e  o rgan iza t ion  is  requ i r ed  t o  seek approval i n  w r i t i n g  be fo re  a 

s u b s t i t u t e  PI is  appointed t o  replace an absent  o r  departed P I .  If t h e  PI is 
absent  from t h e  p r o j e c t  f o r  a pe r iod  o f  3 months o r  more, a s u b s t i t u t e  PI must 
be proposed by t h e  g r a n t e e  o rgan iza t ion  and must be approved by t h e  PHS 
awarding component. The r eques t  f o r  approval o f  a s u b s t i t u t e  PI  should 
inc lude  a j u s t i f i c a t i o n  f o r  t h e  change, t h e  curriculum v i t a e  o f  t h e  i n d i v i d u a l  
proposed, and any budgetary changes r e s u l t i n g  from t h e  proposed change. 

3. CHANGE OF GRANTEE ORGANIZATION 

PHS awarding component approval is  r equ i r ed  t o  t r a n s f e r  a g r a n t  from one 
g r a n t e e  o r g a n i z a t i o n  t o  ano the r .  PHS awarding component approval is  a l s o  
r equ i r ed  f o r  successo r - in - in t e re s t  s i t u a t i o n s .  A successo r - in - in t e re s t  may 
occur as a r e s u l t  of a merger, d i v e s t i t u r e ,  o r  o t h e r  co rpora t e  change i n  which 
a l l  o r  p a r t  o f  t h e  assets involved i n  t h e  performance o f  t h e  grant-supported
a c t i v i t y ( i e s 1  are t r a n s f e r r e d  t o  another  e n t i t y .  

4. ACTIONS REQUIRING ADDITIONAL FEDERAL FUNDS 

PHS awarding component p r i o r  approval is  r equ i r ed  i f  t h e  g r a n t e e  o rgan iza t ion
t a k e s  a c t i o n  t h a t  gene ra t e s  a need f o r  a d d i t i o n a l  Federal  funding t o  c a r r y  out  
t h e  p r o j e c t .  

5 .  	RETENTION OF RESEARCH GRANT FUNDS WHEN A RESEARCH 
CAREER DEVELOPMENT AWARD (RCDA) I S  AWARDED 

Funds budgeted i n  a PHS-supported r e sea rch  g r a n t  f o r  an i n d i v i d u a l ' s  s a l a r y
and/or f r i n g e  b e n e f i t s ,  bu t  f r e e d  as a r e s u l t  o f  r e c e i v i n g  an RCDA f o r  t h a t  
i nd iv idua l ,  may no t  be used f o r  any o t h e r  purpose without t h e  p r i o r  approval
o f  t h e  PHS awarding component. 

6 .  AWARD TERMS AND CONDITIONS 

Deviat ions from s p e c i a l  terms o r  cond i t ions  s t a t e d  on t h e  Notice o f  Grant 

Award r e q u i r e  p r i o r  approval from t h e  PHS awarding component. ltfi 
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7.  CLOSELY-RELATED WORK 
When salaries and/or o t h e r  a c t i v i t i e s  are being supported by two o r  more PHS 
g ran t  p r o j e c t s  from t h e  same awarding component, g r a n t e e s  may charge c o s t s  t o  
t h e  p r o j e c t  f o r  which t h e  c o s t s  are o r i g i n a l l y  approved or t o  ano the r  
c l o s e l y - r e l a t e d  PHS p r o j e c t  only af ter  approval by t h e  GMO. 

4 
8 .  	APPROVAL BY THE OFFICE OF THE ASSISTANT SECRETARY FOR PUBLIC 

AFFAIRS OF PUBLICATIONS AND AUDIOVISUAL MATERIALS OVER 
$25,000 FOR A SINGLE ITEM 

EFFECTIVE DATE OF ANY NEW OR COMPETING CONTINUATION AWARD 
9 .  PFEAWARD COSTS INCURRED MORE THAN 90 DAYS PRIOR TO THE 

10. 	DRAWINGS/SPECIFICATIONS FOR ALTERATIONS AND RENOVATIONS OVER 
$25,000. 

I n  a d d i t i o n ,  c o s t s  f o r  a l t e r a t i o n s  and renovat ions may not  exceed t h e  lesser 
o f  $150,000 or 25 percen t  of t o t a l  d i r e c t  c o s t s  during any consecut ive 3-year
pe r iod  u n l e s s  a waiver is  obtained.  

11. INDEMNIFICATION AGAINST THIRD PARTIES 

12. CAPITAL EXPENDITURES FOR LAND AND BUILDINGS 

13. RETROACTIVE APPROVAL 

E. METHOD OF OBTAINING PHS AWARDING COMPONENT PRIOR APPROVAL 

A l l  r e q u e s t s  t h a t  r e q u i r e  p r i o r  approval must be submitted i n  w r i t i n g  t o  t h e  
GMO designated on t h e  Notice o f  Grant Award. A l l  r e q u e s t s  must bear  t h e  
s i g n a t u r e  o f  an  au tho r i zed  o f f i c i a l  o f  t h e  bus iness  o f f i c e  o f  t h e  g r a n t e e
o rgan iza t ion  as w e l l  as t h e  P . I .  The GMO is  re spons ib l e  f o r  informing t h e  
g ran tee ,  i n  w r i t i n g ,  of t h e  f i n a l  d i s p o s i t i o n  of t h e  r e q u e s t .  Grantees should 
ensure t h a t  t h e  w r i t t e n  approval o r  disapproval  o f  such r e q u e s t s  is signed by
t h e  GMO who s igned t h e  Notice o f  Grant Award, o r  h i syhe r  designee.  Grantees 
who t a k e  a c t i o n  on t h e  b a s i s  o f  l e t t e r s  o r  te lephone conve r sa t ions  from 
unauthorized o f f i c i a l s  do so a t  t h e i r  own r i s k .  Such responses  w i l l  no t  be 
considered binding by PHS. 

),dF. EFFECTIVE DATE 

The p rov i s ions  of t h i s  p o l i c y  have p rev ious ly  been announced through o t h e r  
mechanisms. Therefore ,  t h i s  C i r c u l a r  is e f f e c t i v e  f o r  a l l  r e sea rch  g r a n t
awards covered by t h e  p r o v i s i o n s  o f  t h i s  C i r c u l a r  which are made on o r  a f t e r  
October 1, 1988. 

G .  EXPIRATION DATE 

Th i s  C i r c u l a r  w i l l  remain i n  effect  u n t i l  cance l l ed  o r  u n t i l  its con ten t  is 
incorporated i n t o  t h e  main body o f  t h e  PHS Grants Adminis t ra t ion Manual. 

mE DEVELOPMENT AND USE OF SENSITIVE, SPECIFICj RAPID DIAGNOSTIC TESTS FOR 
CALLY IMPORTANT MICROBIAL AGENTS 

RFA AVAILABLE: 90-AI-01 

P.T. 34;  K.W. 0755010, 0715125, 0715165, 0715182, 0745020 

National  I n s t i t u t e  of Allergy and I n f e c t i o u s  Diseases 

Letter o f  I n t e n t  Receipt Dates December 1, 1989 
Applicat ion Receipt Date: January 16, 1990 

The Nat ional  I n s t i t u t e  o f  Allergy and I n f e c t i o u s  Diseases ( N I A I D )  i n v i t e s  
g r a n t  a p p l i c a t i o n s  f o r  b a s i c  r e sea rch  which w i l l  l e a d  t o  t h e  improvement o r  
development o f  r ap id ,  s e n s i t i v e  and specif ic  diagnostic t e s t s  f o r  c l i n i c a l l y
s i g n i f i c a n t  v i r u s e s ,  b a c t e r i a ,  and o t h e r  microorganisms. The targeted
i n f e c t i o u s  d i s e a s e s  include,  bu t  are no t  l i m i t e d  t o ,  r e s p i r a t o r y  d i s e a s e s ,
cytomegalovirus, h e p a t i t i s  and o t h e r  e n t e r i c  diseases, and sexua l ly
t r a n s m i t t e d  d i s e a s e s  (STDs). Research on d i a g n o s t i c  tests f o r  H I V  are 
supported by a s e p a r a t e  program. 
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RESEARCH GOALS AND SCOPE 

The purpose o f  t h i s  Request f o r  Appl ica t ions  (RFA) is  t o  s t i m u l a t e  b a s i c  
r e sea rch  t h a t  is expected t o  l e a d  t o  t h e  development of  novel d i agnos t i c
tes t s .  The r e sea rch  proposed should s e l e c t  s t r a t e g i e s  t h a t  w i l l  l e a d  t o  
improvements i n  s e n s i t i v i t y ,  s p e c i f i c i t y  o r  speed i n  t h e  d i agnos i s  o f  a 
c l i n i c a l l y  important i n f e c t i o u s  d i sease .  The tes t s  should be v a l i d  f o r  
i nd iv idua l s  o f  e i t h e r  sex and va r ious  e t h n i c  popula t ions .  S p e c i f i c a l l y  t h e  
r e sea rch  should be t a r g e t e d  towards d i agnos t i c  tests f o r :  

1 .  I n f e c t i o u s  d i s e a s e s  t h a t  are c u r r e n t l y  d i f f i c u l t  t o  diagnose; e s p e c i a l l y
f o r  d i s e a s e s  f o r  which t h e r e  is  c l i n i c a l  urgency t o  select  an appropr i a t e
therapy .  

2 .  I n f e c t i o n s  f o r  which only cumbersome o r  invas ive  d i agnos t i c  methods are 
a v a i l a b l e .  Non-invasive procedures and s impler  t e s t s  are needed. 

3 .  	 I n f e c t i o u s  d i s e a s e s  f o r  which t h e  c u r r e n t  tests l a c k  s u i t a b l e  s p e c i f i c i t y ,
s e n s i t i v i t y ,  o r  r a p i d i t y .  

4 .  I n f e c t i o u s  d i s e a s e s  f o r  which more economical t es t s  are needed. 

5. Diagnosis  of numerous agen t s  i n  t h e  same specimen a t  t h e  same t i m e .  

I nc lus ion  o f  women and m i n o r i t i e s  a r e  encouraged. If they  are excluded, 

reasons  f o r  t h i s  exc lus ion  must be included i n  t h e  a p p l i c a t i o n .  


The t a r g e t e d  i n f e c t i o u s  d i s e a s e s  inc lude  but  are not  l i m i t e d  t o  r e s p i r a t o r y 

d i s e a s e s ,  cytomegalovirus,  h e p a t i t i s  and o t h e r  e n t e r i c  i n f e c t i o n s ,  and 

sexua l ly  t r a n s m i t t e d  d i s e a s e s  (excluding AIDS). 


MECHANISM OF SUPPORT 


A w a r d c s )  w i l l  be made as  Cooperative Agreements. These are a s s i s t a n c e  

r e l a t i o n s h i p s  with s u b s t a n t i a l  involvement of  N I A I D  s t a f f .  U n i v e r s i t i e s , 

medical co l l eges ,  h o s p i t a l s ,  and l a b o r a t o r i e s  o r  o t h e r  publ ic ,  p r i v a t e ,  o r  f o r  

p r o f i t  i n s t i t u t i o n s  are e l i g i b l e .  


This  RFA is  a one-time s o l i c i t a t i o n .  N I A I D  a n t i c i p a t e s  making fou r  awards as 

a r e s u l t  o f  t h i s  RFA. However t h e s e  a n t i c i p a t e d  awards are dependent upon

r e c e i p t  o f  a s u f f i c i e n t  number o f  a p p l i c a t i o n s  o f  h igh  s c i e n t i f i c  merit and 

upon t h e  a v a i l a b i l i t y  o f  funds.  The ear l ies t  p o s s i b l e  award d a t e  i s  June 1, 

1990. It is t h e  i n t e n t  of  t h e  Rapid Diagnosis Program t o  fund a p p l i c a t i o n s  i n  

a manner which w i l l  ensure  t h e  support  o f  a v a r i e t y  o f  approaches t o  t h e  

d iagnos i s  o f  a v a r i e t y  o f  d i s e a s e s  caused by v i r u s e s  and/or o t h e r  

microorganisms . 

INQUIRIES 


I n v e s t i g a t o r s  seeking information r e l evan t  t o  t h i s  RFA should con tac t  Dr. 

Cather ine  Laughlin a t  t h e  address  below. Requests f o r  cop ie s  o f  t h e  complete 

RFA and ques t ions  regard ing  review procedures  should be addressed t o  D r .  

Preble  a t  t h e  address  below. 


D r .  O l i v i a  P reb le  

Acting Chief ,  Microbiology and Immunology Review Sec t ion  

Program and P r o j e c t  Review Branch 

National  I n s t i t u t e  of  Al le rgy  and I n f e c t i o u s  Diseases 

National  I n s t i t u t e s  o f  Heal th  

Westwood Building,  Room 3 A 1 0  

Bethesda, Maryland 20892 

Telephone: (301) 496-8208 


D r .  Ca ther ine  Laughlin 

Acting Chief,  A n t i v i r a l  Research Branch 

Divis ion  of  Microbiology and I n f e c t i o u s  Diseases 

National  I n s t i t u t e  o f  Al le rgy  and I n f e c t i o u s  Diseases 

Westwood Building,  Room 753 

Bethesda, Maryland 20892 

Telephone: (301) 496-8285 
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PIGESTIVE D ISEASES CORE CENTERS 
RFA AVAILABLE3 90-DK-01 

P.T. 0 4 ;  K.W. 0715085, 0710030, 0785035, 0715026 

d" 
National  I n s t i t u t e  o f  Diabetes  and Diges t ive  and Kidney Diseases 

Letter o f  I n t e n t  Receipt  Dater December 16, 1989 
Appl ica t ion  Receipt Dater February 15, 1990 

The Nat ional  I n s t i t u t e  of Diabetes  and Diges t ive  and Kidney Diseases ( N I D D K )
i n v i t e s  a p p l i c a t i o n s  f o r  Diges t ive  Diseases Core Center Grants t o  be awarded 
i n  F i s c a l  Year 1991. N I D D K  a n t i c i p a t e s  t h e  award of  up t o  four  compet i t ive
Diges t ive  Diseases Core Center Grants i n  F i s c a l  Year 1991. 

BACKGROUND 

The NIDDK-supported Diges t ive  Diseases Core Centers  are p a r t  of an i n t e g r a t e d  
program o f  d i g e s t i v e  d i sease - re l a t ed  r e sea rch  support  provided by N I D D K .  
These c e n t e r s  have provided a focus f o r  i nc reas ing  c o l l a b o r a t i o n  and improving
t h e  c o s t  e f f e c t i v e n e s s  o f  supported r e sea rch  among groups o f  success fu l  
i n v e s t i g a t o r s  a t  i n s t i t u t i o n s  with e s t a b l i s h e d  comprehensive d i g e s t i v e  d i s e a s e  
r e sea rch  base.  A t  least 50 percent  of  t h e  r e sea rch  base o f  a Center must be 
supported by N I D D K .  

OBJECTIVE AND SCOPE 

The o b j e c t i v e  o f  t h e  Core Centers  is t o  b r ing  toge the r  i n v e s t i g a t o r s  from 
r e l e v a n t  d i s c i p l i n e s  t o  enhance and extend t h e  e f f e c t i v e n e s s  o f  r e sea rch  
r e l a t e d  t o  d i g e s t i v e  d i s e a s e s  and t h e i r  complicat ions.  A Core Center must be 
an  i d e n t i f i a b l e  u n i t  w i th in  a s i n g l e  u n i v e r s i t y  medical c e n t e r  o r  a consortium 
o f  coopera t ing  i n s t i t u t i o n s ,  inc luding  an a f f i l i a t e d  u n i v e r s i t y .  The o v e r a l l  
goa l  of t h e  Core Center is  t o  b r ing  toge the r  c l i n i c a l  and b a s i c  s c i ence  
i n v e s t i g a t o r s  i n  a manner which w i l l  en r i ch  t h e  e f f e c t i v e n e s s  of d i g e s t i v e
d i s e a s e  research .  An e x i s t i n g  program of exce l lence  i n  biomedical r e sea rch  i n  
t h e  area o f  d i g e s t i v e  d i s e a s e  d i s o r d e r s  is  r equ i r ed .  This  r e sea rch  should be 
i n  t h e  form of NIH-funded r e sea rch  p r o j e c t s ,  program p r o j e c t s ,  o r  o t h e r  
peer-reviewed r e sea rch  t h a t  is i n  ex i s t ence  a t  t h e  t i m e  of  submission o f  a 
c e n t e r  a p p l i c a t i o n .  Close cooperat ion,  communication, and c o l l a b o r a t i o n  among
a l l  involved personnel  of  a l l  p ro fes s iona l  d i s c i p l i n e s  are u l t i m a t e-+' o b j e c t i v e s .  

The Core Centers should have a c e n t r a l  focus o f  r e sea rch  i n v e s t i g a t i o n .  The 
c e n t r a l  focus should be a d i g e s t i v e  d i s e a s e  o r  group o f  d i s e a s e s  and a t  l e a s t  
h a l f  o f  t h e  r e sea rch  should focus on t h i s  area. Examples of  a c e n t r a l  focus 
o f  r e sea rch  i n v e s t i g a t i o n  inc lude  (but  are not  r e s t r i c t e d  t o )  inflammatory
bowel d i sease ,  p e p t i c  u l c e r  d i sease ,  panc rea t i c  d i sease ,  l i v e r  d i s e a s e  and 
p e d i a t r i c  g a s t r o i n t e s t i n a l  d i sease .  A major area o f  programmatic i n t e r e s t  i n  
d i g e s t i v e  d i s e a s e s  a t  N I D D K  is  inflammatory bowel d i s e a s e  inc luding  Crohn's 
d i s e a s e  and u l c e r a t i v e  c o l i t i s .  Accordingly, as a p a r t  o f  t h i s  Request f o r  
Appl ica t ions  (RFA), . N I D D K  in t ends  t o  fund a t  least one d i g e s t i v e  disease 
c e n t e r  whose focus  o f  r e sea rch  i n t e r e s t  is  inflammatory bowel d i sease .  
Applicants  should consu l t  with N I D D K  s ta f f  concerning p l ans  f o r  t h e  
development o f  t h e  center and t h e  o rgan iza t ion  o f  t h e  a p p l i c a t i o n .  

Diges t ive  Diseases Core Centers  are based on t h e  co re  concept.  Cores are 
def ined  as shared resources  t h a t  enhance p r o d u c t i v i t y  o r  i n  o t h e r  ways b e n e f i t  
a group of i n v e s t i g a t o r s  working i n  d i g e s t i v e  d i s e a s e s  c e n t e r s  t o  accomplish
t h e  s t a t e d  goa l s  of  t h e  c e n t e r .  Two o t h e r  t ypes  o f  a c t i v i t i e s  may a l s o  be 
supported with c e n t e r  funding--a p i l o t  and f e a s i b i l i t y  program and an 
enrichment program. The p i l o t  and f e a s i b i l i t y  program provides  modest support
f o r  new i n i t i a t i v e s  o r  f e a s i b i l i t y  r e sea rch  s t u d i e s .  This  program is  d i r e c t e d  
a t  new i n v e s t i g a t o r s  and a t  i n v e s t i g a t o r s  e s t a b l i s h e d  i n  o t h e r  r e sea rch  
d i s c i p l i n e s  where t h e i r  e x p e r t i s e  may be app l i ed  t o  d i g e s t i v e  d i s e a s e  
r e sea rch .  The Core Center Grant may a l s o  inc lude  l i m i t e d  funds f o r  program
enrichment such as seminars,  v i s i t i n g  s c i e n t i s t s ,  consu l t an t s ,  workshons, e t c .  

MECHANISM OF SUPPORT 

NIDDK expec ts  t o  award up t o  fou r  Diges t ive  Diseases Core Center Grants i n  
Fiscal Year 1991 on a competi t ive b a s i s .  The r e c e i p t  o f  f o u r  compet i t ive
con t inua t ion  a p p l i c a t i o n s  is a n t i c i p a t e d .  These a p p l i c a t i o n s  w i l l  compete f o r  
awards along with o t h e r  a p p l i c a t i o n s  rece ived  i n  response t o  t h i s  
announcement. Foreign i n s t i t u t i o n s  are not  e l i g i b l e  t o  apply.  The 

I a n t i c i p a t e d  awards w i l l  be f o r  f i v e  yea r s  and are cont ingent  upon t h e  
a v a i l a b i l i t y  o f  appropr ia ted  funds.  The complete RFA (genera l  d e s c r i p t i o n  and 
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Guidel ines  f o r  t h e  d i g e s t i v e  d i s e a s e  c e n t e r s )  and c o n s u l t a t i o n  may be obtained 

from: 


Maria H. Sjogren, M . D . ,  D i r ec to r  

Diges t ive  Disease Centers  Program

Division o f  D iges t ive  Diseases and N u t r i t i o n  

Westwood Building,  Room 3A15 

National  I n s t i t u t e  o f  Diabetes  and Diges t ive  and Kidney Diseases
-
Bethesda, Maryland 20892 
Telephone: ( 3 0 1 )  496-9717 

REVIEW PROCEDURES 

App l i ca t ions  for t h e  Core Center Grants w i l l  be eva lua ted  i n  n a t i o n a l  
compet i t ion by t h e  N I H  g ran t  peer  review process .  App l i ca t ions  w i l l  be 
reviewed i n i t i a l l y  by a s p e c i a l  review committee convened by t h e  N I D D K  and 
subsequently by t h e  Nat ional  Diabetes  and Diges t ive  and Kidney Diseases 
Advisory Council .  

METHOD OF APPLYING 

P o t e n t i a l  a p p l i c a n t s  are urged t o  submit a l e t t e r  of i n t e n t  by December 16,
1989, r ega rd ing  t h e i r  a p p l i c a t i o n .  The le t te r  of i n t e n t  is nonbinding and is 
no t  a p recond i t ion  f o r  an award. The l e t t e r  of i n t e n t  should inc lude  t h e  
namecs) o f  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 p r i n c i p a l  c o l l a b o r a t o r s ,  d e s c r i p t i v e
t i t l e s  of t h e  co re  f a c i l i t i e s  and p i l o t l f e a s i b i l i t y  p r o j e c t s ,  and t h e  
o r g a n i z a t i o n ( s 1  involved. App l i ca t ions  must be submitted us ing  PHS Form 398 
(Rev. 10/88).  Check t h e  "Yes"  box i n  l i n e  2 o f  t h e  a p p l i c a t i o n  face page and 
i n s e r t  "DIGESTIVE DISEASES CORE CENTERS, RFA 90-DK-01." THE RFA LABEL 
CONTAINED I N  THE APPLICATION KIT MUST BE AFFIXED TO THE BOTTOM OF THE FACE 
PAGE OF THE ORIGINAL COPY OF THE APPLICATION. FAILURE TO USCTHIS LABEL COULD 
RESULT I N  DELAYED PROCESSING AND REVIEW OF THE APPLICATION. 

Mail t h e  completed a p p l i c a t i o n  ( o r i g i n a l  and four cop ies )  t o r  

Applicat ion Receipt Office 
Divis ion o f  Research Grants 
Westwood Building,  Room 240 
Nat ional  I n s t i t u t e s  of Health 
Bethesda, Maryland 20892XX 

Simultaneously submit two cop ie s  t o :  

Review Branch, N I D D K  
5333 Westbard Avenue 
Westwood Building,  Room 406 
Bethesda, Maryland 20892 

The s p e c i a l  s i n g l e  r e c e i p t  d a t e  f o r  submissions i n  response t o  t h i s  
announcement is  February 15, 1990, with earliest  funding December 1 ,  1990. 

ONGOING PROGRAM ANNOUNCEMENTS 

HUMAN GENOME PROGRAM CENTER GRANTS (P30, P50 1 

P.T. 34; K.W. 1215018, 0710030, 1002058, 0755045, 1004017, 0780000 

Nat ional  Center f o r  Human Genome Research 

F i r s t  r e c e i p t  d a t e :  February 1, 1990 

THIS ANNOUNCEMENT SUPERCEDES AND REPLACES THE ANNOUNCEMENT OF HUMAN GENOME 
PROGRAM CENTER GRANTS ISSUED I N  VOLUME 18, N O .  25, JULY 21, 1989, OF THE N I H  
G U I D E  TO GRANTS AND CONTRACTS. 

The Nat ional  Center f o r  Human Genome Research (NCHGR) is i n t e r e s t e d  i n  
f a c i l i t a t i n g  t h e  establ ishment  of a number of c e n t e r s  i n  which r e sea rch  is  
focussed on achieving t h e  g o a l s  of t h e  Human Genome I n i t i a t i v e .  To t h i s  end, 
an announcement was publ ished i n  t h e  N I H  Guide t o  Grants and Con t rac t s  
( r e fe renced  above) s o l i c i t i n g  a p p l i c a t i o n s  f o r  Human Genome Program Center 
Core Grants (P30s) .  A f t e r  r e c e i v i n g  comments from t h e  s c i e n t i f i c  community,
t h e  proposed o r g a n i z a t i o n a l  model for Human Genome Program Centers  has  been 
considered f u r t h e r ,  and t h e  NCHGR b e l i e v e s  t h a t  t h e  g o a l s  o f  t h e  Human Genome 

ItI n i t i a t i v e  can, a t  p r e s e n t ,  b e s t  be achieved through support  o f  both c e n t e r  
co re  g r a n t s  ( P 3 0 s )  and g r a n t s  for s p e c i a l i z e d  c e n t e r s  (P50s).  
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This  announcement con ta ins  a restatement  o f  t h e  c h a r a c t e r i s t i c s  o f  Human 
Genome Program Centers  and s o l i c i t s  a p p l i c a t i o n s  f o r  Human Genome Program
Center Grants us ing  both t h e  P30 and P50 mechanisms. The i n t e n t  i n  a l lowing
t h e  use o f  e i t h e r  mechanism i s  t o  g ive  each app l i can t  i n s t i t u t i o n  f l e x i b i l i t y
i n  designing a c e n t e r  s t r u c t u r e  appropr i a t e  t o  i ts  needs and c a p a b i l i t i e s .  I n  
genera l ,  t h e  P30 c e n t e r  co re  g ran t  w i l l  be most appropr i a t e  f o r  i n s t i t u t i o n s  

.-' 	 where t h e r e  is a s i g n i f i c a n t  amount of  ongoing and c l o s e l y  r e l a t e d  genome
resea rch  a l ready  funded. The P50 s p e c i a l i z e d  c e n t e r  g ran t  w i l l  a l low 
i n s t i t u t i o n s  t o  propose a c e n t e r  t h a t  w i l l  i nc lude  a s i g n i f i c a n t  amount o f  new 
research .  I n  e i t h e r  case, t h e  o v e r a l l  research  program o f  each proposed Human 
Genome Program Center must address  a s p e c i f i c  def ined goa l  of t h e  Human Genome 
I n i t i a t i v e  and d i r e c t l y  f ac i l i t a t e  progress  toward t h e  goa l s  o f  t h e  program as 
a whole. 

BACKGROUND 

The Nat ional  I n s t i t u t e s  o f  Health are c u r r e n t l y  engaged, a long with s e v e r a l  
o t h e r  Federal ,  p r i v a t e ,  and i n t e r n a t i o n a l  organiza t ions ,  i n  a r e sea rch  program
designed t o  c h a r a c t e r i z e  t h e  human genome and t h e  genomes of  s e l e c t e d  model 
organisms. This  r e sea rch  program, which has  been named t h e  Human Genome 
I n i t i a t i v e ,  has  t h e  fo l lowing  i n t e r r e l a t e d  goa l s :  ( 1 )  t h e  cons t ruc t ion  o f  
h igh  r e s o l u t i o n  g e n e t i c  l i nkage  maps; (2) t h e  development of phys ica l  maps,
with an emphasis on methodology t h a t  a l lows i n v e s t i g a t o r s  access  t o  t h e  mapped
DNA; (3) t h e  de te rmina t ion  o f  t h e  complete nuc leo t ide  sequence o f  t h e  DNA o f  
s e l e c t e d  organisms, inc luding  t h e  human; ( 4 )  t h e  development of  t h e  c a p a b i l i t y
f o r  c o l l e c t i n g ,  s t o r i n g ,  d i s t r i b u t i n g  and analyzing t h e  da t a ;  and (5)  t h e  
development o f  appropr i a t e  new technologies  t o  achieve t h e s e  goa l s .  The 
product o f  t h e  Human Genome I n i t i a t i v e  w i l l  be a set  o f  information and 
material r e sources  a v a i l a b l e  t o  t h e  e n t i r e  r e sea rch  community t o  f a c i l i t a t e  
f u r t h e r  r e sea rch  as w e l l  as a p p l i c a t i o n  of  t h e  knowledge gained t o  t h e  
prevent ion,  d iagnos is ,  and therapy  o f  d i sease .  

A t t a in ing  t h e  goa l s  o f  t h e  Human Genome I n i t i a t i v e  w i l l  r e q u i r e  r e sea rch  
p r o j e c t s  o f  d i f f e r e n t  magnitudes and complexi t ies .  While many important
p r o j e c t s  w i l l  be o f  a scope appropr i a t e  t o  a s i n g l e  i n v e s t i g a t o r  or a small 
number o f  i n v e s t i g a t o r s ,  o t h e r  research  p r o j e c t s  envis ioned w i l l  be l a r g e
undertakings t h a t  can only be addressed adequately by groups o f  i n v e s t i g a t o r s ,
r ep resen t ing  d i v e r s e  d i s c i p l i n e s ,  working coopera t ive ly  i n  c e n t e r s  focussed on 
a goa l  o f  t h e  Human Genome I n i t i a t i v e .  

,J A s  one means of s t i m u l a t i n g  t h e  development o f  d i r e c t e d ,  large-scale p r o j e c t s ,
t h e  NCHGR proposes t o  encourage t h e  establ ishment  o f  Human Genome Program
Centers (HGP Cen te r s ) .  It is envis ioned t h a t  a s u b s t a n t i a l  f r a c t i o n  o f  t h e  
funds earmarked f o r  t h e  genome program w i l l  even tua l ly  be devoted t o  t h e  
support  o f  such centers, with t h e  award o f  as many as 20 c e n t e r  g r a n t s  over a 
pe r iod  of yea r s .  

Because t h e  N I H  Human Genome Program has  been charged with reaching s p e c i f i c
goa l s  wi th in  r e l a t i v e l y  s h o r t  time per iods ,  t h e  P30 and P50 c e n t e r  g ran t
mechanisms w i l l  be used t o  f a c i l i t a t e  t h e  c r e a t i o n  o f  HGP Centers  i n  which 
major goa l s  o f  t h e  program can be addressed i n  a focussed and comprehensive 
w a y .  The center g r a n t s  w i l l  a l low research programs t o  go forward t h a t  could 
not  be supported e f f e c t i v e l y  by t h e  R01 or PO1 mechanisms. Center g r a n t s  w i l l  
support  new or s i g n i f i c a n t l y  expanded r e sea rch  o b j e c t i v e s .  I n  add i t ion ,  while  
t h e  center must be h ighly  coherent  i n  i t s  re sea rch  ob jec t ive ,  it should a l s o  
be a hub f o r  c o l l a b o r a t i o n  and out reach  t o  t h e  broader  s c i e n t i f i c  community.
It is a n t i c i p a t e d  t h a t  a wel l - in tegra ted  and robus t  c e n t e r  w i l l  become a 
resource  f o r  t h e  genome community as a whole. 

OBJECTIVES AND SCOPE OF HGP CENTERS 

The primary purposes o f  t h e  HGP Centers  w i l l  be t o  develop t h e  new technology
needed t o  accomplish t h e  goa l s  o f  t h e  Human Genome I n i t i a t i v e  and t o  apply
t h e s e  technologies  t o  t h e  large-scale genera t ion  of  mapping and sequencing
information.  Each c e n t e r  must have t a n g i b l e  and, where poss ib l e ,  q u a n t i f i a b l e
aims t h a t  de f ine  a s p e c i f i c  goal  t h a t  t h e  c e n t e r  i n t ends  t o  accomplish dur ing
t h e  g ran t ing  per iod .  The c e n t e r  w i l l  be accountable  f o r  t h e  a t ta inment  o f  
such mi les tones  through y e a r l y  progress  r e p o r t s ,  an annual c e n t e r  d i r e c t o r s  
meeting and t h e  compet i t ive  renewal process .  

The s p e c i f i c  o b j e c t i v e s  of t h e  HGP Centers will be tor 
1. Provide support  f o r  a group o f  i n v e s t i g a t o r s  t o  c o l l a b o r a t e  i n  address ing  
a major r e sea rch  goa l  of t h e  Human Genome I n i t i a t i v e  i n  a comprehensive and 
coordinated way;

I' 

2. Expedite r e sea rch  by provid ing  needed co re  resoUrcesi  
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3. Recru i t  new i n v e s t i g a t o r s ,  i nc lud ing  nonb io log i s t s ;  

4 .  Provide an environment i n  which l a r g e - s c a l e  p r o j e c t s  can be accommodated 
and r e c e i v e  s t a b l e  support ;  

5 .  St imula t e  i n t e r d i s c i p l i n a r y  c o l l a b o r a t i o n  and sha r ing  o f  d a t a  and i d e a s  
with i n v e s t i g a t o r s  who are not  p a r t  o f  t h e  c e n t e r  and with p r i v a t e  s e c t o r  
o r g a n i z a t i o n s .  1.F 

I n  t h e  case o f  a P30 c e n t e r  co re  g r a n t ,  t h e  goal  o f  t h e  c e n t e r  must be de r ived  
from r e s e a r c h  t h a t  is  a l r e a d y  funded a t  t h e  i n s t i t u t i o n  wherees f o r  a P50 
s p e c i a l i z e d  c e n t e r ,  new re sea rch  may be proposed t o  d e f i n e  t h e  70al. 
Add i t iona t  components t h a t  w i f P  be supported fnclude an a3m3Cistrative -
s t r u c t u r e  t h a t  w i l l  r e l i e v e  i n d i v i d u a l  i n v e s t i g a t o r s  o f  t h e  a d m i n i s t r a t i v e  
burden otherwise a s s o c i a t e d  with a large-scale r e sea rch  program, r e sources  t o  
be shared by t h e  r e s e a r c h  groups wi th in  t h e  c e n t e r ,  recrui tment  o f  new 
s c i e n t i s t s  i n t o  t h e  c e n t e r ,  and p i l o t  p r o j e c t s .  I n  many cases, t h e  a c t i v i t y
proposed f o r  t h e  HGP Centers  w i l l  demand new re sea rch  d i r e c t i o n s  f o r  some 
p a r t i c i p a n t s ;  t h i s  is  encouraged. The p r i n c i p a l  i n v e s t i g a t o r  o f  t h e  c e n t e r  
g ran t  w i l l  be  expected t o  provide s c i e n t i f i c ,  i n t e l l e c t u a l  and a d m i n i s t r a t i v e  
l e a d e r s h i p  t o  t h e  e n t i r e  HGP Center e f f o r t .  

ELIGIBILITY 

I n v e s t i g a t o r s  a t  academic, n o n p r o f i t ,  or f o r - p r o f i t  i n s t i t u t i o n s  i n  t h e  United 
S t a t e s  are e l i g i b l e .  Only one c e n t e r  w i l l  be funded a t  any one i n s t i t u t i o n .  
While a s i n g l e  i n s t i t u t i o n  must be t h e  a p p l i c a n t ,  m u l t i - i n s t i t u t i o n a l  
arrangements ( c o n s o r t i a )  are p o s s i b l e  i f  t h e r e  is  a compelling reason for them 
and i f  t h e r e  is clear evidence of c l o s e  i n t e r a c t i o n  among t h e  p a r t i c i p a n t s .  

Co l l abora t ion  with i n d u s t r y  is  encouraged. I n  such a c o l l a b o r a t i o n  t h e  
i n d u s t r i a l  c o n t r i b u t i o n  should be we l l - in t eg ra t ed  i n t o  t h e  design and 
ope ra t ion  of t h e  c e n t e r ,  t o  encourage c r o s s - f e r t i l i z a t i o n  of i d e a s  and r a p i d
a p p l i c a t i o n  of t he  research t o  practical  purposes.  

ALLOWABLE COMPONENTS OF HGP CENTER GRANT (P30 and P50) APPLICATIONS 

1 .  Adminis t ra t ive c o r e .  Th i s  component w i l l  include t h e  c o s t s  of 
admin i s t e r ing  t h e  e n t i r e  HGP Center .  The p o r t i o n  o f  t h e  salar ies  o f  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 o t h e r  key i n d i v i d u a l s  corresponding t o  t h e  
percentage o f  t i m e  devoted t o  c e n t e r  admin i s t r a t ion  can be included.  Thec e n t e r  d i r e c t o r  must s e r v e  on a f u l l - t i m e  o r  s i g n i f i c a n t  par t - t ime b a s i s  and -r 

should have a u t h o r i t y  over appointments and space wi th in  t h e  c e n t e r .  Costs  of 
advisory committees, s t ee r ing  committees, and c o n s u l t a n t s  can be included i n  
t h e  a d m i n i s t r a t i v e  c o r e .  Such committees are not  r equ i r ed ,  bu t  it is s t r o n g l y
recommended t h a t  t h e  a p p l i c a n t  o u t l i n e  an e f f e c t i v e  mechanism f o r  ob ta in ing
independent advice t o  ensure guidance o f  t h e  c e n t e r  toward t h e  at ta inment  o f  
t h e  s t a t e d  g o a l s .  

2.  Technical Core F a c i l i t i e s .  Under t h i s  component t h e  a p p l i c a n t  should 

r eques t  any shared f a c i l i t i e s  or equipment t h a t  w i l l  be r equ i r ed  by t h e  

proposed r e s e a r c h  program. Examples of shared f a c i l i t i e s  include a 

polynucleot ide or p r o t e i n  sequencing l abora to ry ;  a cy togene t i c s  l abora to ry ; 

shared equipment; a d a t a  management and computational resource;  o r  an 

instrument development l a b o r a t o r y .  T h i s  l i s t  of co re  f a c i l i t i e s  is not 

intended t o  be l i m i t i n g ,  nor is it expected t h a t  each center w i l l  i nc lude  a l l  

of t h o s e  l i s t e d .  Applicants  should examine t h e  needs o f  t h e i r  p a r t i c u l a r  

programs and r eques t  t h e  t e c h n i c a l  co re  f a c i l i t i e s  t h a t  would b e s t  be s u i t e d  

t o  f i l l  t h e s e  i n d i v i d u a l  needs.  It is expected t h a t  t h e r e  w i l l  be 

cons ide rab le  d i v e r s i t y  among c e n t e r s  i n  t h i s  r ega rd .  Resources necessary f o r  

d i s t r i b u t i o n  o f  d a t a  or materials t o  e x t e r n a l  i n v e s t i g a t o r s  should be t aken  

i n t o  account,  where r e l e v a n t ,  i n  r eques t ing  funds f o r  co re  fac i l i t i es .  


3. 	 A l t e r a t i o n s  and Renovations. Funds needed f o r  renovat ion o f  e x i s t i n g  

space may be requested,  i f  such space is  needed t o  house c o r e  fac i l i t i es  or 

new or expanded r e sea rch  a c t i v i t i e s .  The Pub l i c  Heal th  Se rv ice  Grant 

Management Po l i cy  l i m i t s  t h e  d o l l a r  amount t o  t h e  lesser of $150,000 or 25 

percen t  of t o t a l  d i r e c t  c o s t s  over a three-year  pe r iod .  Waivers may be sought 

by t h e  NCHGR i n  excep t iona l  cases. De ta i l ed  j u s t i f i c a t i o n  and p l a n s  f o r  u se  

of  t h e  space must be provided. Costs of equipping renovated l a b o r a t o r i e s  may

be included i f  t h e  i tems are d i r e c t l y  r e l a t e d  t o  t h e  r e s e a r c h  being conducted 

i n  t h e  c e n t e r .  


4. 	 Developmental Funds. The purpose of developmental funding is t o  provide a 

f l e x i b l e  means f o r  t h e  c e n t e r  d i r e c t o r  t o  promote growth o f  t h e  c e n t e r  and 

progres s  toward achieving t h e  r e sea rch  goa l s  of t h e  c e n t e r .  Th i s  component 'OF 


may include:  ( 1 )  t h e  c o s t s  of r e c r u i t i n g  new i n v e s t i g a t o r s ;  (2) r e s e a r c h  

support  o f  new i n v e s t i g a t o r s  f o r  up t o  t h r e e  yea r s ,  u n t i l  independent r e s e a r c h  
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support  is obtained;  (3) support  f o r  innovat ive  p i l o t  p r o j e c t s  no t  supported
under e x i s t i n g  r e sea rch  funding o r  proposed as a par t  o f  t h e  r e sea rch  
component o f  t h e  cen te r ;  (4) funds f o r  t h e  development o f  new re sources  o r  
core  fac i l i t i es .  

ADDITIONAL COMPONENTS ALLOWABLE I N  P30 CENTER CORE GRANTS 
d' Within t h e  admin i s t r a t ive  core ,  s a l a r y  support  f o r  t h e  p r i n c i p a l  i n v e s t i g a t o r s

of g r a n t s  t h a t  w i l l  be p a r t  o f  t h e  HGP Center may be reques ted  t o  t h e  e x t e n t  
such s a l a r y  is no t  recovered on t h e  ind iv idua l  r e sea rch  g r a n t c s ) .  The l i m i t  
is  50 percent  of t h e  s a l a r y  o f  t h e  p r i n c i p a l  i n v e s t i g a t o r  involved. Only t h e  
percent  o f  t i m e  and e f f o r t  devoted t o  t h e  specific r e sea rch  p r o j e c t  included 
i n  t h e  c e n t e r  may be claimed. Addi t iona l ly ,  i n t e r im  funds f o r  HGP Center 
i n v e s t i g a t o r s  whose renewal a p p l i c a t i o n s  were approved but  no t  funded, may be 
reques ted  wi th in  t h e  developmental funds.  

ADDITIONAL COMPONENTS ALLOWABLE I N  P50 SPECIALIZED CENTER GRANTS 

A t  l eas t  t h r e e  r e l a t e d ,  i n t e g r a t e d  and high q u a l i t y  r e sea rch  p r o j e c t s  t h a t  
provide a un i f i ed  approach t o  a goa l  o f  t h e  Human Genome I n i t i a t i v e  must be 
proposed i n  t h e  P50 s p e c i a l i z e d  c e n t e r  a p p l i c a t i o n .  The con t r ibu t ion  mede by
each p r o j e c t  t o  t h e  focussed theme o f  t h e  c e n t e r  must be c l e a r l y  e s t a b l i s h e d .  
P r o j e c t s  c u r r e n t l y  supported by e x i s t i n g  r e sea rch  g r a n t s  ( R O l s )  o r  program
p r o j e c t  g r a n t s  (Po l s )  may be proposed f o r  incorpora t ion  i n t o  t h e  HGP Center 
Grant if they  fit c l o s e l y  i n t o  t h e  goa l s  o f  t h e  c e n t e r .  I n  t h l s  case, t h e  
app l i can t  must provide an explana t ion  o f  t h e  advantage o f  inclucling t h e  
r e sea rch  program i n  t h e  c e n t e r  as opposed t o  maintaining it as a s e p a r a t e l y
funded e n t i t y .  

TERM OF SUPPORT 

The Human Genome I n i t i a t i v e  has  e s t a b l i s h e d  a series o f  s p e c i f i c  goa l s  t o  be 
accomplished i n  a l i m i t e d  per iod  of t i m e .  A s  t h e  i n i t i a l  goa l s  are reached,
t h e  focus  o f  t h e  HGP Centers and o f  i nd iv idua l  g r a n t s  w i l l  change. I n  o rde r  
t o  ensure  t h a t  c e n t e r s  remain focussed on appropr i a t e  goa l s  and make 
s u f f i c i e n t  progress ,  f requent  s c i e n t i f i c  and programmatic reviews w i l l  be 
necessary .  I n  a d d i t i o n  t o  yea r ly  staff review through progress  r e p o r t s  and 
c e n t e r  d i r e c t o r s  meetings,  t h i s  w i l l  be accomplished by al lowing an i n i t i a l  
term of  f i v e  yea r s  with review o f  any reques t  f o r  renewal o f  support  a f te r  t h e  
end o f  t h e  t h i r d  yea r .  I n  t h e  event  t h a t  t h e  review is  not  favorable ,  review 
a f te r  t h e  end o f  t h e  first t h r e e  yea r s  w i l l  a l low s u f f i c i e n t  time f o r  
submission and review o f  a r ev i sed  a p p l i c a t i o n  o r  f o r  o r d e r l y  phase-out o f  t h e  
g r a n t .  Fur ther  terms o f  support  w i l l  be f o r  a th ree - t o  f ive-year  per iod .  

Many i n s t i t u t i o n s  may f i n d  t h a t  t h e  s p e c i a l i z e d  c e n t e r  mechanism (P50) b e s t  
f i ts  t h e i r  needs a t  p re sen t  s i n c e  they  do no t  have a s u b s t a n t i a l  number o f  
c l o s e l y  r e l a t e d  genome re sea rch  p r o j e c t s  i n  place. However, a t  t h e  time o f  
renewal, t h e  c e n t e r  co re  g ran t  (P30) mechanism may be t h e  most appropr i a t e
mechanism f o r  con t inua t ion  and expansion o f  t h e  c e n t e r .  Such a t r a n s i t i o n  
from a P50 g ran t  t o  a P30 g ran t  w i l l  be encouraged i n  o rde r  t o  enhance t h e  
f l e x i b i l i t y  of t h e  c e n t e r  and ensure  t h a t  high q u a l i t y  r e sea rch  cont inues  to 
be supported by NCHGR funds.  It is an t i c ipa t ed  t h a t  as t h e  focus  o f  t h e  Human 
Genome I n i t i a t i v e  s h i f t s  t h e r e  may be r e l o c a t i o n  o f  c e n t e r  g r a n t s  t o  d i f f e r e n t  
i n s t i t u t i o n s  where e x p e r t i s e  e x i s t s  t o  a t t a i n  f u r t h e r  goa l s  i n  t h e  program. 

REVIEW PROCEDURES 

The first receipt d a t e  f o r  a p p l i c a t i o n s  w i l l  be February I ,  1990. The rea f t e r ,
t h e  r egu la r  N I H  receipt d a t e s  f o r  c e n t e r  g ran t  a p p l i c a t i o n s  w i l l  p e r t a i n :
June 1, October I ,  and February 1 of  each yea r .  I n  o rde r  t o  be considered f o r  
funding i n  F i s c a l  Year 1990 (be fo re  September 30, 19901, a p p l i c a t i o n s  must be 
rece ived  by February I ,  1990. 

Appl ica t ions  w i l l  be eva lua ted  f o r  s c i en t i f i c  merit by an appropr i a t e  review 
committee c o n s t i t u t e d  f o r  t h e  purpose of eva lua t ing  Center Grant a p p l i c a t i o n s .
S i t e  v i s i t s  may be conducted as part o f  t h e  review process .  However,
a p p l i c a n t s  should p re sen t  a complete and w e l l - j u s t i f i e d  w r i t t e n  proposal  and 
no t  depend on s i te  v i s i t s  t o  amplify t h e i r  a p p l i c a t i o n .  Subsequent t o  
eva lua t ion  by t h e  i n i t i a l  review committee, a p p l i c a t i o n s  w i l l  be reviewed by a 
Nat ional  Advisory Council .  

METHOD OF APPLYING 
Appl icants  should use Standard Form PHS 398, r ev i sed  10188, a v a i l a b l e  from 
most i n s t i t u t i o n a l  bus iness  o f f i c e s  o r  from t h e  Office o f  Grants  I n q u i r i e s ,  

3' Divis ion  o f  Research Grants,  Nat ional  I n s t i t u t e s  o f  Health,  5333 Westbard 
Avenue, Bethesda, Maryland 20892. I n  o rde r  t o  a s su re  proper  i d e n t i f i c a t i o n  o f  
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t h e  a p p l i c a t i o n ,  l i n e  2 of  t h e  a p p l i c a t i o n  form should state "Human Genome 
Program Research Centers" and check t h e  "YES" box. 

INQUIRIES 

Applicants  are s t r o n g l y  urged t o  c o n t a c t  t h e  i n d i v i d u a l  l i s t e d  below by
telephone t o  i n d i c a t e  t h a t  t hey  in t end  t o  submit an a p p l i c a t i o n  f o r  a HGP 
Center Grant.  The purposes of such con tac t  are t o  provide guidance t o  t h e  
a p p l i c a n t  on t h e  e l i g i b i l i t y  and a c c e p t a b i l i t y  o f  t h e  proposed c e n t e r  g ran t  
s t r u c t u r e  and to assist staff i n  planning t h e  review workload. I n  a d d i t i o n ,
i n d i v i d u a l s  who in t end  t o  apply for a HGP Center Grant should r eques t  a copy
of t h e  complete a p p l i c a t i o n  g u i d e l i n e s  be fo re  i n i t i a t i n g  t h e  a p p l i c a t i o n  
p rocess  from: 


Jane  L. Peterson,  Ph.D. 

Chief,  Research Centers  Branch 

National  Center for Human Genome Research 

Building 38A, Room 613 

National  I n s t i t u t e s  of Health 

Bethesda, Maryland 20894 

Telephone: (301)  496-7531 


SXTHE MAILING ADDRESS G I V E N  FOR SENDING APPLICATIONS TO THE DIVISION OF 
RESEARCH GRANTS OR CONTACTING PROGRAM STAFF I N  THE WESTWOOD BUILDING I S  THE 
CENTRAL MAILING ADDRESS FOR THE NATIONAL INSTITUTES OF HEALTH. APPLICANTS WHO 
USE EXPRESS MAIL OR A COURIER SERVICE ARE ADVISED TO FOLLOW THE CARRIER'S 
REQUIREMENTS FOR SHOWING A STREET ADDRESS. THE ADDRESS FOR THE WESTWOOD 
BUILDING IS: 

5333 Westbard Avenue 
Bethesda, Maryland 20816 

*U. S. C O V E R N K N T  P R I N T I N G  OFF ICE:19e9-201-215100018 
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