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NOTICES 

SCIENTIFIC MISCONDUCT: L I V I N G  WITH THE NEW REGULATIONS: THE FIRST YEAR 

P.T. 42; K.W. 1014004, 1014006 
*I” 

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

The Office o f  S c i e n t i f i c  I n t e g r i t y  a t  t h e  Na t iona l  I n s t i t u t e s  o f  Hea l th  w i l l  
ho ld  t h r e e  r e g i o n a l  symposia t o  s h a r e  expe r i ences  r e l a t e d  t o  implementing t h e  
new r e g u l a t i o n s  d e a l i n g  w i t h  t h e  F i n a l  Rule  on “ R e s p o n s i b i l i t i e s  o f  Awardee 
and App l i can t  I n s t i t u t i o n s  f o r  Deal ing  With and Repor t ing  P o s s i b l e  Misconduct 
i n  Sc ience”  (42 CFR P a r t  50, Subpar t  A ) .  The symposia w i l l  f e a t u r e  open
d i s c u s s i o n  o f  problems and s o l u t i o n s  a s s o c i a t e d  wi th  implementing and 
o p e r a t i n g  under  t h e  new r e g u l a t i o n s .  They w i l l  i n c l u d e  s e s s i o n s  on a s s u r a n c e  
and r e p o r t i n g  r equ i r emen t s ,  conduct  o f  i n q u i r i e s  and i n v e s t i g a t i o n s  from 
development o f  t h e  i s s u e s  t o  r e s o l u t i o n ,  j u r i s d i c t i o n a l  i s s u e s ,  and due 
p r o c e s s  i s s u e s .  The symposia a r e  in t ended  t o  be  o f  s p e c i a l  i n t e r e s t  t o  
i n s t i t u t i o n a l  o f f i c i a l s  r e s p o n s i b l e  f o r  i n s t i t u t i n g  and o v e r s e e i n g  t h e  
u n i v e r s i t y ’ s  r e sponse  t o  a l l e g a t i o n s  o f  s c i e n t i f i c  misconduct .  The symposia
w i l l  b e  h e l d  i n :  Washington, DC on March 14-15; S e a t t l e ,  WA on March 25-26;
and N e w  Or l eans ,  LA on A p r i l  15-16. Attendance w i l l  be  l i m i t e d  t o  200 w i t h  no 

t h a n  r e p r e s e n t a t i v e s  from each  i n s t i t u t i o n  and w i l l  be  f irstmore two 

come f irst  s e r v e d  b a s i s .  There  w i l l  be 

p l e a s e  p rov ide  your  name, i n s t i t u t i o n  o r  


S o c i a l  & S c i e n t i f i c  I n t e g r i t y 

7101 Wisconsin Avenue 

S u i t e  610 

Bethesda,  MD 20814-4805 

Telephone:  (301) 986-4870 


o r  


D r .  Clyde A.  Watkins 

S e n i o r  S c i e n t i s t  

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

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

B u i l d i n g  31, Room BlC39 


I-’ 	 9000 R o c k v i l l e  P ike  
Bethesda ,  MD 20892 

on a 
a $50 r e g i s t r a t i o n  fee.  To a t t e n d ,  

company, and payment t o :  

Make check payab le  t o  S o c i a l  & S c i e n t i f i c  Systems.  A d d i t i o n a l  i n fo rma t ion  
w i l l  be  s e n t  upon r e q u e s t  o r  upon r e c e i p t  o f  r e s e r v a t i o n .  

NATIONAL WORKSHOPS ON “PROTECTION OF HUMAN SUBJECTS” 

P.T. 42; K.W. 0783005 

N a t i o n a l  I n s t i t u t e s  of 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 Admin i s t r a t ion  
(FDA) are c o n t i n u i n g  t o  sponsor  a se r ies  o f  workshops on 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 meet 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  pe r sons  c u r r e n t l y  s e r v i n g  o r  about  t o  
beg in  s e r v i n g  a s  a member o f  an  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 a r e  
r e l e v a n t  t o  a l l  o t h e r  P u b l i c  Hea l th  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  fo l lowing :  

I .  SOUTHWEST WORKSHOP 

DATES: February  4-5, 1991 

WORKSHOP SITE: 

Meridien Ho te l  

50 Third S t r e e t  

San F ranc i sco ,  CA 94103 


SPONSOR : 
‘w’ 	 U n i v e r s i t v  o f  C a l i f o r n i a  a t  San F ranc i sco  

Box 0400 
San F ranc i sco ,  CA 94143 
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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  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 

Telephone: (415)  476-1881 


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

Complex ity" 


1 


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  of  North C a r o l i n a  

3 0 0  Bynum Hall 

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 


REGISTRATION CONTACT: 

Mr. A 1  Dawson 

D i r e c t o r  

F r i d a y  Cen te r  

L a u r e l  H i l l  Parkway

C .  B .  1020 

Chapel H i l l ,  NC 27599-1020 

Telephone: (919)  962-1106 


a t  Chapel H i l l  

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: 

Hyde Pa rk  H i l t o n  

4900 Lake Shore Drive 

Chicago, I L  60615 


SPONSORS : 

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 


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

9 5 t h  S t r e e t  a t  King D r i v e  

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 4 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  Chicaga 

970 East 58th S t r e e e  

Chicago, I L  60637 

Telephone: (312)  702-8669 


TOPIC: l l 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 f o r m a t i o n  r e g a r d i n g  t h e s e  workshops 

c o n t a c t  : 
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Darlene Marie Ross 

Execu t ive  A s s i s t a n t  f o r  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  Hea l th  

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

Bldg. 31, Room 5 B 4 3 B  

Bethesda,  MD 20892 

Telephone: (301) 496-8101 


CONFERENCE: SCIENTIFIC INTEGRITY: MAJOR ISSUES FACED BY RESEARCH 

INSTITUTIONS 


P.T.  42; K . W .  1014004, 1014006 

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  

The N a t i o n a l  I n s t i t u t e s  o f  Hea l th ,  t h e  A s s o c i a t i o n  o f  American Medical 
Co l l eges ,  and Harvard Medical School are co-sponsoring a working confe rence  
f o r  s c i e n t i s t s ,  a d m i n i s t r a t o r s ,  and l a w y e r s  who have r e s p o n s i b i l i t y  f o r  
implementing p o l i c i e s  and r e g u l a t i o n s  designed t o  e n s u r e  s c i e n t i f i c  i n t e g r i t y .
The program is  des igned  f o r  maximum i n t e r a c t i o n  between p a n e l i s t s  and 
a t t e n d e e s ,  and among a t t e n d e e s  themse lves .  The g o a l  i s  t o  g e n e r a t e  new 
p e r s p e c t i v e s  f o r  some o f  t h e  most d i f f i c u l t  problems f a c e d  by r e s e a r c h  
i n s t i t u t i o n s  i n  d e a l i n g  w i t h  matters o f  s c i e n t i f i c  i n t e g r i t y ,  The moderators  
and p a n e l i s t s  w i l l  b r i n g  t h e  p e r s p e c t i v e s  o f  l a w ,  r e s e a r c h ,  and a d m i n i s t r a t i o n  
t o  t h e  i s s u e s  o f  due p r o c e s s  f o r  accused,  a c c u s e r  and i n s t i t u t i o n ;  ownership
o f  r e s e a r c h  d a t a ;  s e t t i n g  s a n c t i o n s  f o r  misconduct;  r e h a b i l i t a t i o n  o f  
s c i e n t i s t s  found g u i l t y  o f  s c i e n t i f i c  misconduct;  and p r e v e n t i o n  o f  s c i e n t i f i c  
misconduct .  Samuel T h i e r ,  M . D . ,  P r e s i d e n t ,  I n s t i t u t e  o f  Medicine, w i l l  
a d d r e s s  t h e  confe rence  on t h e  ba l ance  between u n i v e r s i t y  and government
r e s p o n s i b i l i t i e s  f o r  a s s u r a n c e  o f  s c i e n t i f i c  i n t e g r i t y .  

T h i s  confe rence  meets t h e  c r i t e r i a  f o r  1 1  c r e d i t  h o u r s  i n  Category 1 o f  t h e  
P h y s i c i a n ' s  Recogn i t ion  Award o f  t h e  AMA. 

DATES: February 2-3, 1991 

SITE: Hya t t  Regency Ho te l ,  Cambridge, MA 
Ij' 

PROGRAM AND REGISTRATION INFORMATION: Telephone: (617)  432-1525 

CONFERENCE: FOSTERING SCIENTIFIC INTEGRITY I N  BIOMEDICAL RESEARCH 

P.T. 42; K.W.  1014004, 1014006 

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

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 ) ,  t h e  A s s o c i a t i o n  o f  American Medical 
C o l l e g e s ,  and Washington U n i v e r s i t y  School o f  Medicine are co-sponsoring an 
i n t e r a c t i v e  c o n f e r e n c e  for biomedical  i n v e s t i g a t o r s ,  r e s e a r c h  a d m i n i s t r a t o r s ,
and u n i v e r s i t y  a t t o r n e y s  w i t h  an i n t e r e s t  i n  f o s t e r i n g  t h e  i n t e g r i t y  o f  
s c i e n t i s t s .  The g o a l s  o f  t h e  workshop are t o  d i s c u s s  t h e  scope o f  t h e  problem
o f  s c i e n t i f i c  misconduct;  t o  i d e n t i f y  p e r c e i v e d  o r  real  f a c t o r s  c o n t r i b u t i n g  
t o  misconduct;  t o  d i s c u s s  t h e  r o l e s  o f  Congress,  N I H ,  and i n s t i t u t i o n s  i n  
managing a l l e g a t i o n s  o f  s c i e n t i f i c  misconduct;  t o  examine how w e l l  s p e c i f i c
i n s t i t u t i o n s  have d e a l t  w i t h  a l l e g a t i o n s  o f  f r a u d ,  p l a g i a r i s m  o r  o t h e r  
unaccep tab le  s c i e n t i f i c  p r a c t i c e s ;  t o  d i s c u s s  any s p e c i a l  e t h i c a l  
c o n s i d e r a t i o n s  a s s o c i a t e d  w i t h  I n d u s t r y / U n i v e r s i t y  t i e s ;  and t o  d i s c u s s  t h e  
r e s p o n s i b i l i t i e s  o f  a u t h o r s  and c o l l a b o r a t o r s  i n  m a i n t a i n i n g  s c i e n t i f i c  
i n t e g r i t y  i n  r e s e a r c h .  S e v e r a l  break-out  s e s s i o n s  w i l l  a d d r e s s  focussed  
t o p i c s  o f  p a r t i c u l a r  conce rn .  

T h i s  confe rence  i s  approved f o r  c r e d i t  i n  AMA Category 1 .  

DATES: A p r i l  25-26, 1991 

SITE: The Adams Mark H o t e l ,  S t .  Louis ,  MO 

PROGRAM AND REGISTRATION INFORMATION: Telephone: 	 ( 8 0 0 )  325-9862, i n t e r s t a t e  
(314)  362-6893, i n  Missour i  
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NOTICES OF AVAILABILITY (RFPs AND RFAs) 

ARTIFICIAL LUNG RESEARCH AND DEVELOPMENT 

RFP AVAILABLE: NHLBI-HR-91-02 

P.T. 34; K.W.  0740070, 0705065, 0706040 

N a t i o n a l  Heart ,  Lung, and Blood I n s t i t u t e  


The Na t iona l  Heart ,  Lung, and Blood I n s t i t u t e  ( N H L B I )  h a s  a requirement  f o r  

t h e  performance o f  r e s e a r c h  l e a d i n g  t o  t h e  development o f  a new a r t i f i c i a l  

l u n g  o r  improvement upon an e x i s t i n g  a r t i f i c i a l  l u n g  f o r  e v e n t u a l  i m p l a n t a t i o n 

i n  p e d i a t r i c  o r  a d u l t  p a t i e n t s  w i t h  a c u t e  o r  c h r o n i c  r e s p i r a t o r y  f a i l u r e .  The 

d e v i c e  shou ld  be h i g h l y  e f f i c i e n t ,  b iocompa t ib l e ,  and a b l e  t o  remain i n  

con t inuous  u s e  f o r  more t h a n  24 h o u r s .  The r e s e a r c h  w i l l  be performed i n  

t h r e e  phases :  d e s i g n  and development,  i n  v i t r o  t e s t i n g ,  and i n  v i v o  ( a n i m a l ) 

t e s t i n g .  S p e c i f i c a l l y ,  t h e  imp lan tab le  a r t i f i c i a l  l u n g  shou ld :  1 )  Exceed t h e  

e f f i c i e n c y  o f  c u r r e n t  d e v i c e s  t o  s u p p o r t  blood g a s  exchange; 2 )  Avoid 

hemolysis ,  t h rombos i s ,  c l o t s  o r  emboli ,  and minimize o r  e l i m i n a t e  t h e  need f o r  

s y s t e m i c  a n t i c o a g u l a t i o n ;  3 )  B e  compa t ib l e  w i t h  t h e  body ( e . g . ,  non- tox ic , 

non-co r ros ive ,  non-ca rc inogen ic ) ,  impervious t o  body f l u i d s ,  and s t a b l e  i n  t h e  

b i o l o g i c  environment;  4 )  Not cause  a c l i n i c a l l y  i n t o l e r a b l e  inflammatory 

r e sponse ;  5) Not s i g n i f i c a n t l y  compromise immunocompetence; 6 )  B e  c a p a b l e  o f  

r e l i a b l e  con t inuous  o p e r a t i o n  f o r  l o n g e r  t h a n  24 hour s ;  and 7) Avoid h e a t  

bu i ld -up  o r  o b s t r u c t i o n  o f  blood f low.  THIS RFP EXCLUDES THE DEVELOPMENT OF 

EXTRACORPOREAL LIFE SUPPORT SYSTEMS WHICH ARE NOT DIRECTLY RELATED TO 

IMPLANTABLE SYSTEMS. RESEARCH ON MECHANICAL PROPERTIES AND BASIC MECHANISMS 

OF BLOOD-MATERIAL INTERACTIONS PER SE NOT DIRECTLY RELATED TO THE ARTIFICIAL 

LUNG I S  EXCLUDED FROM THE RFP. DEVELOPMENT OF ANCILLARY COMPONENTS, CONTROL 

OF THE SYSTEM, AND STUDY OF FAILURE MECHANISMS ARE EXCLUDED FROM THIS RFP. 


T h i s  announcement is n o t  a r e q u e s t  f o r  p roposa l  ( R F P ) .  It is a n t i c i p a t e d  t h a t  

RFP NHLBI-HR-91-02 w i l l  b e  a v a i l a b l e  on o r  about  J anua ry  7 ,  1991, w i t h  

p r o p o s a l s  due on March 11, 1991. Copies o f  t h e  RFP may be  o b t a i n e d  by

s u b m i t t i n g  a w r i t t e n  r e q u e s t  a long  w i t h  t h r e e  (3) 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  t o :  


N a t i o n a l  Heart ,  Lung, and Blood I n s t i t u t e  

C o n t r a c t s  O p e r a t i o n s  Branch, DEA 

Westwood B u i l d i n g ,  Room 654 

5333 Westbard Avenue 

Bethesda,  MD 20892 

ATTN: Pamela S .  Randa l l  


The NHLBI e x p e c t s  t o  make two awards from t h i s  s o l i c i t a t i o n .  


ROLE OF MONONUCLEAR PHAGOCYTES I N  OPPORTUNISTIC INFECTIONS OF ORAL MUCOSA AND 

OTHER TISSUES I N  AIDS PATIENTS 


RFP AVAILABLE: NIH-NIDR-1-91-1R 


P.T. 34; K.W. 0715008, 0715125, 1002004, 0755010 

N a t i o n a l  I n s t i t u t e  o f  Den ta l  Research 

The N a t i o n a l  I n s t i t u t e  o f  Den ta l  Research ( N I D R )  h a s  a r equ i r emen t  t o  d e f i n e  
t h e  r o l e  o f  mononuclear phagocytes  i n  o p p o r t u n i s t i c  i n f e c t i o n s  o f  o r a l  mucosa 
and o t h e r  t i s s u e s  i n  AIDS p a t i e n t s .  P r e l i m i n a r y  ev idence  i n d i c a t e s  t h a t  
monocytes i n f e c t e d  w i t h  r e p l i c a t i n g  HIV-1  i n  v i t r o  are unab le  t o  phagocy t i ze
and/or  k i l l  c e r t a i n  pathogens t h a t  f r e q u e n t l y  c a u s e  l i f e - t h r e a t e n i n g  d i s e a s e  
and/or  morb id i ty  in.AIDS p a t i e n t s .  The c o n t r a c t o r  s h a l l  pu r sue  t h e  
s i g n i f i c a n c e  and t h e  mechanism o f  t h i s  d e f e c t  by: 1 )  examining t h e  impact o f  
HIV-1  i n f e c t i o n  i n  p a t i e n t s  on t h e  a b i l i t y  o f  macrophages t o  c o n t a i n  
o p p o r t u n i s t i c  pathogens i n  t h e  target  o rgans ,  2)  de te rmin ing  whether HIV-1 
i n f e c t i o n  is d i r e c t l y  r e s p o n s i b l e  f o r  t h e  mononuclear phagocyte  a b n o r m a l i t i e s  
i n  v i t r o ,  and 3) i s o l a t i n g  mononuclear phagocytes  from i n f e c t e d  p a t i e n t s  t o  
d i r e c t l y  a s s a y  t h e i r  m i c r o b i c i d a l  a c t i v i t y  and/or  i n f e c t i o n  w i t h  H I V .  These 
approaches r e q u i r e  b o t h  p a t i e n t  materials o b t a i n e d  a t  au topsy  and/or  b iopsy
and i n  v i t r o  a n a l y s e s .  The c o n t r a c t o r  must have access t o  approved b i o h a z a r d  
f a c i l i t i e s  f o r  working w i t h  H I V .  

RFP N O .  NIH-NIDR-1-91-1R w i l l  b e  a v a i l a b l e  on o r  about  J anua ry  21 , 1991, w i t h  
p r o p o s a l s  due on o r  about  March 4, 1991. The RFP package w i l l  b e  a v a i l a b l e  
upon w r i t t e n  r e q u e s t  t o :  
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-/ 

*Irf 

Marilyn R .  Zuckerman 

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

Cont rac t  Management S e c t i o n  

Nat iona l  I n s t i t u t e  o f  Den ta l  Research 

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

Westwood Bu i ld ing ,  Room 521 

5333 Westbard Avenue 

Bethesda,  MD 20892 


The N I D R  e x p e c t s  t o  make one award from t h i s  s o l i c i t a t i o n .  


EVALUATION OF TREATMENTS FOR CLEFT LIP AND/OR PALATE 


RFA AVAILABLE: DE-91-04 


P.T. 34; K.W. 0755015, 0715148, 0785210, 0795005 

N a t i o n a l  I n s t i t u t e  o f  Dental Research 

Letter o f  I n t e n t  Rece ip t  Date: November 1 ,  1991 
A p p l i c a t i o n  Rece ip t  Date: December 4,  1991 

PURPOSE 

The N a t i o n a l  I n s t i t u t e  of Den ta l  Research ( N I D R )  s e e k s  research g r a n t
a p p l i c a t i o n s  from United S t a t e s  and f o r e i g n  i n s t i t u t i o n s  t o  conduct 
p r o s p e c t i v e  and/or  r e t r o s p e c t i v e  c l i n i c a l  t r i a l s  e v a l u a t i n g  t r e a t m e n t  
p rocedures  f o r  nonsyndromic, u n i l a t e r a l  l e f t  l i p  and p a l a t e .  T h i s  Request f o r  
A p p l i c a t i o n s  (RFA) is f o r  a s i n g l e  c o m p e t i t i o n  w i t h  a r e c e i p t  d a t e  o f  December 
4, 1991. 

RESEARCH OBJECTIVES 

The o b j e c t i v e  o f  t h i s  RFA is  t o  s o l i c i t  a p p l i c a t i o n s  f o r  s u p p o r t  o f  
p r o s p e c t i v e  and /o r  r e t r o s p e c t i v e  c l i n i c a l  t r i a l s  t o  e v a l u a t e  p r o c e d u r e s  widely
used i n  t h e  t r e a t m e n t  o f  nonsyndromic, u n i l a t e r a l  c l e f t  l i p  and/or  p a l a t e .  I t  
is  n o t  i n t e n d e d  t o  s u p p o r t  s t u d i e s  on b i l a t e r a l  and syndromic c l e f t s  o r  o t h e r  
major c o n g e n i t a l  o r  a c q u i r e d  c r a n i o f a c i a l  d e f e c t s .  

Examples o f  t h e  t y p e s  o f  i s s u e s  t h a t  might be  addres sed  inclu'de: effects  o f  
n e o n a t a l  t r e a t m e n t  w i t h  o r t h o p e d i c  d e v i c e s  on m a x i l l a r y  a r c h  morphology;
e f fec ts  o f  a l v e o l a r  bone g r a f t i n g  on t h e  pr imary d e n t i t i o n ;  e f f e c t s  o f  t i m i n g
o f  p a l a t a l  r e p a i r  on speech development; e v a l u a t i o n  o f  p a l a t a l  management
p rocedures  on ve lopha ryngea l  f u n c t i o n ;  e f fec ts  o f  p a l a t a l  r e p a i r  on middle  ear 
pathology;  and r e t r o s p e c t i v e  e v a l u a t i o n s  o f  long-term e f f ec t s  o f  t r e a t m e n t s .  
T h i s  l i s t  i s  n o t  i n t e n d e d  t o  be  i n c l u s i v e  and a p p l i c a n t s  are f ree  t o  propose
c l i n i c a l  t r i a l s  conce rn ing  o t h e r  i s s u e s  i n  c l e f t  t r e a t m e n t .  I t  i s  e s s e n t i a l  
t h a t  t h e  m a j o r i t y  o f  t h e  s p e c i f i c  aims can  be  m e t  d u r i n g  t h e  i n i t i a l  p e r i o d  o f  
s u p p o r t  (3-5 y e a r s ) .  

I t  is l i k e l y  that consortium arrangements w i l l  be required t o  assess 
s u f f i c i e n t l y  l a r g e  numbers o f  p a t i e n t s  o r  p a t i e n t  r e c o r d s .  A p p l i c a t i o n s  from 
U.S. and f o r e i g n  i n v e s t i g a t o r s  and t h o s e  i n c l u d i n g  c o l l a b o r a t i v e  arrangements
between U.S. and f o r e i g n  i n v e s t i g a t o r s  are encouraged.  

MECHANISM OF SUPPORT 

Support  f o r  t h i s  program w i l l  b e  th rough  r e s e a r c h  p r o j e c t  g r a n t s  (Roll. It  is 
a n t i c i p a t e d  t h a t  up t o  f o u r  awards w i l l  b e  made, i f  a s u f f i c i e n t  number o f  
h i g h  q u a l i t y  a p p l i c a t i o n s  is r e c e i v e d .  Although funds  have been a l l o c a t e d  f o r  
t h i s  program i n  N I D R ' s  p l a n s  f o r  F i s c a l  Years 1992 t h rough  1996, award o f  
g r a n t s  r e s u l t i n g  from t h i s  RFA is c o n t i n g e n t  upon r e c e i p t  o f  a p p r o p r i a t e d
funds  f o r  t h i s  pu rpose .  A p p l i c a n t s  may r e q u e s t  up t o  f i v e  y e a r s  o f  s u p p o r t .
Subsequent s u p p o r t  w i l l  b e  c o n t i n g e n t  upon program needs and g r a n t e e s '
performance, as determined by p e e r  r ev iew.  P o l i c i e s  t h a t  govern r e s e a r c h  
g r a n t  programs o f  t h e  N a t i o n a l  I n s t i t u t e s  o f  Hea l th  w i l l  p r e v a i l .  

A p p l i c a n t s  are encouraged t o  seek  s u p p o r t  from o t h e r  p u b l i c  s o u r c e s ,  as  w e l l  
as p r i v a t e  s e c t o r  s o u r c e s  i n c l u d i n g  f o u n d a t i o n s  and i n d u s t r i a l  conce rns ,  f o r  
s t u d i e s  t h a t  w i l l  complement and expand t h e  r e s e a r c h  suppor t ed  by t h e  N I D R .  A 
summary o f  t h e  o b j e c t i v e s  and f i n a n c i a l  s u p p o r t  �or  such s t u d i e s  must be 
i n c l u d e d  i n  t h e  a p p l i c a t i o n .  
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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  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 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  mus t  be  r.rr
prov 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  f o r  
review.  

REVIEW PROCEDURES 

A p p l i c a t i o n s  i n  r e sponse  t o  t h i s  RFA w i l l  be reviewed by a S p e c i a l  Review 
Committee convened by t h e  N I D R ' s  S c i e n t i f i c  Review Branch. Secondary review 
w i l l  be by t h e  N a t i o n a l  Advisory Den ta l  Research Council  i n  May 1992. 

Funding d e c i s i o n s  w i l l  b e  based on t h e  i n i t i a l  review g roup ' s  and t h e  N a t i o n a l  
Advisory Den ta l  Research Counc i l ' s  recommendations conce rn ing  s c i e n t i f i c  
meri t ,  program r e l e v a n c e  and ba lance ,  t o t a l  c o s t  t o  t h e  N I D R ,  and 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 ea r l i e s t  fund ing  d a t e  i s  J u l y  1,
1992. 

APPLICATION PROCEDURES 

I t  is recommended t h a t  p r o s p e c t i v e  a p p l i c a n t s  c o n t a c t  program s t a f f  e a r l y  i n  
t h e  p l a n n i n g  phase  of a p p l i c a t i o n  p r e p a r a t i o n  and t h a t  t h e y  submit a l e t t e r  o f  
i n t e n t  no l a t e r  t h a n  November 1, 1991. The l e t t e r  shou ld  g i v e  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, 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 ;  and o f  o t h e r  key pe r sonne l  and c o l l a b o r a t i n gnames 
i n s t i t u t i o n s .  A l e t t e r  o f  i n t e n t  
accep tance  o f  an a p p l i c a t i o n  b u t  
review o f  a p p l i c a t i o n s .  

A p p l i c a t i o n s  must be  submi t t ed  on 
b u s i n e s s  o r  g r a n t s  o f f i c e  o f  most 
t h e  D i v i s i o n  o f  Research Gran t s ,  N a t i o n a l  

is  n o t  b i n d i n g  no r  i s  it a p r e r e q u i s i t e  f o r  
it w i l l  a s s i s t  s ta f f  i n  p l a n n i n g  f o r  t i m e l y  

form PHS-398 (Rev. 10/88), a v a i l a b l e  i n  t h e  
academic o r  r e s e a r c h  i n s t i t u t i o n s  o r  from 

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

Requests  f o r  c o p i e s  o f  t h e  f u l l  RFA, e n q u i r i e s  and l e t t e r s  o f  i n t e n t  shou ld  be 

addres sed  t o :  


John D .  Townsley, Ph.D. b

Extramural  Program

N a t i o n a l  I n s t i t u t e  o f  Den ta l  Research 

Westwood B u i l d i n g ,  Room 506 

Bethesda,  MD 20892-4500 

Telephone:  (301) 496-7807 


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  F e d e r a l  Domestic A s s i s t a n c e  No. 

93.122. Awards w i l l  be made 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  

Act,  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 2851, and 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 i e s  and F e d e r a l  

R e g u l a t i o n s  42 CFR P a r t  52 and 45 CFR P a r t  74. T h i s  program is 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 review,  A p r i l  6, 1988. 


RESEARCH CENTERS I N  ORAL BIOLOGY 


RFA AVAILABLE: DE-91-01 

P.T. 04; K . W .  0715148, 0710030, 0785035, 0710070, 1002027, 1002019, 0710095 

Nat iona l  I n s t i t u t e  o f  Den ta l  Research 


Letter  o f  I n t e n t  Rece ip t  Date: June  1, 1991 

A p p l i c a t i o n  Rece ip t  Date: September 16, 1991 


PURPOSE 


The Na t iona l  I n s t i t u t e  o f  Den ta l  Research ( N I D R )  i n v i t e s  a p p l i c a t i o n s  from 

United S t a t e s  i n s t i t u t i o n s  f o r  suppor t  o f  Research Centers  i n  Oral Biology 

I R C O B ) .  The pr imary g o a l  o f  t h e  RCOB program i s  t o  broaden and s t r e n g t h e n  t h e  

s c i e n t i f i c  b a s e  u n d e r l y i n g  t h e  n a t i o n a l  c a p a b i l i t y  t o  improve o r a l  h e a l t h .  

The R C O B s  b r i n g  teams of  i n v e s t i g a t o r s  i n t o  c o l l a b o r a t i v e  r e l a t i o n s h i p s  t o  

conduct  i n t e r d i s c i p l i n a r y  and 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 l i n i c a l  r e s e a r c h  'Itrr
w i l l  be suppor t ed  o n l y  t o  t h e  e x t e n t  t h a t  it is  a d i r e c t  e x t e n s i o n  o f  t h e  

b a s i c  r e s e a r c h  conducted by c e n t e r  i n v e s t i g a t o r s .  The N I D R  u s e s  o t h e r  

mechanisms, i n c l u d i n g  c a t e g o r i c a l  c e n t e r s  and c l i n i c a l  c o r e  c e n t e r s ,  t o  
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s u p p o r t  c l i n i c a l  r e s e a r c h  f o c u s s i n g  on t h e  p r i n c i p a l  o r a l  d i s e a s e s  and 
c o n d i t i o n s .  

RESEARCH GOALS AND SCOPE 

The RCOB program's pr imary g o a l  i s  t h e  expansion o f  t h e  s c i e n t i f i c  b a s e  which 
u n d e r l i e s  t h e  n a t i o n ' s  c a p a b i l i t y  t o  p reven t  and c o n t r o l  o r a l  d i s e a s e s  and

I*'
d i s o r d e r s  and t o  improve o r a l  h e a l t h .  The secondary g o a l  i s  t o  create  c e n t e r s  
o f  e x c e l l e n c e  t h a t  w i l l  a t t r a c t  i n v e s t i g a t o r s  o f  h i g h  q u a l i t y  t o  d e n t a l  
r e s e a r c h ,  p r o v i d e  c h a l l e n g i n g  o p p o r t u n i t i e s  f o r  r e s e a r c h  t r a i n i n g  a t  a l l  
l e v e l s  o f  career development,  and s e r v e  as magnet o r g a n i z a t i o n s  t o  f o s t e r  
p r o d u c t i v e  r e s e a r c h - r e l a t e d  r e l a t i o n s h i p s  w i t h  o t h e r  i n s t i t u t i o n s .  

Support  w i l l  b e  p rov ided  f o r  i n t e r d i s c i p l i n a r y  and m u l t i d i s c i p l i n a r y  s t u d i e s  
i n  b a s i c  biomedical  r e s e a r c h  areas r e l e v a n t  t o  t h e  mis s ion  o f  t h e  N I D R .  
Examples o f  r e s e a r c h  areas t h a t  are p a r t i c u l a r l y  a p p r o p r i a t e  f o r  s t u d y  i n  a 
RCOB i n c l u d e :  immunology; microbiology and v i r o l o g y ;  g e n e t i c s ;  developmental
b i o l o g y ;  t i s s u e  s t r u c t u r e  and f u n c t i o n ;  t i s s u e  r e p a i r  and r e g e n e r a t i o n ;
s a l i v a r y  g l a n d s  and s e c r e t i o n s ;  n u t r i t i o n ;  and neurob io logy .  C l i n i c a l  
r e s e a r c h  w i l l  be suppor t ed  o n l y  t o  t h e  e x t e n t  t h a t  it is  a d i r e c t  e x t e n s i o n  o f  
t h e  b a s i c  r e s e a r c h  conducted by c e n t e r  i n v e s t i g a t o r s .  Support  f o r  s u b s t a n t i a l  
c l i n i c a l  s t u d i e s  and c l i n i c a l  t r i a l s  must be d e r i v e d  from o t h e r  s o u r c e s .  

Support  w i l l  n o t  be  p rov ided  f o r  a r e s e a r c h  program t h a t  h a s  as  i t s  s i n g l e
f o c u s  a c a t e g o r i c a l  o r  t h e m a t i c  area a l r e a d y  t a r g e t e d  by N I D R  f o r  s u p p o r t .  

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 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 
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  f o r  
review.  

MECHANISM OF SUPPORT 

RCOBs w i l l  be suppor t ed  f o r  f i v e  y e a r s  w i t h  fund ing  p r o j e c t e d  t o  s tar t  on 
December 1 ,  1992. Renewal s u p p o r t  w i l l  be c o n t i n g e n t  upon program needs and 
a n  i n s t i t u t i o n ' s  a b i l i t y  t o  compete s u c c e s s f u l l y  i n  r e sponse  t o  a Request f o r  
A p p l i c a t i o n s  (RFA). Awards are 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  f u n d s .  A l l  p o l i c i e s  and r equ i r emen t s  t h a t  govern t h e  r e s e a r c h  
g r a n t  programs o f  t h e  PHS w i l l  app ly  t o  t h e  awards.  The N I D R  a n t i c i p a t e s
making f o u r  awards,  n o t  t o  exceed $750,000 each i n  d i r e c t  c o s t s  f o r  t h e  f irst  
y e a r  o f  t h e  award i 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  are r e c e i v e d .  A p p l i c a n t s  are  encouraged t o  s e e k  complementary s u p p o r t
from o t h e r  f e d e r a l  government o r  n o n f e d e r a l  s o u r c e s .  

REVIEW PROCEDURES 

A p p l i c a t i o n s  w i l l  be e v a l u a t e d  for s c i e n t i f i c  m e r i t  by a spec ia l  r ev iew 
committee convened by t h e  NIDR S c i e n t i f i c  Review Branch. P r i o r  t o  t h e  i n i t i a l  
review,  a t r i a g e  mechanism may be  employed t o  s c r e e n  o u t  a p p l i c a t i o n s  t h a t  are 
noncompe t i t i ve  o r  nonrespons ive  t o  t h e  RFA. An a p p l i c a n t  in te rv iew or s i t e  
v i s i t  may be  i n c l u d e d .  Secondary review w i l l  be conducted by t h e  N a t i o n a l  
Advisory Den ta l  Research Counc i l .  A p p l i c a t i o n s  i n  r e sponse  t o  t h i s  
announcement must be r e c e i v e d  by September 16, 1991, so t h e y  can  be  reviewed 
and c o n s i d e r e d  f o r  fund ing  i n  F i s c a l  Year 1993. 

APPLICATION PROCEDURES 

P r o s p e c t i v e  a p p l i c a n t s  shou ld  communicate w i t h  program and g r a n t s  management
s t a f f  o f  t h e  I n s t i t u t e ' s  Extramural  Program as e a r l y  as  p o s s i b l e  i n  t h e  
p l a n n i n g  phase o f  a p p l i c a t i o n  p r e p a r a t i o n .  Advice and s u g g e s t i o n s  by s t a f f  
may m a t e r i a l l y  a s s i s t  a p p l i c a n t s  t o  e n s u r e  t h a t  t h e  RCOB's  o b j e c t i v e s  and 
s t r u c t u r e  and t h e  budget format  are  a c c e p t a b l e .  A t  a minimum, p r o s p e c t i v e
a p p l i c a n t s  are urged t o  submit by June  1 ,  1991, a l e t t e r  o f  i n t e n t  t h a t  
i d e n t i f i e s  t h i s  RFA; 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  f o r  t h e  RCOB, each component
and p r o j e c t ;  g i v e s  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  D i r e c t o r ,  and 
t h e  names o f  o t h e r  key pe r sonne l ;  and i d e n t i f i e s  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 depa r tmen t s .  It shou ld  b e  addres sed  t o  t h e  Director ,  Extramural Program,
N I D R .  The l e t t e r  o f  i n t e n t  is n o t  b i n d i n g  n o r  is it a p r e r e q u i s i t e  f o r  
accep tance  o f  a n  a p p l i c a t i o n  b u t  it w i l l  assist s t a f f  i n  p l a n n i n g  f o r  t h e  

rd t i m e l y  review o f  a p p l i c a t i o n s .  

A p p l i c a t i o n s  must b e  p r e p a r e d  on Form PHS 398 (Rev. 101881, A p p l i c a t i o n  f o r  
PHS Grant ,  which can be  o b t a i n e d  from t h e  D i v i s i o n  o f  Research Gran t s ,  N I H ,  o r  
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from t h e  i n s t i t u t i o n ' s  Office o f  Research and Sponsored Programs. D e t a i l e d  
i n s t r u c t i o n s  f o r  p r e p a r i n g  an a p p l i c a t i o n  are  i n c l u d e d  i n  t h e  complete RFA. 

INQUIRIES 

Requests  f o r  c o p i e s  o f  t h e  complete RFA and f o r  a d d i t i o n a l  i n fo rma t ion  shou ld  
be  addres sed  t o :  

Yfi 

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  Den ta l  Research 

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 503 

5333 Westbard Avenue 

Bethesda,  MD 20892-4500 

Telephone: ( 3 0 1 )  496-7723 


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  F e d e r a l  Domestic A s s i s t a n c e  No. 

9 3 . 8 4 5 .  Awards w i l l  be made under t h e  a u t h o r i t y  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  111, S e c t i o n  301 ( P u b l i c  Law 78-410,  a s  amended; 42 USC 2 4 1 )  and 

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 P a r t  5 2  

and 45 CFR P a r t  7 4 .  T h i s  program is no t  s u b j e c t  t o  t h e  in t e rgove rnmen ta l 

review r e q u i r e m e n t s  o f  Execu t ive  Order 12372 o r  Hea l th  Systems Agency review.  


O N G O I N G  PROGRAM ANNOUNCEMENTS 

INVESTIGATIONS I N T O  METHODS THAT REPLACE OR REDUCE VERTEBRATE 
ANIMALS USED I N  RESEARCH, OR LESSEN THEIR PAIN AND DISTRESS 

PA: PA-91-20 

P.T. 3 4 ;  K.W.  0755020,  0780010,  0780015,  0780020 

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

Alcohol ,  Drug Abuse, and Mental Hea l th  A d m i n i s t r a t i o n  


BACKGROUND 

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  Alcohol ,  Drug Abuse, and 
Mental Hea l th  A d m i n i s t r a t i o n  (ADAMHA) i n v i t e  g r a n t  a p p l i c a t i o n s  f o r  
i n v e s t i g a t i o n s  i n t o  r e s e a r c h  methods t h a t  do n o t  u se  v e r t e b r a t e  an ima l s ,  u s e  
fewer v e r t e b r a t e  an ima l s ,  o r  produce l e s s  p a i n  and d i s t r e s s  i n  v e r t e b r a t e  
an ima l s  used f o r  r e s e a r c h .  

Biomedical r e s e a r c h  w i l l  b e  most e f f e c t i v e l y  advanced by t h e  con t inuous  u s e  o f  
a combinat ion o f  models i n  a complementary and i n t e r a c t i v e  manner, r a t h e r  t h a n  
by c o n c e n t r a t i n g  on any one o r  a f e w  k i n d s  o f  model systems.  Each system,
whether mammalian o r  nonmammalian, h a s  i t s  own unique advan tages  and 
l i m i t a t i o n s .  Because of a con t inued .  wide i n t e r e s t  i n  t h e  development o f  
nonmammalian models f o r  biomedical  r e s e a r c h ,  t h i s  ongoing NIH/ADAMHA-wide
Program Announcement (PA) i s  b e i n g  r e i s s u e d  t o  encourage t h e  submission of 
a p p l i c a t i o n s  i n  t h i s  area.  

P r o p o s a l s  f o r  t h e  s t u d y  o f  i n v e r t e b r a t e s ,  lower  v e r t e b r a t e s ,  microorganisms,
c e l l  and t i s s u e  c u l t u r e  systems,  o r  mathematical  approaches shou ld  be  r ega rded  
as  hav ing  t h e  same p o t e n t i a l  r e l e v a n c e  t o  biomedical  r e s e a r c h  as  p r o p o s a l s  f o r  
work on systems t h a t  are p h y l o g e n e t i c a l l y  more c l o s e l y  r e l a t e d  t o  humans. 
Experience i n d i c a t e s  t h a t  i n f o r m a t i o n  y i e l d e d  by such systems can i n c r e a s e  
s u b s t a n t i a l l y  t h e  knowledge o f  human f u n c t i o n .  

Animals are e s s e n t i a l  t o  t h e  advancement o f  knowledge i n  t h e  b iomed ica l  
s c i e n c e s .  Non-animal r e s e a r c h  methods can ,  and do, p r o v i d e  a d d i t i o n a l  
o p p o r t u n i t i e s  t o  advance ou r  u n d e r s t a n d i n g  o f  b i o l o g i c a l  p r o c e s s e s .  For 
example, b i o l o g i c a l  models o r  model systems d e r i v e d  from, o r  c o n s i s t i n g  o f ,
nonmammalian organisms,  o r  c e l l  and t i s s u e  c u l t u r e  systems,  may p r o v i d e
v a l u a b l e  i n s i g h t s  i n t o  mechanisms o f  b i o l o g i c a l  f u n c t i o n s  t h a t  are more 
d i f f i c u l t  t o  o b t a i n  from s t u d i e s  o f  whole v e r t e b r a t e  a n i m a l s .  Mathematical  
modeling is  a n o t h e r  u s e f u l  i n v e s t i g a t i o n a l  s t r a t e g y  when c l o s e l y  coupled t o  
b i o l o g i c a l  e x p e r i m e n t a t i o n ,  and t h e r e  are  o p p o r t u n i t i e s  f o r  mathematical  
modeling i n  many areas o f  biomedical  r e s e a r c h .  Non-invasive expe r imen ta l
t e c h n i q u e s ,  p e r m i t t i n g  s t u d i e s  o f  b i o l o g i c a l  p r o c e s s e s  i n  i n t a c t  an ima l s ,  can 
r educe  t h e  number o f  expe r imen ta l  an ima l s  s i n c e  m u l t i - s t e p  phenomena can be  
observed i n  a s i n g l e  s u b j e c t .  Such t e c h n o l o g i e s  o f t e n  pe rmi t  s t u d i e s  
o t h e r w i s e  imposs ib l e  t o  perform.  
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Many s t r a t e g i e s  are c u r r e n t l y  i n  p l a c e  t 6  r educe  t h e  p a i n  and d i s t r e s s  of  
l a b o r a t o r y  an imals ;  however, new methods and t e c h n o l o g i e s  are encouraged.  

RESEARCH GOALS 

Grant  a p p l i c a t i o n s  are r e q u e s t e d  f o r  p r o j e c t s  t h a t  w i l l  i n c r e a s e  t h e  e x t e n t  
-1, and dep th  of knowledge needed t o  deve lop  methods o f  b iomedica l  r e s e a r c h  t h a t :  

o do n o t  r e q u i r e  t h e  use  o f  v e r t e b r a t e  an ima l s  

o r educe  t h e  number o f  v e r t e b r a t e  an ima l s  used i n  r e s e a r c h  

o 	 produce  less  p a i n  and d i s t r e s s  i n  v e r t e b r a t e  animals t h a n  methods 
c u r r e n t l y  used  

o v a l i d a t e  or demonst ra te  t h e  r e l i a b i l i t y  o f  non-animal methods 

o 	 expand non-ve r t eb ra t e  animal  r e s e a r c h  methods t h a t  have been found 
v a l i d  and r e l i a b l e  

MECHANISM OF SUPPORT 

The s u p p o r t  mechanisms f o r  t h i s  program i n c l u d e  t h e  i n d i v i d u a l  
i n v e s t i g a t o r - i n i t i a t e d  r e s e a r c h  p r o j e c t  g r a n t  ( R o l l ,  t h e  FIRST award (R291,
s m a l l  g r a n t s  program ( R 0 3 1 ,  program p r o j e c t  g r a n t s  ( P o l ) ,  and small b u s i n e s s  
innova t ion  r e s e a r c h  (SBIR) g r a n t s  (R43, R44).  Under t h e s e  mechanisms, t h e  
a p p l i c a n t  w i l l  p l a n ,  d i r e c t ,  and c a r r y  o u t  t h e  r e s e a r c h  program. The p r o j e c t
p e r i o d  d u r i n g  which t h e  r e s e a r c h  w i l l  be  conducted should  adequa te ly  re f lec t  
t h e  t i m e  r e q u i r e d  t o  accomplish t h e  s t a t e d  g o a l s  and be  c o n s i s t e n t  w i t h  t h e  
p o l i c y  f o r  g r a n t  s u p p o r t .  Suppor t  w i l l  b e  provided  f o r  up t o  f i v e  y e a r s
( renewable  f o r  subsequent  p e r i o d s )  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 
p r o g r e s s  ach ieved .  

Research g r a n t  a p p l i c a t i o n s  may be  submi t t ed  by b o t h  n o n p r o f i t  and 
prof i t -making  o r g a n i z a t i o n s  and i n s t i t u t i o n s ,  S t a t e  o r  l o c a l  governments and 
t h e i r  a g e n c i e s ,  and e l i g i b l e  a g e n c i e s  o f  t h e  Fede ra l  Government. 

APPLICATIONS AND REVIEW PROCEDURES 

A p p l i c a t i o n s  i n  r e sponse  t o  t h i s  s o l i c i t a t i o n  w i l l  b e  p e e r  reviewed f o r  
--J 	 s c i e n t i f i c  and t e c h n i c a l  mer i t .  They w i l l  be  judged on t h e  o v e r a l l  s c i e n t i f i c  

meri t  o f  t h e  proposed r e s e a r c h ,  p o t e n t i a l  s i g n i f i c a n c e  of t h e  r e s e a r c h  
f i n d i n g s ,  adequacy o f  methodology, a v a i l a b i l i t y  of n e c e s s a r y  f a c i l i t i e s ,  and 
t h e  q u a l i f i c a t i o n s  o f  t h e  r e s e a r c h  team. A secondary  review f o r  p o l i c y  and 
program r e l e v a n c e  t o  t h e  r e s e a r c h  needs and mis s ions  o f  t h e  I n s t i t u t e  or 
Cente r  t o  which t h e  p r o p o s a l  is  a s s i g n e d  w i l l  be  made by t h e  r e s p e c t i v e
Na t iona l  Advisory Counci l  o r  Board. 

A p p l i c a t i o n s  f o r  o t h e r  t h a n  SBIR suppor t  must u se  PHS Form 398 ( r e v .  101881,

"App l i ca t ion  f o r  P u b l i c  Hea l th  S e r v i c e  Grant" .  SBIR a p p l i c a n t s  must u s e  t h e  

form PHS-6246-1. Send the o r i g i n a l  and s i x  c o p i e s  o f  t h e  a p p l i c a t i o n  t o  t h e  

D i v i s i o n  o f  Research Gran t s ,  N I H  as descr ibed i n  t h e  PHS a p p l i c a t i o n  kit. 


A p p l i c a n t s  shou ld  check t h e  box marked "yes" i n  i t e m  2 o f  t h e  PHS 398 face 

page,  and e n t e r  t h e  PA number and t i t l e  on l i n e  2 .  


A p p l i c a n t s  are encouraged t o  c o n t a c t  D r .  R a m m  a t  t h e  a d d r e s s  below p r i o r  t o  

s u b m i t t i n g  an  a p p l i c a t i o n  : 


D r .  Louise  E .  Ramm 

D i r e c t o r ,  B i o l o g i c a l  Models and M a t e r i a l s  Research Program

Nat iona l  Center  f o r  Research Resources ,  N I H  

Westwood Bu i ld ing ,  Room 8A07 

Bethesda,  MD 20892 

Telephone: ( 3 0 1 )  402-0630 


Program s t a f f  i n  o t h e r  p a r t i c i p a t i n g  N I H  and ADAMHA I n s t i t u t e s  and C e n t e r s  may

a l s o  be  c o n t a c t e d :  


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

Dr. J . A . R .  Mead 

Chie f ,  Gran t s  and C o n t r a c t s  Opera t ions  Branch 

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

D i v i s i o n  o f  Cancer Treatment  


*-J 	 Execut ive  P l a z a  North,  Room 832 
Bethesda,  MD 20892 
Telephone: ( 3 0 1 )  496-8783 
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N a t i o n a l  Cen te r  f o r  Nursing Research  

D r .  J a n  He in r i ch  

D i r e c t o r ,  Ext ramura l  Programs 

B u i l d i n g  31, Room 5B03 

Bethesda,  MD 20892 

Telephone:  (301 1 496-0523 


Y.. 

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

D r .  Ralph J .  Helmsen 

Research T r a i n i n g  and Resources  Officer 

B u i l d i n g  31,  Room 6A48 

Bethesda,  MD 20892 

Telephone:  (301)  496-5983 


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 

D r .  Luz A .  F r o e h l i c h  

Deputy D i r e c t o r  

Westwood B u i l d i n g ,  Room 703 

Bethesda ,  MD 20892 

Telephone:  (301)  496-7688 


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

D r .  D e W i t t  Hazzard 

Head, Resource Development

Biology o f  Aging Program

B u i l d i n g  31, Room 5C21 

Bethesda ,  MD 20892 

Telephone:  ( 3 0 1 )  496-6402 


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  of A r t h r i t i s  and Muscu loske le t a l  and Sk in  Diseases 

D r  . Michael Lockshin 

D i r e c t o r ,  Ext ramura l  Program

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

Bethesda.  MD 20892 

Telephone:  (301) 496-0802 


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

M s .  H i ldega rd  P. Topper 

S p e c i a l  A s s i s t a n t  t o  t h e  Deputy D i r e c t o r  

B u i l d i n g  31, Room 2A-03 

Bethesda ,  MD 20892 

Telephone:  (301)  496-0104 


N a t i o n a l  I n s t i t u t e  on Deafness  and Other  

D r .  Ralph F .  Naunton 

Act ing  D i r e c t o r ,  Ext ramura l  Programs 

Execu t ive  P l a z a  South 

Room 750 

6120 Execu t ive  Boulevard 

R o c k v i l l e ,  MD 20892 

Telephone:  ( 3 0 1 )  496-1804 


N a t i o n a l  I n s t i t u t e  of  Denta l  Research 

D r .  G .  Wayne Wray

Deputy D i r e c t o r ,  Ext ramura l  Program

Westwood Bu i ld ing ,  Room 503 

Bethesda ,  MD 20892 

Telephone:  ( 3 0 1 )  496-7723 


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 

D r .  Walter S t o l z  


Communication D i s o r d e r s  

D i r e c t o r ,  D i v i s i o n  o f  Ext ramura l  A c t i v i t i e s  

Westwood Bu i ld ing ,  Room 657 

Bethesda ,  MD 20892 

Telephone:  (301)  496-7277 


N a t i o n a l  I n s t i t u t e  of  Environmental  Hea l th  S e r v i c e s  

D r .  J e r r y  Robinson 

S c i e n t i f i c  Programs Branch 

D i v i s i o n  of Ext ramura l  Research and T r a i n i n g-

P.O.  Box 12233 

Research  T r i a n g l e  Park ,  NC 27709 

Telephone:  (919)  541-7724 
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Nat iona l  I n s t i t u t e  o f  General  Medical Sc iences  

D r .  Joyce  Jones  

Deputy A s s o c i a t e  D i r e c t o r  f o r  Program A c t i v i t i e s  

Westwood Bu i ld ing ,  Room 955 

Bethesda,  MD 20892 

Telephone: (301)  496-7063 


i" 

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

D r .  Henry G .  Roscoe 

Deputy D i r e c t o r ,  D i v i s i o n  o f  Extramural  Affairs 

Westwood Bu i ld ing ,  Room 7A17 

Bethesda,  MD 20892 

Telephone: (301)  496-7225 


Nat iona l  I n s t i t u t e  o f  Neuro log ica l  D i so rde r s  and S t r o k e  

D r .  Eugene S t r e i c h e r  

D i r e c t o r ,  D i v i s i o n  o f  Fundamental Neurosc iences  

Federa l  Bu i ld ing ,  Room 916 

Bethesda,  MD 20892 

Telephone: (301) 496-5745 


Nat iona l  I n s t i t u t e  on Alcohol  Abuse and Alcoholism 

D r .  Helen Chao 

Deputy D i r e c t o r ,  D i v i s i o n  o f  Basic Research 

Parklawn Bu i ld ing ,  Room 16C-06 

5600 F i s h e r s  Lane 

Rockv i l l e ,  MD 20857 

Telephone:  (301)  443-2530 


Nat iona l  I n s t i t u t e  on Drug Abuse 
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PURPOSE 


T h i s  program announcement is des igned  t o  s t i m u l a t e  c l i n i c a l  r e s e a r c h  i n  t h e  

area o f  p r e v e n t i o n  o f  low b i r t h  weight  (LBW) i n f a n t s .  A p p l i c a t i o n s  t h a t  

examine t h e  psychosoc ia l  and/or  b i o b e h a v i o r a l  mechanisms o f  premature  l a b o r  o r  

i n t r a u t e r i n e  growth r e t a r d a t i o n  and t h e  e f f e c t i v e n e s s  o f  i n t e r v e n t i o n s  t o  

preven t  LBW are o f  h i g h  p r i o r i t y .  I n t e r d i s c i p l i n a r y ,  c o l l a b o r a t i v e  p r o j e c t s 

between n u r s e s ,  p h y s i c i a n s ,  p h y s i o l o g i s t s ,  and b e h a v i o r a l  s c i e n t i s t s  are 

encouraged.  


SCIENTIFIC BACKGROUND 


Although t h e  d e c l i n e  i n  U . S .  i n f a n t  m o r t a l i t y  ( t h e  number o f  d e a t h s  i n  

c h i l d r e n  under  one y e a r  o f  age  p e r  1 ,000 l i v e  b i r t h s )  i n  a g iven  y e a r  h a s  

dropped d r a m a t i c a l l y  from 21.8 i n  1968 t o  9 .73 p e r  1,000 l i v e  b i r t h s  i n  1989,

t h e  d e c l i n e  h a s  l e v e l e d  o f f  s i n c e  t h e  l a t e  1970s.  Low b i r t h  weight  i n f a n t s  

(LBW=<2.5 k g )  account  f o r  6 . 9  p e r c e n t  o f  a l l  U.S. l i v e  b i r t h s  o r  more t h a n  

250,000 LBW i n f a n t s  and 50,000 VLBW W1.5 kg )  i n f a n t s  p e r  y e a r .  O f  p a r t i c u l a r  

concern  is t h e  i n c r e a s e d  LBW r a t e  i n  t h e  b l a c k  p o p u l a t i o n  where t h e  d i s p a r i t y 

between b l a c k  and wh i t e  i n f a n t  LBW rates  and m o r t a l i t y  is roughly  double .  
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LBW r e p r e s e n t s  a major s o u r c e  of U.S. i n f a n t  m o r b i d i t y  and m o r t a l i t y .  LBW is  
t h e  second l e a d i n g  cause  o f  d e a t h  o f  i n f a n t s ,  a f t e r  b i r t h  d e f e c t s .  LBW 
i n f a n t s  are 40 t imes more l i k e l y  t o  d i e  d u r i n g  t h e i r  f i r s t  month o f  l i f e  and 
two t o  t h r e e  t imes more l i k e l y  t o  s u f f e r  from c h r o n i c  handicapping c o n d i t i o n s  
such as b l i n d n e s s ,  mental  r e t a r d a t i o n ,  and d e a f n e s s .  

R i sk  f a c t o r s  a s s o c i a t e d  w i t h  LBW i n c l u d e  ma te rna l  age ,  p o v e r t y ,  race,  low ‘.lU 

e d u c a t i o n  l e v e l s ,  m u l t i p a r i t y ,  a n d - i n a d e q u a t e  p r e n a t a l  c a r e .  Maternal  
b e h a v i o r s  such a s  s u b s t a n c e  abuse ,  smoking, a l c o h o l  consumption, and e x c e s s i v e  
e x e r c i s e  o r  s t a n d i n g  i n c r e a s e  t h e  i n c i d e n c e  o f  premature l a b o r  and/or
i n t r a u t e r i n e  growth r e t a r d a t i o n .  Maternal  smoking c e s s a t i o n  i s  a ve ry
e f f e c t i v e  means t o  improve b i r t h  we igh t .  However, it i s  a b e h a v i o r a l  change
t h a t  is ha rd  t o  m a i n t a i n .  

Although lessacommon t h a n  a l c o h o l  and smoking, s u b s t a n c e  abuse i s  a problem o f  
epidemic p r o p o r t i o n s  among p regnan t  women: it h a s  quadrupeled between 1985 
and 1989. E s t i m a t e s  o f  t h e  number o f  i n f a n t s  exposed t o  c r a c k  coca ine  r ange
from 100,000 t o  3 5 0 , 0 0 0 .  Concomitant i n c r e a s e s  i n  AIDS, s y p h i l i s ,  i nadequa te
n u t r i t i o n ,  v i o l e n c e ,  and p h y s i c a l  abuse have accompanied t h e  d rama t i c  
i n c r e a s e s  i n  s u b s t a n c e  abuse i n  p regnan t  women. 

Our i n f o r m a t i o n  b a s e  on o t h e r  p o t e n t i a l  c o n t r i b u t o r s  t o  premature l a b o r  and/or
i n t r a u t e r i n e  growth r e t a r d a t i o n ,  such as environmental  f a c t o r s ,  s t r e n u o u s  
p h y s i c a l  a c t i v i t y ,  h i g h  l e v e l s  o f  a n x i e t y ,  stress, d e p r e s s i o n ,  and g e n e t i c
f a c t o r s ,  i s  l i m i t e d .  

Recent ev idence  s u g g e s t s  t h a t  p r e n a t a l  c a r e  i s  b e n e f i c i a l  t o  a l l  women, and 
p a r t i c u l a r l y  t o  t h o s e  m i n o r i t y  and low-income women who are a t  h i g h e s t  r i s k  
f o r  d e l i v e r i n g  LBW i n f a n t s .  D e s p i t e  ev idence  o f  i n c r e a s e d  b e n e f i t  from 
p r e n a t a l  care,  t h e  p e r c e n t a g e  o f  p regnan t  b l a c k  women who had no p r e n a t a l  care 
i n c r e a s e d  d i s p r o p o r t i o n a t e l y  between 1980 and 1987 compared t o  wh i t e  women. 

I n t e r v e n t i o n s  by n u r s e s  and o t h e r  h e a l t h - c a r e  p r o v i d e r s  are key components o f  
p r e n a t a l  care, as d e s c r i b e d  i n  t h e  r e c e n t  r e p o r t  o f  t h e  P u b l i c  Hea l th  S e r v i c e  
Exper t  Pane l  on t h e  Content  o f  P r e n a t a l  Care, Car ing  f o r  Our F u t u r e :  The 
Content o f  P r e n a t a l  Care. T h i s  r e p o r t  sugges t ed  t h a t  a c c e s s  t o  p r e n a t a l  care 
shou ld  be  improved and t h a t  p r e n a t a l  c a r e  shou ld  be expanded t o  i n c l u d e  ( 1 )
e a r l y  and c o n t i n u i n g  r i s k  a s ses smen t ,  ( 2 )  h e a l t h  promotion, and ( 3 )  medical  
and p s y c h o s o c i a l  i n t e r v e n t i o n s  and fol lowup.  The recommendations sugges t  a 
number o f  promising s t r a t e g i e s  f o r  f u t u r e  i n t e r v e n t i o n  t r i a l s  designed t o  
r e c o g n i z e  c u l t u r a l  and e t h n i c  d i f f e r e n c e s .  

AREAS OF INTEREST 

o 	 S t u d i e s  t h a t  i n c r e a s e  t h e  u n d e r s t a n d i n g  o f  f a c t o r s  t h a t  h e l p  women 
assume h e a l t h y  l i f e  s t y l e s  v e r s u s  r i s k - t a k i n g  behav io r  

o 	 Development o f  i n t e r v e n t i o n  models f o r  r e d u c i n g  r i s k - t a k i n g
b e h a v i o r ,  i n c l u d i n g  smoking c e s s a t i o n ,  reduced a l c o h o l  consumption,
and improved n u t r i t i o n  

o 	 S t u d i e s  t h a t  de t e rmine  the  e f f e c t s  of stress, a n x i e t y ,  d e p r e s s i o n ,
f a t i g u e ,  and a d v e r s e  home and work environments  on b i r t h  weight 
outcome 

o 	 Development o f  e f f e c t i v e  i n t e r v e n t i o n  models ( i n c l u d i n g  home 
v i s i t s )  f o r  r e d u c i n g  t h e  impact o f  s i g n i f i c a n t  a d v e r s e  
p s y c h o l o g i c a l  and environmental  e f fec ts  on low b i r t h  weight 
outcomes 

o 	 S t u d i e s  t h a t  assess b o t h  t h e  e f f i c a c y  o f  b i o l o g i c a l  mon i to r ing
t e c h n i q u e s  i n  p r e v e n t i n g  p re t e rm d e l i v e r y  and t h e  e f fec ts  o f  
s e l f - m o n i t o r i n g  on p regnan t  women 

o 	 S t u d i e s  t h a t  assess t h e  e f f i c a c y  o f  new modes o f  d e l i v e r y  o f  
p r e n a t a l  care .  

PROGRAMMATIC BACKGROUND 

T h i s  i n i t i a t i v e  was developed t o  s t u d y  f a c t o r s  t h a t  may be e f f e c t i v e  i n  
p r e v e n t i n g  p re t e rm d e l i v e r y ,  p a r t i c u l a r l y  t h o s e  r e l a t e d  t o  n u r s i n g  p r a c t i c e .
An i n t e r d i s c i p l i n a r y  e x p e r t  p a n e l  convened by t h e  N a t i o n a l  Cen te r  f o r  Nursing
Research h a s  d e f i n e d  gaps i n  e x i s t i n g  knowledge r e l a t e d  t o  t h e  p r e v e n t i o n  o f  
p re t e rm d e l i v e r y  and h a s  i d e n t i f i e d  r e s e a r c h  o p p o r t u n i t i e s  i n  two major areas:  
t h e  p r e v e n t i o n  of p rema tu re  l a b o r  and i n t r a u t e r i n e  growth r e t a r d a t i o n .  These .*f 

areas shou ld  be approached th rough  i n n o v a t i v e  i n t e r v e n t i o n  s t u d i e s  r e l a t e d  t o  
ma te rna l  b e h a v i o r  and l i f e  s t y l e ,  environmental  r i s k s ,  and t h e  b i o b e h a v i o r a l  
i n t e r f a c e .  
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P r o s p e c t i v e ,  l o n g i t u d i n a l ,  i n t e r d i s c i p l i n a r y  s t u d i e s  are encouraged.  T h i s  
i n i t i a t i v e  i s  p a r t  o f  a series o f  i n i t i a t i v e s  r e l a t e d  t o  t h e  p r e v e n t i o n  and 
care o f  LBW i n f a n t s .  

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

4 POPULATIONS 

N I H  and ADAMHA p o l i c y  is  t h a t  a p p l i c a n t s  f o r  NIHlADAMHA c l i n i c a l  r e s e a r c h  
g r a n t s  and c o o p e r a t i v e  agreements  w i l l  b e  r e q u i r e d  t o  i n c l u d e  m i n o r i t i e s  and 
women i n  s t u d y  p o p u l a t i o n s  so t h a t  r e s e a r c h  f i n d i n g s  can be o f  b e n e f i t  t o  a l l  
p e r s o n s  a t  r i s k  of  t h e  d i s e a s e ,  d i s o r d e r  o r  c o n d i t i o n  under  s t u d y ;  s p e c i a l
emphasis shou ld  be p l a c e d  on t h e  need f o r  i n c l u s i o n  o f  m i n o r i t i e s  and women i n  
s t u d i e s  o f  d i s e a s e s ,  d i s o r d e r s  and c o n d i t i o n s  which d i s p r o p o r t i o n a t e l y  affect  
them. T h i s  p o l i c y  is i n t e n d e d  t o  app ly  t o  males and females o f  a l l  a g e s .  If 
women o r  m i n o r i t i e s  are excluded o r  i n a d e q u a t e l y  r e p r e s e n t e d  i n  c l i n i c a l  
r e s e a r c h ,  p a r t i c u l a r l y  i n  proposed popu la t ion -based  s t u d i e s ,  a clear 
compe l l ing  r a t i o n a l e  shou ld  be  p rov ided .  

The composi t ion o f  t h e  proposed s t u d y  p o p u l a t i o n  must be  d e s c r i b e d  i n  terms o f  
gender  and r a c i a l l e t h n i c  group.  In a d d i t i o n ,  gender and r a c i a l l e t h n i c  i s s u e s  
should be  a d d r e s s e d  i n  deve lop ing  a r e s e a r c h  d e s i g n  and sample s ize  
a p p r o p r i a t e  f o r  t h e  s c i e n t i f i c  o b j e c t i v e s  o f  t h e  s t u d y .  T h i s  i n fo rma t ion  
shou ld  be  i n c l u d e d  i n  t h e  form PHS 398 i n  S e c t i o n  2, A-D o f  t h e  Research P lan  
AND summarized i n  S e c t i o n  2 ,  E, Human S u b j e c t s .  A p p l i c a n t d o f f e r o r s  are u r g e i  
t o  assess c a r e f u l l y  t h e  f e a s i b i l i t y  o f  i n c l u d i n g  t h e  b r o a d e s t  p o s s i b l e
r e p r e s e n t a t i o n  o f  m i n o r i t y  g roups .  However, N I H  r e c o g n i z e s  t h a t  it may n o t  be  
f e a s i b l e  o r  a p p r o p r i a t e  i n  a l l  r e s e a r c h  p r o j e c t s  t o  i n c l u d e  r e p r e s e n t a t i o n  o f  
t h e  f u l l  a r r a y  o f  Un i t ed  S t a t e s  r a c i a l l e t h n i c  m i n o r i t y  p o p u l a t i o n s  ( i . e . ,
Na t ive  Americans ( i n c l u d i n g  American I n d i a n s  o r  Alaskan N a t i v e s ) ,
A s i a n l P a c i f i c  I s l a n d e r s ,  B lacks ,  H i s p a n i c s ) .  

The r a t i o n a l e  f o r  s t u d i e s  on s i n g l e  m i n o r i t y  p o p u l a t i o n  groups shou ld  be 
p rov ided .  

For t h e  purpose o f  t h i s  p o l i c y ,  c l i n i c a l  r e s e a r c h  i n c l u d e s  human biomedical  
and b e h a v i o r a l  s t u d i e s  o f  e t i o l o g y ,  epidemiology, p r e v e n t i o n  (and p r e v e n t i v e
s t r a t eg ie s ) ,  d i a g n o s i s ,  o r  t r e a t m e n t  o f  d i s e a s e s ,  d i s o r d e r s  o r  c o n d i t i o n s ,
i n c l u d i n g  b u t  l i m i t e d  t o  c l i n i c a l  t r i a l s .  

-*' 	 The u s u a l  N I H  p o l i c i e s  conce rn ing  r e s e a r c h  on human s u b j e c t s  a l s o  a p p l y .
Basic r e s e a r c h  o r  c l i n i c a l  s t u d i e s  i n  which human t i s s u e s  cannot  be i d e n t i f i e d  
o r  l i n k e d  t o  i n d i v i d u a l s  are excluded.  However, e v e r y  e f f o r t  shou ld  be  made 
t o  i n c l u d e  human t i s s u e s  from women and r a c i a l l e t h n i c  m i n o r i t i e s  when it is 
impor t an t  t o  a p p l y  t h e  r e s u l t s  o f  t h e  s t u d y  b r o a d l y ,  and t h i s  shou ld  be  
addres sed  by a p p l i c a n t s .  

For f o r e i g n  awards,  t h e  p o l i c y  on i n c l u s i o n  o f  women a p p l i e s  f u l l y ;  s i n c e  t h e  
d e f i n i t i o n  o f  m i n o r i t y  d i f f e r s  i n  o t h e r  c o u n t r i e s ,  t h e  a p p l i c a n t  must d i s c u s s  
t h e  r e l e v a n c e  o f  r e s e a r c h  i n v o l v i n g  f o r e i g n  p o p u l a t i o n  groups t o  t h e  United 
S t a t e s '  popula t ions ,  inc lud ing  m i n o r i t i e s .  

If t h e  r e q u i r e d  in fo rma t ion  is n o t  c o n t a i n e d  w i t h i n  t h e  a p p l i c a t i o n ,  t h e  
a p p l i c a t i o n  w i l l  b e  r e t u r n e d .  

Peer  r e v i e w e r s  w i l l  a d d r e s s  s p e c i f i c a l l y  whether t h e  r e s e a r c h  p l a n  i n  t h e  
a p p l i c a t i o n  conforms t o  t h e s e  p o l i c i e s .  If t h e  r e p r e s e n t a t i o n  o f  women o r  
m i n o r i t i e s  i n  a s t u d y  d e s i g n  is inadequa te  t o  answer t h e  s c i e n t i f i c  
q u e s t i o n ( s 1  addres sed  AND t h e  j u s t i f i c a t i o n  f o r  t h e  s e l e c t e d  s t u d y  p o p u l a t i o n
is inadequa te ,  it w i l l  b e  c o n s i d e r e d  a s c i e n t i f i c  weakness o r  d e f i c i e n c y  i n  
t h e  s t u d y  d e s i g n  and w i l l  b e  r e f l e c t e d  i n  a s s i g n i n g  t h e  p r i o r i t y  s c o r e  t o  t h e  
a p p l i c a t i o n .  

A l l  a p p l i c a t i o n s  f o r  c l i n i c a l  r e s e a r c h  submi t t ed  t o  N I H  are  r e q u i r e d  t o  
a d d r e s s  t h e s e  p o l i c i e s .  N I H  fund ing  components w i l l  n o t  award g r a n t s  o r  
c o o p e r a t i v e  agreements t h a t  do n o t  comply w i t h  t h e s e  p o l i c i e s .  

MECHANISMS OF SUPPORT 

A l l  p o l i c i e s  and r equ i r emen t s  t h a t  u s u a l l y  govern t h e  r e s e a r c h  g r a n t  programs
o f  t h e  P u b l i c  Heal th  S e r v i c e  a p p l y .  The p a r t i c u l a r  r e s e a r c h  g r a n t  mechanisms 
f o r  t h i s  announcement are  t h e  t r a d i t i o n a l  r e s e a r c h  g r a n t  award ( R o l l  and t h e  
F i r s t  Independent  Research Support  and T r a n s i t i o n  (FIRST) award (R29).  

' -A APPLICATION PROCEDURES AND REVIEW CRITERIA 

A p p l i c a t i o n s  shou ld  be submi t t ed  on t h e  s t a n d a r d  PHS Form 398 ( r e v .  101881. 
A p p l i c a t i o n  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  o r  from 
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t h e  D i v i s i o n  o f  Research Gran t s ,  N I H ,  t e l e p h o n e  (301) 496-7441. I n  o r d e r  t o  

e x p e d i t e  t h e  a p p l i c a t i o n  r o u t i n g  w i t h i n  N I H ,  p l e a s e  ( 1 )  check t h e  box #2 on 

t h e  face page i n d i c a t i n g  t h a t  your a p p l i c a t i o n  is i n  r e sponse  t o  t h i s  

announcement and (2) p r i n t  ( n e x t  t o  t h e  checked box) "P reven t ion  of  LBW,

PA-91-21." Mail t h e  completed a p p l i c a t i o n  and s i x  c o p i e s  t o :  


D i v i s i o n  o f  Research G r a n 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 


Rece ip t  d a t e s  f o r  a p p l i c a t i o n s  are February 1 ,  June  1, and October  1 .  


A p p l i c a t i o n s  w i l l  be reviewed f o r  s c i e n t i f i c  and t e c h n i c a l  merit by an 

a p p r o p r i a t e  s t u d y  s e c t i o n  i n  t h e  D i v i s i o n  o f  Research G r a n t s .  Second l e v e l  

review w i l l  b e  conducted by a N a t i o n a l  Advisory Counc i l .  


A p p l i c a t i o n s  compete on t h e  b a s i s  o f  s c i e n t i f i c  meri t  w i t h  a l l  o t h e r  

a p p l i c a t i o n s .  R e s e a r c h e r s  c o n s i d e r i n g  an a p p l i c a t i o n  i n  r e sponse  t o  t h i s  

announcement are encouraged t o  d i s c u s s  t h e i r  p r o j e c t  and t h e  r ange  o f  t h e  

g r a n t  mechanisms a v a i l a b l e  w i t h  NCNR s ta f f  i n  advance o f  fo rma l  submission.  


Correspondence and i n q u i r i e s  shou ld  be  d i r e c t e d  t o :  


D r .  S h a r l e n e  Weiss 

Hea l th  Promotion/Disease P r e v e n t i o n  Branch 

N a t i o n a l  Cen te r  f o r  Nursing Research 

B u i l d i n g  31, Room 5B09 

Bethesda,  MD 20892 

Telephone: (301) 496-0523 


o r  


D r .  Linda Wright 

Center f o r  Research f o r  Mothers and C h i l d r e n  

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 Deve lomen t  

Execu t ive  P l a z a  North 

6130 Execu t ive  Boulevard 

R o c k v i l l e ,  MD 20892 

Telephone:  (301) 496-5575 


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  F e d e r a l  Domestic A s s i s t a n c e  No. 

93.361, Nursing Research and No. 93-865, Research f o r  Mothers and C h i l d r e n .  

A w a r d s  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  H e a l t h  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 285 

and 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 P a r t  

52 and 45 CFR P a r t  74. T h i s  program is n o t  s u b j e c t  t o  t h e  in t e rgove rnmen ta l 

review r e q u i r e m e n t s  o f  Execu t ive  Order 12372, o r  t o  H e a l t h  Systems Agency

review,  A p r i l  6, 1988. 


X X T H E  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 MAILING ADDRESS FOR THE NATIONAL INSTITUTES OF HEALTH. APPLICANTS WHO 

USE EXPRESS MAIL OR A COURIER SERVICE ARE ADVISED TO FOLLOW THE CARRIER'S 

REQUIREMENTS FOR SHOWING A STREET ADDRESS. THE ADDRESS FOR THE WESTWOOD 

B U I L D I N G  I S :  


5333 Westbard Avenue 

Bethesda,  Maryland 20816 
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