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NOTICES 

TYPE SIZE I N  PHS 398 APPLICATIONS 

\. 4' P.T. 34; K.W. 1014006 

D i v i s i o n  o f  Research Gran t s  

I n  an e f f o r t  t o  c l a r i f y  t h e  c u r r e n t  g u i d e l i n e s  and i n  r e sponse  t o  some 
e x c e l l e n t  s u g g e s t i o n s ,  w e  have modif ied t h e  c u r r e n t  g u i d e l i n e s  r e g a r d i n g  the  
t y p e  s i z e  i n  t h e  PHS 398 a p p l i c a t i o n  k i t .  The f o l l o w i n g  r e v i s e d  g u i d e l i n e s
r e p l a c e  t h e  pa rag raph  under  S p e c i f i c  I n s t r u c t i o n s  - S e c t i o n ,  (page 12, PHS 
398, Rev. 1 0 / 8 8 ) .  They are e f f e c t i v e  w i t h  t h e  February 1 ,  1991 a p p l i c a t i o n
r e c e i p t  d e a d l i n e .  

"It is  a l s o  e s s e n t i a l  t h a t  t y p e  s i z e  l i m i t a t i o n s  be  observed th roughou t  t h e  
a p p l i c a t i o n ,  or 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  wi thou t  r ev iew.  For t h e  
f i r s t  ( face)  page,  t h e  t y p e  d e n s i t y  must be 10 c h a r a c t e r s  p e r  i n c h  ( c p i ) .
T h i s  l i m i t  i s  t o  a s s u r e  t h a t  a l l  d a t a  typed  on t h i s  page can be  c a p t u r e d  f o r  
computer p r o c e s s i n g  wi thou t  t r u n c a t i o n .  For t h e  rest o f  t h e  a p p l i c a t i o n ,  t h e  
t y p e  must be  s t a n d a r d  s i z e ,  which i s  1 0  t b  12 p o i n t s  ( approx ima te ly  1 /8  inch  
i n  h e i g h t  f o r  c a p i t a l  l e t t e r s ) .  If c o n s t a n t  spac ing  i s  used,  t h e r e  shou ld  b e  
no more t h a n  15 c p i ,  whereas p r o p o r t i o n a l  s p a c i n g  should p r o v i d e  an ave rage  o f  
15 c p i .  F i n a l l y ,  t h e r e  must be  no more t h a n  s i x  l i n e s  o f  t e x t  w i t h i n  a 
v e r t i c a l  i n c h .  F i g u r e s ,  c h a r t s ,  t a b l e s ,  f i g u r e  l egends ,  and f o o t n o t e s  may b e  
smaller i n  s i z e  b u t  must be  c lear  and r e a d i l y  l e g i b l e .  A p p l i c a t i o n s  n o t  
meeting t h e s e  r equ i r emen t s  w i l l  b e  r e t u r n e d  wi thou t  review,  o r  may be  s u b j e c t  
t o  d e f e r r a l  .I1 

If you have any q u e s t i o n s ,  c o n t a c t :  

The Referral Office 

D i v i s i o n  o f  Research Gran t s  

N a t i o n a l  I n s t i t u t e s  o f  Hea l th  

Westwood B u i l d i n g ,  Room 248 

Bethesda,  MD 20892 

Telephone: (301)  496-7447 


*--f STUDY OF GRANT APPLICATION TEXTS I N  ELECTRONIC FORM 

P.T. 34; K.W. 1014002, 1004008 

D i v i s i o n  o f  Research Gran t s  

The D i v i s i o n  of Research Gran t s  ( D R G ) ,  as p a r t  o f  i t s  ongoing e f f o r t s  t o  

improve t h e  e f f i c i e n c y  o f  i t s  review and d a t a  management f u n c t i o n s ,  is 

s t u d y i n g  t h e  f e a s i b i l i t y  of compute r - a s s i s t ed  index ing  o f  g r a n t  a p p l i c a t i o n s . 

To conduct t h i s  s p e c i a l  s t u d y ,  DRG needs a l a r g e  d a t a  b a s e ,  i n  e l e c t r o n i c  

form, o f  t h e  t e x t u a l  p o r t i o n s  of a p p l i c a t i o n s .  The a p p l i c a t i o n  s e c t i o n s  o f  

i n t e r e s t  are  t h e  1 )  A b s t r a c t ,  2 )  S p e c i f i c  A i m s ,  3 )  Background and 

S i g n i f i c a n c e ,  and 4) L i t e r a t u r e  C i t e d  ( S e c t i o n  2-11. 


T h e r e f o r e ,  DRG i s  a s k i n g  i n v e s t i g a t o r s  who a l r e a d y  have submi t t ed  a competing 

a p p l i c a t i o n  f o r  i n d i v i d u a l  r e s e a r c h  g r a n t  s u p p o r t  ( R o l l  and who have t h e  

t e x t u a l  p o r t i o n s  o f  t h e i r  a p p l i c a t i o n s  a v a i l a b l e  i n  a n  e l e c t r o n i c  medium 

( i . e . ,  s t o r e d  i n  a computer o r  on a f loppy  d i s k )  t o  send on ly  t h e s e  p o r t i o n s 

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


D r .  John B .  Mathis 

D i v i s i o n  o f  Research Gran t s  

N a t i o n a l  I n s t i t u t e s  o f  Hea l th  

Westwood B u i l d i n g ,  Room 2A-05 

Bethesda,  MD 20892 

Telephone: ( 3 0 1 )  402-1464 


The a p p l i c a t i o n  s e c t i o n s  l i s t e d  above shou ld  be  cop ied  as  s e p a r a t e  f i l e s  t o  a 

f l o p p y  d i s k  (5  1/4" o r  3 1 / 2 " ) .  It  i s  most d e s i r a b l e  t h a t  each f i l e  be 

conver t ed  t o  i ts  ASCII ("DOS F i l e " )  e q u i v a l e n t  b e f o r e  copying.  If t h i s  is n o t  

p o s s i b l e ,  p l e a s e  i n d i c a t e  on the disk l a b e l  what word p r o c e s s i n g  program w a s  

used t o  p r e p a r e  t h e  f i l e .  


A l l  d a t a  r e c e i v e d  w i l l  be handled as p r i v i l e g e d  communications and s t o r e d  i n  
*'I,JI 	 c o n t r o l l e d - a c c e s s  f i l e s  i n  t h e  N I H  mainframe computer.  No a p p l i c a n t  names 

w i l l  be a s s o c i a t e d  w i t h  any computer-based f i l e s  ( excep t  as  t h e y  may appea r  i n  
t h e  f i l e s  t h e m s e l v e s ) .  The f i l e s  w i l l  b e  i d e n t i f i e d  and r e t r i e v e d  by t h e i r  
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code d e s i g n a t i o n s  o n l y .  The DRG w i l l  t a k e  p r e c a u t i o n s  t o  m a i n t a i n  t h e  
c o n f i d e n t i a l i t y  o f  t h e  in fo rma t ion  submi t t ed .  

P l e a s e  send o n l y  f i l e s  from a p p l i c a t i o n s  t h a t  have been submi t t ed  between 
August 1 ,  1989 and J u l y  31, 1990. I n d i c a t e  on t h e  d i s k  l a b e l  1 )  t h e  
a p p l i c a t i o n ' s  t i t l e  and 2 )  t h e  s t u d y  s e c t i o n  and t h e  I n s t i t u t e ,  Cen te r  o r  
D i v i s i o n  t o  which it was a s s i g n e d .  

Note t h a t  t h i s  r e q u e s t  f o r  a p p l i c a t i o n  in fo rma t ion  i s  e n t i r e l y  independent  o f  
t h e  c u r r e n t  review and award p r o c e s s e s  o f  any of t h e  I n s t i t u t e s ,  C e n t e r s  o r  
D i v i s i o n s  o f  t h e  P u b l i c  Hea l th  S e r v i c e ,  i n c l u d i n g  DRG. Your r e sponse  t o  t h i s  
announcement shou ld  be c o n s i d e r e d  e n t i r e l y  v o l u n t a r y .  In fo rma t ion  r e c e i v e d  as  
a r e s u l t  o f  t h i s  announcement w i l l  n o t  a f fec t  t h e  review o r  fund ing  o f  any 
g r a n t  a p p l i c a t i o n  i n  any way. A l l  i n f o r m a t i o n  r e c e i v e d  w i l l  be used s o l e l y
f o r  t h e  s t u d y  o f  i n f o r m a t i o n  management by DRG.  A l l  d i s k s  r e c e i v e d  w i l l  b e  
r e t u r n e d  t o  t h e  s e n d e r  i f  a r e t u r n  a d d r e s s  i s  e n c l o s e d .  

NATIONAL WORKSHOPS ON "PROTECTION OF HUMAN SUBJECTSff 

P.T. 42; K.W. 0783005 

N a t i o n a l  I n s t i t u t e s  o f  Hea l th  
Food and Drug A d m i n i s t r a t i o n  

The N a t i o n a l  I n s t i t u t e s  o f  Hea l th  ( N I H )  and t h e  Food and Drug A d m i n i s t r a t i o n  
(FDA) are c o n t i n u i n g  t o  sponsor  a ser ies  o f  workshops on t h e  r e s p o n s i b i l i t i e s
o f  r e s e a r c h e r s ,  I n s t i t u t i o n a l  Review Boards ( I R B s ) ,  and i n s t i t u t i o n a l  
o f f i c i a l s  f o r  t h e  p r o t e c t i o n  o f  human s u b j e c t s  i n  r e s e a r c h .  The workshops are 
open t o  everyone w i t h  an i n t e r e s t  i n  r e s e a r c h  i n v o l v i n g  human s u b j e c t s .  The 
mee t ings  shou ld  be  o f  s p e c i a l  i n t e r e s t  t o  t h o s e  p e r s o n s  c u r r e n t l y  s e r v i n g  o r  
about  t o  b e g i n  s e r v i n g  as a member o f  a n  I R B .  I s s u e s  d i s c u s s e d  a t  t h e s e  
workshops are r e l e v a n t  t o  a l l  o t h e r  P u b l i c  H e a l t h  S e r v i c e  a g e n c i e s .  The 
c u r r e n t  s chedu le  i n c l u d e s  t h e  f o l l o w i n g :  

I .  WEST COAST WORKSHOP 

DATES: February 4-5, 1991 


WORKSHOP SITE: 

Meridien Ho te l  

5 0  T h i r d  S t r e e t  . 

San F r a n c i s c o ,  CA 94103 


SPONSOR: 

U n i v e r s i t y  o f  C a l i f o r n i a  a t  San F r a n c i s c o  

Box 0400 

San F r a n c i s c o ,  CA 94143 


REGISTRATION CONTACT: 

M s .  P h y l l i s  C o l b e r t  

Workshop Con tac t  Person 

U n i v e r s i t y  o f  Ca1iforni .a  a t  San F r a n c i s c o  

Box 0400 

San F r a n c i s c o ,  CA 94143 

Telephone: (415)  476-1881 


TOPIC: "The U s e  o f  Human S u b j e c t s  i n  Research:  AIDS as a Model o f  

Complexity" 


11. MIDEAST WORKSHOP 

DATES: March 4-5, 1991 


WORKSHOP SITE: 

F r i d a y  Cen te r  

L a u r e l  H i l l  Parkway

Chapel H i l l ,  NC 27599-1020 


SPONSORS : 

U n i v e r s i t y  o f  North C a r o l i n a  a t  Chapel H i l l  

3 0 0  Bynum H a l l  

Chapel H i l l ,  NC 27599-4100 


Shaw U n i v e r s i t y 

118 E .  South S t r e e t  

Rale igh ,  NC 27611 1 
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REGISTRATION CONTACT: 

M r .  A 1  Dawson 

Director  

F r i d a y  Cen te r  

Laure l  H i l l  Parkway

c .  B .  1020 

Chapel H i l l ,  NC 27599-1020 

Telephone: (919)  962-1106 


TOPIC: " I n t e r p r e t i n g  t h e  F e d e r a l  Code f o r  t h e  P r o t e c t i o n  o f  Human S u b j e c t s "  

111. MIDWEST WORKSHOP 

DATES: A p r i l  11-12, 1991 

WORKSHOP SITE : 

Ramada Inn ,  Lakeshore 

4900 South Lake Shore Dr ive  

Chicago, I L  60615 


SPONSORS: 

U n i v e r s i t y  o f  Chicago 

970 East 58th S t r e e t  

Chicago, I L  60637 


Chicago S t a t e  U n i v e r s i t y 

95 th  S t r e e t  a t  King Drive 

Chicago, I L  60628 


REGISTRATION CONTACT: 

Mr. Arnold L .  Aronoff 

A s s o c i a t e  D i r e c t o r  

F a c u l t y  and A d m i n i s t r a t i v e  S e r v i c e s  

U n i v e r s i t y  Research A d m i n i s t r a t i o n  

U n i v e r s i t y  o f  Chicago 

970 E a s t  58th S t r e e t  

Chicago, I L  60637 

Telephone: (312)  702-8669 


TOPIC: " C u l t u r a l  D i v e r s i t y ,  E t h i c s ,  and Research:  A Workshop on Human 

S u b j e c t  P r o t e c t  ion" 


N I H I F D A  have planned n a t i o n a l  human s u b j e c t  p r o t e c t i o n s  workshops i n  o t h e r  

p a r t s  o f  t h e  United S t a t e s .  For f u r t h e r  i n fo rma t ion  r e g a r d i n g  t h e s e  workshops 

c o n t a c t :  


Dar lene  Marie Ross 

Execu t ive  A s s i s t a n t  for Educat ion 

D i v i s i o n  o f  Human S u b j e c t  P r o t e c t i o n s  

Office f o r  P r o t e c t i o n  from Research R i s k s  

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

9000  Rockville Pike 

Bui ld ing  31, Room 5B59 

Bethesda,  MD 20892 

Telephone: (301)  496-8101 


N A T I O N A L  INSTITUTE OF ARTHRITIS AND MUSCULOSKELETAL AND SKIN DISEASES PROGRAM 

PROJECT GUIDELINES 


P.T. 34; K.W. 0715010, 0715185, 0705050, 1014006 


N a t i o n a l  I n s t i t u t e  o f  A r t h r i t i s  and Muscu loske le t a l  and S k i n  Diseases 

The N a t i o n a l  I n s t i t u t e  of A r t h r i t i s  and Muscu loske le t a l  and S k i n  Diseases 
(NIAMS) announces t h e  a v a i l a b i l i t y  o f  r e v i s e d  g u i d e l i n e s  f o r  program p r o j e c t
a p p l i c a t i o n s  t h a t  are a s s i g n e d  t o  NIAMS by t h e  D i v i s i o n  o f  Research Gran t s  
( D R G ) .  The l i m i t a t i o n  on d i r e c t  c o s t s  r e q u e s t e d  w i l l  remain a t  $5 m i l l i o n  
ove r  5 y e a r s .  These g u i d e l i n e s  w i l l  b e  used as t h e  b a s i s  f o r  t h e  review o f  
a p p l i c a t i o n s  r e c e i v e d  as  o f  June  1 ,  1991, and t h e r e a f t e r .  

The f o l l o w i n g  i n d i v i d u a l  may be c o n t a c t e d  f o r  t h e  g u i d e l i n e s  and for specific
q u e s t i o n s  r e l a t e d  t o  such a p p l i c a t i o n s :  
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D r .  Michael Lockshin 

D i r e c t o r ,  Extramural  Program

N a t i o n a l  I n s t i t u t e  o f  A r t h r i t i s  and Muscu loske le t a l  and S k i n  Diseases 

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

B u i l d i n g  31, Room 4C32 

Bethesda,  MD 20892 

Telephone: ( 3 0 1 )  496-0802 


ANNOUNCEMENT OF HHS GRANTS AND CONTRACTS TRAINING COURSE 

P.T. 34; K.W. 1014002, 1014006 

P u b l i c  H e a l t h  S e r v i c e  

COURSE TITLE: O r i e n t a t i o n  t o  U . S .  Department of Hea l th  and Human S e r v i c e s  
Gran t s  and C o n t r a c t s  A c t i v i t i e s  f o r  A p p l i c a n t s  and R e c i p i e n t s  o f  Awards 

COURSE DESCRIPTION: T h i s  two-day c o u r s e  h a s  been des igned  t o  p r o v i d e
a p p l i c a n t s  f o r  and r e c i p i e n t s  o f  HHS g r a n t s  and c o n t r a c t s  w i t h  a b e t t e r  
u n d e r s t a n d i n g  o f  t h e  p rocedures  t h a t  are t o  be  fo l lowed  and what is expec ted
o f  them i n  a p p l y i n g  f o r  and i n  t h e  accoun t ing  and s t e w a r d s h i p  o f  F e d e r a l  
funds .  The f i r s t  day of t h e  c o u r s e  c o n c e n t r a t e s  on t h e  g r a n t s  p r o c e s s ;  t h e  
second day is devoted t o  c o n t r a c t i n g .  S t u d e n t s  w i l l  be p rov ided  w i t h  a broad 
overview of  how t o  conduct  c o n t r a c t  and g r a n t  b u s i n e s s  w i t h  HHS i n c l u d i n g :
how t h e  Department i s  o rgan ized ,  how t h e  HHS c o n t r a c t s  and g r a n t s  p r o c e s s e s  
are  s t r u c t u r e d ,  how t o  i d e n t i f y  g r a n t  and c o n t r a c t  fund ing  o p p o r t u n i t i e s ,  how 
t o  submit e f f e c t i v e  a p p l i c a t i o n s  and p r o p o s a l s  and what t o  watch o u t  f o r  once 
a c o n t r a c t  o r  g r a n t  h a s  been awarded by HHS. 

TARGET POPULATION: Grant and c o n t r a c t  s ta f f  o f  o r g a n i z a t i o n s  t h a t  are 
p r e s e n t l y  do ing  b u s i n e s s  w i t h  HHS as g r a n t e e s  o r  c o n t r a c t o r s ,  and t h o s e  t h a t  
p l a n  t o  submit a p p l i c a t i o n s  f o r  g r a n t s  o r  p r o p o s a l s  f o r  c o n t r a c t s .  The c o u r s e  
i s  i n t e n d e d  f o r  new s t a f f  o r  s t a f f  inexpe r i enced  w i t h  HHS g r a n t  and c o n t r a c t  
a c t i v i t i e s .  

DATES AND LOCATIONS 

A p r i l  2-3, 1991, 8:30 a m  - 5:OO pm; R o c k v i l l e ,  MD 
June  10-11, 1991; 8:30 a m  - 5:OO pm; A t l a n t a ,  GA ( h i s t o r i c a l l y  b l a c k  

c o l l e g e s  and u n i v e r s i t i e s  o n l y )
August 19-20, 1991; 8:30 a m  - 5:OO pm; Boston, MA 

COURSE OUTLINE 

o 	 I n t r o d u c t i o n  t o  HHS A s s i s t a n c e  ( g r a n t s / c o o p e r a t i v e  agreements)  and 
A c q u i s i t i o n  ( c o n t r a c t s ) :  HHS Mission and O r g a n i z a t i o n a l  S t r u c t u r e ;
A s s i s t a n c e  v s .  A c q u i s i t i o n  (The F e d e r a l  Grant and Coopera t ive
Agreement A c t ) ;  HHS Grant  and C o n t r a c t  Expend i tu re s  and R e c i p i e n t s ;
I n t r o d u c t i o n  t o  Types and Purposes  o f  HHS Gran t s ;  Ro les  of  HHS 
Gran t s  and Program Management S t a f f s .  

o 	 Seeking and Applying f o r  HHS Gran t s /Coopera t ive  Agreements:
Sources  of In fo rma t ion ;  Understanding Program Announcements; The 
a p p l i c a t i o n  Package; The Complete, E f f e c t i v e  A p p l i c a t i o n ;
Competi t ion and O b j e c t i v e  Review. 

o 	 N e g o t i a t i o n  and Award P r o c e s s  f o r  Gran t s /Coopera t ive  Agreements:
Cost A n a l y s i s  and Pre-Award Review; Nego t i a t ing - - C l a r i f y i n g  and 
R e v i s i n g  Proposed A c t i v i t i e s ;  Con ten t s  o f  a Grant  Award Document;
Funding Outcomes; General  and S p e c i a l  C o n d i t i o n s .  

o 	 Gran t /Coopera t ive  Agreement Post-Award I s s u e s  and Concerns:  
Monitor ing;  Aud i t ;  Appeals;  P r o g r e s s  Repor t s ;  Drawdowns; F i n a n c i a l  
S t a t u s  Repor t s ;  Grant Budget Con t ro l ;  Cost P r i n c i p l e s  and 
Unallowable Cos t s ;  Pu rchas ing ;  P r o p e r t y  Management. 

o 	 Seeking HHS C o n t r a c t s :  I d e n t i f y i n g  HHS C o n t r a c t i n g  O p p o r t u n i t i e s ;
The Legal Framework o f  HHS C o n t r a c t i n g ;  Small  Bus iness  C o n t r a c t i n g
Programs; Ro les  o f  HHS C o n t r a c t i n g  and P r o j e c t  S t a f f s .  

o 	 Responding t o  C o n t r a c t  S o l i c i t a t i o n s :  Small  Purchases-$25,000 o r  
less; Purchases  Greater Than $25,000;  P r e p a r i n g  t h e  T e c h n i c a l  
P roposa l ;  P r e p a r i n g  t h e  Bus iness  P r o p o s a l .  

o 	 P r o p o s a l  S u b m i t t a l ,  C o n t r a c t  N e g o t i a t i o n ,  and Award: P roposa l
Submission and Eva lua t ion ;  N e g o t i a t i o n  and Award. 
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o 	 Cont rac t  Admin i s t r a t ion :  I n i t i a l  Con t rac t  Admin i s t r a t  i o n  S t e p s  i 
S i g n i f i c a n t  Con t rac t  Admin i s t r a t ion  Concerns.  

CLASS SIZE: Limi ted  t o  25 p a r t i c i p a n t s  p e r  s e s s i o n  t o  maximize i n t e r a c t i o n .  

ATTENDANCE: Those accep ted  w i l l  be  expec ted  t o  a t t e n d  t h e  e n t i r e  s e s s i o n ,  
J' b o t h  f u l l  days  o f  t h e  coui:se. 

COST: There w i l l  be  no charge  f o r  t h i s  c o u r s e .  T r a v e l  and accommodations 

w i l l  be  t h e  r e s p o n s i b i l i t y  of p a r t i c i p a n t s .  D e t a i l s  on e x a c t  l o c a t i o n  o f  

c o u r s e s  and sugges t ed  accommodations w i l l  be  provided  t o  t h o s e  pe r sons 

s e l e c t e d .  


TO APPLY: On employing o r g a n i z a t i o n ' s  l e t t e r h e a d ,  submit  a l e t t e r  t h a t  

p r o v i d e s  t h e  fo l lowing  in fo rma t ion :  


N a m e  o f  a p p l i c a n t 

Employing o r g a n i z a t i o n :  name, a d d r e s s ,  and t e l e p h o n e  number 

P o s i t i o n  o f  a p p l i c a n t 

Years  of expe r i ence  i n  g r a n t s ,  c o n t r a c t s ,  o r  b o t h  

P r i n c i p a l  area o f  i n t e r e s t  ( g r a n t s ,  c o n t r a c t s ,  o r  b o t h ) 

Reason f o r  want ing t o  t a k e  t h i s  c o u r s e  (100 words o r  less)

Course s e s s i o n  d e s i r e d  


APPLICATION DEADLINES 


S e l e c t i o n  w i l l  be  made on. a f i r s t - come ,  f i r s t - s e r v e d  b a s i s .  Only one nominee 

w i l l  be s e l e c t e d  p e r  i n s t i t u t i o n ,  p e r  s e s s i o n ,  u n l e s s  v a c a n c i e s  occur .  


SEND APPLICATION TO 


T r a i n i n g  Coordina tor  

Gran t s  P o l i c y  Branch 

D i v i s i o n  o f  Gran t s  and C o n t r a c t s  

Office o f  t h e  A s s i s t a n t  S e c r e t a r y  f o r  Hea l th  

Parklawn Bu i ld ing ,  5600 F i s h e r s  Lane, Room 17A45 

Rockv i l l e ,  MD 20857 


Appl i can t s  w i l l  be  n o t i f i e d  as t o  t h e i r  acceptance  o r  nonacceptance f o r  t h i s  

c o u r s e .  


UJ 

SALARY LIMITATION ON GRANTS AND CONTRACTS 

P.T. 34; K.W. 1014006 

N a t i o n a l  I n s t i t u t e s  of Hea l th  

Alcohol ,  Drug Abuse, and Mental  Hea l th  Admin i s t r a t ion  


The purpose o f  t h i s  n o t i c e  i s  t o  inform g r a n t  a p p l i c a n t s  and c o n t r a c t  o f f e r o r s  

of the Congressional ly-mandated salary l i m i t a t i o n  p r o v i s i o n  f o r  t h e  second 

consecu t ive  y e a r .  


S e c t i o n  213 of t h e  Appropr i a t ions  A c t  o f  t h e  Department o f  Hea l th  and Human 

S e r v i c e s  f o r  f i s c a l  y e a r  (FYI 1991 (October  1 ,  1990-September 30, 1991) 

( P u b l i c  Law 101-517) restricts t h e  amount o f  d i r e c t  s a l a r y  o f  an i n d i v i d u a l  

under  a g r a n t  o r  c o n t r a c t  award i s s u e d  by t h e  Na t iona l  I n s t i t u t e s  o f  Hea l th  

( N I H )  and t h e  Alcohol ,  Drug Abuse, and Mental Hea l th  Admin i s t r a t ion  (ADAMHA) 

t o  a RATE o f  $120,000 p e r  y e a r .  T h i s  requi rement  is t h e  same as it was f o r  FY 

1990. (See  N I H  G U I D E  FOR GRANTS AND CONTRACTS, Vol .  19,  No. 3, Janua ry  19, 

1990.1 


N I H  and ADAMHA w i l l  app ly  t h e  r e s t r i c t i o n  t o  a l l  g r a n t  and c o n t r a c t  awards and 

t o  a l l  funding  amendments t o  e x i s t i n g  g r a n t s  and c o n t r a c t s  made d u r i n g  FY 1991 

and wi th  FY 1991 funds .  The s a l a r y  l i m i t a t i o n  a p p l i e s  t o  amounts p e r m i t t e d  t o  

be  INCLUDED i n  g r a n t  and c o n t r a c t  awards as w e l l  as amounts a l lowed t o  be 

CHARGED t o  t h o s e  awards.  


However, an  i n d i v i d u a l ' s  i n s t i t u t i o n a l  s a l a r y ,  p e r  se, is NOT c o n s t r a i n e d  by 

t h i s  l e g i s l a t i v e  p r o v i s i o n .  


N I H  and ADAMHA g r a n t  and c o n t r a c t  awards t h a t  i n d i c a t e  d i r e c t  sa la r ies  of 

i n d i v i d u a l s  i n  excess o f  a RATE o f  $120,000 p e r  y e a r  w i l l  i n c l u d e  an 

a p p r o p r i a t e  n o t i f i c a t i o n ,  such  as :  

71 & 
According t o  t h e  Appropr i a t ions  A c t ,  nNone o f  t h e  funds  
a p p r o p r i a t e d  i n  t h i s  t i t l e  f o r  t h e  Na t iona l  I n s t i t u t e s  o f  Hea l th  
and t h e  Alcohol ,  Drug Abuse, and Mental Hea l th  Admin i s t r a t ion  s h a l l  
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be  used t o  pay t h e  s a l a r y  o f  an i n d i v i d u a l ,  t h rough  a g r a n t  o r  
o t h e r  ex t r amura l  mechanism, a t  a r a t e  i n  e x c e s s  o f  $120,000 p e r
y e a r . "  The a p p l i c a t i o n / p r o p o s a l  f o r  t h i s  p r o j e c t  proposed a sa la ry  
a t  a ra te  grea te r  t h a n  $ 1 2 0 , 0 0 0  p e r  y e a r .  T h i s  award h a s  been 
reduced a c c o r d i n g l y .  

Grant a p p l i c a t i o n s  and c o n t r a c t  p r o p o s a l s  submi t t ed  t o  t h e  N I H  and ADAMHA 
shou ld  c o n t i n u e  t o  r e q u e s t  fund ing  a t  t h e  r e g u l a r  r a t e s  o f  pay o f  a l l  
i n d i v i d u a l s  f o r  whom reimbursement i s  r e q u e s t e d .  N I H  and ADAMHA w i l l  make 
downward a d j u s t m e n t s  o f  d i r e c t  s a l a r y  amounts i n  excess of t h e  c e i l i n g  r a t e  
and f r i n g e  b e n e f i t s  based upon t h e  budget approved as p a r t  o f  t h e  o r i g i n a l
award. Corresponding i n d i r e c t  c o s t s  w i l l  a l s o  be  a d j u s t e d .  

Fol lowing is a n  EXAMPLE o f  t h i s  p r o c e s s :  

I n d i v i d u a l ' s  i n s t i t u t i o n a l  b a s e  s a l a r y  p e r  y e a r
Research e f f o r t  r e q u e s t e d  on g r a n t  a p p l i c a t i o n  

o r  c o n t r a c t  p r o p o s a l
Direct s a l a r y  r e q u e s t e d
F r i n g e  b e n e f i t s  r e q u e s t e d  (25X of s a l a r y )
App l i can t  o r g a n i z a t i o n ' s  i n d i r e c t  c o s t s  r a t e  
Amount r e q u e s t e d  - s a l a r y  p l u s  f r i n g e  b e n e f i t s  

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

If a g r a n t / c o n t r a c t  is t o  be  awarded, t h e  amount 
i n  t h e  award f o r  t h e  above i n d i v i d u a l  w i l l  b e  c a l c u l a t e d  

$150,000 

50% 
$ 75,000 
$ 18,750

47% 

$137, 813 

inc luded  

as f o l l o w s :  

Direct s a l a r y  - r e s t r i c t e d  t o  RATE o f  $ 1 2 0 , 0 0 0  t imes 
e f f o r t  (50%) t o  be devoted p r o j e c t  6 0 , 0 0 0t o  

F r i n g e  b e n e f i t s  (25% o f  a l l o w a b l e  s a l a r y )
Subt  o t  a 1  
A s s o c i a t e d  i n d i r e c t  c o s t s  a t  47% o f  s u b t o t a l  
T o t a l  amount i n c l u d e d  due t o  salary l i m i t a t i o n  
Amount o f  r e d u c t i o n  due t o  s a l a r y  l i m i t a t i o n  

($137,813 r e q u e s t e d  minus $110,250 awarded) 

Grantee and c o n t r a c t o r  o r g a n i z a t i o n s  a re  reminded o f  

$ 
1 5 , 0 0 0  

$ 75,000
35,250

$1 10,250 

$ 27,563 

t h e s e  impor t an t  p o i n t s :  

o 	 The s a l a r y  l i m i t a t i o n  p r o v i s i o n  does NOT a p p l y  t o  payments made t o  
c o n s u l t a n t s  under a n  N I H  o r  ADAMHA g r a n t  o r  c o n t r a c t  (however, as 
w i t h  a l l  c o s t s ,  such payments must c o n t i n u e  t o  meet t h e  tes t  o f  
r e a s o n a b l e n e s s ) .  

o 	 The s a l a r y  l i m i t a t i o n  p r o v i s i o n  DOES a p p l y  t o  t h o s e  
subawards / subcon t rac t s  f o r  s u b s t a n t i v e  work under an N I H  o r  ADAMHA 
g r a n t  o r  c o n t r a c t .  

o 	 Unobligated funds  from a p r i o r  g r a n t / c o n t r a c t  p e r i o d  " c a r r i e d  over"  
I N T O  a FY 1991 award p e r i o d  ARE s u b j e c t  t o  t h e  s a l a r y  l i m i t a t i o n  
p r o v i s i o n .  

o 	 I n  a noncompeting c o n t i n u a t i o n  a p p l i c a t i o n  ( t y p e  5) s e t t i n g ,  a 
g r a n t e e  o r g a n i z a t i o n  is NOT p e r m i t t e d  t o  e i t h e r  ( 1 )  r e d i s t r i b u t e  an 
amount o f  "excess"  s a l a r y  among o t h e r  budget c a t e g o r i e s  n o r  ( 2 )
i n c r e a s e  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  e f f o r t  on t h e  p r o j e c t ,  i n  an 
a t t e m p t  t o  a p p l y  fc r  t h e  f u l l  l e v e l  o f  fund ing  as p r e v i o u s l y
recommended by t h e  p e e r  review p r o c e s s .  

PUBLIC HEALTH SERVICE POLICY RELATING TO DISTRIBUTION OF UNIQUE RESEARCH 
RESOURCES PRODUCED WITH PHS FUNDING 

P.T. 36; K.W.  0780010 

P u b l i c  H e a l t h  S e r v i c e  

T h i s  announcement i s  a r e v i s i o n  o f  t h e  one l a s t  a p p e a r i n g  i n  t h e  N I H  Guide f o r  
Gran t s  and C o n t r a c t s  on September 16, 1988, Vo l .  17, No. 29, pages 1 and 2 .  
T h i s  r e v i s e d  n o t i c e  c o n t a i n s  a number of  changes i n  p o l i c y  t h a t  t h e  a g e n c i e s
of t h e  P u b l i c  H e a l t h  S e r v i c e  (PHS) have determined shou ld  be  implemented. 

I n v e s t i g a t o r s  conduc t ing  biomedical  r e s e a r c h  f r e q u e n t l y  deve lop  unique
r e s e a r c h  r e s o u r c e s .  C a t e g o r i e s  o f  t h e s e  r e s o u r c e s  i n c l u d e :  s y n t h e t i c
compounds, organisms,  c e l l  l i n e s ,  v i r u s e s ,  c e l l  p r o d u c t s ,  c loned  DNA, as w e l l  
as  DNA sequences,  mapping i n f o r m a t i o n ,  c r y s t a l l o g r a p h i c  c o o r d i n a t e s ,  and 
s p e c t r o s c o p i c  d a t a .  Some s p e c i f i c  examples are:  s p e c i a l i z e d  and/or
g e n e t i c a l l y  d e f i n e d  c e l l  l i n e s ,  i n c l u d i n g  normal and d i s e a s e d  human ce l l s ;  
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monoclonal a n t i b o d i e s ;  hybridoma c e l l  l i n e s ;  m i c r o b i a l  c e l l s  and p roduc t s ;
v i r u s e s  and v i r a l  p r o d u c t s ;  recombinant n u c l e i c  a c i d  molecules ;  DNA probes ;
n u c l e i c  a c i d  and p r o t e i n  sequences;  c e r t a i n  t y p e s  o f  an imals  such a s  
t r a n s g e n i c  mice; and i n t e l l e c t u a l  p r o p e r t y  such a s  computer programs.  The PHS 
p r o v i d e s  t h e  fo l lowing  s t a t emen t  o f  p o l i c y  concern ing  unique  r e s e a r c h  
r e s o u r c e s  developed th rough  PHS awards.  

A .  P o l i c y  on D i s t r i b u t i o n  o f  Research Resources .  

The p o l i c y  of t h e  PHS is t o  make a v a i l a b l e  t o  t h e  p u b l i c  t h e  r e s u l t s  and 
accomplishments o f  t h e  a c t i v i t i e s  t h a t  it funds .  R e s t r i c t e d  a v a i l a b i l i t y  o f  
unique r e s o u r c e s  upon which f u r t h e r  s t u d i e s  are dependent can  impede t h e  
advancement o f  r e s e a r c h  and t h e  d e l i v e r y  o f  medical  care. The re fo re ,  when 
t h e s e  r e s o u r c e s  are developed wi th  PHS funds  and t h e  a s s o c i a t e d  r e s e a r c h  
f i n d i n g s  have been pub l i shed  o r  a f te r  t h e y  have been p rov ided  t o  t h e  a g e n c i e s
under  c o n t r a c t ,  it is impor tan t  t h a t  t h e y  be  made r e a d i l y  a v a i l a b l e  f o r  
r e s e a r c h  purposes  t o  q u a l i f i e d  i n d i v i d u a l s  w i t h i n  t h e  s c i e n t i f i c  community.
T h i s  p o l i c y  a p p l i e s  t o  PHS i n t r a m u r a l  i n v e s t i g a t o r s  as w e l l  a s  ex t r amura l  
s c i e n t i s t s  funded by PHS g r a n t s ,  c o o p e r a t i v e  agreements ,  and c o n t r a c t s .  

Because o f  concern  t h a t  some c r y s t a l l o g r a p h e r s  are n o t  making t h e i r  
c o o r d i n a t e s  a v a i l a b l e  promptly (see Sc ience ,  Vol .  245, p .  11791, one o f  t h e  
n a t i o n a l  adv i so ry  c o u n c i l s  o f  t h e  N I H  and t h e  e x e c u t i v e  committee o f  a n o t h e r  
i n s t i t u t e  r e c e n t l y  adopted r e s o l u t i o n s  a f f i r m i n g  t h e  p o l i c y  o f  t h e  
I n t e r n a t i o n a l  Union o f  C r y s t a l l o g r a p h e r s  ( I U C r )  (Acta C r y s t . ,  A45: 658,
1989) .  The PHS h a s  now adopted t h e  I U C r  p o l i c y  t h a t  i n c l u d e s  d a t a  from 
p u b l i c a t i o n s  based  on s p e c t r o s c o p i c  d a t a  such as n u c l e a r  magnet ic  resonance  as 
w e l l  as c r y s t a l l o g r a p h i c  c o o r d i n a t e s .  

The PHS encourages  i n v e s t i g a t o r s  who have such r e s o u r c e s  t o  c o n s u l t  t h e  
a p p r o p r i a t e  Program A d m i n i s t r a t o r s  who may be  o f  a s s i s t a n c e  i n  de t e rmin ing  a 
s u i t a b l e  d i s t r i b u t i o n  mechanism. Such a mechanism should  t a k e  i n t o  
c o n s i d e r a t i o n  a l l  a p p l i c a b l e  Fede ra l  r e g u l a t i o n s  i n c l u d i n g ,  bu t  n o t  l i m i t e d  
t o :  t h o s e  r e g a r d i n g  human s u b j e c t s ,  animal  w e l f a r e ,  and use  and hand l ing  o f  
hazardous  m a t e r i a l s ,  where a p p l i c a b l e .  I n v e s t i g a t o r s  r e q u e s t i n g  m a t e r i a l s  
shou ld  p rov ide  ev idence  o f  having  t h e  p rope r  t r a i n i n g ,  e x p e r i e n c e ,  and 
f a c i l i t i e s  t o  make use  o f  t h e  i tems t h e y  r e q u e s t .  Program s t a f f  o f  t h e  
a g e n c i e s  w i l l  be  a v a i l a b l e  t o  a s s i s t  i n  v e r i f i c a t i o n  o f  c r e d e n t i a l s  o f  
r e q u e s t e r s  where such  concern  e x i s t s  on t h e  p a r t  o f  s u p p l i e r s .  

I n v e s t i g a t o r s  who b e l i e v e  t h a t  t h e y  w i l l  be  unable  t o  implement t h i s  p o l i c y
should  promptly c o n t a c t  t h e  a p p r o p r i a t e  PHS Program Admin i s t r a to r  t o  d i s c u s s  
t h e  c i r cums tances ,  o b t a i n  in fo rma t ion  t h a t  might f a c i l i t a t e  compliance w i t h  
t h e  p o l i c y ,  and r e a c h  an unde r s t and ing  i n  advance o f  t h e  subsequent  award. 
For r e s e a r c h  and development c o n t r a c t s ,  approval  should  be  o b t a i n e d  from t h e  
PHS C o n t r a c t i n g  Officer b e f o r e  d i s t r i b u t i o n  o f  unique r e s o u r c e s ,  u n l e s s  t h e  
terms o f  t h e  c o n t r a c t  pe rmi t  d i s t r i b u t i o n  wi thout  p r i o r  c l e a r a n c e  o f  t h e  
C o n t r a c t i n g  Officer.  I n  o r d e r  t o  f a c i l i t a t e  t h e  a v a i l a b i l i t y  o f  un ique  o r  
novel  b i o l o g i c a l  m a t e r i a l s  and r e s o u r c e s  developed wi th  PHS funds ,
i n v e s t i g a t o r s  may d i s t r i b u t e  t h e  m a t e r i a l s  t h rough  t h e i r  own l a b o r a t o r y  o r  
i n s t i t u t i o n  or submi t  them, if a p p r o p r i a t e ,  t o  e n t i t i e s  such a s  t h e  American 
Type C u l t u r e  C o l l e c t i o n  o r  o t h e r  r e p o s i t o r i e s .  I n  t h e  c a s e  of unique
b i o l o g i c a l  i n fo rma t ion ,  such a s  DNA sequences  o r  c r y s t a l l o g r a p h i c  c o o r d i n a t e s ,
i n v e s t i g a t o r s  a r e  expec ted  t o  submit them t o  t h e  a p p r o p r i a t e  d a t a  banks 
because t h e y  o t h e r w i s e  a r e  n o t  t r u l y  a c c e s s i b l e  t o  t h e  s c i e n t i f i c  community.
When d i s t r i b u t i n g  unique  r e s o u r c e s ,  i n v e s t i g a t o r s  a r e  t o  i n c l u d e  p e r t i n e n t
in fo rma t ion  on t h e  n a t u r e ,  q u a l i t y ,  o r  c h a r a c t e r i z a t i o n  o f  t h e  m a t e r i a l s .  

I n v e s t i g a t o r s  must e x e r c i s e  g r e a t  c a r e  t o  e n s u r e  t h a t  r e s o u r c e s  i n v o l v i n g
human c e l l s  o r  t i s s u e s  do n o t  i d e n t i f y  o r i g i n a l  donors  o r  s u b j e c t s ,  d i r e c t l y  
o r  t h rough  i d e n t i f i e r s ,  such  as codes  l i n k e d  t o  t h e  donors  o r  s u b j e c t s .  

The g o a l s  o f  some programs, e . g . ,  t h e  Human Genome Program, a r e  such t h a t  
a p p l i c a n t s  f o r  c e r t a i n  p r o j e c t s  may be  r e q u i r e d  t o  p rov ide  p l a n s  f o r  t h e  
s h a r i n g  of d a t a  and m a t e r i a l s .  These p l a n s  w i l l  undergo review by program
s taf f  and t h e  n a t i o n a l  adv i so ry  c o u n c i l  p r i o r  t o  award. 

B .  D i s t r i b u t i o n  Cos t s  

I n s t i t u t i o n s  and i n v e s t i g a t o r s  may charge  t h e  r e q u e s t e r ,  i f  n e c e s s a r y ,  f o r  t h e  
r e a s o n a b l e  c o s t  o f  p roduc t ion  of  unique b i o l o g i c a l  materials, and f o r  
packaging and sh ipp ing ,  Such c o s t s  may i n c l u d e  l a b o r ,  s u p p l i e s ,  and o t h e r  
d i r e c t l y  r e l a t e d  expenses .  I n v e s t i g a t o r s  should  n o t e ,  however, t h a t  such a 
charge  a c c r u e s  as g e n e r a l  program income. T h i s  should  n o t  be  an  impediment t o  
t h e  d i s t r i b u t i o n  of  materials, b u t  i n v e s t i g a t o r s  and i n s t i t u t i o n s  are adv i sed  
t h a t :  
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a )  	f o r  g r a n t s ,  t h e  income i s  governed by 45 CFR P a r t  74 and it must he  
r e p o r t e d  on t h e  F i n a n c i a l  S t a t u s  Repor t .  Ques t ions  r e g a r d i n g  t h e s e  
p o l i c i e s  and t h e  t r e a t m e n t  o f  income shou ld  be  d i r e c t e d  t o  t h e  
G r a n t s  Management Officer. 

b )  	for c o n t r a c t s ,  t h e  income is governed by F e d e r a l  A c q u i s i t i o n
R e g u l a t i o n s  (FAR) 45.610-3. C o n t r a c t i n g  Officers must be c o n t a c t e d  
b e f o r e  g e n e r a t i n g  any r evenues  from t h e  d i s t r i b u t i o n  o f  mater ia l s .  
Any c o n t r a c t  under  which r e s e a r c h  r e s o u r c e s  would be  s o l d  r e q u i r e
s p e c i f i c  c o n t r a c t  i n s t r u c t i o n s .  E x i s t i n g  c o n t r a c t s  may r e q u i r e  an 
amendment and s p e c i f i c  approva l  o f  t h e  C o n t r a c t i n g  Officer t o  
r e n d e r  them a l l o w a b l e .  

C .  I n v e n t i o n s  and Commercial izat ion 

F e d e r a l  p o l i c y  encourages  t h e  commerc ia l i za t ion  o f  t h e  p r o d u c t s  o f  r e s e a r c h  
developed as  a consequence o f  F e d e r a l  fund ing ;  t h e r e f o r e ,  t h e  i n t e n t  o f  t h i s  
p o l i c y  is t o  n o t  d i s c o u r a g e ,  impede, or p r o h i b i t  t h e  o r g a n i z a t i o n  t h a t  
deve lops  un ique  r e s e a r c h  r e s o u r c e s  o r  i n t e l l e c t u a l  p r o p e r t y  from 
commerc ia l i z ing  t h e  p r o d u c t s .  I n v e s t i g a t o r s  may make t h e i r  materials 
a v a i l a b l e  t o  o t h e r s  f o r  commercial pu rposes  w i t h  a p p r o p r i a t e  r e s t r i c t i o n s  and 
l i c e n s i n g  terms as t h e y  and t h e i r  i n s t i t u t i o n  deem n e c e s s a r y .  

I n s t i t u t i o n s  are reminded t h a t  some o f  t h e s e  p r o d u c t s  may be  i n v e n t i o n s  
s u b j e c t  t o  t h e  v a r i o u s  l a w s  and r e g u l a t i o n s  a p p l i c a b l e  t o  p a t e n t s  and must be  
r e p o r t e d  t o  t h e  Extramural  I n v e n t i o n s  Repor t s  Off ice  o f  t h e  N I H .  The terms 
for l i c e n s i n g  o f  unpa ten ted  r e s e a r c h  p r o d u c t s ,  such as  c e l l  l i n e s ,  monoclonal 
a n t i b o d i e s ,  and o t h e r  materials and p r o d u c t s ,  shou ld  g e n e r a l l y  be no more 
r e s t r i c t i v e  t h a n  would have been t h e  c a s e  had t h e y  been p a t e n t e d  f o r  
example, o n l y  i f  t h e r e  i s  full p u b l i c  d i s c l o s u r e  o f  t h e  i n v e n t i o n / d i s c o v e r y ,
a v a i l a b i l i t y  th rough  a r e p o s i t o r y ,  and w r i t t e n  agreement t o  end a l l  fees and 
c o n s t r a i n t s  a f t e r  17 y e a r s .  When r e p o r t i n g  i s  r e q u i r e d ,  it shou ld  occur  a t  
t h e  ear l ies t  p o s s i b l e  t i m e .  (See 37 CFR 401 and N I H  Guide for Gran t s  and 
C o n t r a c t s ,  Vol. 19, No. 6, February 9, 1990,  page 2 ) .  

NOTICES OF AVAILABILITY (RFPs AND RFAs) 

EVALUATION OF VACCINE PROPHYLAXIS AGAINST INFECTIOUS DISEASES I N  CHILDREN 
<-

RFP AVAILABLE: NIH-NIAID-DMID-91-33 

P.T. 34; K.W. 0740075, 0715125, 0770005 

N a t i o n a l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases 

The R e s p i r a t o r y  Diseases Branch, D i v i s i o n  o f  Microbiology and I n f e c t i o u s  
Diseases, N a t i o n a l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases ( N I A I D ) ,
r e q u i r e s  a d e d i c a t e d  P e d i a t r i c  Vaccine P r o p h y l a x i s  a g a i n s t  I n f e c t i o u s  D i s e a s e s  
i n  C h i l d r e n .  The I n s t i t u t e  h a s  suppor t ed  e f f o r t s  t o  e v a l u a t e  c o n t r o l  measures 
f o r  i n f e c t i o u s  d i s e a s e s  d u r i n g  t h e  pas t  decade and s u p p o r t s  Vaccine and 
Treatment E v a l u a t i o n  U n i t s  (VTEUs)  t o  f a c i l i t a t e  t h e s e  e f f o r t s .  These VTEUs 
have unde r t aken  Phase I and Phase I1 c l i n i c a l  t r i a l s  o f  b a c t e r i a l  and v i r a l  
v a c c i n e s ,  o t h e r  b i o l o g i c a l s ,  and d rugs  as  p r e v e n t a t i v e  and t h e r a p e u t i c  
measures a g a i n s t  i n f e c t i o u s  d i s e a s e s  i n  peop le  o f  a l l  a g e s .  With t h e  
a c c e l e r a t e d  development o f  new v a c c i n e s ,  p a r t i c u l a r l y  b a c t e r i a l  v a c c i n e s ,
a g a i n s t  i n f e c t i o u s  d i s e a s e s  i n  c h i l d r e n ,  t h e  I n s t i t u t e  wants t o  s u p p o r t  a 
d e d i c a t e d  P e d i a t r i c  Vaccine E v a l u a t i o n  Unit  (PVEU). The major emphasis o f  t h e  
PVEU w i l l  b e  Phase I and Phase I1 e v a l u a t i o n  o f  c a n d i d a t e  b a c t e r i a l  v a c c i n e s  
i n  i n f a n t s  and c h i l d r e n .  The C o n t r a c t o r  must have demonstrated e x p e r i e n c e  i n  
t h e  c l i n i c a l  e v a l u a t i o n  o f  v a c c i n e s  and have demonstrated c a p a c i t y  t o  o r g a n i z e
and a d m i n i s t e r  a c l i n i c a l  s t u d y .  

T h i s  NIAID-sponsored p r o j e c t  w i l l  t a k e  approx ima te ly  f i v e  ( 5 )  y e a r s  t o  
complete .  A Cost Reimbursement Level o f  E f f o r t  c o n t r a c t  is a n t i c i p a t e d  and 
one award w i l l  b e  made. T h i s  i s  an announcement f o r  an a n t i c i p a t e d  Request
f o r  P r o p o s a l s  (RFP). RFP-NIH-NIAID-DMID-91-33 s h a l l  be  i s s u e d  on o r  about  
Februa ry  4, 1991, w i t h  a c l o s i n g  d a t e  t e n t a t i v e l y  s e t  f o r  March 29, 1991. 

Reques t s  for t he  RFP must b e  d i r e c t e d  i n  w r i t i n g  t o :  

Pau l  D .  McFarlane 

C o n t r a c t  Management Branch 

N a t i o n a l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases, N I H  

C o n t r o l  Data B u i l d i n g ,  Room 326P 

6 0 0 3  Execu t ive  Boulevard 

R o c k v i l l e ,  MD 20852 


N I H  GUIDE - Vol.  20, No. 5, February 1 ,  1991 - Page 8 



To r e c e i v e  a copy o f  t h e  RFP, p l e a s e  supp ly  t h i s  o f f i c e  w i t h  two 
s e l f - a d d r e s s e d  m a i l i n g  l a b e l s .  A l l  r e s p o n s i b l e  s o u r c e s  may submit a p r o p o s a l
t h a t  w i l l  be c o n s i d e r e d .  A l l  r e q u e s t s  must be  i n  w r i t i n g .  T h i s  adve r t i s emen t  
does  n o t  commit t h e  Government t o  award a c o n t r a c t .  

. - f l  EVALUATION OF CONTROL MEASURES AGAINST INFECTIOUS DISEASES OTHER THAN A I D S  
RFP AVAILABLE: NIH-NIAID-DMID-92-1 

P.T. 3 4 ;  K.W. 0795003, 0715125 

Na t iona l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases 

The E n t e r i c  D i seases  Branch, D i v i s i o n  o f  Microbiology and I n f e c t i o u s  Diseases,

Nat iona l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases, h a s  a requi rement  f o r  a 

Vaccine and Treatment  Eva lua t ion  Uni t  (VTEU). T h i s  VTEU w i l l  conduct  Phase I 

and Phase I1 C l i n i c a l  T r i a l s  t o  e v a l u a t e  c a n d i d a t e  v a c c i n e s  and o t h e r  

prophylactic/therapeutic measures f o r  i n f e c t i o u s  d i s e a s e s  o t h e r  t h a n  AIDS. A 

VTEU p rov ides  v o l u n t e e r  p o p u l a t i o n s ,  s t a f f ,  f a c i l i t i e s ,  and e x p e r t i s e  t o  c a r r y  

o u t  such work t h a t  i n c l u d e s  follow-up and focused  s u r v e i l l a n c e .  A v a r i e t y  of 

vacc ine  t y p e s  ( l i v e ,  a t t e n u a t e d ,  i n a c t i v a t e d ,  s u b u n i t ,  c o n j u g a t e d )  f o r  

preven t ion  o f  v i r a l  and b a c t e r i a l  i l l n e s s e s  are expec ted .  


T h i s  announcement i s  f o r  r ecompe t i t i on  o f  c o n t r a c t  No. N01-AI-72629 c u r r e n t l y 

h e l d  by t h e  Baylor  Col lege  o f  Medicine.  The i s s u a n c e  o f  t h e  Request for 

Proposa l s  (RFP) w i l l  be on o r  about  February 6 ,  1991, and p r o p o s a l s  w i l l  b e  

due by t h e  c l o s e  o f  b u s i n e s s  on A p r i l  3, 1991. One ( 1 )  award is a n t i c i p a t e d , 

and it i s  expec ted  t h a t  t h e  r e s u l t a n t  c o n t r a c t  w i l l  b e  funded ove r  a p e r i o d  of 

f i v e  y e a r s .  Any r e s p o n s i b l e  o f f e r o r  may submit  a p roposa l  t h a t  w i l l  be  

cons ide red  by t h e  Government. 


To r e c e i v e  a copy o f  RFP-NIH-NIAID-DMID-92-1, p l e a s e  supp ly  t h i s  o f f i c e  with a 

w r i t t e n  r e q u e s t ,  c i t i n g  t h e  RFP number t o g e t h e r  wi th  two s e l f - a d d r e s s e d  

m a i l i n g  l a b e l s  addres sed  t o :  


M r .  Thomas C .  P o r t e r  

C o n t r a c t i n g  Officer 

Nat iona l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  d i s e a s e s  

Cont rac t  Management Branch 

Contro l  Data Bu i ld ing ,  Room 326P 

6003 Execut ive  Boulevard 

Bethesda,  MD 20892 


T h i s  adve r t i s emen t  does  n o t  commit t h e  Government t o  make an award. 


MATERNAL IMMUNIZATION FOR THE PREVENTION OF INFECTIOUS DISEASES IN NEONATU 

AND INFANTS 


RFP AVAILABLE: NIH-NIAID-DMID-91-32 


P.T. 3 4 ;  K.W. 0740075, 0775020, 0745027, 0715125, 0403020 


Nat iona l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases 


The N a t i o n a l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Di seases  ( N I A I D )  h a s  a 

requi rement  t o  e v a l u a t e  ma te rna l  immunization f o r  p r o p h y l a x i s  a g a i n s t 

i n f e c t i o u s  d i s e a s e s  i n  neona te s  and i n f a n t s .  


T h i s  NIAID-sponsored p r o j e c t  w i l l  t a k e  approximate ly  f i v e  ( 5 )  y e a r s  t o  

comple te .  A cost-reimbursement  c o n t r a c t  is a n t i c i p a t e d .  It is a n t i c i p a t e d 

t h a t  one t o  two awards w i l l  be  made. 


T h i s  is an  announcement f o r  an a n t i c i p a t e d  Request f o r  Proposa l  (RFP).

RFP-NIH-DMID-91-32 s h a l l  be  i s s u e d  on o r  about  February  1 ,  1991, w i t h  a 

c l o s i n g  d a t e  t e n t a t i v e l y  se t  f o r  A p r i l  1 ,  1991. 


Reques ts  f o r  t h e  RFP s h a l l  b e  d i r e c t e d  i n  w r i t i n g  t o :  


John M .  O'Brien 

Cont rac t  Management Branch 

6003 Execut ive  Boulevard 

Cont ro l  Data  Bu i ld ing ,  Room 326P 

Nat iona l  I n s t i t u t e  o f  A l l e rgy  and I n f e c t i o u s  Diseases 


7 h d  
 Nat iona l  I n s t i t u t e s  of  Hea l th  
Bethesda,  MD 20892 
Telephone: ( 3 0 1 )  496-0195 
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To r e c e i v e  a copy o f  t h i s  RFP, p l e a s e  supp ly  t h i s  o f f i c e  w i t h  two ( 2 )
s e l f - a d d r e s s e d  l a b e l s .  A l l  r e s p o n s i b l e  s o u r c e s  may submit a p r o p o s a l  t h a t  
w i l l  b e  c o n s i d e r e d .  

T h i s  a d v e r t i s e m e n t  does n o t  commit t h e  Government t o  award. 

DEVELOPMENT OF MODELS FOR PEDIATRIC AIDS 

RFA AVAILABLE: AI-91-04 

P.T. 3 4 ;  K.W.  0715008, 0755020, 0770005 

N a t i o n a l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases 

Let ter  o f  I n t e n t  Rece ip t  Date: March 1 1 ,  1991 
A p p l i c a t i o n  R e c e i p t  Date: A p r i l  22, 1991 

The N a t i o n a l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases ( N I A I D )  is  p l a y i n g  a 
c e n t r a l  r o l e  i n  t h e  i n v e s t i g a t i o n  o f  methods t o  t r e a t  t h e  Acquired
Immunodeficiency Syndrome (AIDS). The d i s e a s e  t h a t  o c c u r s  i n  t h e  p e d i a t r i c
p o p u l a t i o n  i n f e c t e d  w i t h  t h e  human immunodeficiency v i r u s  ( H I V )  i s  d i f f e r e n t  
from t h a t  o c c u r i n g  i n  a d u l t s .  Animal models o f  f e t a l  and n e o n a t a l  i n f e c t i o n  
w i t h  l e n t i v i r u s e s  r e l a t e d  t o  H I V  are  needed t o  s t u d y  a s p e c t s  o f  H I V  i n f e c t i o n  
and t h e r a p e u t i c  approaches unique t o  t h e  p e d i a t r i c  p o p u l a t i o n .  

OBJECTIVES AND SCOPE 

N I A I D  i n v i t e s  a p p l i c a t i o n s  f o r  i n d i v i d u a l  r e s e a r c h  p r o j e c t  (R01) g r a n t s  t o  
deve lop  animal  models and i n  v i t r o  models f o r  p e d i a t r i c  H I V  i n f e c t i o n  and 
d i s e a s e .  Research c o n s i d e r e d  r e s p o n s i v e  t o  t h i s  Request f o r  A p p l i c a t i o n s
(RFA) w i l l  d eve lop  and u s e  ( i)a n  i n  v i t r o  model o f  i n f e c t i o n  o f  p l a c e n t a  w i t h  
H I V  s u i t a b l e  f o r  examining t h e  r e g u l a t i o n  and p a t h o g e n e s i s  o f  H I V  and f o r  
i d e n t i f y i n g  unique t a rge t s  f o r  new the rap ie s ;  and/or  (ii)a n  animal  model of 
t r a n s m i s s i o n  o f  v i r u s ,  s t u d y i n g  t r a n s p l a c e n t a l  t r a n s p o r t  of  v i r u s  o r  i n f e c t e d  
ce l l s ,  t h e  mechanisms o f  i n f e c t i o n  and t a r g e t s  f o r  t h e r a p i e s ;  and/or  (iii)an 
animal model o f  l e n t i v i r u s  i n f e c t i o n  o f  f e t a l  o r  n e o n a t a l  an ima l s  f o r  s t u d y i n g
t h e  p a t h o g e n e s i s  o f  t h e  v i r u s ,  development o f  d i s e a s e ,  and t h e  a c t i o n  o f  
t h e r a p i e s ;  and /o r  ( i v )  a n  animal  model, u s i n g  a l e n t i v i r u s  o r  r e l e v a n t  
r e t r o v i r u s ,  t o  d e f i n e  t h e  v i r a l  and/or  c e l l u l a r  f a c t o r s  t h a t  e f fec t  
t r a n s p l a c e n t a l  i n f e c t i o n  and t h a t  r e p r e s e n t  p o t e n t i a l  t a r g e t s  f o r  new 
t h e r a p i e s .  I n v e s t i g a t o r s  shou ld  p l a n  t o  a p p l y  t h e  models d e s c r i b e d  above t o  
t h e  d e s i g n  and e v a l u a t i o n  o f  anti-HIV t h e r a p i e s  t o  p r e v e n t  o r  i n t e r r u p t  t h e  
t r a n s m i s s i o n  of  H I V  from mother t o  o f f s p r i n g .  I n  a d d i t i o n ,  u s e  o f  H I V  o r  a 
l e n t i v i r u s  such as t h e  s imian  immunodeficiency v i r u s  i s  p r e f e r r e d .  Use o f  
o t h e r  r e t r o v i r u s e s  may be c o n s i d e r e d  r e s p o n s i v e  I F  t h e r e  is  ev idence  p r e s e n t e d
t h a t  it models H I V  d i s e a s e  c l o s e l y .  Research p l a n s  t o  ( i)s o l e l y  e v a l u a t e  
v a r i o u s  compounds f o r  t h e i r  a b i l i t y  t o  c r o s s  t h e  p l a c e n t a  i n  a n  animal  model,
(ii)e v a l u a t e  v a c c i n e - r e l a t e d  t h e r a p i e s  or immune r e s p o n s e s ,  (iii)develop o r  
u s e  models u s i n g  MuLV r e t r o v i r u s e s ,  o r  ( i v )  deve lop  o r  u s e  t r a n s g e n i c  models 
o r  models i n  which v i r u s  is i n j e c t e d  d i r e c t l y  i n t o  t h e  f e t u s  as  a model o f  
t r a n s m i s s i o n  are n o t  c o n s i d e r e d  r e s p o n s i v e  t o  t h i s  announcement. 

MECHANISM OF SUPPORT 

T h i s  RFA w i l l  u s e  t h e  R 0 1  g r a n t  mechanism. The N I A I D  h a s  a l l o c a t e d  $1,000,000
( t o t a l  c o s t s )  f o r  t h e  i n i t i a l  y e a r  o f  fund ing  a p p l i c a t i o n s  r e c e i v e d  i n  
r e sponse  t o  t h i s  RFA. It: i s  a n t i c i p a t e d  t h a t  t h r e e  t o  f i v e  a p p l i c a t i o n s  w i l l  
b e  funded.  The award o f  g r a n t s  pu r suan t  t o  t h i s  RFA i s  c o n t i n g e n t  upon t h e  
c o n t i n u i n g  a v a i l a b i l i t y  o f  funds  f o r  t h i s  purpose and 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 i g h  s c i e n t i f i c  merit .  

T h i s  RFA i s  a one-time s o l i c i t a t i o n .  Gene ra l ly ,  f u t u r e  u n s o l i c i t e d  competing
c o n t i n u a t i o n  a p p l i c a t i o n s  w i l l  compete w i t h  a l l  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 s  and be reviewed by a D i v i s i o n  o f  Research Gran t s  s t u d y  s e c t i o n .  
However, i f  t h e  N I A I D  de t e rmines  t h a t  t h e r e  is a s u f f i c i e n t  c o n t i n u i n g  program
need, t h e  N I A I D  may announce a r e q u e s t  f o r  renewal a p p l i c a t i o n s .  

APPLICATION SUBMISSION 

E l i g i b i l i t y :  Any domes t i c  o r  f o r e i g n  i n s t i t u t i o n ,  u n i v e r s i t y ,  medical  
c o l l e g e ,  h o s p i t a l ,  and l a b o r a t o r y  o r  o t h e r  p u b l i c ,  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  i s  e l i g i b l e .  

Let ter  o f  I n t e n t :  P r o s p e c t i v e  a p p l i c a n t s  are asked t o  submit by March 11,
1991, a l e t t e r  o f  i n t e n t  t h a t  i n c l u d e s  a d e s c r i p t i v e  t i t l e  and a d e s c r i p t i o n
( n o t  t o  exceed one page )  o f  t h e  proposed r e s e a r c h .  
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Submission:  The r e g u l a r  r e s e a r c h  g r a n t  a p p l i c a t i o n  form PHS-398 ( r e v .  10188) 
must b e  used i n  app ly ing .  To i d e n t i f y  r e sponses  t o  t h i s  announcement, check 
"yes" and t y p e  t h e  RFA number and t i t l e  [RFA AI-91-04, DEVELOPMENT OF MODELS 
FOR PEDIATRIC AIDS1 i n  i t e m  2 on page 1 o f  t h e  g r a n t  a p p l i c a t i o n .  The RFA 
l a b e l  provided  w i t h  t h e  i n s t r u c t i o n s  must be  a f f i x e d  t o  t h e  bottom o f  t h e  f a c e  
page.  F a i l u r e  t o  use  t h i s  l a b e l  cou ld  r e s u l t  i n  de layed  p r o c e s s i n g  o f  your  

q 4 t  	 a p p l i c a t i o n  such t h a t  it may n o t  r e a c h  t h e  review committee i n  t i m e  f o r  
rev iew.  

The completed o r i g i n a l  a p p l i c a t i o n  and twenty  t h r e e  ( 2 3 )  c o p i e s  must be  mai led  

t o  : 


D i v i s i o n  o f  Research Gran t s  

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

Westwood Bu i ld ing ,  Room 240 

Bethesda,  MD 20892xx 


A p p l i c a t i o n s  must be  r e c e i v e d  by A p r i l  22, 1991. Awards w i l l  be  based on 

s c i e n t i f i c  merit and t h e  uniqueness  o f  t h e  proposed p r o j e c t .  Funding around 

September 30, 1991, is  a n t i c i p a t e d .  


INQUIRIES 


A more d e t a i l e d  RFA may b e  o b t a i n e d  from: 


P o l l y  R .  Sager ,  Ph.D 

Developmental T h e r a p e u t i c s  Branch 

D i v i s i o n  o f  AIDS, N I A I D ,  N I H  

6003 Execut ive  Boulevard,  Room 244P 

Bethesda,  MD 20892 

Telephone: ( 3 0 1 )  496-0636 

FAX : (301 1 480-5703 


DEVELOPMENT OF MODELS FOR PLACENTAL AND PEDIATRIC METABOLISM, TOXICITY, AND 

TRANSPORT OF anti-HIV DRUGS 


RFA AVAILABLE: AI-91-05 


P.T. 34; K.W. 0785170, 0715008, 0740012, 1007009, 0755025 

I' N a t i o n a l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases 

Let ter  o f  I n t e n t  Rece ip t  Date: March 11,  1991 
A p p l i c a t i o n  Rece ip t  Date :  A p r i l  22, 1991 

The N a t i o n a l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Di seases  ( N I A I D )  is  p l a y i n g  a 
c e n t r a l  r o l e  i n  t h e  i n v e s t i g a t i o n  o f  methods t o  t rea t  t h e  Acquired
Immunodeficiency Syndrome (AIDS). Ch i ld ren  born t o  HIV-posi t ive mothers  and 
HIV-infected women a r e  now t h e  f a s t e s t  growing p o p u l a t i o n s  o f  AIDS p a t i e n t s .
T r a d i t i o n a l l y ,  new t h e r a p i e s  were a v a i l a b l e  t o  c h i l d r e n  and p regnan t  women 
o n l y  a f te r  e x t e n s i v e  c l i n i c a l  expe r i ence  i n  o t h e r  a d u l t  p o p u l a t i o n s .  Because 
of t h e  magnitude and s e v e r i t y  of  t h e  AIDS epidemic,  t h e r a p i e s  a r e  now b e i n g
t e s t e d  i n  c h i l d r e n  and pregnant  women e a r l y  i n  c l i n i c a l  development.  Animal 
and i n  v i t r o  models are needed t o  assess t h e  metabolism and t r a n s p o r t  o f  AIDS 
t h e r a p i e s  i n  t h e  p l a c e n t a ,  f e t u s ,  and neona te .  I n  a d d i t i o n ,  t h e  mechanisms o f  
t o x i c i t y  o f  t h e r a p e u t i c s  t o  t h e  p l a c e n t a ,  f e t u s ,  and neona te  must be  examined. 
T h i s  i n fo rma t ion  is  c r i t i c a l  t o  f a c i l i t a t e  t h e  d e s i g n  of c l i n i c a l  e v a l u a t i o n s  
i n  HIV-posi t ive pregnant  women and t h e i r  c h i l d r e n .  

OBJECTIVES AND SCOPE 

N I A I D  i n v i t e s  a p p l i c a t i o n s  f o r  i n d i v i d u a l  r e s e a r c h  p r o j e c t  (Ro l l  g r a n t s  t o  
deve lop  and u s e :  ( i )i n  v i t r o  models t o  assess t h e  metabolism, t r a n s p o r t ,  and 
mechanisms of  t o x i c i t y  o f  anti-AIDS t h e r a p i e s  i n  t h e  p l a c e n t a ;  (ii)animal  
models t o  assess t h e  t r a n s p l a c e n t a l  t r a n s p o r t  o f  AIDS t h e r a p i e s  and t o  
de te rmine  pharmacokine t ics  pa rame te r s  t o  s e r v e  as t h e  b a s i s  f o r  c l i n i c a l  
t r i a i s  i n  humans; (iii)animal  models to a s s e s s  t h e  metabolism and 
d i s t r i b u t i o n  of  AIDS t h e r a p i e s  i n  t h e  f e t u s  and n e o n a t a l  an ima l s  t o  s e r v e  as 
t h e  b a s i s  f o r  c l i n i c a l  t r i a l s  i n  humans; ( i v )  animal  models t o  assess 
mechanisms o f  t o x i c i t y  r e l e v a n t  t o  u s e  o f  d rugs  i n  pregnant  women and ve ry  
young i n f a n t s .  The emphasis should  be on i s s u e s  o f  pharmacology and t o x i c i t y
t h a t  a r e  s p e c i f i c  t o  t h e  u s e  o f  AIDS t h e r a p i e s  i n  p regnan t  women and c h i l d r e n  
born  t o  HIV-posi t ive women. Animal models should  be  t h o s e  where p l a c e n t a l
f u n c t i o n  o r  s t r u c t u r e  o r  developmental  p a t t e r n s  most c l o s e l y  model humans. 

''-/ 	 The Developmental T h e r a p e u t i c s  Branch o f  t h e  D i v i s i o n  o f  AIDS w i l l  assist i n  
i d e n t i f y i n g  and p r o v i d i n g  t h e r a p e u t i c  a g e n t s  t o  be  s t u d i e d  and,  where 
p o s s i b l e ,  a n a l y t i c a l  methods f o r  d e t e c t i o n  o f  d r u g s .  Research p l a n s  t o  
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e v a l u a t e  s t a n d a r d  t e r a t o l o g y ,  r e p r o d u c t i v e  t o x i c o l o g y ,  o r  pha rmacok ine t i c s  i n  

r o d e n t s  are n o t  c o n s i d e r e d  r e s p o n s i v e  t o  t h i s  announcement. 


MECHANISM OF SUPPORT 


T h i s  Request f o r  A p p l i c a t i o n s  (RFA) w i l l  u s e  t h e  R01 g r a n t  mechanism. The 

N I A I D  h a s  a l l o c a t e d  51,000,000 ( t o t a l  c o s t s )  f o r  t h e  i n i t i a l  y e a r  o f  fund ing  yp*


a p p l i c a t i o n s  r e c e i v e d  i n  r e sponse  t o  t h i s  RFA. I t  i s  a n t i c i p a t e d  t h a t  t h r e e  

t o  f i v e  a p p l i c a t i o n s  w i l l  b e  funded.  The award o f  g r a n t s  pu r suan t  t o  t h i s  RFA 

is c o n t i n g e n t  upon t h e  c o n t i n u i n g  a v a i l a b i l i t y  o f  funds  f o r  t h i s  purpose and 

upon r e c e i p t  o f  a s u f f i c i e n t  number of  a p p l i c a t i o n s  o f  h i g h  s c i e n t i f i c  m e r i t .  


T h i s  RFA is a one-time s o l i c i t a t i o n .  G e n e r a l l y ,  f u t u r e  u n s o l i c i t e d  competing 

c o n t i n u a t i o n  a p p l i c a t i o n s  w i l l  compete w i t h  a l l  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 s  and b e  reviewed by a DRG s t u d y  s e c t i o n .  However, shou ld  t h e  

N I A I D  de t e rmine  t h a t  t h e r e  i s  a s u f f i c i e n t  c o n t i n u i n g  program need, t h e  N I A I D  

may announce a r e q u e s t  for renewal  a p p l i c a t i o n s .  


APPLICATION SUBMISSION 


E l i g i b i l i t y :  Any domes t i c  o r  f o r e i g n  i n s t i t u t i o n ,  u n i v e r s i t y ,  medical  

c o l l e g e ,  h o s p i t a l ,  and l a b o r a t o r y  o r  o t h e r  p u b l i c ,  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  i s  e l i g i b l e .  


Letter  of I n t e n t :  P r o s p e c t i v e  a p p l i c a n t s  are asked t o  submit ,  by March 11, 

1991, a l e t t e r  of  i n t e n t  t h a t  i n c l u d e s  a d e s c r i p t i v e  t i t l e  and a d e s c r i p t i o n 

( n o t  t o  exceed one p a g e )  of  t h e  proposed r e s e a r c h .  


Submission: The r e s e a r c h  g r a n t  a p p l i c a t i o n  form PHS-398 ( r e v .  10/88) must b e  

used i n  a p p l y i n g .  To i d e n t i f y  r e s p o n s e s  t o  t h i s  announcement, check "yesn and 

t y p e  t h e  RFA number and t i t l e  [RFA AI-91-05, DEVELOPMENT OF MODELS FOR 

PLACFNTAL AND PEDIATRIC METABOLISM, TOXICITY, AND TRANSPORT OF anti-HIV DRUGS 

i n  i t e m  2 on page 1 o f  t h e  g r a n t  a p p l i c a t i o n .  The RFA l a b e l  p rov ided  w i t h  t h e  

i n s t r u c t i o n s  must be a f f i x e d  t o  t h e  bot tom of t h e  face page. F a i l u r e  t o  u s e  

t h i s  l a b e l  cou ld  r e s u l t  i n  de l ayed  p r o c e s s i n g  o f  your application such that  it 

may n o t  r e a c h  t h e  review committee i n  t i m e  f o r  review.  


The completed o r i g i n a l  a p p l i c a t i o n  and twenty t h r e e  (23) c o p i e s  must be  ma i l ed  

t o :  


A p p l i c a t i o n  R e c e i p t  Office 

D i v i s i o n  o f  Research Gran t s  

N a t i o n a l  I n s t i t u t e s  o f  Hea l th  

Westwood B u i l d i n g ,  Room 240 

Bethesda,  MD 20892xX 


A p p l i c a t i o n s  must be  r e c e i v e d  by A p r i l  22, 1991. Awards w i l l  b e  based 3n 

s c i e n t i f i c  meri t  and t h e  un iqueness  o f  t h e  proposed p r o j e c t .  Funding around 

September 30,  1991, i s  a n t i c i p a t e d .  


INQUIRIES 


A more d e t a i l e d  RFA may b e  o b t a i n e d  


P o l l y  R .  Sage r ,  Ph.D 

Developmental T h e r a p e u t i c s  Branch 

D i v i s i o n  o f  AIDS, N I A I D ,  N I H  

6003 Execu t ive  Boulevard 

Bethesda,  MD 20892 

Telephone: ( 3 0 1 )  496-0636 

FAX: (301 )  480-5703 


from: 

The f u l l  RFA is a l s o  a v a i l a b l e  i n  t h e  e l e c t r o n i c  v e r s i o n  of  t h e  N I H  Guide f o r  
Gran t s  and C o n t r a c t s ,  t h e  E-Guide. 

H I V  I N  MOTHERS AND INFANTS: IMMUNITY AND EARLY DIAGNOSIS 


RFA AVAILABLE: AI-91-06 


P.T. 34; K . W .  0715008, 0775020, 0 4 0 5 0 2 0 ,  0710070 


N a t i o n a l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases 


Letter o f  I n t e n t  Rece ip t  Date: March 15, 1991 

A p p l i c a t i o n  Rece ip t  Date:  May 7,  1?91 
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PURPOSE: Transmiss ion  o f  t h e  a c q u i r e d  immunodeficiency symdrome (AIDS) v i r u s  
t o  i n f a n t s  o c c u r s  i n  about  20-35 p e r c e n t  o f  c h i l d r e n  born o f  human 
immunodeficiency v i rus -1  ( H I V - 1 )  i n f e c t e d  mothers .  Recent s t u d i e s  sugges t
t h a t  p r o t e c t i v e  immunity may e x i s t  i n  some mothers  t h a t  can i n t e r r u p t  v i r a l  
t r a n s m i s s i o n  t o  t h e  i n f a n t .  I n  a d d i t i o n ,  p r e l i m i n a r y  d a t a  sugges t  t h a t  t h e r e  
may be ce l l -med ia t ed  immunity a g a i n s t  H I V  i n  i n f a n t s  o f  i n f e c t e d  mothers .  

d 	 There is a p r e s s i n g  need t o  de te rmine  i f  an  immune r e sponse  on t h e  p a r t  o f  
e i t h e r  mother o r  i n f a n t  can  p r o t e c t  t h e  i n f a n t  from i n t r a u t e r i n e  o r  p e r i n a t a l
i n f e c t i o n  and/or  p r e d i c t  which b a b i e s  are i n f e c t e d .  

RESEARCH OBJECTIVES: A p p l i c a t i o n s  are i n v i t e d  t h a t  s e e k  t o  deve lop  i n n o v a t i v e  
t e c h n i q u e s  f o r  d i a g n o s i s  p r i o r  t o  e i g h t  weeks o f  age  and/or  t o  de t e rmine  t h e  
f a c t o r s  t h a t  i n f l u e n c e  p e r i n a t a l  t r a n s m i s s i o n  i n  o r d e r  t o  d e s i g n  p o t e n t i a l
v a c c i n e s  and immune-based t h e r a p y  o f  i n f e c t e d  mothers  and/or  t h e i r  i n f a n t s .  
Approaches t o  t h i s  q u e s t i o n  may i n c l u d e ,  bu t  are n o t  l i m i t e d  t o ,  t h e  
fo l lowing :  

o 	 I d e n t i f y  i n  pregnant  women t h e  c o r r e l a t e s  o f  immunity t h a t  appear  
t o  b e  p r o t e c t i v e  f o r  t h e i r  i n f a n t s ,  p a r t i c u l a r l y  i n  r e l a t i o n s h i p  t o  
t h e  q u a n t i t y  and q u a l i t y  o f  v i r u s  i n f e c t i n g  t h e  mother,  i n c l u d i n g
humoral and ce l l -med ia t ed  immune r e sponses .  

o 	 Compare immune r e a c t i o n s  t o  HIV-1 o f  i n f e c t e d  and u n i n f e c t e d  
i n f a n t s  ( less t h a n  e i g h t  weeks o f  a g e )  born o f  HIV-infected 
mothers ,  i n c l u d i n g ,  b u t  n o t  l i m i t e d  t o ,  humoral immunity,
ce l l -med ia t ed  immunity, and i d e n t i f i c a t i o n  and assessment  o f  
m a t e r n a l l y  d e r i v e d  ce l l s  i n  i n f a n t s .  

o 	 Develop and e v a l u a t e  novel  methods f o r  e a r l y  d i a g n o s i s  d u r i n g
g e s t a t i o n  and i n  i n f a n t s  l e s s  t h a n  e i g h t  weeks o f  age  by means 
i n c l u d i n g ,  b u t  n o t  l i m i t e d  t o ,  r e l i a b l e  and p r a c t i c a l  immunologic,
v i r o l o g i c ,  and molecu la r -b io log ic  t e c h n i q u e s ,  safe and r e l i a b l e  
methods f o r  p r e n a t a l  d i a g n o s i s  o f  H I V  i n f e c t i o n ,  and e v a l u a t i o n  o f  
t h e  t i m i n g  and f requency  o f  H I V  t r a n s m i s s i o n  from mother t o  
o f f s p r i n g  d u r i n g  g e s t a t i o n  and t h e  in t r apa r tum p e r i o d .  

C o l l a b o r a t i o n  between s c i e n t i s t s  and/or  i n s t i t u t i o n s  is  encouraged bu t  n o t  
r e q u i r e d  f o r  r e sponse  t o  t h i s  announcement. Access t o  a p a t i e n t  p o p u l a t i o n
and, i f  a p p r o p r i a t e ,  a p r e - e x i s t i n g  sample c o l l e c t i o n  t h a t  is s u f f i c i e n t  t o  
a l low e v a l u a t i o n  o f  hypotheses  must be  demonst ra ted .  The use  o f  funds  from 

-/ 	
t h e s e  g r a n t s  t o  suppor t  t h e  a c t u a l  conduct  o f  c l i n i c a l  t r i a l s  w i l l  be  judged
nonrespons ive ,  b u t  p l a n s  f o r  immunologic and v i r o l o g i c  assessment  o f  samples
from women and i n f a n t s  e n r o l l e d  i n  epidemiology o r  t h e r a p y  t r i a l s  t h a t  are 
suppor t ed  by o t h e r  funds  are encouraged.  

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

The f o l l o w i n g  is a b r i e f  s t a t e m e n t  o f  t h e  N I H  and ADAMHA p o l i c y  r e g a r d i n g  t h e  
i n c l u s i o n  o f  women and m i n o r i t i e s  i n  s t u d y  p o p u l a t i o n s .  A p p l i c a t i o n s  t h a t  are 
r e s p o n s i v e  t o  t h i s  RFA w i l l ,  by d e f i n i t i o n ,  meet t h e  requi rement  f o r  i n c l u s i o n  
of women. The i n c l u s i o n  of  m i n o r i t i e s  must be addres sed  i n  a p p l i c a t i o n
submi t t ed  responding  t o  t h i s  RFA. 

For p r o j e c t s  i n v o l v i n g  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 i v e
s p e c i a l  a t t e n t i o n  t o  the .  i n c l u s i o n  o f  women and m i n o r i t i e s  i n  s t u d y
p o p u l a t i o n s .  If women o r  m i n o r i t i e s  a r e  n o t  i nc luded  o r  adequa te ly
r e p r e s e n t e d  i n  t h e  s t u d y  p o p u l a t i o n s  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 b e  p rov ided .  A p p l i c a t i o n s  wi thou t  such documentat ion w i l l  
n o t  be  accep ted  f o r  review. 

MECHANISM OF SUPPORT 

T h i s  RFA w i l l  u s e  t h e  ROl mechanism. The N I A I D  h a s  a l l o c a t e d  $3,000,000
( t o t a l  c o s t s )  f o r  t h e  i n i t i a l  y e a r  o f  funding  a p p l i c a t i o n s  r e c e i v e d  i n  
r e sponse  t o  t h i s  RFA, w i t h  t h e  r e l a t i v e  l e v e l  o f  suppor t  between ep idemio log ic
and immunologic s t u d i e s  t o  be  de te rmined  by Program S t a f f .  The number o f  
awards t o  be  made is 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 i g h  s c i e n t i f i c  meri t  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  is September 27, 1991. If N I A I D  de t e rmines  t h a t  
there is a s u f f i c i e n t  c o n t i n u i n g  program need, t h i s  RFA w i l l  be  r e i s s u e d .  

APPLICATION SUBMISSION 

E l i g i b i l i t y :  Any domest ic  o r  f o r e i g n  i n s t i t u t i o n ,  u n i v e r s i t y ,  medical  
'a+' 	 c o l l e g e ,  h o s p i t a l ,  l a b o r a t o r y  o r  o t h e r  p u b l i c ,  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  i s  e l i g i b l e .  
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Letter o f  I n t e n t :  P r o s p e c t i v e  a p p l i c a n t s  are asked t o  submit ,  by March 15, 

1991, a l e t t e r  o f  i n t e n t  t h a t  i n c l u d e s  a d e s c r i p t i v e  t i t l e  and a d e s c r i p t i o n 

( n o t  t o  exceed one page )  o f  t h e  proposed r e s e a r c h .  S i n c e  a p p l i c a t i o n s  t h a t  do 

n o t  a d d r e s s  areas o f  program r e l e v a n c e  w i l l  b e  c o n s i d e r e d  nonrespons ive , 

p o t e n t i a l  a p p l i c a n t s  are  s t r o n g l y  encouraged t o  d i s c u s s  t h e i r  r e s e a r c h  p l a n s 

w i t h  program s ta f f  b e f o r e  complet ing t h e i r  a p p l i c a t i o n s .  


Submission: The r e g u l a r  r e s e a r c h  g r a n t  a p p l i c a t i o n  form PHS-398 ( r e v .  10/88) 

must be  used i n  a p p l y i n g .  These forms are 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  

b u s i n e s s  o f f i c e s  and from t h e  D i v i s i o n  o f  Research Gran t s ,  N I H ,  9000 R o c k v i l l e  

Pike ,  Westwood B u i l d i n g ,  Room 449, Bethesda,  Maryland 20892. To i d e n t i f y  

r e s p o n s e s  t o  t h i s  announcement, check and pu t  "HPV I N  MCTHERS AND 

INFANTS: IMMUNITY AND EARLY DIAGNOSIS (RFA AI-91-06)" under item 2 on page 1 

o f  t h e  g r a n t  a p p l i c a t i o n .  The RFA l a b e l  p rov ided  w i t h  t h e  i n s t r u c t i o n s  must 

be  a f f i x e d  t o  t h e  bottom o f  t h e  face page.  F a i l u r e  t o  u s e  t h i s  l a b e l  cou ld  

r e s u l t  i n  de l ayed  p r o c e s s i n g  o f  your  a p p l i c a t i o n  so t h a t  it may n o t  r e a c h  t h e  

review committee i n  t i m e  f o r  r ev iew.  


The completed o r i g i n a l  a p p l i c a t i o n  and twenty t h r e e  ( 2 3 )  c o p i e s  must be  ma i l ed  

t o  : 


D i v i s i o n  o f  Research Gran t s  

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

Westwood B u i l d i n g ,  Room 240 

Bethesda,  MD 20892H 


INQUIRIES: A more d e t a i l e d  RFA may be  o b t a i n e d  from: 


P a t r i c i a  E .  F a s t ,  M . D . ,  Ph.D. OR Rodney Hoff,  M . D . ,  M.P.H. 

Vaccine R .  and D .  Branch Epidemiology Branch 

D i v i s i o n  o f  AIDS, N I A I D ,  N I H  DAIDS. N I A I D ,  N I H  

6003 Execu t ive  B lvd . ,  Rm. 203E 6003 Execu t ive  B lvd . ,  Rm. 241P 

Bethesda,  MD 20892 Bethesda,  MD 20892 

Telephone: ( 3 0 1 )  496-8200 Telephone: (301) 496-6177 


ANIMAL MODELS FOR SUDDEN INFANT DEATH SYNDROME 

RFA AVAILABLE: HD-91-05 

P.T. 34; K . W .  0755020, 0715205 

N a t i o n a l  I n s t i t u t e  o f  Ch i ld  H e a l t h  and Human Development 

A p p l i c a t i o n  R e c e i p t  Date: May 15, 1991 

PURP0SE 

The N a t i o n a l  I n s t i t u t e  o f  Ch i ld  Hea l th  and Human Development ( N I C H D )  i s  
i n t e r e s t e d  i n  expanding t h e  scope o f  r e s e a r c h  conducted i n t o  t h e  c a u s e s  and 
p a t h o l o g i c  mechanisms o f  Sudden I n f a n t  Death Syndrome (SIDS).  I n  t h i s  
s o l i c i t a t i o n ,  t h e  N I C H D  i n v i t e s  a p p l i c a t i o n s  f o r  s t u d i e s  u s i n g  f e t a l  and/or  
young deve lop ing  an ima l s  t o  e l u c i d a t e  environmental  f a c t o r s  and developmental
mechanisms d u r i n g  pregnancy and e a r l y  p o s t n a t a l  l i f e  t h a t  p r e d i s p o s e  t h e  young
animal  t o  a SIDS-like e v e n t ,  ( i . e . ,  sudden d e a t h  d u r i n g  a s l e e p  p e r i o d ) ,  o r  
t h e  i n a b i l i t y  t o  r e c o v e r  from hypoxic or o t h e r  l i f e - t h r e a t e n i n g  stresses. 
In fo rma t ion  d e r i v e d  from t h e s e  animal  s t u d i e s  is expec ted  t o  e l u c i d a t e  
p o t e n t i a l  mechanisms o f  SIDS under expe r imen ta l  c o n d i t i o n s  u n a v a i l a b l e  i n  
human i n f a n t s  and l e a d  t o  t h e  development o f  d i a g n o s t i c  and p r e v e n t i v e
s t r a t e g i e s .  

The P u b l i c  H e a l t h  S e r v i c e  i s  committed t o  a c h i e v i n g  t h e  h e a l t h  promotion and 
d i s e a s e  p r e v e n t i o n  o b j e c t i v e s  of  Hea l thy  People  2000, a PHS-led n a t i o n a l  
a c t i v i t y .  T h i s  Request f o r  A p p l i c a t i o n s  (RFA), "Animal Models f o r  SIDS", 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  o f  "Maternal and I n f a n t  Hea l th" .  

RESEARCH OBJECTIVES 

The p r imary  g o a l s  of  t h i s  RFA are t o  s u p p o r t  r e s e a r c h  i n v e s t i g a t i o n s  i n  i n t a c t  
an ima l s  o r  reduced p r e p a r a t i o n s  t o  examine t h e  e f f e c t s  o f  r e l e v a n t  p r e n a t a l
i n s u l t s  on t h e  development and f u n c t i o n  o f  s t a t e -dependen t  r e g u l a t o r y  and 
l i f e - s u s t a i n i n g  systems i n  in fancy ;  t o  examine t h e  e f fec ts  o f  p o s t n a t a l
environmental  c h a l l e n g e s ,  i . e . ,  i n s u l t s  o r  new s t i m u l i ;  and/or t o  i n v e s t i g a t e
animal  model sys t ems  o f  developmental  d i s o r d e r s / s u s c e p t i b i l i t i e s  t h a t  m i m i c  
some a s p e c t s  o f  t h e  SIDS phenotype.  I n  t h e  c o n t e x t  o f  t h e s e  i n v e s t i g a t i o n s ,
p a r a l l e l  s t u d i e s  o f  unpe r tu rbed  development and f u n c t i o n  may be  proposed.  The 
e x t e n t  o f  t h e  normative s t u d i e s  shou ld  depend on t h e  e x i s t i n g  knowledge b a s e .  
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Developmental  s t u d i e s  t h a t  span  t h e  f e t a l  and e a r l y  p o s t n a t a l  p e r i o d  are 
encouraged.  

MECHANISM OF SUPPORT 

T h i s  program w i l l  be  funded through t h e  t r a d i t i o n a l  i n d i v i d u a l  r e s e a r c h  g r a n t  
‘ l p r * ’  	 award program o f  N I C H D .  Grant  a p p l i c a t i o n s  w i l l  be  reviewed a t  a s i n g l e

compe t i t i on  by an  i n i t i a l  review group convened by N I C H D .  It is  a n t i c i p a t e d
t h a t  e i g h t  (8) g r a n t s  w i l l  be awarded under  t h i s  program, c o n t i n g e n t  upon
r e c e i p t  o f  a s u f f i c i e n t  number o f  m e r i t o r i o u s  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  o f  funds .  

APPLICATION PROCEDURES 


A p p l i c a t i o n s  must be  submi t t ed  on Form PHS 398 ( r e v i s e d  10/88), a v a i l a b l e  i n  

b u s i n e s s  o r  g r a n t s  o f f i c e s  a t  most academic r e s e a r c h  i n s t i t u t i o n s  and from t h e  

D i v i s i o n  o f  Research  Gran t s ,  N I H .  The RFA l a b e l  a v a i l a b l e  i n  t h e  10/88

r e v i s i o n  o f  A p p l i c a t i o n  Form 398 must be a f f i x e d  t o  t h e  bottom o f  t h e  face 

page:  F a i l u r e  t o  u s e  t h i s  l a b e l  could  r e s u l t  i n  de l ayed  p r o c e s s i n g  o f  your 

a p p l i c a t i o n  such  t h a t  it may n o t  r each  t h e  review committee i n  t i m e  f o r  

rev iew.  The p h r a s e  “ANIMAL MODELS SIDS APPLICATIONS, RFA HD-91-05” must be  

t yped  i n  i t e m  2 o f  t h e  face page o f  t h e  a p p l i c a t i o n .  


INQUIRIES 


Appl i can t s  may r e q u e s t  a copy o f  t h e  f u l l  RFA from: 


Marian W i l l i n g e r ,  Ph.D. 

Hea l th  S c i e n t i s t  A d m i n i s t r a t o r  

Pregnancy and P e r i n a t o l o g y  Branch 

Center  f o r  Research f o r  Mothers and Ch i ld ren  

N a t i o n a l  I n s t i t u t e  o f  Ch i ld  Hea l th  and Human Development

Execut ive  P l a z a  North,  Room 643 

Bethesda ,  MD 20892 

Telephone:  (301) 496-5575 


The f u l l  RFA i s  a l s o  a v a i l a b l e  on t h e  e l e c t r o n i c  v e r s i o n  o f  t h e  N I H  Guide, t h e  

E-Guide . 

I n q u i r i e s  r e g a r d i n g  g r a n t s  management and a d m i n i s t r a t i v e  p o l i c y  may be  

“-J d i r e c t e d  t o :  

Douglas Shawver 

Superv i so ry  Gran t s  Management S p e c i a l i s t 

Gran t s  Management Branch 

Office o f  Gran t s  and C o n t r a c t s  

Nat iona l  I n s t i t u t e  o f  Ch i ld  Hea l th  and Human Development

Execut ive  P l a z a  North,  Room 505 

Bethesda,  MD 20892 

Telephone: (301) 496-1303 


INTERVENTIONS TO PROMOTE APPLICATION OF STATE-OF-THE-ART CANCER MANAGEMENT I N  

RURAL AREAS 


RFA AVAILABLE: CA-91-05 

P.T. 34; K.W. 0715035, 0403004 

N a t i o n a l  Cancer I n s t i t u t e  

Le t t e r  o f  I n t e n t  Receipt  Date: March 20, 1991 
A p p l i c a t i o n  Rece ip t  Date: May 20, 1991 

INTRODUCTION 

The Na t iona l  Cancer I n s t i t u t e  ( N C I )  i n v i t e s  a p p l i c a t i o n s  f o r  r e s e a r c h  p r o j e c t s
aimed a t  s t r e n g t h e n i n g  t h e  a p p l i c a t i o n  o f  s t a t e - o f - t h e - a r t  cance r  d i a g n o s i s
and management p r a c t i c e s  i n  r u r a l  a r e a s  by enhancing l i n k s  between r u r a l  
h e a l t h  care p r o v i d e r s  and r e g i o n a l  cance r  s p e c i a l i s t s .  The r e s e a r c h e r s  are t o  
t es t  methods t h a t h  enhance t h e  u t i l i z a t i o n  o f  e x i s t i n g  cance r  e x p e r t i s e  and 
r e s o u r c e s  by r u r a l  p r o v i d e r s .  The development and e v a l u a t i o n  of i n t e r v e n t i o n s  
t h a t  are s e n s i t i v e  t o  t h e  cance r  problems i n  a s e l e c t e d  r u r a l  area and a r e  
suppor t ed  by r u r a l  p r a c t i t i o n e r s  are impor t an t .  Resea rche r s  are encouraged t o  

‘11,”‘ 	 be i n n o v a t i v e  i n  t h e  development o f  i n t e r v e n t i o n s .  Outcomes shou ld  be  
des igned  t o  c a p t u r e  changes i n  cancer  d i a g n o s i s  and management. 
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BACKGROUND AND PURPOSE 

To d a t e ,  t h e  t r e a t m e n t  programs o f  t h e  N C I  have been des igned  t o  conduct  
s t a t e - o f - t h e - a r t  c a n c e r  t r e a t m e n t  r e s e a r c h  th rough  a network of c a n c e r  
s p e c i a l i s t s  i n  u n i v e r s i t y  c e n t e r s  and community programs. With t h i s  
i n i t i a t i v e ,  t h e  N C I  s t r i v e s  t o  r e a c h  p r a c t i t i o n e r s  who p r o v i d e  care i n  r u r a l  
communities and l i n k  them w i t h  cance r  s p e c i a l i s t s .  Such t i e s  are c r i t i c a l  t o  .-e 

a s s u r i n g  t h a t  p a t i e n t s  i n  r u r a l  and remote areas have access t o  t h e  f u l l  r ange
of s t a t e - o f - t h e - a r t  c a n c e r  care.  

RESEARCH GOALS AND SCOPE 

The purpose o f  t h e  p r o j e c t  i s  t o  t es t  ways o f  enhancing l i n k s  between r u r a l  
h e a l t h  care p r o v i d e r s  and c a n c e r  s p e c i a l i s t s .  The N C I  e x p e c t s  t h e  
i n t e r v e n t i o n s  t o  be  des igned  t o  s t r e n g t h e n  a s s o c i a t i o n s  between t h e  r u r a l  
g e n e r a l i s t  p r o v i d e r s  and r e g i o n a l  cance r  s p e c i a l i s t s ,  and may i n c l u d e  t a r g e t e d
t r a i n i n g ,  v i s i t i n g  s p e c i a l i s t s ,  and/or  c l i n i c a l  t r i a l s  p a r t i c i p a t i o n .
E v a l u a t i o n  shou ld  a d d r e s s  i n d i c a t o r s  of changes i n  c a n c e r  d i a g n o s i s  and 
management p r a c t i c e s  and e f f i c i e n c y  o f  t h e  i n t e r v e n t i o n .  

Based on t h e  c h a r a c t e r i s t i c s  o f  t h e  h e a l t h  care p r o v i d e r s  and t h e  p a t i e n t s  i n  
t h e  r u r a l  area i n  which t h e  r e s e a r c h  i s  t o  be conducted,  t h e  r e s e a r c h e r s  are 
t o  t e s t  approaches t o  l i n k  r u r a l  p r o v i d e r s  and cance r  s p e c i a l i s t s  t o  enhance 
s t a t e - o f - t h e - a r t  c a n c e r  management p r a c t i c e s  o f  p h y s i c i a n s  and n u r s e s  i n  t h e  
s e l e c t e d  r u r a l  area.  The i n t e r v e n t i o n s  shou ld  i n c o r p o r a t e ,  as a p p r o p r i a t e ,
e s t a b l i s h e d  r e s o u r c e s  of  t h e  N C I ,  s p e c i f i c a l l y  t h e  Cancer In fo rma t ion  S e r v i c e  
(CIS) or t h e  P h y s i c i a n s '  Data Query (PDQ) o r  Cancer FAX. Examples of p o s s i b l e
i n t e r v e n t i o n s  i n c l u d e :  

o review of s c r e e n i n g  and/or  b i o p s y  specimens; 

o compute r - a s s i s t ed  d i a g n o s i s  and/or  management a l g o r i t h m s ;  

o 	 f ree  t e l e p h o n e  c o n s u l t a t i o n  between c a n c e r  s p e c i a l i s t  and 
g e n e r a l i s t  p r o v i d e r ;  

o 	 PDQ p r o t o c o l s  f o r  p a t i e n t  management w i t h  s p e c i a l i s t  c o n s u l t a t i o n  
a v a i l a b l e ;  and 

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

The r e s e a r c h  d e s i g n  shou ld  c o n s i d e r  b o t h  p r o c e s s  and h e a l t h  outcome measures 
as a p p r o p r i a t e .  The r e s e a r c h e r s  are t o  f o c u s  t h e  i n t e r v e n t i o n  on a s p e c t s  o f  
c u r r e n t  c a n c e r  p a t i e n t  management t h a t  are w e l l  d e s c r i b e d  i n  t h e  b a s e l i n e  
d a t a .  For  example, a p a t t e r n  o f  head and neck cance r  d i a g n o s i s  a t  s t a g e s  X I 1  
and I V  or t h e  l a c k  of a p p r o p r i a t e  a d j u v a n t  chemotherapy f o r  b r e a s t  c a n c e r  
cou ld  be  t h e  f o c u s .  

While m o r t a l i t y  r a t e  changes may be  sough t ,  N C I  r ea l izes  t h a t  t h e  r e s e a r c h  
d e s i g n  may n o t  have t h e  power t o  d i s c e r n  such changes.  An outcome o f  i n t e r e s t  
is  t h e  stage o f  c a n c e r  a t  d i a g n o s i s  and t h e  p r o p o r t i o n  of p a t i e n t s  who r e c e i v e  
s t a t e - o f - t h e - a r t  c a n c e r  management i n  t h e  t a r g e t  r u r a l  area.  Changes i n  
p r a c t i c e  are  ex t r eme ly  impor t an t  t o  document, as  w e l l  as e v a l u a t i o n  o f  t h e  
implementat ion techni .ques . Numerous d i r e c t  and i n d i r e c t  i n d i c a t o r s  are 
p o s s i b l e .  

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

For  p r o j e c t s  i n v o l v i n g  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 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  o f  women and m i n o r i t i e s  i n  s t u d y
p o p u l a t i o n s .  If women o r  m i n o r i t i e s  are n o t  i n c l u d e d  or a d e q u a t e l y
r e p r e s e n t e d  i n  t h e  s t u d y  p o p u l a t i o n s  for 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  e x c l u s i o n  o r  i nadequa te  r e p r e s e n t a t i o n  must be  
p rov ided .  A p p l i c a t i o n s  wi thou t  such documentation w i l l  n o t  be  accep ted  for 
review.  

LETTER OF INTENT 

P r o s p e c t i v e  a p p l i c a n t s  are asked t o  submit ,  by March 20, 1991, a l e t t e r  o f  
i n t e n t  t h a t  i n c l u d e s  a d e s c r i p t i v e  t i t l e  o f  t h e  proposed r e s e a r c h ,  t h e  name 
and a d d r e s s  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 ,  t h e  names of o t h e r  key p e r s o n n e l ,
t h e  p a r t i c i p a t i n g  i n s t i t u t i o n s ,  and t h e  number and t h e  t i t l e  o f  t h e  RFA i n  
r e sponse  t o  which t h e  a p p l i c a t i o n  i s  b e i n g  s u b m i t t e d .  

Although a l e t t e r  o f  intent i s  n o t  r equ iTed ,  i s  n o t  b i n d i n g ,  and does n o t  
e n t e r  i n t o  the review u i  .scbsequent L p p i i c a t i o n s ,  it i s  r e q u e s t e d  i n  o r d e r  t o  
p r o v i d e  a n  i n d i c a t i o n  o f  t h e  number and scope o f  a p p l i c a t i o n s  t o  b e  reviewed.  
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The l e t t e r  o f  i n t e n t  shou ld  b e  s e n t  t o :  


Anne R .  Bavier ,  M . N . ,  F.A.A.N. 

Program D i r e c t o r ,  CORB, EDCOP, DCPC 

Nat iona l  Cancer I n s t i t u t e  

Execut ive  P laza  North,  Room 300-E 

Bethesda,  MD 20892 

Telephone: (301) 496-8541 


INQUIRIES 


W r i t t e n  o r  t e l e p h o n e  i n q u i r i e s  concern ing  t h e  o b j e c t i v e s  and scope  o f  t h i s  RFA 

o r  i n q u i r i e s  about  whether  o r  n o t  s p e c i f i c  proposed r e s e a r c h  would b e  

r e spons ive  a r e  encouraged and should  be  d i r e c t e d  t o  t h e  program d i r e c t o r  named 

above. The program d i r e c t o r  welcomes t h e  o p p o r t u n i t y  t o  c l a r i f y  any i s s u e s  o r  

q u e s t i o n s  from p o t e n t i a l  a p p l i c a n t s .  


K I D N E Y  AND UROLOGY RESEARCH CENTERS 


RFA AVAILABLE: DK-91-03 

P.T. 04; K.W.  0785095, 0785220, 0785055, 0785035, 0710030, 0745027, 0745070 

Nat iona l  I n s t i t u t e  o f  D iabe te s  and D i g e s t i v e  and Kidney Diseases 

Let te r  o f  I n t e n t  Rece ip t  Date: March 15, 1991 
A p p l i c a t i o n  Rece ip t  Date: J u l y  16, 1991 

The D i v i s i o n  o f  Kidney, Urologic  and Hematologic Diseases (DKUHD) o f  t h e  
Na t iona l  I n s t i t u t e  o f  D iabe te s  and D i g e s t i v e  and Kidney Di seases  ( 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  r e s e a r c h  c e n t e r  g r a n t s  (P50) t o  be awarded i n  f i s ca l  
y e a r  1992. N I D D K  a n t i c i p a t e s  t h e  award o f  up t o  s i x  compe t i t i ve  c e n t e r  g r a n t s
i n  f i s c a l  y e a r  1992. 

BACKGROUND 

Kidney and u r o l o g i c  d i s e a s e s  account  f o r  s u b s t a n t i a l  and i n c r e a s i n g  morb id i ty
and f i n a n c i a l  burden i n  t h e  United S t a t e s .  They t h r e a t e n  t h e  h e a l t h ,
wel l -be ing ,  and l o n g e v i t y  of over  13 m i l l i o n  Americans and accounted  f o r  an  

*/ 	 e s t i m a t e d  c o s t  o f  a t  l e a s t  $50 b i l l i o n  i n  1990. Although c o n s i d e r a b l e  
p r o g r e s s  h a s  been made i n  unde r s t and ing  t h e  b a s i c  phys io logy  and 
patho-physiology o f  t h e  normal r e n a l  and u r o l o g i c  sys tems,  t h e r e  h a s  been on ly
l i m i t e d  p r o g r e s s  i n  u n r a v e l i n g  t h e  mechanisms o f  t h o s e  disease p r o c e s s e s  t h a t  
l e a d  t o  p r o g r e s s i v e  d e t e r i o r a t i o n  i n  t h e  f u n c t i o n  o f  t h e s e  sys tems.
N e v e r t h e l e s s ,  major p r o g r e s s  h a s  been made i n  t h e  management o f  t h e i r  c l i n i c a l  
consequences.  For example, r e n a l  d i a l y s i s  and t r a n s p l a n t a t i o n  a r e  l i f e - s a v i n g
procedures  and t h e  c l i n i c a l  management o f  benign p r o s t a t i c  h y p e r p l a s i a  h a s  
improved o v e r  t h e  p a s t  s e v e r a l  y e a r s .  Unfo r tuna te ly ,  t h e s e  s c i e n t i f i c  
advances have n o t  l e d  t o  t h e  means t o  p reven t  o r  r e v e r s e  t h e s e  d i s e a s e s ,  and 
t h e i r  incidence i s  s t e a d i l y  i n c r e a s i n g .  The proposed m u l t i d i s c i p l i n a r y
r e s e a r c h  c e n t e r s ,  t h e  George M .  O'Brien Kidney and Urologic  Di seases  Research 
Cente r s ,  shou ld  p rov ide  t h e  n e c e s s a r y  and a p p r o p r i a t e  e x p e r t i s e  t o  i n v e s t i g a t e
t o p i c a l  a r e a s  of  r e s e a r c h  r e l a t e d  t o  t h e  pa thogenes i s  o f  k idney  and u r o l o g i c
d i s e a s e s  such  as: immunological ly  mediated d i s e a s e s ;  d i a b e t e s  m e l l i t u s  and 
o t h e r  endoc r ine  and me tabo l i c  d i s o r d e r s ;  pr imary r e n a l  hype r t ens ion ;  g e n e t i c
a b n o r m a l i t i e s ;  b l a d d e r  phys io logy  and pa thophys io logy;  developmental  and 
o b s t r u c t i v e  d i s o r d e r s ;  and nephro tox ins  and t o x i c  c e l l  i n j u r y .  

OBJECTIVES AND SCOPE 

The emphases o f  t h i s  i n i t i a t i v e  are t h r e e f o l d :  ( 1 )  t o  a t t r ac t  new s c i e n t i f i c  
e x p e r t i s e  i n t o  t h e  s t u d y  o f  t h e  b a s i c  mechanisms of k idney  and u r o l o g i c a l
d i s e a s e s ;  (2 )  t o  encourage i n t e r d i s c i p l i n a r y  r e s e a r c h ;  and (3) t o  ex tend  t h e s e  
b a s i c  i n v e s t i g a t i o n s  i n t o  i n n o v a t i v e  c l i n i c a l  and ep idemio log ic  s t u d i e s  o f  t h e  
causes ,  t h e r a p y ,  and p r e v e n t i o n  o f  kidney and u r o l o g i c  d i s e a s e s  and d i s o r d e r s .  
I n  approaching  t h e  s t u d y  o f  t h e s e  d i s e a s e  p r o c e s s e s ,  it i s  a n t i c i p a t e d  t h a t  
e x t e n s i v e  c o l l a b o r a t i o n  w i l l  be r e q u i r e d  between i n d i v i d u a l s  i n  t h e  b a s i c  
s c i e n c e s ,  i n c l u d i n g  c e l l  b io logy ,  molecular  b io logy ,  immunology, g e n e t i c s ,
epidemiology,  b iochemis t ry ,  phys io logy ,  and pa thology w i t h  c l i n i c a l  s c i e n c e s .  
It is the expressed i n t e n t  of t h e  announcement t o  a t t r a c t  i n t o  t h e  s t u d y  of 
k idney  and u r o l o g i c  d i s o r d e r s  new i n v e s t i g a t o r s  n o t  c u r r e n t l y  a c t i v e  i n  t h i s  
f i e l d  and t o  e x p l o r e  new b a s i c  a r e a s  t h a t  may have c l i n i c a l  r e s e a r c h  
a p p l i c a t i o n .  I n d i v i d u a l  i n s t i t u t i o n s  wi th  bo th  b a s i c  and c l i n i c a l  r e s e a r c h  
c a p a b i l i t i e s  a r e  e l i g i b l e  t o  a p p l y .  I n t e r - 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  
r e s e a r c h  a r rangements  are a l s o  a p p r o p r i a t e  and are encouraged.  
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SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL 

RESEARCH STUDIES 


For p r o j e c t s  i n v o l v i n g  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 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 t u d y 

p o p u l a t i o n s .  If women o r  m i n o r i t i e s  a r e  n o t  i nc luded  i n  t h e  s t u d y  p o p u l a t i o n s 

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  e x c l u s i o n  must be  

prov ided .  A p p l i c a t i o n s  wi thout  such  documentat ion w i l l  n o t  be accep ted  f o r  

rev iew.  


MECHANISM OF SUPPORT 


N I D D K  e x p e c t s  t o  award up t o  s i x  c e n t e r  g r a n t s  (P50) i n  f i sca l  yea r  1992 on a 

c o m p e t i t i v e  b a s i s .  The r e c e i p t  o f  up t o  s i x  c o m p e t i t i v e  c o n t i n u a t i o n  

a p p l i c a t i o n s  from t h o s e  c e n t e r s  who a r e  c u r r e n t  awardees i s  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 a l o n g  wi th  o t h e r  a p p l i c a t i o n s 

r e c e i v e d  i n  r e sponse  t o  t h i s  announcement. Fo re ign  i n s t i t u t i o n s  are n o t  

e l i g i b l e  t o  a p p l y .  The a n t i c i p a t e d  awards are f o r  f i v e  y e a r s  and a r e  

c o n t i n g e n t  upon t h e  a v a i l a b i l i t y  o f  a p p r o p r i a t e d  funds .  The t o t a l  amount of  

a v a i l a b l e  funds  t o  suppor t  t h i s  program ( i n c l u d i n g  bo th  d i r e c t  and i n d i r e c t  

c o s t s )  is  a n t i c i p a t e d  t o  be  no more t h a n  $ 4 . 2  m i l l i o n  p e r  y e a r .  No a p p l i c a n t  

may r e q u e s t  more t h a n  $750,000 i n  t o t a l  c o s t s  ( b o t h  d i r e c t  and i n d i r e c t  c o s t s ) 

i n  t h e  i n i t i a l  budget  p e r i o d .  


The complete  Request  f o r  A p p l i c a t i o n s  (RFA) and c o n s u l t a t i o n  may b e  o b t a i n e d  

from: 


D r .  Ralph L. Bain 

Kidney and Urology Research  C e n t e r s  Program D i r e c t o r  

DKUHD/NIDDK 

F e d e r a l  Bu i ld ing ,  Room 102 

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

Bethesda,  MD 20892 

Telephone: (301) 496-8218 


REVIEW PROCEDURES 


A p p l i c a t i o n s  f o r  an  award of  a r e s e a r c h  c e n t e r  g r a n t  w i l l  b e  e v a l u a t e d  i n  a 

n a t i o n a l  compe t i t i on  by t h e  N I H  p e e r  review p r o c e s s .  A p p l i c a t i o n s  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 

subsequen t ly  by t h e  N a t i o n a l  D iabe te s  and D i g e s t i v e  and Kidney Diseases 

Advisory Counc i l .  


METHOD OF APPLYING 


P o t e n t i a l  a p p l i c a n t s  a r e  urged  t o  submit a l e t t e r  o f  i n t e n t  t o  t h e  Program

D i r e c t o r  by March 15, 1991, r e g a r d i n g  t h e i r  a p p l i c a t i o n .  The l e t t e r  o f  i n t e n t  

is nonbinding  and is n o t  a p r e c o n d i t i o n  f o r  an  award. The l e t t e r  of i n t e n t  

shou ld  i n c l u d e  t h e  name(s1 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 ( s ) ,  p r i n c i p a l 

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

o r g a n i z a t i o n ( s 1  invo lved .  A p p l i c a t i o n s  must be submi t t ed  u s i n g  PHS Form 398 

(Rev. 10/88).  The RFA l a b e l  con ta ined  i n  t h e  a p p l i c a t i o n  k i t  must be  a f f i x e d  

t o  t h e  bottom o f  t h e  f a c e  page o f  t h e  o r i g i n a l  copy o f  t h e  a p p l i c a t i o n . 

F a i l u r e  t o  u s e  t h i s  l a b e l  cou ld  r e s u l t  i n  de l ayed  p r o c e s s i n g  and review o f  t h e  

a p p l i c a t i o n .  Complete l i n e  2 o f  t h e  a p p l i c a t i o n  face page by i n s e r t i n g  t h e  

t i t l e  and number o f  t h i s  RFA and checking  t h e  YES box. 


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 f o u r  c o p i e s )  t o :  


A p p l i c a t i o n  Rece ip t  O f f  ice  

D i v i s i o n  o f  Research  Gran t s  

\.Jestwood Bu i ld ing ,  Room 240 

N a t i o n a l  I n s t i t u t e s  o f  Hea l th  

Bethesda,  MD 20892x3 


Simul t aneous ly  submit  two c o p i e s  t o :  


Review Branch, N I D D K  

5333 Westbard Avenue 

Westwood B u i l d i n g ,  Room 406 

Bethesda,  MD 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  submiss ions  i n  r e sponse  t o  t h i s  

announcement i s  J u l y  16, 1991, w i t h  ear l ies t  fund ing  August I ,  1992. 


T h i s  program i s  d e s c r i b e d  i n  t h e  Ca ta log  o f  Fede ra l  Domestic A s s i s t a n c e  No. 

93.849, Kidney, Urologic ,  and Hematologic Diseases Research .  Awards w i l l  be  

made under  t h e  a u t h o r i t y  a f  t h e  P u b l i c  Hea l th  S e r v i c e  A c t ,  T i t l e  111, S e c t i o n  
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301 ( P u b l i c  Law 78-410 ,  as amended; 42 USC 2 4 1 )  and admin i s t e red  under  PHS 
g r a n t  p o l i c i e s  and F e d e r a l  Regu la t ions  42 CFR P a r t  5 2  and 45 CFR P a r t  7 4 .  
T h i s  program i s  n o t  s u b j e c t  t o  t h e  in t e rgove rnmen ta l  review requ i r emen t s  o f  
Execut ive  Order 12372 o r  Hea l th  Systems Agency rev iew.  

SCIENCE EDUCATION PARTNERSHIP AWARD 
U Y  

RFA AVAILABLE: 	 ADAMHA AD-91-01 
N I H  OD-91 -01 

P.T. 44; K.W. 0720000, 0710000 

Alcohol ,  Drug Abuse, and Mental  Hea l th  Admin i s t r a t ion  
Na t iona l  I n s t i t u t e s  o f  Hea l th  

Le t t e r  o f  I n t e n t  Rece ip t  Date: March 1 5 ,  1991 
A p p l i c a t i o n  Rece ip t  Date: A p r i l  25, 1991 

BACKGROUND INFORMATION 

The P r e s i d e n t  and t h e  Na t ion ' s  Governors have d e c l a r e d  s i x  "Na t iona l  Educat ion  
Goals,'l one o f  which i s  t h a t  by t h e  y e a r  2000, s t u d e n t s  i n  t h e  Uni ted  S t a t e s  
w i l l  be  t h e  world l e a d e r s  i n  s c i e n c e  and mathematics  achievement .  F u r t h e r ,
u n l e s s  t h e r e  are adequate  numbers o f  s t u d e n t s  e n t e r i n g  and remain ing  i n  t h e  
mathematics  and s c i e n t i f i c  f i e l d s  o f  educa t ion ,  t h e  Uni ted  S t a t e s  w i l l  n o t  
have a s u f f i c i e n t  supply  o f  s c i e n t i s t s ,  e n g i n e e r s ,  and t e c h n i c i a n s  t o  meet t h e  
N a t i o n l s  f u t u r e  workforce needs .  There is a l s o  t h e  need f o r  a s c i e n t i f i c a l l y
l i t e r a t e  s o c i e t y  t h a t  unde r s t ands  t h e  r o l e  o f  s c i e n c e ,  b io logy ,  and 
technology.  There  is  a l a c k  o f  p u b l i c  unde r s t and ing  of b e h a v i o r s  t h a t  
i n c r e a s e  t h e  r i s k  f o r  d i s e a s e ,  t h e  use  of an imals  i n  b e h a v i o r a l  and b iomedica l  
r e s e a r c h ,  and t h e  n e c e s s i t y  f o r  b a s i c  r e s e a r c h  t o  make p r o g r e s s  toward 
improving h e a l t h .  To h e l p  a d d r e s s  t h e s e  i s s u e s ,  t h e  Alcohol ,  Drug Abuse, and 
Mental  Hea l th  Admin i s t r a t ion  (ADAMHA) and t h e  Na t iona l  I n s t i t u t e s  o f  Hea l th  
( N I H )  a r e  i n i t i a t i n g  i n  F i s c a l  Year 1991 t h e  Sc ience  Educat ion  P a r t n e r s h i p
Award (SEPA) Program. To meet t h e i r  r e s p e c t i v e  mis s ions ,  t h e  ADAMHA and t h e  
N I H  are i s s u i n g  t h i s  j o i n t  Request f o r  A p p l i c a t i o n s  (RFA) f o r  SEPA p r o p o s a l s .
A p p l i c a n t s  may submit  m u l t i p l e  d i f f e r e n t  a p p l i c a t i o n s  under  t h i s  RFA; however,
s u b s t a n t i a l l y  similar p r o p o s a l s  may n o t  be  submi t t ed  t o  t h e  two a g e n c i e s .  

PROGRAM DESCRIPTION 
1J 

The SEPA Program w i l l  s uppor t  g r a n t s  des igned  t o  encourage s c i e n t i s t s  t o  work 
w i t h  e d u c a t o r s  and community o r g a n i z a t i o n s  t o  improve s t u d e n t  and p u b l i c
unde r s t and ing  o f  s c i e n c e ,  and i n c r e a s e  i n t e r e s t  o f  young peop le  i n  s c i e n t i f i c  
careers. The f o c u s  o f  s t u d e n t  a c t i v i t i e s  i s  t o  be a t  t h e  k i n d e r g a r t e n  th rough
t w e l f t h  g rade  (K-12) l e v e l .  The s c i e n t i s t s  who s t u d y  d i s e a s e  and i l l n e s s  and 
t h o s e  who c a r r y  o u t  b a s i c  r e s e a r c h  r e l a t i n g  t o  t h e s e  d i s o r d e r s ,  have a major
c o n t r i b u t i o n  t o  make by conveying t h e i r  knowledge and a l s o  t h e  exc i tement  i n  
doing  r e s e a r c h .  However, it is  a l s o  e s s e n t i a l  t h a t  s c i e n t i s t s  work w i t h  
e d u c a t o r s ,  s choo l  a d m i n i s t r a t o r s ,  community l e a d e r s ,  t h e  media, and o t h e r s  i n  
order  t o  make e f f e c t i v e  c o n t r i b u t i o n s  t o  improving s c i e n c e  e d u c a t i o n  and 
improving p u b l i c  unde r s t and ing  o f  b o t h  t h e  p r o c e s s  and accomplishments o f  
s c i e n c e ,  

ADAMHA w i l l  s uppor t  p a r t n e r s h i p  p r o j e c t s  t h a t  f o c u s  on any s c i e n t i f i c  a r e a  
r e l e v a n t  t o  t h e  ADAMHA mis s ion .  Hence, t h e  f o c u s  of t h i s  award is on b u i l d i n g
p a r t n e r s h i p  programs. ADAMHA is  e s p e c i a l l y  i n t e r e s t e d  i n  p r o j e c t s  t h a t  f o c u s  
on s c i e n t i f i c  knowledge about  t h e  b r a i n  and behav io r  and t h e i r  r e l a t i o n  t o  t h e  
a d d i c t i v e  and mental  d i s o r d e r s .  T h i s  i n c l u d e s  t h e  b a s i c  s c i e n c e s  unde r ly ing
t h e s e  d i s o r d e r s ,  such as t h e  neu rosc i ences ,  psychology,  pharmacology,
g e n e t i c s ,  and o t h e r  r e l e v a n t  s c i e n c e s .  

The N I H  SEPA Program w i l l  s uppor t  t h e  development o f  model programs t h a t  j o i n
working s c i e n t i s t s  and e d u c a t o r s  i n  enhancing t h e  p r e c o l l e g e  s c i e n c e  e d u c a t i o n  
and p u b l i c  unde r s t and ing  i n  such b iomedica l  s c i e n c e  areas as molecular  
b io logy ,  molecular  g e n e t i c s ,  immunology, neu rosc i ence ,  and b i o i n f o r m a t i c s ,  as 
w e l l  as e t h i c a l  i s s u e s ,  t h e  b e n e f i t s  and r i s k s  of g e n e t i c  eng inee r ing ,  and t h e  
r o l e  o f  e n v i r m m e n t a l  h e a l t h .  

ADAMHA and N I H  w i l l  c o n s i d e r  cofunding  o f  p r o j e c t s  f o c u s s i n g  on g e n e r a l
aspects of h e a l t h  science ( e . g . ,  t h e  r e s p o n s i b l e  use  of  animals i n  b iomedica l  
and b e h a v i o r a l  s c i e n c e  o r  b io t echno logy)  o r  s c i e n t i f i c  areas t h a t  c u t  a c r o s s  
t h e  miss ion  o f  bo th  a g e n c i e s  ( e . g . ,  neu rosc i ences ,  g e n e t i c s ,  and h e a l t h  and 
b e h a v i o r ) .  A s i n g l e  a p p l i c a t i o n  should  be  submi t ted  f o r  such  p r o j e c t s .  

'lr-' 
The ADAMHA and t h e  N I H  encourage and suppor t  t h e  i n i t i a t i o n  of c o o p e r a t i v e
e f f o r t s  among d i v e r s e  e l emen t s  i n  t h e  s c i e n t i f i c  and e d u c a t i o n  community, 
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i n c l u d i n g  u n i v e r s i t y  s c i e n t i s t s ,  e l emen ta ry  and secondary s c h o o l s ,
f o u n d a t i o n s ,  p r i v a t e  i n d u s t r y ,  t h e  media, and museums, t o  deve lop  model 
programs f o r  i n c r e a s i n g  s c i e n t i f i c  l i t e r a c y .  The ADAMHA/NIH SEPA Program
s e e k s  t o  f o c u s  on t h e  improvement of s c i e n c e  e d u c a t i o n  th rough  p a r t n e r s h i p s
between p u b l i c  and 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  and t h e  working s c i e n t i s t s .  
C a r e f u l l y  c r a f t e d  p a r t n e r s h i p s  can c r e a t e  c h a n n e l s  f o r  t r a n s f e r r i n g
i n f o r m a t i o n  about  new s c i e n t i f i c  d i s c o v e r i e s ,  improve c u r r i c u l a ,  and deve lop
t e x t b o o k s  and o t h e r  materials t h a t  i n c r e a s e  and impart  t o  s t u d e n t s ,  t e a c h e r s ,
and t h e  g e n e r a l  p u b l i c  t h e  u t i l i t y  o f  b iomed ica l /behav io ra l  r e s e a r c h .  The 
e s s e n t i a l  f e a t u r e  o f  t h e  program is  t h e  a c t i v e  p a r t i c i p a t i o n  o f  s c i e n t i s t s  
w i t h  t h e  s c i e n t i f i c  and t e c h n i c a l  knowledge and r e s o u r c e s  w i t h  t h e  knowledge
and pedagog ica l  e x p e r t i s e  o f  e d u c a t o r s .  Research i n s t i t u t i o n s  are encouraged 
t o  p rov ide ,  from non-Federal  s o u r c e s ,  i n c e n t i v e s  f o r  t h e i r  s c i e n t i s t s  t o  
p a r t i c i p a t e  i n  t h e  SEPA Program. These i n c e n t i v e s  may i n c l u d e  t h e  awarding o f  
s a b b a t i c a l s ,  t i m e  r e l e a s e d  from o t h e r  d u t i e s ,  o r  s p e c i a l  i n s t i t u t i o n a l  
r e c o g n i t i o n  t o  i n d i v i d u a l s ,  t o  pe rmi t  them t o  p a r t i c i p a t e  i n  t h e  program.
Such a p p l i c a n t s  are a l s o  encouraged t o  u s e  i n s t i t u t i o n a l  funds  r e l e a s e d  as a 
r e s u l t  o f  t h e  SEPA award ( e . g . ,  i n v e s t i g a t o r s '  sa la r ies )  f o r  pu rposes
c o n s i s t e n t  w i t h  t h i s  award. 

ADAMHA and N I H  s e e k  t h e  development o f  model p r o j e c t s  and,  t h e r e f o r e ,  p r i o r i t y
w i l l  b e  g i v e n  t o  app1icat : ions w i t h  t h e  p o t e n t i a l  f o r  widespread u s e  and 
r e p l i c a t i o n .  

MECHANISM OF SUPPORT/AVAILABILITY OF FUNDS 

T h i s  RFA w i l l  u s e  t h e  g r a n t - i n - a i d  f o r  e d u c a t i o n  p r o j e c t s  (R25).
R e s p o n s i b i l i t y  f o r  t h e  p l ann ing ,  d i r e c t i o n ,  and e x e c u t i o n  o f  t h e  proposed
p r o j e c t  w i l l  b e  s o l e l y  t h a t  o f  t h e  a p p l i c a n t .  Except as o t h e r w i s e  s t a t e d  i n  
t h i s  RFA, awards w i l l  b e  a d m i n i s t e r e d  under PHS g r a n t s  p o l i c y  as s t a t e d  i n  t h e  
P u b l i c  H e a l t h  S e r v i c e  Gran t s  P o l i c y  S ta t emen t .  

T h i s  RFA is  a one-time s o l i c i t a t i o n .  The ADAMHA and t h e  N I H  expec t  t h a t  $2 
m i l l i o n  w i l l  b e  a v a i l a b l e  t o  each agency ( a  t o t a l  o f  $4 m i l l i o n )  d u r i n g  FY 
1991 t o  s u p p o r t  t h i s  i n i t i a t i v e .  S u b j e c t  t o  t h e  a v a i l a b i l i t y  o f  funds  and 
r e c e i p t  o f  a s u f f i c i e n t  number o f  m e r i t o r i o u s  a p p l i c a t i o n s ,  it i s  a n t i c i p a t e d
t h a t  approx ima te ly  t e n  t o  twenty p r o j e c t s  w i l l  b e  s u p p o r t e d .  

A p p l i c a n t s  may r e q u e s t  s u p p o r t  f o r  up t o  t h r e e  y e a r s .  Annual d i r e c t  c o s t  
r e q u e s t s  f o r  t h e  proposed a c t i v i t i e s  are  expec ted  t o  range from approx ima te ly
$ 1 0 0 , 0 0 0  t o  $ 2 5 0 , 0 0 0 .  I n d i r e c t  c o s t s  w i l l  be p rov ided .  The a n t i c i p a t e d  award 
d a t e  i s  September 3 0 ,  1991. 

REVIEW PROCEDURES 

A p p l i c a t i o n s  t h a t  are complete  and r e s p o n s i v e  w i l l  b e  e v a l u a t e d  f o r  
e d u c a t i o n a l  and s c i e n t i f i c / t e c h n i c a l  merit  by an a p p r o p r i a t e  p e e r  review group
convened by ADAMHA and N I H .  A p p l i c a t i o n s  may b e  s u b j e c t e d  t o  t r i a g e  by a p e e r
review group t o  de t e rmine  t h e i r  e d u c a t i o n a l  and s c i e n t i f i c  m e r i t  r e l a t i v e  t o  
o t h e r  a p p l i c a t i o n s  r e c e i v e d  i n  r e sponse  t o  t h i s  RFA. Those a p p l i c a t i o n s
judged t o  b e  c o m p e t i t i v e  w i l l  undergo f u r t h e r  merit  r ev iew.  The second l e v e l  
o f  review w i l l  b e  p rov ided  by t h e  N a t i o n a l  Advisory Mental Hea l th  Counci l  
and/or t h e  N a t i o n a l  Advisory Research Resources  Counc i l .  

METHOD OF APPLYING AND LETTER OF INTENT 

The A p p l i c a t i o n  f o r  P u b l i c  Hea l th  S e r v i c e  Grant Form PHS-398 ( r e v i s e d  10/88)  
must be  used i n  a p p l y i n g  f o r  t h e s e  g r a n t s .  These forms are 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  b u s i n e s s  o f f i c e s  and from t h e  Office of  Gran t s  I n q u i r i e s ,
D i v i s i o n  o f  Research Gran t s ,  N I H ,  5333 Westbard Avenue, Bethesda,  Maryland
20892, (301)  496-7441. P r o s p e c t i v e  a p p l i c a n t s  must r e q u e s t  a copy of t h e  
complete  RFA, which i n c l u d e s  supplemental  i n s t r u c t i o n s  f o r  complet ion o f  t h e  
Form PHS-398, from t h e  s t a f f  i d e n t i f i e d  below (see INQUIRIES). 

P r o s p e c t i v e  a p p l i c a n t s  are  asked t o  submit ,  by March 15, 1991, a l e t t e r  o f  
i n t e n t  t h a t  i n c l u d e s  a d e s c r i p t i v e  t i t l e  o f  t h e  proposed p r o j e c t ;  t h e  name,
a d d r e s s ,  and t e l e p h o n e  number 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 ;  t h e  names o f  
o t h e r  key p e r s o n n e l ,  t h e  p a r t i c i p a t i n g  i n s t i t u t i o n s ;  and t h e  number and t i t l e  
of t h e  RFA i n  r e sponse  t o  which t h e  a p p l i c a t i o n  is b e i n g  s u b m i t t e d .  

Although a l e t t e r  o f  i n t e n t  i s  n o t  r e q u i r e d ,  is n o t  b i n d i n g ,  and does n o t  
e n t e r  i n t o  t h e  review o f  subsequent  a p p l i c a t i o n s ,  t h e  i n f o r m a t i o n  t h a t  it 
c o n t a i n s  is  ex t r eme ly  h e l p f u l  i n  p l a n n i n g  f o r  t h e  review o f  a p p l i c a t i o n s .  I t  
a l l o w s  s t a f f  t o  estimate t h e  p o t e n t i a l  review workload and t o  a v o i d  p o s s i b l e
c o n f l i c t  o f  i n t e r e s t  i n  t h e  review.  

The ADAMHA l e t t e r  of  i n t e n t  shou ld  be  s e n t  t o  t h e  Deputy D i r e c t o r ,  D i v i s i o n  of 
Extramural  A c t i v i t i e s ,  N a t i o n a l  I n s t i t u t e  o f  Mental Hea l th ,  Parklawn B u i l d i n g  
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Room 9-105, 5600 F i s h e r s  Avenue, R o c k v i l l e ,  MD 20857. The N I H  l e t t e r  o f  

i n t e n t  shou ld  be s e n t  t o  D r .  M a r j o r i e  A .  T i n g l e  (see a d d r e s s  be low) .  A copy

o f  t h e  l e t t e r  o f  i n t e n t  shou ld  be  addres sed  t o :  


Anthony Demsey, Ph.D. 

A s s o c i a t e  D i r e c t o r  f o r  Referral and Review 

D i v i s i o n  o f  Research Gran t s  


‘‘I.*’ 	 N a t i o n a l  I n s t i t u t e s  o f  Hea l th  
Westwood B u i l d i n g ,  Room 338 
5333 Westbard Avenue 
Bethesda,  MD 20892nn 

INQUIRIES 


W r i t t e n  o r  t e l e p h o n e  i n q u i r i e s  r e g a r d i n g  t h i s  RFA, and r e q u e s t s  f o r  t h e  

complete  RFA may be  d i r e c t e d  t o  e i t h e r :  


D r .  J o e l  W .  G o l d s t e i n  

ADAMHA SEPA Program

Room 13-103 

5600 F i s h e r s  Lane 

R o c k v i l l e ,  MD 20857 

Telephone: ( 3 0 1 )  443-9674 


o r  


M a r j o r i e  A .  T i n g l e ,  Ph.D. 

N I H  SEPA Program

Nat iona l  Cen te r  f o r  Research Resources  

Westwood B u i l d i n g ,  Room 1OAl 1 

5333 Westbard Avenue 

Bethesda,  MD 20892nx 

Telephone: (301)  496-6743 


ADAMHA awards are under  t h e  a u t h o r i t y  o f  S e c t i o n  301 o f  t h e  P u b l i c  H e a l t h  

S e r v i c e  A c t ,  a s  amended, ( 4 2  U.S.C. 2 4 1 ) .  N I H  awards are under a u t h o r i z a t i o n  

o f  t h e  P u b l i c  Hea l th  S e r v i c e  A c t ,  T i t l e  I V ,  P a r t  A ( P u b l i c  Law 78-410, as 

amended by P u b l i c  Law 99-158, 42 USC 241 and 2 8 5 ) .  A l l  awards w i l l  b e  

a d m i n i s t e r e d  under PHS g r a n t  p o l i c i e s  and F e d e r a l  R e g u l a t i o n s  42 CFR 52 and 45 

CFR P a r t s  74 and 9 2 .  T h i s  program i s  n o t  s u b j e c t  t o  t h e  in t e rgove rnmen ta l 

review requ i r emen t s  o f  Execu t ive  Order 12372 o r  Hea l th  Systems Agency r ev iew.  


,J 
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OVERVIEW 

Neural  t u b e  d e f e c t s  (NTDs) are among t h e  most common c o n g e n i t a l  d e f e c t s ,
o c c u r r i n g  a t  a r a t e  o f  1-2/1000 l i v e  b i r t h s .  D e s p i t e  t h e i r  f r equency  t h e  
c a u s e s  o f  NTDs are s t i l l  n o t  unde r s tood .  The N a t i o n a l  I n s t i t u t e  o f  Ch i ld  
H e a l t h  and Human Development ( N I C H D )  i n v i t e s  r e s e a r c h  a p p l i c a t i o n s  from 
i n v e s t i g a t o r s  w i l l i n g  t o  p a r t i c i p a t e  w i t h  N I C H D  a s s i s t a n c e  under c o o p e r a t i v e  
agreements i n  a m u l t i c e n t e r  c o o p e r a t i v e  program des igned  t o  i n v e s t i g a t e  t h e  
e t i o l o g y  o f  n e u r a l  t u b e  d e f e c t s .  The o b j e c t i v e  o f  t h e  s t u d y  is t o  b r i n g
t o g e t h e r  a m u l t i d i s c i p l i n a r y  group o f  i n v e s t i g a t o r s  t o  c h a r a c t e r i z e  mammalian 
n e u r u l a t i o n  i n  a mouse g e n e t i c  model f o r  s p i n a  b i f i d a ,  t h e  c u r l y  t a i l  mouse,
developed under N I C H D  c o n t r a c t .  P a r t i c u l a r  emphasis w i l l  be g iven  t o  
i n d i v i d u a l  s t u d i e s  examining t h e  molecu la r ,  c e l l u l a r ,  b i o p h y s i c a l ,  and 
morphological  mechanisms invo lved  i n  n e u r a l  t u b e  fo rma t ion .  The c o o p e r a t i v e  
agreement mechanism h a s  been chosen t o  f a c i l i t a t e  i d e n t i f i c a t i o n  o f  t h e  
e t i o l o g y  o f  s p i n a  b i f i d a  by c o o r d i n a t i n g  r e s e a r c h  among t h e  i n d i v i d u a l  s i t e s  
w i t h i n  t h e  program. Analyses  o f  t h e  v a r i o u s  a s p e c t s  o f  NTD fo rma t ion  w i l l  b e  
c o o r d i n a t e d  among t h e  i n v e s t i g a t o r s ,  and it i s  a n t i c i p a t e d  t h a t  t h e r e  w i l l  be 
s u b s t a n t i a l  e v o l u t i o n  o f  t h e  program as new f i n d i n g s  are o b t a i n e d  and s h a r e d .  
The b e n e f i t  o f  such  a c o o p e r a t i v e  v e n t u r e  w i l l  b e  t o  b e t t e r  d e f i n e  t h e  
mechanisms by which normal n e u r u l a t i o n  o c c u r s  and t o  c h a r a c t e r i z e  t h e  

*u-dl. 	 p r o c e s s e s  l e a d i n g  t o  NTDs i n  a w e l l  d e f i n e d  mammalian model w i t h  a n  
a p p l i c a b i l i t y  t o  t h e  human c o n d i t i o n .  
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MECHANISM OF SUPPORT 


Suppor t  w i l l  be a v a i l a b l e  through t h e  c o o p e r a t i v e  agreement mechanism (UO1)

between i n d i v i d u a l  i n v e s t i g a t o r s  and t h e  N I C H D .  The major d i f f e r e n c e  between 

a c o o p e r a t i v e  agreement and a r e s e a r c h  g r a n t  is t h a t  t h e r e  w i l l  be  s u b s t a n t i a l  

programmatic involvement o f  N I C H D  s t a f f  above and beyond t h e  l e v e l s  r e q u i r e d 

f o r  t r a d i t i o n a l  program management of g r a n t s .  


It is a n t i c i p a t e d  t h a t  f o u r  awards t o t a l i n g  $800,000 ( d i r e c t  c o s t s )  f o r  t h e  

first y e a r  w i l l  be  made wi th  an  award p e r i o d  o f  f i v e  y e a r s .  


REVIEW PROCEDURES 


A p p l i c a t i o n s  w i l l  be  reviewed by t h e  N I C H D  s t a f f  f o r  r e s p o n s i v e n e s s  t o  t h e  

Request f o r  A p p l i c a t i o n s  (RFA) and may r e c e i v e  a t r i a g e  review f o r  r e l a t i v e  

s c i e n t i f i c  merit by a p e e r  review group.  S c i e n t i f i c  and t e c h n i c a l  meri t  w i l l  

be  e v a l u a t e d  by a s p e c i a l  review committee convened s p e c i f i c a l l y  f o r  t h i s  

purpose  by t h e  D i v i s i o n  o f  S c i e n t i f i c  Review, N I C H D .  A s econd- l eve l  review 

w i l l  be  done by t h e  Na t iona l  Advisory Ch i ld  Hea l th  and Human Development

Counci l .  


APPLICATION PROCEDURE 


A p p l i c a t i o n s  must be submi t t ed  on form PHS 398, Revised 10/88. 


ADDITIONAL INFORMATION 


P o t e n t i a l  a p p l i c a n t s  are encouraged t o  r e q u e s t  t h e  d e t a i l e d  RFA by

t e l e p h o n i n g  : 


D e l b e r t  Dayton, M.D. 

Gene t i c s  and Te ra to logy  Branch 

Center  f o r  Research f o r  Mothers and Ch i ld ren  

N a t i o n a l  I n s t i t u t e  o f  C h i l d  Hea l th  and Human Development

Execut ive  Plaza North,  Room 643 

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

Bethesda,  MD 20892 

Telephone:  ( 3 0 1 )  496-5541 


The f u l l  RFA i s  a l s o  a v a i l a b l e  on t h e  e l e c t r o n i c  v e r s i o n  o f  t h e  N I H  Guide f o r  

Gran t s  and C o n t r a c t s ,  t h e  E-Guide. 


ERRATUM 

ADDENDUM: NATIONAL INSTITUTE ON DRUG ABUSE - ANNOUNCEMENT AND GUIDELINES -
AUGUST 1990 

PA: PA-90-31 

P.T. 3 4 ;  K.W. 0404009, 1014006 

N a t i o n a l  I n s t i t u t e  on Drug Abuse 

As an  addendum t o  t h e  Na t iona l  I n s t i t u t e  on Drug Abuse ( N I D A )  Research Gran t s  
Program Announcement and Gu ide l ines ,  PA-90-31 ( p u b l i s h e d  i n  t h e  N I H  Guide f o r  
Gran t s  and C o n t r a c t s ,  Vol.  19,  No. 32, September 7, 1990, N I D A  wishes  t o  
i n c l u d e  a s  p a r t  o f  Research Support  Mechanisms t h e  f o l l o w i n g :  (7) Program
P r o j e c t  Gran t s  ( P o l ) .  Although t h e  PO1 mechanism was inc luded  i n  t h e  
September 7, 1990, N I H  Guide n o t i c e ,  t h e  complete ,  p r i n t e d  copy o f  t h e  
announcement i n a d v e r t e n t l y  o m i t t e d  it as one o f  t h e  p o s s i b l e  suppor t  mechanism 
a c c e p t a b l e  under  t h i s  Today 's  n o t i c e  is t o  conf i rm t h a t  t h e  PO1 

F 

announcement. 
suppor t  mechanism is a c c e p t a b l e  under  announcement PA-90-31. A l l  o t h e r  
a s p e c t s  o f  t h e  announcement remain unchanged. 

XXTHE MAILING ADDRESS GIVEN 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  I S  THE 
CENTRAL M A I L I N G  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 I S :  

5333 Westbard Avenue 
Bethesda,  Maryland 20816 
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