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NOTICES 

COOPERATIVE AGREEMENTS AS THE AWARD INSTRUMENT FOR CERTAIN N H L E I  CLINICAL 
TRIALS AND LARGE-SCALE EPIDEMIOLOGICAL STUDIES 

P . T .  

Nat ional  Heart, Lung, and Blood I n s t i t u t e  

The Nat ional  Heart, Lung, and Blood I n s t i t u t e  ( N H L B I )  announces t h a t  any new 
i n v e s t i g a t o r - i n i t i a t e d  c l i n i c a l  t r i a l  o r  epidemiological  s tudy  i n  which d i r e c t  
c o s t s  exceed $ 5 0 0 , 0 0 0  i n  any yea r  ( a t  a s i n g l e  i n s t i t u t i o n  o r  i n  t h e  aggregate
f o r  m u l t i - i n s t i t u t i o n a l  c o l l a b o r a t i v e  s t u d i e s )  w i l l  u s u a l l y  be awarded only as 
a coopera t ive  agreement. 

The coopera t ive  agreement i s  an a s s i s t a n c e  instrument  s imilar  i n  most ways t o  
a g r a n t .  I t  d i f f e r s  i n  t h a t  i n  a d d i t i o n  t o  t h e  s tandard  s tewardship r o l e ,  an 
I n s t i t u t e  program s c i e n t i s t  is  expected t o  have a cont inuing  subs t an t ive  r o l e  
i n  one o r  more programmatic aspects of t h e  s tudy ,  i n  an a s s i s t i n g ,  no t  a 
d i r e c t i n g ,  r e l a t i o n s h i p .  The type  and degree of such involvement is t o  be 
appropr i a t e  t o  t h e  s p e c i f i c  coopera t ive  agreement and is descr ibed  i n  a 
document accompanying t h e  award s ta tement .  When an i n v e s t i g a t o r - i n i t i a t e d
a p p l i c a t i o n  r e s u l t s  i n  a coopera t ive  agreement, t h e  awardee w i l l  have l e a d  
r e s p o n s i b i l i t i e s  i n  a l l  a s p e c t s  of t h e  s tudy ,  inc luding  any modi f ica t ion  of 
s tudy des ign ,  conduct of t h e  s tudy ,  q u a l i t y  c o n t r o l ,  and a n a l y s i s  of r e s u l t s .  
The I n s t i t u t e  program s c i e n t i s t  may have a s s i s t a n c e  r o l e s  i n  one o r  more of 
t h e s e  areas and w i l l  have a shared l ead  r e s p o n s i b i l i t y  i n  f a c i l i t a t i n g  t h e  
in t e r im  d a t a  and s a f e t y  monitor ing.  

A s  i n  t h e  p a s t ,  p o t e n t i a l  a p p l i c a n t s  f o r  r e sea rch  of  t h i s  scope and s c a l e  are 
encouraged t o  con tac t  NHLBI s t a f f  p r i o r  t o  making d e t a i l e d  p l ans  f o r  t h e i r  
a p p l i c a t i o n  o r  submi t t ing  t h e i r  a p p l i c a t i o n .  
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Ques t ions  r ega rd ing  t h i s  n o t i c e  may be d i r e c t e d  t o :  

P e t e r  Frommer. M . D .  

Deputy Di rec to r  

National  Heart, Lung, and Blood I n s t i t u t e  

Building 31. Room SA-49 

Bethesda, MD 20892 

Telephone: (301) 496-1078 


NOTICES OF AVAILABILITY (RFPs AND RFAs) 

PROGRAM PROJECTS ON NEW METHODS OF IMMUNE INTERVENTION 

RFA AVAILABLE: AI-91-11 

P.T. 

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 of I n t e n t  Receipt Date: August 22, 1991 
Applicat ion Receipt Date: November 19, 1991 

BACKGROUND 

The Basic Immunology Branch, Divis ion of Allergy,  Immunology and 
Transp lan ta t ion ,  of t h e  National I n s t i t u t e  of Allergy and I n f e c t i o u s  Diseases 
( N I A I D )  suppor t s  fundamental r e sea rch  t h a t  expands r e c e n t ,  major advances i n  
t h e  f i e l d  of immunology and l e a d s  t o  t h e  c l i n i c a l  a p p l i c a t i o n  of t h o s e  
advances. The remarkable p rogres s  i n  understanding t h e  immune system in 
h e a l t h  and d i s e a s e  has  c r e a t e d  a wealth of p o t e n t i a l  f o r  t h e  t r ea tmen t  and 
prevent ion of human i l l n e s s .  It is a l s o  evident  t h a t  a void e x i s t s  between 
t h e  new information and new experimental  approaches generated by b a s i c  
r e s e a r c h  and t h e  e f f e c t i v e  use  of r e c e n t  information t o  develop methods and 
procedures f o r  c l i n i c a l  a p p l i c a t i o n .  This  Request f o r  Applicat ions (RFA) is 
intended t o  encourage t h e  submission of a p p l i c a t i o n s  from c o l l a b o r a t i n g
i n v e s t i g a t o r s  t h a t  i nc lude  p rospec t ive  c l i n i c a l  s i g n i f i c a n c e  as a f a c t o r  i n  
t h e  design and execut ion of t h e  r e s e a r c h .  The u l t ima te  goal  of t h e s e  program
p r o j e c t  g r a n t s  is  t o  develop new approaches t o  t h e  t r ea tmen t  and/or prevent ion
of human autoimmune, a l l e r g i c ,  and inflammatory d i s e a s e s .  

RESEARCH GOALS AND SCOPE 

Major, r e c e n t  advances i n  our  knowledge have i n d i c a t e d  t h a t ,  f o r  example,
immunodominant ( C l a s s  I- and Class 1 1 - r e a c t i v e )  pep t ides  and i d i o t y p e s  of 
T - c e l l  r e c e p t o r s  (p rospec t ive  "vaccines"), and c e l l  adhesion molecules and 
lymphocyte homing r e c e p t o r s  may be va luab le  t o o l s  i n  t r e a t i n g  i l l n e s s .  The 
p rospec t s  f o r  t h e  use of immunodominant major h i s t o c o m p a t i b i l i t y  complex
p e p t i d e s ,  i d i o t y p i c  p e p t i d e s ,  and a n t i - i d i o t y p e  monoclonal a n t i b o d i e s  o r  
T - c e l l  c lones  t o  t reat  autoimmune d i s e a s e s  are p a r t i c u l a r l y  promising. The 
reason for optimism is t h a t ,  i n  s e v e r a l  experimental  autoimmune d i s e a s e  
models, t h e  d i s e a s e  r e s u l t s  from t h e  autoaggressive a c t i o n s  o f  a h i g h l y
r e s t r i c t e d  number of  T - c e l l  c l o n e s .  There l i kewise  appear t o  be o p p o r t u n i t i e s  
t o  employ c e l l  adhesion molecules and lymphocyte homing r e c e p t o r s  t o  t r ea t  
inflammation, va r ious  i n f e c t i o n s ,  and asthma. An approach t h a t  appears
unusually promising i n  a l t e r i n g  t h e  course of autoimmune and a l l e r g i c  d i s e a s e s  
is t h e  induct ion of o r a l  t o l e r a n c e  by appropr i a t e  t o l e r o g e n i c  subs t ances .  The 
scope of t h e s e  program p r o j e c t  g r a n t s  i nc ludes  a l l  a s p e c t s  of r e sea rch  
concerned with t h e  t r ea tmen t  o r  prevent ion of model experimental  autoimmune,
a l l e r g i c ,  and inflammatory d i s o r d e r s .  S t u d i e s  involving v a l i d  i n  v i t r o  models 
a r e  a p p r o p r i a t e .  I n v e s t i g a t i o n s  t h a t  involve human s u b j e c t s  o r  human 
materials are welcome. 

SPECIAL INSTRUCTIONS FOR THE INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL 
RESEARCH STUDIES 

The fol lowing i s  a b r i e f  s ta tement  of t h e  N I H  and ADAMHA p o l i c y  regarding t h e  
inc lus ion  of women and m i n o r i t i e s  i n  s tudy popu la t ions .  The i n c l u s i o n  of 
women and m i n o r i t i e s  must be addressed i n  c l i n i c a l  a p p l i c a t i o n s  submitted i n  
response t o  t h i s  RFA. 

For p r o j e c t s  involving c l i n i c a l  r e s e a r c h ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g ive
s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  of women and m i n o r i t i e s  i n  s tudy
popu la t ions .  I f  women o r  m i n o r i t i e s  are not  included o r  adequately
rep resen ted  i n  t h e  s tudy populat ions f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c
j u s t i f i c a t i o n  must be provided. Applicat ion without such documentation w i l l  
no t  be accepted f o r  review. 
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MECHANISM OF SUPPORT 

Program p r o j e c t  (POI) g r a n t s  are awarded t o  an i n s t i t u t i o n  on behal f  of  a 
program d i r e c t o r  f o r  t h e  support  of a broadly based, m u l t i d i s c i p l i n a r y ,
long-term re sea rch  program t h a t  has  a s p e c i f i c  ma.jor goal  o r  b a s i c  theme. A 
program p r o j e c t  involves  t h e  organized e f f o r t s  of' groups of  i n v e s t i g a t o r s  who 
conduct r e sea rch  p r o j e c t s  r e l a t e d  t o  t h e  o v e r a l l  program goa l .  The g ran t  can 
provide support  f o r  t h e  p r o j e c t s  and f o r  c e r t a i n  b a s i c  r e sources  shared by
ind iv idua l s  i n  t h e  program p r o j e c t  i f  sha r ing  f a c i l i t a t e s  t h e  t o t a l  r e sea rch  
e f f o r t .  Each p r o j e c t  supported by a program p r o j e c t  g r a n t  is  expected t o  
c o n t r i b u t e  t o  and be d i r e c t l y  r e l a t e d  t o  t h e  common theme of  t h e  program. The 
p r o j e c t s ,  under t h e  d i r e c t i o n  of a P r i n c i p a l  I n v e s t i g a t o r ,  must demonstrate an 
e s s e n t i a l  element of  u n i t y  and interdependence.  I n  F i s c a l  Year 1992, t h e  
N I A I D  p l ans  t o  award a t  l e a s t  two program p r o j e c t  g r a n t s  submit ted i n  response 
t o  t h i s  RFA and, depending on a v a i l a b i l i t y  of funds and s c i e n t i f i c  merit,  more 
than  two. Budgetary r e q u e s t s  must be l i m i t e d  t o  no more than  $500,000 d i r e c t  
c o s t s  pe r  y e a r .  

E L I G I B I L I T Y  

Only domestic i n s t i t u t i o n s  are e l i g i b l e  t o  apply .  

METHOD OF APPLYING 

Appl ica t ions  may be submit ted by any domestic,  pub l i c  o r  p r i v a t e ,  nonpro f i t  o r  

profi t -making,  o rgan iza t ions .  Before prepar ing  an a p p l i c a t i o n ,  t h e  

prospec t ive  a p p l i c a n t  should r eques t  a copy of t h e  N I A I D  Information Brochure 

on Program P r o j e c t  and Center Grants from: 


O l i v i a  Preble ,  Ph.D. 

Allergy,  Immunology and Transplan ta t ion  Research Committee 

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

National  I n s t i t u t e s  of  Heal th  

Westwood Bui ld ing .  Room 3A-07 

Bethesda, MD 20892 

Telephone: (301) 496-3528 


STAFF CONTACT 

A more d e t a i l e d  RFA may be obtained from: 


Joseph F .  A lb r igh t ,  Ph.D. 

Chief ,  Basic Immunology Branch 

Divis ion  of A l l e r g y ,  Immunology and Transplan ta t ion 

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

National  I n s t i t u t e s  of Heal th  

5333 Westbard Avenue, Room 757 

Bethesda, MD 20892 

Telephone: (301) 496-7551 

Telefax:  (301) 402-0175 


I n q u i r i e s  regard ing  f i s c a l  matters may be addressed t o :  


M r .  J e f f r e y  Carow 

Chief ,  Immunology Grants Management Sec t ion  

GMB. DEA 

N a t i o n a l  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 

Westwood Building,  Room 726 

Bethesda, MD 20892 

Telephone: (301) 496-7075 


Prospec t ive  a p p l i c a n t s  are asked t o  submit by August 22, 1991, a l e t t e r  of 

i n t e n t  t h a t  inc ludes  a d e s c r i p t i v e  t i t l e  of  t h e  o v e r a l l  proposed r e sea rch ,  t h e  

name of 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 a l i s t  of t h e  names of key

i n v e s t i g a t o r s  and t h e i r  i n s t i t u t i o n C s ) .  The l e t t e r  of i n t e n t  i s  reques ted  i n  

orde r  t o  provide an i n d i c a t i o n  of t h e  number and scope of a p p l i c a t i o n s  t o  be 

reviewed t o  a l low e a r l y  p repa ra t ions  f o r  review, as w e l l  as t o  promote e a r l y 

i n t e r a c t i o n s  between a p p l i c a n t s  and N I A I D  s t a f f .  The l e t t e r  of  i n t e n t  is not  

binding and does no t  commit t h e  sender  t o  submit an a p p l i c a t i o n ,  nor  i s  it a 

requirement f o r  submission of an a p p l i c a t i o n .  


THE RFA LABEL AVAILABLE I N  THE 10188 REVISION OF APPLICATION FORM PHS 398 MUST 

BE AFFIXED TO THE BOTTOM OF THE FACE PAGE. FAILURE TO USE THIS LABEL COULD 

RESULT I N  DELAYED PROCESSING OF THE APPLICATION SUCH THAT I T  MAY NOT REACH THE 

REVIEW COMMITTEE . I N  TIME FOR REVIEW. 


This  program is descr ibed  i n  t h e  Catalog of  Federal  Domestic Ass is tance  No. 

93.855,  Immunology, A l l e r g i c  and Immunologic Diseases  Research. Awards w i l l  
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be made under t h e  a u t h o r i t y  of t h e  Publ ic  Health Serv ice  Act,  T i t l e  111,
Sect ion  301 (Pub l i c  Law 78-410, as amended; 42 USC 241) and adminis tered under 
PHS g r a n t  p o l i c i e s  and Federal  Regulat ion 42 CFR P a r t  74. This  program is  no t  
s u b j e c t  t o  t h e  intergovernmental  review requirements  of Executive Order 12372 
o r  Heal th  Systems Agency review. 

O N G O I N G  PROGRAM ANNOUNCEMENTS 

RESEARCH ON RELATIONSHIPS BETWEEN ALCOHOL USE AND SEXUAL BEHAVIORS ASSOCIATED 
WITH H I V  TRANSMISSION 

PA: PA-91-75 

P.T. 34; K.W. 0404003, 0715008, 0715182, 0404000 

National  I n s t i t u t e  on Alcohol Abuse and Alcoholism 

Applicat ion Receipt  Dates: January 2, May 1 ,  September 1 

PURPOSE 

The primary purpose of  t h i s  program announcement is t o  encourage in-depth
resea rch  on t h e  l i nkage  between unprotected sexual  behaviors  and a lcohol  use 
o r  misuse i n  o rde r  t o  inform and improve t h e  des ign  and implementation of  
programs t o  prevent  H I V  t ransmiss ion .  

The Publ ic  Health Serv ice  (PHS) i s  committed t o  achiev ing  t h e  h e a l t h  promotion
and d i s e a s e  prevent ion  o b j e c t i v e s  of llHealthy People 2000," a PHS-led n a t i o n a l  
a c t i v i t y  f o r  s e t t i n g  p r i o r i t y  a r e a s .  This  program announcement f o r  Research 
on Re la t ionsh ips  Between Alcohol U s e  and Sexual Behaviors Associated with H I V  
Transmission is  r e l a t e d  t o  t h e  p r i o r i t y  a r e a  of reducing t h e  incidence and 
prevalence of H I V  i n f e c t i o n .  P o t e n t i a l  a p p l i c a n t s  may ob ta in  a copy of 
"Healthy People 20OOv1( F u l l  Report:  Stock No. 017-001-00474-0o r  Summary
Report:  Stock No. 017-001-00473-1) through t h e  Superintendent  of Documents,
Government P r i n t i n g  Off ice ,  Washington, D . C .  20402-9325 ( te lephone:
202-783-3238). 

RESEARCH OBJECTIVES 

'ylsf 	 The r e sea rch  envis ioned w i l l  s tudy p o s s i b l e  r e l a t i o n s h i p s  between a lcohol  use 
and unsafe  sexual  p r a c t i c e s ;  determine whether a s s o c i a t i o n s  are causa l  o r  
c o r r e l a t i v e ;  and i d e n t i f y  s p e c i f i c  components of t h e  causa l  o r  c o r r e l a t i v e  
process ,  p a r t i c u l a r l y  those  t h a t  have impl i ca t ions  f o r  prevent ion  and r e l a p s e
prevent ion  programs. The o b j e c t i v e  of t h i s  r e sea rch  is t o  ga in  a b e t t e r  
understanding of t h e  r e l a t i o n s h i p  between a lcohol  use and sexual  r i s k  t ak ing  
as w e l l  as t h e  ind iv idua l  and environmental  determinants  of r i s k y  sexual  
p r a c t i c e s  enacted i n  t h e  contex t  of a lcohol  u se .  

Research c a l l e d  f o r  under t h i s  announcement could span a range of 
p reven t ion - re l a t ed  a c t i v i t i e s ,  from s o c i a l  epidemiology used to d e s c r i b e  t h e  
na tu re  and scope of t h e  problem, t o  basic r e sea rch  needed t o  develop
hypotheses and t h e o r i e s  regard ing  p o t e n t i a l  f o r  behaviora l  change, t o  appl ied
resea rch  r equ i r ed  t o  in te rvene  e f f e c t i v e l y  i n  t h e  problem. Applied r e sea rch  
may involve p i l o t  t es t s  of p o s s i b l e  s t ra tegies  t o  change a l c o h o l - r e l a t e d  
behaviors  t h a t  i nc rease  t h e  r i s k  of H I V  exposure ( i n  l abora to ry  and real  world 
environments),  small-scale t r i a l s  bu i ld ing  t o  l a r g e r - s c a l e  c o n t r o l l e d  t r i a l s ,  
o r  technology t r a n s f e r  s t u d i e s  ( i . e . ,  tests of d i sseminat ion  s t ra tegies
a f f e c t i n g  t h e  adopt ion of  approaches t h a t  have proven t o  be e f f e c t i v e ) .  I n  
add i t ion ,  r e sea rch  on methodological i s s u e s  and techniques  i s  a l s o  needed. 

Examples of p o s s i b l e  r e sea rch  t o p i c s  r e l e v a n t  t o  t h i s  announcement inc lude :  

o 	 s t u d i e s  t o  e l a b o r a t e  on t h e  e x i s t i n g  d e s c r i p t i o n s  of r e l a t i o n s h i p s
between a lcohol  use and unsafe  sex ,  such as (1) t h e  r o l e  of t h e  
environment i n  which a l coho l  is used ( e . g . ,  s i n g l e s  and gay b a r s ,
c o c k t a i l  p a r t i e s ,  t h e  home) as a c o n t r i b u t o r  t o  sexual  r i s k  t ak ing ,
(2) t h e  con t r ibu t ion  of p a r t i c u l a r  a lcohol  consumption p a t t e r n s
( e . g . ,  binge d r ink ing )  t o  unsafe  sexual  p r a c t i c e s ,  (3) p o s s i b l e
v a r i a t i o n s  i n  l i nkages  between a lcohol  consumption and sexual  r i s k  
t ak ing  ac ross  vas-ious types  of couples  ( e . g . ,  monogamous couples ,
e x t r a m a r i t a l  coupl ing,  sex  between s t r a n g e r s ,  and o t h e r s )  and 
ac ross  d i f f e r e n t  subpopulat ions ( e . g . ,  by gender,  race, e t h n i c i t y ) ;  

= YW' o 	 methodologic s t u d i e s  t o  i d e n t i f y  innovat ive ,  appropr i a t e  techniques
( e . g . ,  t h e  use of d i a r i e s )  f o r  ga ther ing  d a t a  and probing t h e  
s t r e n g t h  and s t a b i l i t y  of a s s o c i a t i o n s  over  t i m e  and t o  a s c e r t a i n  
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t h e  s t r e n g t h s  and weaknesses of d i f f e r e n t  measures of  p e r t i n e n t
v a r i a b l e s  ; 

ethnographic  r e sea rch  t o  provide d e t a i l e d  d e s c r i p t i o n s  of  norms 
governing sexual  behavior  while d r ink ing  and not  d r ink ing  and t o  
provide d e t a i l e d  information on what makes condom use d i f f i c u l t  o r  
appea l ing  i n  d i f f e r e n t  con tex t s  and how a lcohol  may a f f e c t  
pe rcep t ions  of condom usage; 

prospec t ive ,  l o n g i t u d i n a l  s t u d i e s  t o  examine t h e  s t a b i l i t y  and 
v a r i a b i l i t y  of key behaviors  over  t i m e  and t o  e s t a b l i s h  t h e  
temporal r e l a t i o n s h i p s  between a range of c r i t i c a l  v a r i a b l e s  t h a t  
address  a l coho l  use  and sexual  behaviors  known t o  t r a n s m i t  H I V  
i n f e c t  ion ;  

s t u d i e s  l ead ing  t o  m u l t i v a r i a t e  ana lyses  t h a t  may i d e n t i f y  d i r e c t ,
i n d i r e c t ,  and i n t e r a c t i v e  e f f e c t s  of a range of  v a r i a b l e s  
c o n t r i b u t i n g  t o  sexual  r i s k  t a k i n g  ( inc lud ing  t h e  use and misuse of  
a lcohol ;  expec tanc ies  about a l coho l ;  sexual  norms, r o l e s ,  and 
o r i e n t a t i o n ;  impu l s iv i ty ;  perceived v u l n e r a b i l i t y ;  and r i s k  t a k i n g
r e l a t e d  t o  o t h e r  behaviors ) ;  

t h e  des ign ,  implementation, and eva lua t ion  of i n t e r v e n t i o n  programs
t h a t  seek t o  prevent  r i s k  t a k i n g  and promote condom use among
i n d i v i d u a l s  who use a lcohol  i n  t h e  contex t  of sexual  a c t i v i t y .  

Although t h e  Nat ional  I n s t i t u t e  on Alcohol Abuse and Alcoholism ( N I A A A )  has  
p a r t i c u l a r  i n t e r e s t  i n  behaviors  t h a t  i nc rease  t h e  r i s k  of H I V  i n f e c t i o n ,  it 
is  a l s o  important t o  understand t h e  behaviors  t h a t  reduce t h a t  r i s k .  Thus,
r e sea rche r s  a l t e r n a t i v e l y  might s tudy d r ink ing  and non-drinking popula t ions
t h a t  p r o t e c t  themselves a g a i n s t  exposure t o  H I V .  

SUPPORT MECHANISMS 

Research suppor t  may be reques ted  through a p p l i c a t i o n s  f o r  a r e sea rch  g ran t
( R o l l ,  small g r a n t  (R031, and F i r s t  Independent Research Support  and 
T r a n s i t i o n  (FIRST) Award (R29). Spec ia l i zed  announcements f o r  t h e  FIRST Award 
program (R29) and t h e  s m a l l  g r a n t  program (R03l  are a v a i l a b l e  from: The 
Nat ional  Clearinghouse f o r  Alcohol and Drug Information ( N C A D I ) ,  P.O. Box 
2345, Rockvi l le ,  Maryland 20852, te lephone (301) 468-2600. 

Appl ica t ions  may r eques t  support  f o r  up t o  f i v e  y e a r s .  Small g r a n t s  are 
l i m i t e d  t o  two y e a r s .  It  is recognized t h a t  a p p l i c a n t s  may want t o  extend t h e  
t i m e  t o  cont inue  a l o n g i t u d i n a l  s tudy of s u b j e c t s .  When such a des ign  is  
considered,  a p p l i c a n t s  should o u t l i n e  t h e  f u l l  scope of t h e  p r o j e c t  i n  t h e  
c u r r e n t  a p p l i c a t i o n  and propose t o  reapply  f o r  compet i t ive con t inua t ion  
funding a t  a l a t e r  d a t e .  FIRST and small g r a n t s  can no t  be renewed. 

Annual awards w i l l  be made, s u b j e c t  t o  cont inued a v a i l a b i l i t y  of funds and 
progress  achieved.  

CONDITIONS OF SUPPORT 

Grant funds may be used f o r  expenses c l e a r l y  r e l a t e d  and necessary  t o  c a r r y  
ou t  r e sea rch  p r o j e c t s ,  inc luding  d i r e c t  c o s t s  t h a t  can be s p e c i f i c a l l y
i d e n t i f i e d  wi th  t h e  p r o j e c t  and al lowable i n d i r e c t  c o s t s  of t h e  i n s t i t u t i o n .  
Research g r a n t  support  may no t  be used t o  e s t a b l i s h ,  add a component t o ,  o r  
ope ra t e  a prevent ion ,  r e h a b i l i t a t i o n ,  o r  t rea tment  s e r v i c e  program. Support
f o r  r e s e a r c h - r e l a t e d  prevent ion ,  r e h a b i l i t a t i o n ,  o r  t rea tment  s e r v i c e s  and 
programs may be reques ted  only f o r  c o s t s  r equ i r ed  by t h e  r e sea rch .  These 
c o s t s  must be j u s t i f i e d  i n  terms of r e sea rch  o b j e c t i v e s ,  methods, and des igns
t h a t  promise t o  y i e l d  gene ra l i zab le  knowledge and/or make a s i g n i f i c a n t
con t r ibu t ion  t o  t h e o r e t i c a l  concepts .  

ELIGIBILITY 

Appl ica t ions  may be submit ted by pub l i c  o r  p r i v a t e ,  nonpro f i t  o r  f o r - p r o f i t ,
o rgan iza t ions  such as u n i v e r s i t i e s ,  c o l l e g e s ,  h o s p i t a l s ,  r e sea rch  i n s t i t u t e s  
and o rgan iza t ions ,  u n i t s  of S t a t e  o r  l o c a l  governments, and e l i g i b l e  agencies
of t h e  Federal  government. Women and minor i ty  i n v e s t i g a t o r s  are encouraged t o  
apply * 

REVIEW PROCEDURES 

The Div is ion  of Research Grants ,  N I H ,  s e rves  as t h e  c e n t r a l  p o i n t  f o r  r e c e i p t
of a p p l i c a t i o n s  under t h i s  program announcement. Appl ica t ions  rece ived  w i l l  
be ass igned  t o  an I n i t i a l  Review Group ( I R G )  i n  accordance with e s t a b l i s h e d  
Publ ic  Heal th  Se rv ice  Refe r r a l  Guidel ines .  The I R G ,  c o n s i s t i n g  p r imar i ly  of  
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non-Federal s c i e n t i f i c  and t e c h n i c a l  e x p e r t s ,  w i l l  review a p p l i c a t i o n s  f o r  

s c i e n t i f i c  and t e c h n i c a l  merit.  N o t i f i c a t i o n  of t h e  review recommendations 

w i l l  be s e n t  t o  t h e  a p p l i c a n t  a f t e r  t h e  i n i t i a l  review. App l i ca t ions  w i l l  

r e c e i v e  a second-level  review by an appropr i a t e  Nat ional  Advisory Council, 

where reviews may be based on p o l i c y  c o n s i d e r a t i o n s  as w e l l  as s c i e n t i f i c  

merit c o n s i d e r a t i o n s .  Only a p p l i c a t i o n s  recommended f o r  approval by t h e s e  

advisory bodies  w i l l  be considered f o r  funding. 


INCLUSION OF WOMEN AND MINORITIES I N  STUDY POPULATIONS 


For p r o j e c t s  involving c l i n i c a l  r e s e a r c h ,  ADAMHA r e q u i r e s  a p p l i c a n t s  t o  g i v e 

s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  of women and m i n o r i t i e s  i n  s tudy 

popu la t ions .  I f  women and m i n o r i t i e s  are no t  included i n  t h e  s tudy 

popu la t ions  f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c  j u s t i f i c a t i o n  f o r  t h i s  exc lus ion  

must be provided.  Applicat ions without such documentation w i l l  n o t  be 

accepted f o r  review. 


APPLICATION PROCEDURES 


Applicants  must u se  t h e  g r a n t  a p p l i c a t i o n  form PHS 398 ( r e v .  10/88).

Applicat ion k i t s  con ta in ing  t h e  necessary forms and i n s t r u c t i o n s  may be 

ob ta ined  from bus iness  o f f i c e s  o r  o f f i c e s  of sponsored r e s e a r c h  a t  most 

u n i v e r s i t i e s ,  c o l l e g e s ,  medical schools ,  and o t h e r  major r e sea rch  f a c i l i t i e s ,  

o r  from t h e  fol lowing o f f i c e :  


National  Clearinghouse f o r  Alcohol and Drug Information 

P.O. Box 2345 

Rockvil le ,  MD 20852 

Telephone: (301) 468-2600 


The number and t i t l e  of t h i s  program announcement, "PA-91-75, Research on t h e  

Rela t ionsh ips  Between Alcohol Use and Sexual Behaviors Associated with H I V  

Transmission," must be typed i n  item number 2 on t h e  f a c e  page of t h e  PHS 398 

appl  icat  ion  form . 

The s igned o r i g i n a l  and 24 permanent, l e g i b l e  cop ie s  of t h e  completed

a p p l i c a t i o n  must be s e n t  t o  t h e  addres s  l i s t e d  below. The number of cop ie s  of 

appendix materials t o  be s e n t  is  s i x .  


Div i s ion  of Research Grants 

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


I U r  	 Westwood Building,  Room 240 
Bethesda, MD 20892** 

INQUIRIES 


For a copy of t h e  complete program announcement and p r e a p p l i c a t i o n 

c o n s u l t a t i o n ,  c o n t a c t :  


Heather G .  Miller, Ph.D. 

Prevent ion Research Branch 

Division of C l i n i c a l  and Prevent ion Research 

National I n s t i t u t e  on Alcohol Abuse and Alcoholism 

5600 F i s h e r s  Lane, Room 13C-23 

Rockvil le ,  MD 20857 

Telephone: (301) 443-1677 


For f i sca l  and a d m i n i s t r a t i v e  matters, c o n t a c t :  


Ed E l l i s  

Off i ce  of Grants Management

National  I n s t i t u t e  on Alcohol Abuse and Alcoholism 

Parklawn Building,  Room 16-86 

5600 F i s h e r s  Lane 

Rockvil le ,  MD 02857 

Telephone: (301) 443-4703 


Applicat ions submitted i n  response t o  t h i s  announcement are no t  s u b j e c t  t o  t h e  

intergovernmental  review requirements of Executive Order 12372, as implemented

through t h e  Department of Health and Human Se rv ices '  r e g u l a t i o n s  a t  45 CFR 

P a r t  100, and are no t  s u b j e c t  t o  Health System Agency review. 
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THE STUDY OF THE ETIOLOGY AND PATHOGENESIS OF CELIAC DISEASE, GLUTEN SENSITIVE 
ENTEROPATHY 

PA: PA-91-76 

P.T. 34; K . W .  0715085, 0765033, 0710095, 0710065, 1002008, 1003018 

Nat iona l  I n s t i t u t e  o f  Diabetes and Diges t ive  and Kidney Diseases 
Nat iona l  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 

Appl ica t ion  Receipt  Dates: October 1 ,  February 1 ,  and June 1 

BACKGROUND 

The Nat iona l  I n s t i t u t e  o f  Diabetes and Diges t ive  and Kidney Diseases ( N I D D K )
and t h e  Nat iona l  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 ( N I A I D )  i n v i t e  
a p p l i c a t i o n s  from r e s e a r c h e r s  t o  i n v e s t i g a t e  t h e  e t i o l o g y ,  pa thogenes is ,
immunogenetics, and b i o l o g i c a l  a s p e c t s  of  i n t e s t i n a l  i n j u r y  o f  cel iac  d i s e a s e  
a l s o  known as g l u t e n  s e n s i t i v e  en teropathy .  A t  a Celiac Educat ional  
Conference h e l d  on May 7,  1990, concern w a s  expressed about  t h e  pauc i ty  of  t h e  
r e s e a r c h  a c t i v i t i e s  i n  t h i s  d i s e a s e  t h a t  a f fec ts  about  130,000 Americans. 

Celiac disease, a l s o  known as  g l u t e n  s e n s i t i v e  en teropathy ,  i s  an autoimmune 
disease induced by t h e  i n g e s t i o n  of  p r o t e i n s  de r ived  from wheat, r y e ,  b a r l e y ,
and poss ib ly  o a t s  i n  g e n e t i c a l l y  predisposed i n d i v i d u a l s .  Symptoms of  cel iac  
disease u s u a l l y  occur  du r ing  t h e  f i r s t  t h r e e  y e a r s  of  l i f e  a f t e r  t h e  
i n t r o d u c t i o n  o f  cereals i n t o  t h e  d i e t .  The t y p i c a l  c h i l d  wi th  celiac disease 
p r e s e n t s  wi th  malabsorpt ion symptoms, anorexia ,  f a i l u r e  t o  t h r i v e  and s h o r t  
s t a t u r e .  During t h e  t h i r d  decade o f  l i f e ,  a second peak i n  inc idence  o f  t h e  
disease is observed.  The disease i s  more p reva len t  i n  i n d i v i d u a l s  of  I r i s h  
decent  and of  North European e x t r a c t i o n .  Family s t u d i e s  have demonstrated a 
two t o  f i v e  pe rcen t  preva lence  of  ce l iac  d i s e a s e  i n  first degree  r e l a t i v e s  of  
persons  wi th  cel iac  disease.  Genet ic  markers,  HLA-B8, D R 3 ,  and DR7, are found 
i n  as many as 60-90 pe rcen t  of  p a t i e n t s  wi th  c e l i a c  disease. 

Our understanding of t h e  na tu re  and epidemiology of cel iac  disease was g r e a t l y
enhanced by t h e  development o f  t h e  s m a l l  i n t e s t i n a l  biopsy du r ing  t h e  1950s 
and 1960s. More r e c e n t l y ,  t h e  development o f  tests f o r  a n t i g l i a d i n  a n t i b o d i e s  
has  been h e l p f u l  f o r  s c reen ing  p a t i e n t s  suspec ted  of  celiac disease. The use  
of  g l u t e n - f r e e  d i e t s  t o  normalize t h e  biopsy f i n d i n g s  i n  p a t i e n t s  wi th  
suspec ted  disease has  been t h e  s t anda rd  means of  e s t a b l i s h i n g  t h e  d i agnos i s .
The absence of  a s imple d i a g n o s t i c  o r  sc reening  a s say  f o r  t h i s  disease and t h e  
l a c k  of  knowledge about  t h e  fundamental underlying pa thogenes is  have delayed 
p rogres s  i n  i d e n t i f i c a t i o n ,  t r ea tmen t ,  and prevent ion  of  t h i s  disease.  

Seve ra l  s t u d i e s  have suggested t h a t  ce l l -media ted  immunity p l a y s  an important
r o l e  i n  t h e  pa thogenes is  o f  cel iac  disease. Responses t o  mitogenic
s t i m u l a t i o n  of  p e r i p h e r a l  blood lymphocytes wi th  phytohemagglutinin have been 
r epor t ed  t o  vary  i n  cel iac  disease.  I n  a d d i t i o n ,  an increased  percentage  o f  
i n t r a - e p i t h e l i a l  lymphocytes from p a t i e n t s  wi th  cel iac  d i s e a s e  has  been shown 
t o  bear t h e  CD8 (cy to toxic / suppressor  c e l l )  s u r f a c e  marker. Whether o r  n o t  
t h e s e  ce l l s  are r e s p o n s i b l e  f o r  e p i t h e l i a l  damage i n  cel iac  d i s e a s e  is 
u n c l e a r .  Fu r the r  s t u d i e s  of  ce l l -media ted  immune r e a c t i o n s  i n  cel iac  disease 
are needed. 

N I D D K  and N I A I D  encourage c o l l a b o r a t i v e  r e s e a r c h  among t h e  m u l t i p l e
d i s c i p l i n e s  of  epidemiology, gas t roen te ro logy ,  p e d i a t r i c s ,  pathology,
n u t r i t i o n ,  immunology, immunogenetics, molecular  b io logy ,  and p r o t e i n
chemistry t o  pursue r e s e a r c h  i n  cel iac  disease.  I n s t i t u t i o n s  wi th  
demonstrated e x p e r t i s e  i n  both  c l i n i c a l  and b a s i c  s c i ences  t h a t  can mount 
m u l t i d i s c i p l i n a r y  and c o l l a b o r a t i v e  e f f o r t s  w i l l  be cons idered  most favorably
f o r  r e s e a r c h  suppor t .  Appl ica t ions  must be aimed a t  ob ta in ing  informat ion  
needed t o  f i l l  gaps i n  our  knowledge r ega rd ing  t h e  mechanisms and e t i o l o g y  of  
cel iac  d i s e a s e l g l u t e n  s e n s i t i v e  en teropathy .  

Research areas o f  i n t e r e s t  inc lude ,  bu t  are n o t  l i m i t e d  t o :  

o 	 Biomedical,  molecular ,  and b i o l o g i c  c h a r a c t e r i z a t i o n  o f  t h e  
i n j u r i o u s  n u t r i e n t s  i n  cel iac  disease, g l i a d i n  and re la ted  
molecules .  

o 	 S t u d i e s  of  t h e  g e n e t i c s  and g e n e t i c  markers i n  cel iac  disease,
e s p e c i a l l y  i n  extended families with more than  one member affected.  

o 	 Phenotypic and f u n c t i o n a l  c h a r a c t e r i z a t i o n  of  i n t r a e p i t h e l i a l
lymphocytes i n  cel iac  d i s e a s e  us ing  s t a t e - o f - t h e - a r t  t echn iques .  

1' 


N I H  G U I D E  - Vol. 2 0 ,  No. 27, J u l y  12, 1991 - Page 7 



o 	 Stud ies  of t h e  s p e c i f i c i t y  of au toan t ibod ies  found i n  celiac 
d i s e a s e  p a t i e n t s .  

o Research on t h e  p o t e n t i a l  r o l e  of au toant igens  i n  cel iac  d i s e a s e .  

o 	 Development of animal models o r  i n  v i t r o  systems of c e l i a c  d i s e a s e  
and g l i a d i n  s e n s i t i v i t y .  

-1’’ 


o 	 Stud ies  of mucosal permeabi l i ty ,  biology of en te rocy te s ,  and 
primary c e l l  c u l t u r e  techniques  i n  propagat ing en te rocy te s ,  as they
apply t o  cel iac  d i s e a s e .  

o 	 Epidemiologic and n a t u r a l  h i s t o r y  s t u d i e s  on celiac d i s e a s e  aimed 
a t  i d e n t i f y i n g  p o t e n t i a l  environmental  f a c t o r s  r e l a t e d  t o  
express ion ,  outcome, and complicat ions of d i s e a s e .  

MECHANISMS OF SUPPORT 

The mechanisms of support  f o r  t h i s  program w i l l  inc lude  t h e  ind iv idua l  
r e sea rch  p r o j e c t  g ran t  ( R o l l ,  and t h e  F i r s t  Independent Research Support and 
T r a n s i t i o n  (FIRST) Award (R29). The award of  g r a n t s  pursuant  t o  t h i s  
announcement is cont ingent  upon both t h e  r e c e i p t  of proposa ls  of  high
s c i e n t i f i c  merit i n  response t o  t h i s  announcement and t h e  a v a i l a b i l i t y  of  
appropr ia ted  funds.  

Appl ica t ions  w i l l  be rece ived  by t h e  N I H  Div is ion  of  Research Grants  ( D R G ) ,
r e f e r r e d  t o  appropr i a t e  Study Sec t ions  f o r  s c i e n t i f i c  merit review, and 
assigned t o  appropr i a t e  I n s t i t u t e s  f o r  p o s s i b l e  funding.  Re fe r r a l  dec i s ions  
w i l l  be governed by t h e  programmatic cons ide ra t ions  s p e c i f i e d  i n  t h e  Refe r r a l  
Guidel ines  of t h e  Publ ic  Health Se rv ice .  

Appl ica t ions  submit ted i n  response t o  t h i s  announcement w i l l  be reviewed i n  
competi t ion with o t h e r  a p p l i c a t i o n s  and i n  accordance with t h e  usua l  N I H  peer
review procedures .  Appl ica t ions  w i l l  f i r s t  be reviewed f o r  s c i e n t i f i c  and 
t e c h n i c a l  merit by a review group composed mostly of non-Federal s c i e n t i f i c  
c o n s u l t a n t s  ( s tudy  s e c t i o n ) ,  and then  by t h e  Nat ional  Advisory Council of t h e  
appropr i a t e  I n s t i t u t e ( s 1 .  The review c r i t e r i a  cus tomar i ly  employed by t h e  N I H  
w i l l  p r e v a i l .  

Appl icants  from i n s t i t u t i o n s  t h a t  have a General C l i n i c a l  Research Center 
(GCRC) funded by t h e  N I H  Nat ional  Center f o r  Research Resources may wish t o  

U” 	 i d e n t i f y  t h e  GCRC as a resource  f o r  conducting t h e  proposed r e sea rch .  I n  such 
a case, a l e t t e r  of agreement from e i t h e r  t h e  GCRC program d i r e c t o r  o r  a 
P r i n c i p a l  I n v e s t i g a t o r  must be included with t h e  a p p l i c a t i o n .  

SPECIAL INSTRUCTIONS TO APPLICANTS REGARDING IMPLEMENTATION OF N I H  POLICIES 
CONCERNING INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL RESEARCH STUDY 
POPULATIONS 

N I H  and ADAMHA po l i cy  i s  t h a t  a p p l i c a n t s  f o r  NIHlADAMHA c l i n i c a l  r e sea rch  
g r a n t s  and coopera t ive  agreements w i l l  be r equ i r ed  t o  inc lude  m i n o r i t i e s  and 
women i n  s tudy  popula t ions  so t h a t  r e sea rch  f ind ings  can be of b e n e f i t  t o  all 
persons a t  r i s k  of t h e  d i s e a s e ,  d i s o r d e r  o r  cond i t ion  under s tudy;  s p e c i a l
emphasis should be placed on t h e  need f o r  i nc lus ion  of m i n o r i t i e s  and women i n  
s t u d i e s  of d i s e a s e s ,  d i s o r d e r s  and cond i t ions  which d i sp ropor t iona te ly  a f f e c t  
them. This  po l i cy  i s  intended t o  apply t o  males and females of a l l  ages .  I f  
women o r  m i n o r i t i e s  are excluded o r  inadequately represented  i n  c l i n i c a l  
r e sea rch ,  p a r t i c u l a r l y  i n  proposed populat ion-based s t u d i e s ,  a c lear  
compelling r a t i o n a l e  should be’provided .  

The composition of t h e  proposed s tudy  popula t ion  must be descr ibed  i n  terms of  
gender and r a c i a l l e t h n i c  group. I n  a d d i t i o n ,  gender and r a c i a l l e t h n i c  i s s u e s  
should be addressed i n  developing a r e sea rch  des ign  and sample s i z e  
appropr i a t e  f o r  t h e  s c i e n t i f i c  o b j e c t i v e s  of t h e  s tudy .  This  information 
should be included i n  t h e  form PHS 398 i n  Sec t ion  2,  A-D of t h e  Research Plan 
AND summarized i n  Sec t ion  2,  E ,  Human Sub jec t s .  Appl icants /of fe rors  are urged 
t o  assess c a r e f u l l y  t h e  f e a s i b i l i t y  of  inc luding  t h e  broadest  poss ib l e
r e p r e s e n t a t i o n  of minori ty  groups.  However, N I H  recognizes  t h a t  it may no t  be 
f e a s i b l e  o r  appropr i a t e  i n  a l l  r e sea rch  p r o j e c t s  t o  inc lude  r e p r e s e n t a t i o n  of 
t h e  f u l l  a r r a y  of United S t a t e s  r a c i a l l e t h n i c  minor i ty  popula t ions  ( i . e . ,
Native Americans ( inc lud ing  American Indians  o r  Alaskan Na t ives ) ,
Asian/Pacific Islanders, Blacks, Hispanics). 


The r a t i o n a l e  f o r  s t u d i e s  on s i n g l e  minori ty  populat ion groups should be 
provided.

Il.‘ 

For t h e  purpose of t h i s  po l i cy ,  c l i n i c a l  r e sea rch  inc ludes  human biomedical 
and behaviora l  s t u d i e s  of e t i o l o g y ,  epidemiology, prevent ion  (and prevent ive  

N I H  G U I D E  - Vol. 20, No. 27, J u l y  12, 1991 - Page 8 



s t r a t e g i e s ) ,  d i agnos i s ,  o r  t rea tment  of d i s e a s e s ,  d i s o r d e r s  o r  cond i t ions , 

inc luding  but  n o t  l i m i t e d  t o  c l i n i c a l  t r i a l s .  


The usua l  N I H  p o l i c i e s  concerning r e sea rch  on human s u b j e c t s  a l s o  apply . 

Basic  r e sea rch  o r  c l i n i c a l  s t u d i e s  i n  which human t i s s u e s  cannot be i d e n t i f i e d  

o r  l i nked  t o  i n d i v i d u a l s  are excluded. However, every e f f o r t  should be made 

t o  inc lude  human t i s s u e s  from women and r a c i a l l e t h n i c  m i n o r i t i e s  when it i s 

important t o  apply t h e  r e s u l t s  of  t h e  s tudy  broadly,  and t h i s  should be V' 


addressed by a p p l i c a n t s .  


For fo re ign  awards, t h e  po l i cy  on inc lus ion  of women a p p l i e s  f u l l y ;  s i n c e  t h e  

d e f i n i t i o n  of minori ty  d i f f e r s  i n  o t h e r  c o u n t r i e s ,  t h e  a p p l i c a n t  must d i s c u s s  

t h e  re levance  of r e sea rch  involv ing  fo re ign  popula t ion  groups t o  t h e  United 

S t a t e s '  popula t ions ,  inc luding  m i n o r i t i e s .  


I f  t h e  r equ i r ed  information i s  no t  contained wi th in  t h e  a p p l i c a t i o n ,  t h e  

a p p l i c a t i o n  w i l l  be r e t u r n e d .  


Peer reviewers  w i l l  address  s p e c i f i c a l l y  whether t h e  r e sea rch  p l an  i n  t h e  

a p p l i c a t i o n  conforms t o  t h e s e  p o l i c i e s .  I f  t h e  r e p r e s e n t a t i o n  of women o r  

m i n o r i t i e s  i n  a s tudy des ign  i s  inadequate  t o  answer t h e  s c i e n t i f i c  

ques t ion ( s1  addressed AND t h e  j u s t i f i c a t i o n  f o r  t h e  s e l e c t e d  s tudy  popula t ion 

is  inadequate ,  it w i l l  be considered a s c i e n t i f i c  weakness o r  de f i c i ency  i n  

t h e  s tudy  des ign  and w i l l  be r e f l e c t e d  i n  a s s ign ing  t h e  p r i o r i t y  sco re  t o  t h e  

a p p l i c a t i o n .  


A l l  a p p l i c a t i o n s  f o r  c l i n i c a l  r e sea rch  submit ted t o  N I H  are r equ i r ed  t o  

address  t h e s e  p o l i c i e s .  N I H  funding components w i l l  no t  award g r a n t s  o r  

coopera t ive  agreements t h a t  do no t  comply with t h e s e  p o l i c i e s .  


APPLICATION PROCEDURES 


Appl ica t ions  must be submit ted on form PHS 398 ( r e v .  10/88) t h a t  i s  a v a i l a b l e  

i n  t h e  bus iness  o r  g r a n t s  and c o n t r a c t s  o f f i c e  a t  most r e sea rch  and academic 

i n s t i t u t i o n s  and from t h e  Of f i ce  of Grants  I n q u i r i e s ,  Div is ion  of  Research 

Grants ,  N I H ,  Westwood Building,  Room 449, Bethesda, MD 20892, t e lephone  (301) 

496-7441. 


I n  i t e m  t2 on t h e  f a c e  page of  t h e  a p p l i c a t i o n ,  t h e  phrase ,  "Etiology and 

Pathogenesis  of  Cel iac  Disease, PA-91-76," must be i n s e r t e d .  


The o r i g i n a l  and s i x  cop ie s  of  t h e  a p p l i c a t i o n  must be s e n t  o r  d e l i v e r e d  t o :  


Appl ica t ion  Receipt  Off i c e  

Divis ion  of Research Grants  

National  I n s t i t u t e s  of Heal th  

Westwood Bui ld ing ,  Room 240 

Bethesda, MD 20892** 


For f u r t h e r  information concerning t h e  announcement and mechanisms of support 

f o r  r e sea rch ,  i n v e s t i g a t o r s  are encouraged t o  c o n t a c t :  


Frank A .  Hamilton, M . D . ,  MPH 

D i r e c t o r ,  G a s t r o i n t e s t i n a l  Mucosal and Immunology Program

National  I n s t i t u t e  of Diabetes  and Diges t ive  and K,idney Diseases 

Westwood Building,  Room 3A15 

5333 Westbard Avenue 

Bethesda, MD 20892 

Telephone: (301) 496-7821 


Susana A .  Se r r a t e -Sz te in ,  M . D .  

Chief ,  Autoimmunity Sec t ion  

Divis ion  of  Al le rgy ,  Immunology and Transp lan ta t ion 

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

Westwood Building,  Room 755 

5333 Westbard Avenue 

Bethesda, MD 20892 

Telephone: (301) 496-7985 


For f i s ca l  and a d m i n i s t r a t i v e  matters, c o n t a c t :  


Thelma Jones 

Grants  Management S p e c i a l i s t 

National  I n s t i t u t e  of Diabetes  and Diges t ive  and Kidney Diseases  

Westwood Building,  Room 630 

Bethesda, MD. 20892 

Telephone: (301) 496-7467 
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This  program is  descr ibed  i n  t h e  Catalog of Federal  Domestic Ass is tance  No. 
93.848, Research on Diges t ive  Diseases  and N u t r i t i o n .  Awards w i l l  be made 
under t h e  a u t h o r i t y  of t h e  Publ ic  Health Serv ice  A c t ,  Sec t ion  301 (42 USC241),
and adminis tered under PHS g r a n t s  p o l i c i e s  and Federal  Regulat ions 42 CFR P a r t  
52 and 45 CFR P a r t  74. This  program is  no t  sub jec t  t o  review requirements  of  
Executive Order 12372 o r  Heal th  Systems Agency review. 

FOGARTY INTERNATIONAL RESEARCH COLLABORATION AWARD 

PA: PA-91-77 

P.T.  

Fogarty I n t e r n a t i o n a l  Center  

Applicat ion Receipt Dates: October 1 ,  February 1 ,  and June 1 of each year  

PURPOSE 

The Fogarty I n t e r n a t i o n a l  Center ( F I C ) ,  under a program of  Cen t ra l  and Eas te rn  
European ( inc lud ing  t h e  USSR) and La t in  American and Caribbean I n i t i a t i v e s ,  i s  
providing s m a l l  g r a n t s  t o  U.S. g ran tee  i n s t i t u t i o n s  t o  f a c i l i t a t e  cooperat ion
and c o l l a b o r a t i o n  between U.S. s c i e n t i s t s  and s c i e n t i s t s  i n  t h e s e  r eg ions .
These small g r a n t s  w i l l  provide funds t o  t h e  fo re ign  c o l l a b o r a t o r s ,  through
t h e  U.S. gran tee  i n s t i t u t i o n ,  f o r  equipment and s u p p l i e s  a t  t h e i r  home 
i n s t i t u t i o n ,  and f o r  t r a v e l  expenses f o r  both t h e  U.S. 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  fo re ign  c o l l a b o r a t o r .  These awards are intended t o  suppor t  t h e  new 
and expanded r e sea rch  e f f o r t s  of U.S. s c i e n t i s t s  who a r e  P r i n c i p a l
I n v e s t i g a t o r s  of c u r r e n t l y  funded N I H  r e sea rch  p r o j e c t  g r a n t s  on t h e  genera l
s c i e n t i f i c  s u b j e c t  of t h e  proposed c o l l a b o r a t i o n .  

RESEARCH OBJECTIVES 

The main o b j e c t i v e  of t h i s  program is t o  f a c i l i t a t e  c o l l a b o r a t i v e  r e sea rch  
e f f o r t s  between U.S. and fo re ign  s c i e n t i s t s  t h a t  w i l l  expand and enhance t h e  
NIH-supported r e sea rch  program of t h e  U.S. P r i n c i p a l  I n v e s t i g a t o r ,  while  a t  
t h e  same t i m e  b e n e f i t i n g  t h e  s c i e n t i f i c  i n t e r e s t s  of t h e  c o l l a b o r a t i n g  f o r e i g n
s c i e n t i s t .  These small g r a n t s  w i l l  provide funds t o  purchase s u p p l i e s ,
m a t e r i a l s ,  and small  equipment i t e m s  necessary t o  conduct t h e  c o l l a b o r a t i v e  
r e sea rch  i n  t h e  f o r e i g n  s c i e n t i s t ' s  r e sea rch  l abora to ry  a t  a non-p ro f i t  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  i n  t h e  e l i g i b l e  c o u n t r i e s .  These awards w i l l  a l s o  
provide t r a v e l  suppor t ,  as necessary t o  conduct t h e  c o l l a b o r a t i v e  r e sea rch  
e f f o r t ,  f o r  t h e  U.S. and/or t h e  fo re ign  c o l l a b o r a t o r ( s ) .  A l l  biomedical and 
behaviora l  r e sea rch  t o p i c s  supported by t h e  N I H  are e l i g i b l e  f o r  i nc lus ion  
under t h i s  program. The U.S. P r inc ipa l  I n v e s t i g a t o r  must show evidence of 
ongoing N I H  r e sea rch  support  i n  a r e a s  r e l a t e d  t o  t h e  small g ran t  a p p l i c a t i o n ,
and t h i s  support  must be a v a i l a b l e  dur ing  t h e  e n t i r e  small g r a n t  award pe r iod .
The a p p l i c a t i o n  must demonstrate t h a t  t h e  e f f o r t  w i l l  enhance t h e  s c i e n t i f i c  
c o n t r i b u t i o n s  of both t h e  U.S. and fo re ign  s c i e n t i s t s  and s t r eng then  t h e  
con t r ibu t ion  t o  t h e  NIH-sponsored r e sea rch  e f f o r t .  

MECHANISM OF SUPPORT 


The s m a l l  g r a n t s  w i l l  provide up t o  $20,000 pe r  year  f o r  up t o  t h r e e  y e a r s  i n  
d i r e c t  c o s t s .  Funds may be used f o r  materials, s u p p l i e s ,  and equipment f o r  
t h e  fo re ign  s c i e n t i s t ' s  r e sea rch  l abora to ry  and f o r  t r a v e l  expenses f o r  t h e  
P r inc ipa l  I n v e s t i g a t o r  and/or t h e  fo re ign  c o l l a b o r a t o r ,  and t h e i r  r e sea rch  
a s s o c i a t e s ,  as j u s t i f i e d  by t h e  s c i e n t i f i c  needs of t h e  p r o j e c t .  No salar ies  
o r  s t i pends  f o r  any of t h e  c o l l a b o r a t o r s ,  s t u d e n t s ,  o r  t e c h n i c a l  a s s i s t a n t s  
w i l l  be o f f e red  under t h e s e  awards. Applicants  must r eques t  support  t o  
conduct r e sea rch  no t  a l r eady  being supported by t h e  U.S. i n v e s t i g a t o r ' s
r e sea rch  g ran t ;  however, t h e  r e sea rch  proposal  must be an ex tens ion  of o r  
r e l a t e d  t o  t h e  c u r r e n t l y  funded r e sea rch  p r o j e c t .  The awards w i l l  be made t o  
U.S. i n s t i t u t i o n s  t h a t  w i l l  be r e spons ib l e  f o r  t h e  expendi tures .  The minimum 
small  g ran t  p r o j e c t  per iod  w i l l  be for one year ;  t h e  maximum w i l l  be f o r  t h r e e  
years .  I n d i r e c t  c o s t s  w i l l  be c a l c u l a t e d  on t h e  b a s i s  of  t h e  o f f - s i t e  r a t e s  
of t h e  U.S. sponsoring i n s t i t u t i o n .  The award of t h i s  small g r a n t  i s  
non-renewable, and t h e  N I H  awarding u n i t  of t h e  "parent" g ran t  is under no 
o b l i g a t i o n  t o  cont inue  support  f o r  t h e  fo re ign  g ran t  as a component of a 
recompeting "parent1' g r a n t .  

ELIGIBILITY 

U.S. s c i e n t i s t s  who a r e  P r i n c i p a l  I n v e s t i g a t o r s  of N I H  r e sea rch  p r o j e c t  g r a n t s
( R ,  P ,  o r  U-01 ser ies)  t h a t  w i l l  be a c t i v e  and funded du r ing  t h e  proposed 
g ran t  award per iod  (up t o  t h r e e  y e a r s )  are e l i g i b l e .  The small g r a n t s  w i l l  be 
made f o r  work conducted i n  cooperat ion with s c i e n t i s t s  only i n  c o u n t r i e s  
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l o c a t e d  i n  t h e  geographical  r eg ions  commonly known as Cen t ra l  and Eastern 
Europe ( i n c l u d i n g  t h e  USSR), La t in  America, and t h e  non-U.S. Caribbean. The 
f o r e i g n  c o l l a b o r a t o r  must hold a p o s i t i o n  a t  a p u b l i c  o r  p r i v a t e  non-p ro f i t
i n s t i t u t i o n  t h a t  w i l l  a l l o w  him o r  h e r  adequate t ime and provide a p p r o p r i a t e
f a c i l i t i e s  t o  conduct t h e  proposed r e s e a r c h .  

SPECIAL REQUIREMENTS 
IApplicants  should be aware t h a t  a p p l i c a b l e  p rov i s ions  f o r  p r o t e c t i o n s  of human 

r e s e a r c h  s u b j e c t s  and l a b o r a t o r y  animals must be m e t  i n  domestic and fo re ign
s e t t i n g s .  See T i t l e  45 CFR P a r t  46 f o r  information concerning t h e  Department
of Health and Human Se rv ices  r e g u l a t i o n s  f o r  t h e  p r o t e c t i o n  of human s u b j e c t s
and t h e  PHS Po l i cy  on Humane Care and Use of Laboratory Animals. These a r e  
a v a i l a b l e  from t h e  Of f i ce  f o r  P r o t e c t i o n  from Research Risks,  Nat ional  
I n s t i t u t e s  of Heal th ,  Bui lding 31, Room 5B59, Bethesda, MD 20892. 

APPLICATION PROCEDURES 

Applicat ions w i l l  be ass igned f o r  review t o ,  and awards w i l l  be made by, t h e  
Fogarty I n t e r n a t i o n a l  Center ,  u t i l i z i n g  t h e  customary N I H  pee r  review p rocess .
S c i e n t i f i c  and t e c h n i c a l  merit w i l l  be evaluated by a Fogarty I n t e r n a t i o n a l  
Center i n i t i a l  review group. Second l e v e l  review w i l l  be provided by t h e  
Fogarty I n t e r n a t i o n a l  Center Advisory Board. Award d e c i s i o n s  w i l l  be 
announced wi th in  a month fol lowing each board meeting and w i l l  be based on t h e  
s c i e n t i f i c  merit of t h e  a p p l i c a t i o n s  and t h e  a v a i l a b i l i t y  of funds.  

METHOD OF APPLYING 

Applicat ions must be submitted by t h e  U.S. P r i n c i p a l  I n v e s t i g a t o r  on t h e  g r a n t
a p p l i c a t i o n  form PHS 398 ( r e v .  10/88) t h a t  is a v a i l a b l e  a t  most i n s t i t u t i o n a l  
bus iness  o f f i c e s  and from t h e  Of f i ce  of Grants I n q u i r i e s ,  Divis ion of Research 
Grants,  N I H ,  te lephone (301)  496-7441. The dead l ines  f o r  r e c e i p t  of 
a p p l i c a t i o n s  are October 1, February 1, and June 1 of each y e a r .  Spec ia l
i n s t r u c t i o n s  are necessary and are a v a i l a b l e  from t h e  addres s  below. 
C r e d e n t i a l s  for t h e  f o r e i g n  c o l l a b o r a t o r s  must be included w i t h  t h e  
a p p l i c a t i o n  and t h e  c o l l a b o r a t i v e  arrangements desc r ibed  i n  a l e t t e r  signed by
both i n v e s t i g a t o r s .  Applicants  must l i s t  t h e  a c t i v e  N I H  r e sea rch  g r a n t c s )
t h a t  w i l l  be he ld  du r ing  t h e  proposed p r o j e c t  per iod of t h i s  award. The 
f o r e i g n  l a b o r a t o r y  c o l l a b o r a t i n g  with t h e  P r i n c i p a l  I n v e s t i g a t o r  of t h e  small 
g r a n t  must be l o c a t e d  i n  t h e  c o u n t r i e s  of Cen t ra l  and Eastern Europe
( inc lud ing  t h e  USSR), La t in  America, and t h e  non-U.S. Caribbean. 

VTo o b t a i n  f u r t h e r  information on t h i s  program and t o  r e q u e s t  t h e  necessary
s p e c i a l  a p p l i c a t i o n  i n s t r u c t i o n s ,  w r i t e ,  f a x ,  o r  phone: 

D r .  David A .  Wolff o r  D r .  Danuta Krotoski  
I n t e r n a t i o n a l  Research and Awards Branch 
Fogarty I n t e r n a t i o n a l  Center 
National I n s t i t u t e s  of Health 
Building 31, Room B2C21 
Bethesda, MD 20892 
Telephone: (301) 496-1653 
FAX: (301) 402-0779 

For g r a n t s  management and f i s c a l  matters, 

M s .  S i l v i a  Mandes 

Grants Management O f f i c e r  

Fogarty I n t e r n a t i o n a l  Center 

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

Building 31, Room B2C21 

Bethesda, MD 20892 

Telephone: (301)  496-1653 

FAX: (301) 402-0779 


c o n t a c t :  

The Fogarty I n t e r n a t i o n a l  Center has  a u t h o r i t y  t o  award g r a n t s  under Sec t ion  
307 of t h e  Pub l i c  Health Se rv ice  A c t .  

**THE M A I L I N G  ADDRESS G I V E N  FOR SENDING APPLICATIONS TO THE DIVISION OF 
RESEARCH GRANTS OR CONTACTING PROGRAM STAFF I N  THE WESTWOOD B U I L D I N G  IS THE 
CENTRAL M A I L I N G  ADDRESS FOR THE N A T I O N A L  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 
B U I L D I N G  IS :  

5333 Westbard Avenue 
Bethesda, Maryland 20816 
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