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NIH/ADAMHA POLICY CONCERNING INCLUSION OF WOMEN I N  STUDY POPULATIONS 

P.T. 34, 11; K.W. 1014002, 1014006 
rrJ 

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

Alcohol,  Drug Abuse, and Mental Heal th  Adminis t ra t ion  


The N a t i o n a l  I n s t i t u t e s  o f  Heal th  ( N I H )  and t h e  Alcohol,  Drug Abuse, and 

Mental Heal th  A d m i n i s t r a t i o n  (ADAMHA) recognize  t h a t  most r e s e a r c h e r s  

a d e q u a t e l y  and a p p r o p r i a t e l y  c o n s i d e r  gender r e p r e s e n t a t i o n  i n  c l i n i c a l  

r e s e a r c h  d e s i g n .  Never the less ,  t h e  fo l lowing  s t a t e m e n t  is  p u b l i s h e d  as a 

r e i t e r a t i o n  and f u r t h e r  i n t e r p r e t a t  i o n  o f  t h e  e x i s t i n g  NIH/ADAMHA p o l i c y 

concern ing  i n c l u s i o n  o f  women i n  s t u d y  p o p u l a t i o n s .  C l i n i c a l  r e s e a r c h  

f i n d i n g s  should  be o f  b e n e f i t  t o  a l l  persons  a t  r i s k  o f  t h e  d i s e a s e , 

r e g a r d l e s s  o f  gender .  T h i s  p o l i c y  was p r e v i o u s l y  p u b l i s h e d  i n  t h e  N I H  Guide 

f o r  Grants  and C o n t r a c t s  on October 24, 1986; January  23, 1987; March 27, 

1987; January  15, 1988; and June  16 ,  1989. 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 s t u d i e s  o f  e t i o l o g y ,  t r e a t m e n t ,  d i a g n o s i s , 

p r e v e n t i o n ,  and epidemiology o f  d i s e a s e ,  i n c l u d i n g  b u t  n o t  l i m i t e d  t o  c l i n i c a l  

t r i a l s .  While t h i s  p o l i c y  s t a t e m e n t  refers t o  i n c l u s i o n  o f  women, a p p l i c a n t s  

are s t r o n g l y  reminded t h a t  a similar p o l i c y  e x i s t s  r e g a r d i n g  t h e  i n c l u s i o n  o f  

m i n o r i t i e s  ( N I H  Guide f o r  Grants  and C o n t r a c t s  - September 25, 1987; January 

15, 1988; and June  16, 1 9 8 9 ) .  Both p o l i c i e s  must be cons idered  when p r e p a r i n g 

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 s / p r o p o s a l s  f o r  submission t o  t h e  NIH/ADAMHA. 


P u b l i c  concern r e q u i r e s  t h a t  c l i n i c a l  s t u d i e s  i n c l u d e  b o t h  genders  i n  such a 

way t h a t  r e s u l t s  are a p p l i c a b l e  t o  t h e  g e n e r a l  popula t ion ;  e x c e p t i o n s  would be 

t h o s e  d i s e a s e s  o r  c o n d i t i o n s  t h a t  occur  only  i n  one gender .  Therefore , 

a p p l i c a t i o n s / p r o p o s a l s  f o r  NIHIADAMHA suppor t  o f  c l i n i c a l  r e s e a r c h  should  

employ a s t u d y  d e s i g n  w i t h  gender  r e p r e s e n t a t i o n  a p p r o p r i a t e  t o  t h e  known 

inc idence /preva lence  o f  t h e  d i s e a s e  o r  c o n d i t i o n  b e i n g  s t u d i e d .  If i n c l u s i o n  

o f  women is imposs ib le  o r  i n a p p r o p r i a t e  wi th  r e s p e c t  t o  t h e  purpose o f  t h e  

r e s e a r c h ,  t h e  h e a l t h  o f  t h e  s u b j e c t s ,  o r  o t h e r  r e a s o n s ,  o r  i f  i n  t h e  only 

s t u d y  p o p u l a t i o n  a v a i l a b l e  t h e r e  is a d i s p r o p o r t i o n a t e  r e p r e s e n t a t i o n  o f  one 

gender ,  t h e s e  r e a s o n s  f o r  exc luding  women o r  men must be w e l l  e x p l a i n e d  and 

j u s t i f i e d  by t h e  a p p l i c a n t .  S i m i l a r  j u s t i f i c a t i o n  is r e q u i r e d  i f  women w i l l  

n o t  be inc luded  i n  numbers a p p r o p r i a t e  t o  t h e  inc idence /preva lence  o f  t h e  


-4 d i s e a s e .  

I n  conduct ing  p e e r  review f o r  s c i e n t i f i c  and t e c h n i c a l  meri t ,  members of 
I n i t i a l  Review Groups (IRGs)/Technical Evalua t ion  Groups (TEGs)  w i l l  b e  
i n s t r u c t e d  t o  e v a l u a t e  t h e  proposed gender composi t ion o f  t h e  s t u d y
p o p u l a t i o n .  

1 )  	If t h e r e  i s  a n  inadequate  number o f  women i n  a s t u d y  d e s i g n  AND 
t h i s  affects  t h e  p o t e n t i a l  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
addressed ,  t h a t  w i l l  be  cons idered  a weakness o r  d e f i c i e n c y  i n  t h e  
s t u d y  des ign  and should  be r e f l ec t ed  i n  t h e  a s s i g n e d  score given t o  
t h e  a p p l i c a t i o n / p r o p o s a l ,  and i n  t h e  summary s ta tement  of t h e  
rev iew.  

2 )  	If an  a p p l i c a n t  proposes  t h a t  t h e r e  is j u s t i f i c a t i o n  f o r  conduct ing 
a s t u d y  i n  men only ,  o r  i n  a s t u d y  p o p u l a t i o n  i n  which t h e  
p r o p o r t i o n  o f  women does n o t  re f lec t  t h e  gender p r e v a l e n c e  o f  t h e  
d i s e a s e  o r  c o n d i t i o n  under s t u d y ,  a s t r o n g  s c i e n t i f i c  r a t i o n a l e ,  an  
e x p l a n a t i o n  o f  t h e  need t o  p r o t e c t  t h e  h e a l t h  o f  t h e  s u b j e c t s ,  o r  
o t h e r  wel l -supported j u s t i f i c a t i o n  must be provided .  The IRGITEG 
w i l l  be  i n s t r u c t e d  t o  e v a l u a t e  t h e  merit o f  such j u s t i f i c a t i o n s .
Appropr ia te  j u s t i f i c a t i o n  w i l l  n o t  a d v e r s e l y  a f f e c t  t h e  a s s i g n e d  
s c o r e .  The NIH/ADAMHA w i l l  n o t  fund such a p p l i c a t i o n s / p r o p o s a l s
u n l e s s  t h e  j u s t i f i c a t i o n  provided i s  compell ing.  

3) If t h e  gender composi t ion o f  t h e  s t u d y  p o p u l a t i o n  i s  n o t  d e s c r i b e d ,
BUT t h e  s t u d y  o t h e r w i s e  h a s  t h e  p o t e n t i a l  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  posed and t r a n s l a t e  t h e  f i n d i n g s  t o  a l l  persons  a t  r i s k  
o f  t h e  d i s e a s e ,  t h e  omission w i l l  be  documented by t h e  Execut ive 
S e c r e t a r y  o f  t h e  IRGITEG i n  an  a d m i n i s t r a t i v e  n o t e ,  and w i l l  n o t  
a d v e r s e l y  affect  t h e  s c i e n t i f i c  assessment  and t h e  a s s i g n e d  s c o r e .  
If t h e r e  is  inadequate  informat ion  on t h e  s t u d y  p o p u l a t i o n  t o  a l l o w  
e v a l u a t i o n  o f  t h e  s c i e n t i f i c  q u e s t i o n ( s 1 ,  t h e  review may be 
d e f e r r e d .  The NIHYADAMHA funding components w i l l  n o t  fund/award 
g r a n t s  o r  c o n t r a c t s  u n t i l  t h e  a p p l i c a n t  p r o v i d e s  s u f f i c i e n t  
in format ion  on t h e  s t u d y  p o p u l a t i o n  t o  a s s u r e  compliance w i t h  t h e  
NIHIADAMHA p o l i c y  on i n c l u s i o n  o f  women i n  s t u d y  p o p u l a t i o n s .  
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S i n c e  t h e  need t o  modify sample d e s i g n  could  d e l a y  award and affect  
t h e  c o s t s  o f  t h e  s t u d y ,  a p p l i c a n t s  a r e  s t r o n g l y  advised  t o  a d d r e s s  
t h i s  i s s u e  i n  t h e  i n i t i a l  submission.  If c o s t s  o r  s t u d y  d e s i g n s  
are  s i g n i f i c a n t l y  a f f e c t e d  by such m o d i f i c a t i o n ,  submission o f  an  
amended a p p l i c a t i o n / p r o p o s a l  f o r  IRGITEG review and/or
r e c o n s i d e r a t i o n  by t h e  a p p r o p r i a t e  N a t i o n a l  Advisory Counci l  o r  
Board may be n e c e s s a r y .  

Whenever t h e r e  a r e  s c i e n t i f i c  r e a s o n s  t o  a n t i c i p a t e  d i f f e r e n c e s  between men 
and women w i t h  r e g a r d  t o  t h e  h y p o t h e s i s  under i n v e s t i g a t i o n ,  a p p l i c a n t s  should  
c o n s i d e r  t h e  i n c l u s i o n  o f  an  e v a l u a t i o n  o f  gender  d i f f e r e n c e s  i n  t h e  proposed
s t u d y .  However, i f  men and women a r e  e n r o l l e d  i n  numbers t h a t  ref lect  t h e  
gender  p r o p o r t i o n  o f  t h e  d i s e a s e  under s t u d y ,  it i s  n o t  an  au tomat ic  
requirement  f o r  t h e  s t u d y  d e s i g n  t o  i n c l u d e  s t a t i s t i c a l  power f o r  men and 
women s e p a r a t e l y .  

It is impor tan t  t o  n o t e  t h a t  r e g a r d l e s s  o f  t h e  program r e l e v a n c e  o f  t h e  
proposed r e s e a r c h ,  t h e  NIHIADAMHA funding  components w i l l  n o t  fund/award
g r a n t s  o r  c o n t r a c t s  t h a t  do n o t  comply w i t h  t h i s  p o l i c y .  

ADAMHAINIH POLICY CONCERNING INCLUSION OF MINORITIES I N  STUDY POPULATIONS 

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

Alcohol ,  Drug Abuse, and Mental Heal th  A d m i n i s t r a t i o n  
N a t i o n a l  I n s t i t u t e s  o f  Heal th  

There are c l e a r  s c i e n t i f i c  and p u b l i c  h e a l t h  r e a s o n s  f o r  s p e c i f i c a l l y
i n c l u d i n g  members o f  m i n o r i t y  groups i n  s t u d y  p o p u l a t i o n s .  Accordingly,  t h e  
Alcohol ,  Drug Abuse, and Mental Heal th  A d m i n i s t r a t i o n  (ADAMHA) and t h e  
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  ( N I H )  r e q u i r e  t h a t  a p p l i c a t i o n s / p r o p o s a l s  f o r  
c l i n i c a l  r e s e a r c h  must g i v e  a p p r o p r i a t e  a t t e n t i o n  t o  i n c l u s i o n  o f  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 ,  u n l e s s  compell ing s c i e n t i f i c  o r  o t h e r  j u s t i f i c a t i o n  f o r  
n o t  i n c l u d i n g  m i n o r i t i e s  is  provided .  For t h e  purpose o f  t h i s  p o l i c y ,
m i n o r i t i e s  i n c l u d e  U.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  ( s p e c i f i c a l l y :
American I n d i a n s  o r  Alaskan Nat ives ,  A s i a n / P a c i f i c  I s l a n d e r s ,  Blacks,  and 
H i s p a n i c s ) ,  and 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 s t u d i e s  o f  e t i o l o g y ,  
t r e a t m e n t ,  d i a g n o s i s ,  p r e v e n t i o n ,  and epidemiology 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 ,  i n c l u d i n g  b u t  n o t  l i m i t e d  t o  c l i n i c a l  t r i a l s  and r e s e a r c h  on 
h e a l t h  s e r v i c e  and i t s  impact on d i s e a s e .  Grants ,  c o o p e r a t i v e  agreements ,  and 
c o n t r a c t s  are covered by t h i s  p o l i c y .  

T h i s  s t a t e m e n t  is  p u b l i s h e d  as a r e i t e r a t i o n  and f u r t h e r  i n t e r p r e t a t i o n  o f  t h e  
e x i s t i n g  ADAMHA/NIH p o l i c y  concern ing  i n c l u s i o n  o f  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 .  T h i s  p o l i c y  was a r e v i o u s l y  p u b l i s h e d  i n  t h e  N I H  Guide f o r  Grants  
and C o n t r a c t s  on September 25, 1987, V o l .  16, No. 32; January  15, 1988, V o l .  
17, No. 2; and June  16, 1989, Vol.  18, No. 21.  While t h e  f o c u s  o f  t h i s  p o l i c y
i s  on i n c l u s i o n  o f  m i n o r i t i e s  i n  g e n e r a l  p o p u l a t i o n  s t u d i e s ,  ADAMHA and N I H  
a l s o  encourage a t t e n t i o n  t o  gaps i n  knowledge about  s p e c i f i c  U.S. 
r a c i a l l e t h n i c  m i n o r i t i e s  and h e a l t h  problems t h a t  s i g n i f i c a n t l y  affect  them. 
Examples o f  t h e s e  problems i n c l u d e  but  a r e  n o t  l i m i t e d  t o :  c a n c e r ,  subs tance  
abuse,  h e a r t  d i s e a s e  and s t r o k e ,  homicide and a c c i d e n t s ,  d i a b e t e s ,  i n f a n t  
m o r t a l i t y ,  and a c q u i r e d  immunodeficiency syndrome (AIDS). Addressing t h e s e  
gaps may be a p p r o p r i a t e  j u s t i f i c a t i o n  f o r  f o c u s i n g  a p a r t i c u l a r  s t u d y  on a 
s i n g l e  r a c i a l l e t h n i c  group. 

While t h i s  p o l i c y  s t a t e m e n t  refers  t o  i n c l u s i o n  o f  m i n o r i t i e s ,  a p p l i c a n t s  are 
s t r o n g l y  reminded t h a t  a similar p o l i c y  e x i s t s  r e g a r d i n g  women ( N I H  Guide f o r  
Grants  and C o n t r a c t s  - October 24, 1986, V o l .  15,  No. 22; January  23, 1987,
Vol. 16, No. 3; January  15, 1988, Vol. 17, No. 2;  June 16, 1989, Vol.  18, No. 
21; and August 24, 1990, Vol.  19, No. 31). Both p o l i c i e s  must be c o n s i d e r e d  
when p r e p a r i n g  r e s e a r c h  a p p l i c a n t s / p r o p o s a l s  f o r  submission t o  ADAMHA/NIH. 

A p p l i c a n t s  f o r  g r a n t s / c o o p e r a t i v e  agreements  and o f f e r o r s  f o r  c o n t r a c t s  should  
be aware t h a t  i n  a t t e m p t i n g  t o  i n c l u d e  m i n o r i t y  groups i n  a p a r t i c u l a r  s t u d y ,
a t t e n t i o n  must be p a i d  t o  r e s e a r c h  d e s i g n  and sample s i z e  i s s u e s .  ADAMHA and 
N I H  r e c o g n i z e  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  of  t h e  f u l l  a r r a y  o f  U . S .  r a c i a V 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 .  However, a p p l i c a n t s / o f f e r o r s  a r e  urged t o  assess 
c a r e f u l l y  t h e  f e a s i b i l i t y  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  groups .  

I n  a l l  a p p l i c a t i o n s  o r  p r o p o s a l s  f o r  c l i n i c a l  r e s e a r c h ,  a p p l i c a n t s  must 
d e s c r i b e  t h e  a n t i c i p a t e d  r a c e / e t h n i c  composi t ion o f  t h e  s t u d y  p o p u l a t i o n .  I n  
conduct ing  p e e r  review f o r  s c i e n t i f i c  and t e c h n i c a l  merit,  members o f  I n i t i a l  
Review Groups (IRGs)/Technical  Review Groups (TEGs)  w i l l  b e  i n s t r u c t e d  t o  
e v a l u a t e  t h e  a p p r o p r i a t e n e s s  o f  t h e  proposed m i n o r i t y  composi t ion:  
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1 )  	If t h e r e  is  i n s u f f i c i e n t  a t t e n t i o n  t o  i n c l u s i o n  o f  m i n o r i t i e s  i n  a 
s t u d y  d e s i g n  AND t h i s  a f fec ts  t h e  p o t e n t i a l  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 )  addressed ,  t h a t  w i l l  be  c o n s i d e r e d  a 
weakness o r  d e f i c i e n c y  and must be r e f l e c t e d  i n  t h e  a s s i g n e d  s c o r e  
g iven  t o  t h e  a p p l i c a t i o n / p r o p o s a l ,  and i n  t h e  summary s t a t e m e n t  o f  
t h e  review.  

2)  	However, i f  an  a p p l i c a n t  proposes  t h a t  t h e r e  i s  j u s t i f i c a t i o n  f o r  
conduct ing a s t u d y  where t h e r e  w i l l  be  l i m i t e d  m i n o r i t y
p a r t i c i p a t i o n  o r  i n c l u s i o n  of  on ly  one r a c i a l / e t h n i c  group, a 
s t r o n g  s c i e n t i f i c  r a t i o n a l e  o r  o t h e r  wel l -supported j u s t i f i c a t i o n
must be provided .  The IRGITEG w i l l  be  i n s t r u c t e d  t o  e v a l u a t e  t h e  
merit  o f  such j u s t  i f  i ca t  i o n s .  Appropr ia te  j u s t  i f  icat  i o n  w i l l  n o t  
a d v e r s e l y  affect  t h e  a s s i g n e d  s c o r e .  The ADAMHA/NIH w i l l  n o t  
fundyaward such a p p l i c a t i o n s  u n l e s s  t h e  j u s t i f i c a t i o n  is  
compel1i n g  . 

3) 	For g r a n t  and c o o p e r a t i v e  agreement a p p l i c a t i o n s ,  i f  t h e r e  is 
inadequate  i n f o r m a t i o n  on t h e  s t u d y  p o p u l a t i o n  t o  a l low e v a l u a t i o n  
o f  t h e  s c i e n t i f i c  q u e s t i o n ( s ) ,  t h e  review w i l l  be  d e f e r r e d  o r  t h e  
a p p l i c a t i o n  r e t u r n e d .  

It is  impor tan t  t o  n o t e  t h a t  t h e  ADAMHA/NIH funding components w i l l  n o t  
fund/award g r a n t s ,  c o o p e r a t i v e  agreement,  o r  c o n t r a c t s  t h a t  do n o t  comply w i t h  
t h i s  p o l i c y .  

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  Heal th  

The N a t i o n a l  I n s t i t u t e s  o f  Heal th  ( N I H ) ,  t h e  A s s o c i a t i o n  o f  American Medical 
Col leges ,  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  conference  f o r  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 a r e  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  perce ived  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  

-J 	 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  of  f r a u d ,  p l a g i a r i s m  o r  o t h e r  
unacceptab 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  main ta in ing  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  concern.  

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

DATES: A p r i l  25-26, 1990 

SITE: The Adams Mark Hote l ,  S t .  Louis,  MO 

PROGRAM AND REGISTRATION INFORMATION: Telephone: 	 (800 )  325-9862, i n t e r s t a t e  
(314)  362-6893, i n  Missour i  

NOTICES OF AVAILABILITY (RFPs AND RFAs) 

CEREBRAL MAGNETIC RESONANCE I M A G I N G  FOR EVALUATION OF STROKE RISK FACTORS I N  
THE CARDIOVASCULAR HEALTH STUDY 

RFP AVAILABLE: NIH-NHLBI-HC-91-06 

P . T .  34; K.W. 0706030, 0715200, 0715042, 0411005 

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

The National Heart, Lung, and Blood I n s t i t u t e  ( N H L B I )  r e q u i r e s  a r e a d i n g  
c e n t e r  f o r  c e r e b r a l  magnetic resonance imaging (MRI)  t o  be performed on 
approximately 4,000 p a r t i c i p a n t s  i n  t h e  m u l t i c e n t e r  l o n g i t u d i n a l  s t u d y  of r i s k  
f a c t o r s  f o r  h e a r t  d i s e a s e  and s t r o k e  i n  t h e  e l d e r l y  e n t i t l e d ,  "The 

7-d 	 Cardiovascular  H e a l t h  Study" (CHS). The MRI Reading Center  w i l l  assist i n  
p r o t o c o l  development f o r  t h e  performance o f  c e r e b r a l  MRI i n  t h e  f o u r  CHS F i e l d  
Centers  and w i l l  perform measurements and i n t e r p r e t a t i o n s  o f  t h e s e  images i n  a 
s t a n d a r d i z e d  and r e p r o d u c i b l e  manner. The p e r i o d  o f  performance is 
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a n t i c i p a t e d  t o  b e  September 1991 through June  1995. The NHLBI p l a n s  t o  make 
one award from t h i s  s o l i c i t a t i o n .  

T h i s  i s  an  announcement f o r  a Request f o r  Proposa ls  (RFP). RFP NHLBI-HC-91-06 
w i l l  be  a v a i l a b l e  on o r  about  February 15, 1991. Responses w i l l  be  due by
c l o s e  o f  b u s i n e s s  on A p r i l  5 ,  1991. One ( 1 )  award i s  a n t i c i p a t e d  t o  b e  made 
d u r i n g  September 1991. A l l  r e q u e s t s  should be submi t ted  i n  w r i t i n g  and 
i n c l u d e  t h r e e  (3)  m a i l i n g  l a b e l s ,  s e l f - a d d r e s s e d ,  and must c i t e  RFP No. 
NHLBI-HC-91-06. 

Requests  f o r  c o p i e s  o f  t h e  RFP should  be s e n t  t o  t h e  f o l l o w i n g  a d d r e s s :  

Donna J .  Neal 

C o n t r a c t s  S p e c i a l i s t 

ECA S e c t i o n ,  C o n t r a c t s  Opera t ions  Branch, 

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

F e d e r a l  Bui ld ing ,  Room 3C16 

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

Bethesda,  MD 20892 


-HUMAN LIVER CELL CULTURE FACILITY 

RFP AVAILABLE: NIH-NIDDK-91-3 

P.T. 34; K.W. 0780015, 0780005, 0755050 

DEA 


N a t i o n a l  I n s t i t u t e  o f  Diabe tes  and D i g e s t i v e  and Kidney Diseases 

The N a t i o n a l  I n s t i t u t e  o f  Diabe tes  and D i g e s t i v e  and Kidney Diseases  ( N I D D K )
i s  s e e k i n g  an  o r g a n i z a t i o n  t o  provide  a f a c i l i t y  where: ( 1 )  t h e  s c i e n c e  o f  
c u l t u r i n g  human pr imary h e p a t o c y t e s  i n  long-term c u l t u r e  would be h i g h l y
developed; ( 2 )  such ce l l s  would be a v a i l a b l e  f o r  u s e  by o t h e r  i n v e s t i g a t o r s  i n  
t h e  c u l t u r e  f a c i l i t y ;  (3) such c u l t u r e s  would be shipped to i n v e s t i g a t o r s  i n  
t h e  United S t a t e s ;  and ( 4 )  cryopreserved  h e p a t o c y t e s  from which c u l t u r e s  could  
be developed would be sh ipped  t o  i n v e s t i g a t o r s  i n  t h e  United S t a t e s .  
S t r i n g e n t  c h a r a c t e r i z a t i o n  and q u a l i t y  c o n t r o l  o f  t h e  c u l t u r e s  would be 
r e q u i r e d .  Requests  f o r  c e l l s  would be reviewed and p r i o r i t i z e d  by a committee 
a d v i s o r y  t o  t h e  c o n t r a c t o r .  

The N I D D K  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 .  
.,lf 

T h i s  Request f o r  P r o p o s a l s  (RFP), RFP No. NIH-NIDDK-91-3, w i l l  be  a v a i l a b l e  on 

o r  about  February 18,  1991, w i t h  a c l o s i n g  d a t e  s e t  f o r  A p r i l  8, 1991. To 

r e c e i v e  a copy o f  t h e  RFP, p l e a s e  supply  t h i s  o f f i c e  wi th  two (2)

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 .  S i n c e  a l i m i t e d  number o f  c o p i e s  w i l l  be  

p r i n t e d ,  r e q u e s t s  s h a l l  be f i l l e d  on a f irst  come, f irst  s e r v e d  b a s i s  u n t i l  

t h e  supply  is  exhaus ted .  Requests  �or t h e  RFP should  be s e n t  t o  t h e  fo l lowing 

a d d r e s s  : 


P a t r i c k  M .  S u l l i v a n ,  Chief  

C o n t r a c t s  Management Branch 

N a t i o n a l  I n s t i t u t e  o f  Diabe tes ,  and D i g e s t i v e  and Kidney Diseases 

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

Westwood Bui ld ing ,  Room 602 

5333 Westbard Avenue 

Bethesda, MD 20892 


T h i s  adver t i sement  does n o t  commit t h e  Government t o  award a c o n t r a c t .  


IMPROVED STRATEGIES FOR DIAGNOSIS OF LYME DISEASE 


RFA AVAILABLE: AI-91-03 


P.T. 3 4 ;  K.W. 0745020, 0715125, 0710070, 0785035, 0710030, 0755010 


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 3, 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  D i s e a s e s  ( N I A I D )  i n v i t e s  

g r a n t  a p p l i c a t i o n s  f o r  r e s e a r c h  t h a t  a p p l i e s  an unders tanding  o f  t h e  b i o l o g y 

o f  B o r r e l i a  b u r g d o r f e r i  and h o s t  r e s p o n s e s  t o  i n f e c t i o n  by t h i s  organism t o  

s t u d i e s  t h a t  w i l l  l e a d  t o  t h e  development o f  r e l i a b l e  and s e n s i t i v e  d i a g n o s t i c  

tests f o r  t h e  d e t e c t i o n  o f  Lyme d i s e a s e .  
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RESEARCH GOALS AND SCOPE 

The g o a l  o f  t h i s  Request f o r  A p p l i c a t i o n s  (RFA) is t o  s t i m u l a t e  programs of  
m u l t i d i s c i p l i n a r y  b a s i c  and c l i n i c a l  r e s e a r c h  focused upon de termining  t h e  
most e f f e c t i v e  approach(es1  f o r  d i a g n o s i s  o f  Lyme d i s e a s e .  A p p l i c a t i o n s
submi t ted  i n  response  t o  t h i s  RFA a r e  expected t o  f o c u s  upon developing and 

'1 .mi4 	 t e s t i n g  new d i a g n o s t i c  s t r a t e g i e s  t h a t  should r e s u l t  i n  a more r e l i a b l e  and 
s e n s i t i v e  approach t o  t h e  d e t e c t i o n  o f  Lyme d i s e a s e  i n  p a t i e n t s .  

A p p l i c a t i o n s  should  i n c l u d e  i n n o v a t i v e  approaches t o  t h e  f o l l o w i n g :  

o 	 I d e n t i f i c a t i o n  and c h a r a c t e r i z a t i o n  o f  a n t i g e n s ,  a n t i b o d i e s ,  and 
DNA sequences t h a t  are good c a n d i d a t e s  a s  r e a g e n t s ,  p robes ,  o r  
t a r g e t s  f o r  u s e  as a b a s i s  f o r  a Lyme d i s e a s e  d i a g n o s t i c  t e s t .  

o 	 I d e n t i f i c a t i o n  and r e c r u i t m e n t  o f  t h r e e  p a t i e n t  p o p u l a t i o n s
( p a t i e n t s  t h a t  have a f i r m  d i a g n o s i s  o f  Lyme d i s e a s e ,  p a t i e n t s  t h a t  
have no h i s t o r y  o r  s i g n s  o f  Lyme d i s e a s e ,  and p a t i e n t s  t h a t  have 
symptoms o f  Lyme d i s e a s e  but  t e s t  n e g a t i v e  u s i n g  a d e f i n e d  s e t  o f  
d i a g n o s t i c  t es t s  c u r r e n t l y  a v a i l a b l e .  

o 	 E v a l u a t i o n  o f  t h e  s e n s i t i v i t y  and s p e c i f i c i t y  o f  c a n d i d a t e  
d i a g n o s t i c  a s s a y s  r e l a t i v e  t o  one a n o t h e r  and t o  s e l e c t e d  
commercially a v a i l a b l e  d i a g n o s t i c  k i t s  u s i n g  a s t a n d a r d  panel  o f  
c l i n i c a l  specimens from each o f  t h e  i n d i v i d u a l s  i n  t h e  r e c r u i t e d  
p a t i e n t  p o p u l a t i o n s  d e s c r i b e d  above. 

However, a l t e r n a t i v e  approaches o r  a d d i t i o n a l  components may be inc luded  i n  
a p p l i c a t i o n s  p r o v i d i n g  t h e y  are d i r e c t l y  r e l a t e d  t o  t h e  o v e r a l l  o b j e c t i v e  o f  
t h i s  RFA which is  t h e  development o f  improved s t r a t e g i e s  f o r  t h e  d i a g n o s i s  o f  
Lyme d i s e a s 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  inc 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 
provided .  A p p l i c a t i o n s  wi thout  such documentation w i l l  n o t  be a c c e p t e d  f o r  
review.  

MECHANISM OF SUPPORT 

The suppor t  mechanism f o r  t h i s  program w i l l  be  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  ( R o l l .  R e s p o n s i b i l i t y  f o r  p lanning ,  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 .  

T h i s  i s  a one-time s o l i c i t a t i o n .  N I A I D  a n t i c i p a t e s  making two awards a s  a 
r e s u l t  o f  t h i s  r e q u e s t .  However, t h e  number o f  awards t o  be made i s  dependent 
upon receipt o f  a s u f f i c i e n t  number o f  a p p l i c a t i o n s  o f  h igh  s c i e n t i f i c  merit  
and upon t h e  a v a i l a b i l i t y  o f  funds .  If a p p r o p r i a t e ,  c o l l a b o r a t i o n  wi th  o t h e r  
i n v e s t i g a t o r s  o r  i n s t i t u t i o n s  i s  encouraged. N I A I D  s t a f f  a n t i c i p a t e s  t h a t  
each a p p l i c a t i o n  would be a comprehensive s i n g l e  p r o j e c t  ( i . e . ,  n o t  a 
m u l t i p r o j e c t  a p p l i c a t i o n ) .  I t  is expected t h a t  t h e  i n i t i a l  y e a r ' s  awards f o r  
s u c c e s s f u l  a p p l i c a t i o n s  w i l l  average $ 5 0 0 , 0 0 0  i n  t o t a l  ( d i r e c t  p l u s  i n d i r e c t )  
c o s t s  f o r  each award, a l though i n d i v i d u a l  awards may be s l i g h t l y  h i g h e r  o r  
lower.  Awards w i l l  be  made f o r  a p r o j e c t  p e r i o d  o f  up t o  f i v e  y e a r s .  (Awards 
t o  a p p l i c a n t  i n s t i t u t i o n s  o u t s i d e  t h e  United S t a t e s  w i l l  be  l i m i t e d  t o  t h r e e  
y e a r s ) .  The e a r l i e s t  p o s s i b l e  award d a t e  i s  September 30, 1991. N I A I D  h a s  no 
p l a n s  t o  r e i s s u e  t h i s  announcement. A t  t h e  end o f  t h e  award p e r i o d ,  awardees 
may apply  f o r  c o n t i n u a t i o n  through t h e  u s u a l  competing renewal p r o c e s s  f o r  R01 
g r a n t s .  U n i v e r s i t i e s ,  medical c o l l e g e s ,  h o s p i t a l s ,  and l a b o r a t o r i e s  o r  o t h e r  
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 s  are e l i g i b l e .  

I N  Q U I  R I  ES 

I n v e s t i g a t o r s  s e e k i n g  informat ion  r e l e v a n t  t o  t h i s  RFA should  c o n t a c t  D r .  
Robert  L .  Quackenbush a t  t h e  a d d r e s s  below. 

Dr. Robert L .  Quackenbush
Chief ,  B a c t e r i o l o g y  and Mycology 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  


-4 	 Westwood Bui ld ing ,  Room 738 
Bethesda, MD 20892 
Telephone: ( 3 0 1 )  496-7728 
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P r e b l e  a t  t h eQ u e s t i o n s  r e g a r d i n g  review p rocedures  should  be  addressed  t o  D r  

a d d r e s s  below. 


D r .  O l i v i a  P r e b l e  

C h i e f ,  Microbiology and Immunology Review S e c t i o n  

Program and P r o j e c t  Review Branch 

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 

Nat iona l  I n s t i t u t e s  o f  Hea l th  Westwood Bu i ld ing ,  Room 3A10 

Bethesda,  MD 20892 

Telephone:  (301) 496-8208 


SMALL GRANTS TO STIMULATE CORRELATIVE LABORATORY STUDIES AND C L I N I C A L  TRIALS 
I N  RADIATION THERAPY 

RFA AVAILABLE: CA-91-04 

P.T. 34; K.W. 0745062, 0715035, 0755015 

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

Let ter  o f  I n t e n t  Rece ip t  Date: March 4 ,  1991 A p p l i c a t i o n  Rece ip t  Date: May
22, 1991 

I n t r o d u c t i o n  

The D i v i s i o n  o f  Cancer Treatment  (DCT) o f  t h e  Na t iona l  Cancer I n s t i t u t e  ( N C I )  
announces t h e  a v a i l a b i l i t y  o f  a Request f o r  A p p l i c a t i o n s  ( R F A )  f o r  t i g h t l y
focused ,  b a s i c  s c i e n c e  l a b o r a t o r y  s t u d i e s  t h a t  i n t e r f a c e  wi th  r a d i a t i o n  
t h e r a p y  c l i n i c a l  t r i a l s  o r  f o r  r a d i a t i o n  t h e r a p y  c l i n i c a l  t r i a l s  t h a t  a t t empt  
t o  c o r r e l a t e  new a n d l o r  un ique  developments i n  t h e  l a b o r a t o r y .  

Background In fo rma t ion  

Using t h e  small g r a n t s  (R03) mechanism, t h e  N C I  hopes t o  s t i m u l a t e  t h e  
communication o f  promising and p o t e n t i a l l y  r e l e v a n t  new developments between 
t h e  b a s i c  s c i e n c e  l a b o r a t o r y  and t h e  c l i n i c a l  s e t t i n g .  The R 0 3  mechanism 
p rov ides  complementary r e s e a r c h  suppor t  f o r  shor t - te rm,  p i l o t ,  r a d i a t i o n  
t h e r a p y  c l i n i c a l  t r i a l s  t h a t  t e s t  and v e r i f y  b a s i c  l a b o r a t o r y  f i n d i n g s .  

Research Goals  and Scope 

The aims o f  t h i s  RFA are two-fold:  ( 1 )  t o  p rov ide  a mechanism f o r  a c c e l e r a t e d  
funding  o f  c o r r e l a t i v e  s t u d i e s  r e l e v a n t  t o  r a d i a t i o n  t h e r a p y  c l i n i c a l  t r i a l s  
and (2) t o  s t i m u l a t e  p i l o t  c l i n i c a l  s t u d i e s  wi th  o r  wi thout  r e l e v a n t  
l a b o r a t o r y  c o r r e l a t i o n s  so as t o  f o s t e r  t h e  development o f  i n t e r a c t i o n s  
between b a s i c  s c i e n c e  l a b o r a t o r i e s  and c l i n i c i a n s  per forming  r a d i o t h e r a p y
c l i n i c a l  t r i a l s .  Labora tory  c o r r e l a t e s  should  be  des igned  t o  u l t i m a t e l y  l e a d  
t o  improved r a d i a t i o n  t h e r a p y .  

SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND MINORITIES I N  C L I N I C A L  
RESEARCH STUDIES 

For p r o j e c t s  i nvo lv ing  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
spec ia 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  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  f o r  t h i s  e x c l u s i o n  o r  inadequate  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 thout  such  documentat ion w i l l  n o t  be  accep ted  f o r  
rev iew.  

Mechanism o f  Support  

T h i s  small  g r a n t  ( R 0 3 )  RFA i s  a non-renewable, one-time s o l i c i t a t i o n .  The N C I  
p l a n s  t o  make m u l t i p l e  awards f o r  p r o j e c t  p e r i o d s  up t o  two y e a r s .  A l l  awards 
w i l l  be  l i m i t e d  t o  a $ 5 0 , 0 0 0  d i r e c t - c o s t  c e i l i n g  f o r  a p e r i o d  o f  up t o  two ( 2 )  
y e a r s .  The t o t a l  p r o j e c t  p e r i o d  f o r  a p p l i c a t i o n s  submi t ted  i n  response  t o  t h e  
p r e s e n t  RFA should  no t  exceed two ( 2 )  y e a r s .  The e a r l i e s t  f e a s i b l e  s t a r t  d a t e  
f o r  t h e  i n i t i a l  awards w i l . 1  be December 2 ,  1991. 

E l  i g i bility Requirements 

Only domest ic  non-p ro f i t  and f o r - p r o f i t  o r g a n i z a t i o n s ,  i n s t i t u t i o n s ,  
governments and t h e i r  a g e n c i e s  are  e l i g i b l e  t o  app ly .  Although NCI-funded 
Coopera t ive  Groups are  i n e l i g i b l e  t o  apply ,  i n d i v i d u a l  i n s t i t u t i o n s  o r  
c o n s o r t i a  o f  t h e  Coopera t ive  Groups may apply  through t h e i r  own i n s t i t u t i o n s .  
Awards w i l l  be  made on ly  t o  i n s t i t u t i o n s  wi th  e i t h e r  a funded c l i n i c a l  o r  
l a b o r a t o r y  component o f  t h e  proposed s t u d y .  These awards are t o  complement a 
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p r e v i o u s l y  e x i s t i n g  source  o f  s u p p o r t .  These p r e - e x i s t i n g  r e s o u r c e s  need n o t  

be  a t  a s i n g l e  i n s t i t u t i o n  bu t  may e x i s t  w i t h i n  a consor t ium.  


I n q u i r i e s  


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 of t h i s  

RFA, o r  i n q u i r i e s  about  whether o r  no t  s p e c i f i c  proposed r e s e a r c h  would be 

r e spons ive ,  are 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  a t  

t h e  a d d r e s s  g iven  below. 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 .  


Thomas A.  S t r i k e ,  Ph.D. 

Radia t ion  Research Program

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

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

6130 Execut ive  Boulevard,  S u i t e  800 

Rockv i l l e ,  MD 20852 

Telephone: ( 3 0 1 )  496-9360 


COOPERATIVE AGREEMENT RESEARCH PROGRAM: M A X I M I Z I N G  THE EFFICACY OF 

PSYCHOTHERAPY AND DRUG ABUSE COUNSELING STRATEGIES I N  THE TREATMENT OF COCAINE 

ABUSERS 


RFA AVAILABLE: DA-91-04 


P.T. 34; K.W. 0404009, 0745060 


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


A p p l i c a t i o n  Rece ip t  Date: A p r i l  24, 1991 


PURPOSE: The purpose  of t h i s  announcement is  t o  suppor t  c o l l a b o r a t i v e  

m u l t i - s i t e  r e s e a r c h  on t h e  comparat ive e f f i c a c y  o f  psychodynamic

psychotherapy ,  c o g n i t i v e - b e h a v i o r a l  t he rapy ,  and drug  c o u n s e l i n g  i n  t h e  

t r e a t m e n t  of coca ine  a b u s e r s  i n  o u t p a t i e n t  d rug - f r ee  s e t t i n g s .  The 

i n t e r a c t i o n  o f  p a t i e n t  c h a r a c t e r i s t i c s  w i th  type  o f  t r e a t m e n t  w i l l  a l s o  be  

i n v e s t i g a t e d .  C o l l a b o r a t o r s  from a Coord ina t ing  Center ,  a C o l l a b o r a t i v e  

Treatment  S i t e  (CTS), and t h e  Na t iona l  I n s t i t u t e  on Drug Abuse ( N I D A )  are 

c u r r e n t l y  deve loping  t h e  p r o t o c o l  and p i l o t i n g  s u b j e c t s  f o r  t h i s  s t u d y .  Funds 

w i l l  be  a v a i l a b l e  under  t h i s  announcement f o r  suppor t ing  a d d i t i o n a l  CTSs t o  

c o l l a b o r a t i v e l y  f i n a l i z e  and c a r r y  o u t  t h i s  p r o t o c o l .  App l i can t s  f o r  

a d d i t i o n a l  CTSs must a g r e e  t o  a b i d e  by t h i s  p r o t o c o l .  App l i can t s  must a l s o  

propose  s u b - s t u d i e s  t o  be c a r r i e d  o u t  w i t h i n  t h i s  p r o t o c o l .  F i n a l  p r o t o c o l s 

f o r  s u b - s t u d i e s  w i l l  be  c o l l a b o r a t i v e l y  developed by a S t e e r i n g  Committee (SC) 

af ter  awards are made. 


RESEARCH OBJECTIVES: One r e s e a r c h  o b j e c t i v e  is  t o  conduct  a comparat ive 

pyschotherapy/drug counse l ing  t r e a t m e n t  e f f i c a c y  s t u d y ,  u s i n g  a common 

p r o t o c o l  a t  m u l t i p l e  CTSs, i n  o r d e r  t o  compare t h e  e f f i c a c y  o f  d i f f e r e n t  

t h e r a p y  approaches .  An e q u a l l y  impor tan t  goa l  is t o  s p e c i f y  t h e  n a t u r e  o f  any

i n t e r a c t i o n s  between p a t i e n t  character is t ics  ( e .g . ,  sociopathy)  and the rapy  

t y p e  as r e f l e c t e d  i n  t r e a t m e n t  outcome. 


MECHANISM OF SUPPORT: The mechanism t o  suppor t  t h e s e  c l i n i a l  t r i a l s  w i l l  be a 

Coopera t ive  Agreement (CAI  between t h e  awardees and N I D A .  Resea rche r s  a g r e e  

t o  accep t  c l o s e  c o o r d i n a t i o n  and guidance by t h e  SC i n  a l l  a s p e c t s  o f  t h e  

s c i e n t i f i c  and t e c h n i c a l  management o f  t h e  common p r o j e c t ,  and r e t a i n  pr imary 

r e s p o n s i b i l i t y  f o r  performance o f  t h e  r e s e a r c h ,  i n  accordance  wi th  t e rms  

fo rma l ly  n e g o t i a t e d  and mutua l ly  agreed  on p r i o r  t o  t h e  award. CAS are 

s u b j e c t  t o  t h e  same a d m i n i s t r a t i v e  r equ i r emen t s  as  g r a n t s .  A l l  p e r t i n e n t 

DHHS, PHS, and ADAMHA g r a n t  r e g u l a t i o n s ,  p o l i c i e s ,  and p rocedures  are 

a p p l i c a b l e .  Bus iness  management a s p e c t s  o f  t h e s e  awards w i l l  be admin i s t e red  

i n  accordance wi th  DHHS and PHS g r a n t  a d m i n i s t r a t i v e  r equ i r emen t s .  


SPECIAL INSTRUCTIONS TO APPLICANTS REGARDING IMPLEMENTATION OF ADAMHA POLICIES 

CONCERNING INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL RESEARCH STUDY 

POPULATIONS 


Appl i ca t ions /p roposa l s  f o r  Alcohol ,  Drug Abuse, and Mental Heal th  

Admin i s t r a t ion  (ADAMHA) g r a n t s  and c o o p e r a t i v e  agreements  are r e q u i r e d  t o  

i n c l u d e  bo th  women and m i n o r i t i e s  i n  s tudy  p o p u l 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 , 

u n l e s s  compel l ing  s c i e n t i f i c  o r  o t h e r  j u s t i f i c a t i o n  f o r  n o t  i n c l u d i n g  e i t h e r  

women o r  m i n o r i t i e s  is provided .  T h i s  requi rement  is  in t ended  t o  e n s u r e  t h a t  

r e s e a r c h  f i n d i n g s  w i l l  be  o f  b e n e f i t  t o  a l l  pe r sons  a t  r i s k  o f  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 .  For t h e  purpose o f  t h e s e  p o l i c i e s , 

c l i n i c a l  r e s e a r c h  i n v o l v e s  human s t u d i e s  o f  e t i o l o g y ,  t r e a t m e n t ,  d i a g n o s i s , 

preven t ion ,  o r  epidemiology 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  
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b u t  n o t  l i m i t e d  t o  c l i n i c a l  t r i a l s ;  and m i n o r i t i e s  i n c l u d e  U.S. r a c i a 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  ( s p e c i f i c a l l y :  American I n d i a n s  o r  Alaskan Nat ives , 

A s i a n / P a c i f i c  I s l a n d e r s ,  Blacks,  and H i s p a n i c s ) .  


ADAMHA 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  c l i n i c a 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  of  U.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 .  However, a p p l i c a n t s  are urged t o  assess 

c a r e f u l l y  t h e  f e a s i b i l i t y  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  groups.  


A p p l i c a t i o n s  should  i n c l u d e  a d e s c r i p t i o n  o f  t h e  composi t ion o f  t h e  proposed 

s t u d y  p o p u l a t i o n  by gender  and r a c i a l / e t h n i c  group and t h e  r a t i o n a l e  f o r  t h e  

numbers and k i n d s  o f  people  s e l e c t e d  t o  p a r t i c i p a t e .  T h i s  in format ion  should  

be inc luded  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 t i o n s  should  i n c o r p o r a t e  i n  t h e i r  s t u d y  d e s i g n  gender  and/or m i n o r i t y 

r e p r e s e n t a t i o n  a p p r o p r i a t e  t o  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  work proposed. 

If 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  s u f f i c i e n t  numbers t o  permi t  

assessment  o f  d i f f e r e n t i a l  effects  i s  n o t  f e a s i b l e  o r  is  n o t  a p p r o p r i a t e ,  t h e  

r e a s o n s  f o r  t h i s  must be e x p l a i n e d  and j u s t i f i e d .  The r a t i o n a l e  may re la te  t o  

t h e  purpose o f  t h e  r e s e a r c h ,  t h e  h e a l t h  o f  t h e  s u b j e c t s ,  o r  o t h e r  compell ing 

c i rcumstances  ( e . g . ,  i f  i n  t h e  o n l y  s t u d y  p o p u l a t i o n  a v a i l a b l e ,  t h e r e  i s  a 

d i s p r o p o r t i o n a t e  r e p r e s e n t a t i o n  i n  terms of  age d i s t r i b u t i o n ,  r i s k  f a c t o r s , 

inc idence /preva lence  o f  one gender o r  m i n o r i t y / m a j o r i t y  g r o u p ) .  


If t h e  r e q u i r e d  i n f o r m a t i o n  i s  n o t  conta ined  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 s  w i l l  b e  r e t u r n e d  t o  t h e  a p p l i c a n t .  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 gender  and/or  m i n o r i t y  representation/justification are judged 

t o  be inadequate ,  r e v i e w e r s  w i l l  c o n s i d e r  t h i s  as a d e f i c i e n c y  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 / p r o p o s a l s  f o r  c l i n i c a l  r e s e a r c h  submi t ted  to ADAMHA 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 .  ADAMHA funding  components w i l l  n o t  award 

g r a n t s  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 .  


REVIEW PROCEDURES: The D i v i s i o n  o f  Research Grants ,  N I H ,  s e r v e s  as a c e n t r a l  

p o i n t  f o r  r e c e i p t  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  r e c e i v e d  under t h i s  

announcement w i l l  be a s s i g n e d  t o  a S p e c i a l  Review Committee (SRC) w i t h i n  t h e  

N I D A .  The SRC w i l l  review t h e  a p p l i c a t i o n s  f o r  s c i e n t i f i c  and t e c h n i c a l  m e r i t  

d u r i n g  t h e  summer o f  1991. N o t i f i c a t i o n  o f  t h e  review recommendations w i l l  be  

s e n t  t o  t h e  a p p l i c a n t  a f t e r  t h i s  i n i t i a l  review. A p p l i c a t i o n s  w i l l  r e c e i v e  a 

second-level  review by t h e  N a t i o n a l  Advisory Counci l  on Drug Abuse i n  

September 1991. Only a p p l i c a t i o n s  recommended f o r  approval  by t h e  Council  may

be c o n s i d e r e d  f o r  funding .  


A p p l i c a t i o n s  submi t ted  i n  response  t o  t h i s  announcement are n o t  s u b j e c t  t o  t h e  

in te rgovernmenta l  review requi rements  o f  Execut ive Order 12372, as implemented

t h r o u g h t  Department o f  H e a l t h  and Human S e r v i c e  r e g u l a t i o n s  a t  45 CFR P a r t  100 

and are n o t  s u b j e c t  t o  H e a l t h  Systems Agency review.  


APPLICATION PROCEDURES: A p p l i c a n t s  must u s e  t h e  r e s e a r c h  g r a n t  a p p l i c a t i o n 

form, PHS 398 ( l a s t  r e v i s e d  10/88) .  A p p l i c a t i o n  k i t s  w i t h  t h e  n e c e s s a r y  forms 

and i n s t r u c t i o n s  (PHS 398)  may b e  o b t a i n e d  from 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  o f f i c e s  o f  sponsored r e s e a r c h  a t  most u n i v e r s i t i e s ,  c o l l e g e s  and medical 

s c h o o l s ,  and o t h e r  major r e s e a r c h  f a c i l i t i e s .  A p p l i c a t i o n s  may a l s o  be 

o b t a i n e d  from: The N a t i o n a l  I n s t i t u t e  on Drug Abuse ( N I D A ) ,  Grants  Management

Branch, Room 8A-54, Parklawn B u i l d i n g ,  5600 F i s h e r s  Lane, R o c k v i l l e ,  MD 20857 

(301-443-6710). 


INQUIRES: F u r t h e r  i n f o r m a t i o n  can be o b t a i n e d  from: 


D r .  J .  Boren 

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

5600 F i s h e r s  Lane, Room 10A-30 

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

Telephone: (301)  443-1263 
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CHRONIC FATIGUE SYNDROME COOPERATIVE RESEARCH CENTERS 

RFA AVAILABLE: AI-91-02 

P.T. 04; K.W. 0715043, 0715026, 07151259 0715150, 0710070, 1002045 
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 

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

The 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  Di seases  ( 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  t h e  e s t a b l i s h m e n t  o f  Chronic  Fa t igue  Syndrome Coopera t ive
Research Cen te r s  (CFS C R C s )  t o  augment t h e  e x i s t i n g  g r a n t  program f o r  CFS 
r e s e a r c h .  The CRCs  are in t ended  t o  p rov ide  a s u s t a i n e d  m u l t i d i s c i p l i n a r y
approach t o  CFS r e s e a r c h  t h a t  w i l l  advance t h e  f i e l d  by b r i d g i n g  t h e  b a s i c  
s c i e n c e  and c l i n i c a l  r e s e a r c h  a r e n a s  and f a c i l i t a t i n g  conf i rma to ry  t e s t i n g  and 
follow-up o f  new hypotheses  and o b s e r v a t i o n s .  

BACKGROUND 

CFS i s  a mul t i sys tem syndrome thought  t o  be  t r i g g e r e d  by v i r a l  i n f e c t i o n  and 
is c h a r a c t e r i z e d  by months o f  d e b i l i t a t i n g  f a t i g u e  f r e q u e n t l y  a s s o c i a t e d  wi th  
s o r e  t h r o a t ,  low g rade  f e v e r ,  myalgia ,  headache, g a s t r o i n t e s t i n a l  symptoms,
and t e n d e r  lymph nodes.  Cogn i t ive  d e f i c i t s ,  symptoms o f  d e p r e s s i o n  and s l e e p
d i s o r d e r s  have been r e p o r t e d  and abnormal b r a i n  images d e r i v e d  by d i f f e r e n t  
t e c h n i q u e s  have been d e s c r i b e d .  CFS p a t i e n t s  a r e  r e p o r t e d  t o  have 
neuroendocr ine  r e sponse  p a t t e r n s  t h a t  d i f f e r  from t h o s e  o f  c o n t r o l s .  CFS is 
diagnosed more f r e q u e n t l y  i n  women t h a n  i n  men. There have been numerous 
r e p o r t s  o f  s p e c i f i c  immune d y s f u n c t i o n s ,  bu t  no s i n g l e  impairment h a s  
r e g u l a r l y  been a s s o c i a t e d  w i t h  t h e  syndrome. S i m i l a r l y ,  v i r u s e s  from s e v e r a l  
taxonomic groups have been r e p o r t e d  t o  be involved ,  bu t  none as y e t  h a s  been 
confirmed t o  be  c o n s i s t e n t l y  a s s o c i a t e d  wi th  d i s e a s e  o n s e t  o r  p r o g r e s s i o n .
P a t i e n t s  have a h igh  p reva lence  o f  a l l e r g i e s  and r e c e n t  r e p o r t s  i n d i c a t e  t h a t  
a s t a t e  o f  c h r o n i c  immune a c t i v a t i o n  may e x i s t  i n  a s i g n i f i c a n t  f r a c t i o n  o f  
p a t i e n t s  . 
There have been many fo rmidab le  o b s t a c l e s  t o  t h e  e f f e c t i v e  s tudy  o f  t h i s  
syndrome, t h e  most s e r i o u s  o f  which h a s  been t h e  l a c k  o f  o b j e c t i v e  d i a g n o s t i c
c r i t e r i a .  P rogres s  h a s  been made i n  c a s e  d e f i n i t i o n  and a number o f  t e s t a b l e  

'Y-4 hypotheses  r e c e n t l y  have been proposed.  

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 tudy
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 tudy  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 
provided .  A p p l i c a t i o n s  wi thout  such documentat ion w i l l  no t  be accep ted  f o r  
rev iew.  

RESEARCH OBJECTIVES AND SCOPE 

The purpose  of t h i s  RFA is  t o  s t i m u l a t e  t h e  e s t a b l i s h m e n t  o f  c e n t e r s  o f  CFS 
r e s e a r c h  e x c e l l e n c e  i n  which coord ina ted  p r o j e c t s  i n  t h e  f i e l d s  o f  immunology,
v i r o l o g y ,  medicine,  and c l i n i c a l  epidemiology are pursued i n  o r d e r  t o  f u r t h e r  
ou r  unde r s t and ing  o f  CFS l e a d i n g  t o  improved d i a g n o s i s  and t r e a t m e n t .  It is  
n o t  expec ted  t h a t  e x p e r t i s e  i n  a l l  t h e s e  a r e a s  be a v a i l a b l e  a t  a s i n g l e
i n s t i t u t i o n .  C R C s  w i th  wel l -designed r e s e a r c h  p r o j e c t s  wi th  adequate  sample
s i z e s  are sought  t o  confirm and ex tend  p r e l i m i n a r y  f i n d i n g s  and t o  t e s t  
b i o l o g i c a l l y  r a t i o n a l  hypotheses  concern ing  t h e  e t i o l o g y  o r  pa thogenes i s  o f  
CFS . 
CLINICAL FACILITIES: CFS CRCs  should  be based a t  u n i v e r s i t i e s  o r  a t  
u n i v e r s i t y - a f f i l i a t e d  medical  f a c i l i t i e s  t h a t  have a s t r o n g  c l i n i c a l  f a c i l i t y
wi th  a c c e s s i b l e  wel l -def ined  CFS p a t i e n t  p o p u l a t i o n s .  

MECHANISM OF SUPPORT 

Awards w i l l  be  made as c o o p e r a t i v e  agreements .  T h i s  mechanism i s  used when an  
i n t e r a c t i v e  a s s i s t a n c e  r e l a t i o n s h i p  e x i s t s  between N I A I D  s t a f f  and t h e  
i n v e s t i g a t i v e  team as o u t l i n e d  i n  t h e  RFA under  "TERMS OF AWARD: AWARDEE 
RIGHTS AND RESPONSIBILITIES; NATURE OF PARTICIPATION OF N I A I D  STAFF." Inpu t

-4 	 from t h e  N I A I D  S c i e n t i f i c  Coordina tor  i s  in tended  t o  f a c i l i t a t e  technology
t r a n s f e r ,  assist i n  t h e  i d e n t i f i c a t i o n  of e x p e r t  c o n s u l t a n t s ,  c o l l a b o r a t o r s  
and r e s o u r c e s ,  enhance communication between awardees, and h e l p  t o  ensu re  t h a t  
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new s t u d i e s  w i l l  complement and n o t  u n n e c e s s a r i l y  d u p l i c a t e  e x i s t i n g  o r  

planned CFS r e s e a r c h  endeavors .  


N I A I D  h a s  se t  a s i d e  a t o t a l  o f  $ 4 8 8 , 0 0 0  ( d i r e c t  p l u s  i n d i r e c t  c o s t s )  p e r  y e a r  

t o  suppor t  t h i s  RFA and a n t i c i p a t e s  making a t  l eas t  one ( 1 )  award i n  FY 1991, 

t h e  f i n a l  number be ing  dependent upon t h e  number, c o s t ,  and s c i e n t i f i c  meri t  

o f  p r o p o s a l s  r e c e i v e d  and t h e  a v a i l a b i l i t y  o f  funds .  Awards w i l l  be made f o r  

a p r o j e c t  p e r i o d  o f  up t o  f o u r  y e a r s .  The e a r l i e s t  p o s s i b l e  award d a t e  i s  

September 3 0 ,  1 9 9 1 .  N I A I D  i n t e n d s  t o  accep t  compe t i t i ve  renewal  m u l t i - p r o j e c t 

a p p l i c a t i o n s  c o n t i n g e n t  upon t h e  cont inued  a v a i l a b i l i t y  o f  funds  f o r  t h i s  

purpose .  


APPLICATION PROCEDURE 


I n v e s t i g a t o r s  are urged  t o  c o n t a c t  t h e  N I A I D  s t a f f  l i s t e d  below e a r l y  i n  t h e  

development o f  t h e  a p p l i c a t i o n .  A d d i t i o n a l l y ,  b e f o r e  p r e p a r i n g  an 

a p p l i c a t i o n ,  t h e  a p p l i c a n t  should  c a r e f u l l y  r e a d  t h e  in fo rma t ion  brochure , 

"Program P r o j e c t  and Center  Grants ,  N I A I D . "  A l e t t e r  o f  i n t e n t  i s  r eques t ed 

by March 1,  1 9 9 1 .  The d e a d l i n e  f o r  r e c e i p t  o f  a p p l i c a t i o n s  is A p r i l  1 ,  1 9 9 1 .  


INQUIRIES 


I n v e s t i g a t o r s  s eek ing  c o p i e s  o f  t h e  RFA and in fo rma t ion  r e l e v a n t  t o  t h i s  RFA 

should  c o n t a c t :  


Ann Schluederberg ,  Sc.D. 

Chie f ,  Vi ro logy  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 

Westwood Bu i ld ing ,  Room 736 

Bethesda,  MD 20892 

Telephone:  ( 3 0 1 )  496-7453 

FAX: ( 3 0 1 )  402-0804 


RESEARCH PLANNING GRANT:  DIABETES I N  MINORITY POPULATIONS 


RFA AVAILABLE: DK/NR-91-09 

P.T. 3 4 ,  FF; K.W. 0715075,  0755030,  0765033,  0745020,  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 
Na t iona l  Center  f o r  Nursing Research 

L e t t e r  o f  I n t e n t  Rece ip t  Date: May 1 6 ,  1991 
A p p l i c a t i o n  Rece ip t  Date:  J u l y  1 6 ,  1991 

The 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 Diseases ( N I D D K )
and t h e  Na t iona l  Center  f o r  Nursing Research ( N C N R )  have i n i t i a t e d  a program
f o r  Research P lanning  Grants  t o  suppor t  t h e  development o f  p l a n s  f o r  r e s e a r c h  
p r o j e c t s  t h a t  a d d r e s s  c r i t i c a l  q u e s t i o n s  r e l a t e d  t o  t h e  e t i o l o g y ,
pa thogenes i s ,  d i a g n o s i s ,  t r e a t m e n t ,  c u r e ,  and p r e v e n t i o n  of  d i a b e t e s  m e l l i t u s  
and i t s  compl i ca t ions  i n  minor i ty  popu la t ions ,  i n c l u d i n g  Blacks ,  Nat ive  
Hawaiians,  H i span ic s ,  Pacif ic  I s l a n d e r s ,  and Asian Americans. American 
I n d i a n s  and Alaskan Na t ives  are no t  i nc luded  i n  t h i s  Request f o r  A p p l i c a t i o n s
(RFA), s i n c e  a s imi l a r  i n i t i a t i v e  l i m i t e d  t o  t h e s e  p o p u l a t i o n s  w a s  announced 
i n  Vol.  1 9 ,  No. 4 0 ,  November 9 ,  1990 i s s u e  o f  t h e  N I H  Guide f o r  Grants  and 
C o n t r a c t s .  

Research proposed i n  response  t o  t h i s  RFA may invo lve  b a s i c ,  c l i n i c a l ,
b e h a v i o r a l ,  o r  ep idemiologic  s t u d i e s .  Basic r e s e a r c h  may be  des igned  t o  
e l u c i d a t e  b iochemica l  a l t e r a t i o n s  r e s p o n s i b l e  f o r  i n c r e a s e d  s u c e p t i b i l i t y  t o  
d i a b e t e s  m e l l i t u s  o r  t o  t h e  compl i ca t ions  o f  d i a b e t e s .  C l i n i c a l  r e s e a r c h  may
be o r i e n t e d  t o  t h e  c e l l u l a r ,  organ,  o r  human l e v e l  and may i n c l u d e  metabol ic  
s t u d i e s  and comparisons.  Behaviora l  s t u d i e s ,  p a r t i c u l a r l y  t h o s e  focused  on 
p r e v e n t i o n  o f  d i a b e t e s  th rough weight  c o n t r o l  programs, are encouraged.
Epidemiologic  d e s i g n s  t h a t  might be cons ide red  i n c l u d e  o b s e r v a t i o n a l  and 
n a t u r a l  h i s t o r y  s t u d i e s ,  c a s e - c o n t r o l  s t u d i e s  o f  r a c i a l / e t h n i c  d i f f e r e n c e s ,
s t u d i e s  o f  migrant  p o p u l a t i o n s  i n  t h e  U.S. v e r s u s  i n  t h e i r  coun t ry  o f  o r i g i n ,
u r b a n l r u r a l  comparisons,  a c c u l t u r a t i o n  of t h e  m i n o r i t i e s  t o  t h e  U.S .  l i f e s t y l e
and environment ,  and l o n g i t u d i n a l  s t u d i e s .  I s s u e s  o f  o b e s i t y ,  ag ing ,  c h r o n i c  
d i s e a s e ,  and m u l t i p l e  c h r o n i c  d i s e a s e s  ( such  as d i a b e t e s  and h y p e r t e n s i o n )  are 
p a r t i c u l a r l y  encouraged.  Research d i r e c t e d  toward improving methodologies  f o r  
popula t ion-based  s t u d i e s  o f  minor i ty  e t h n i c y r a c i a l  groups i s  a l s o  encouraged.
Innova t ive  approaches t h a t  i nvo lve  new i n t e r - d i s c i p l i n a r y  c o l l a b o r a t i o n s  are 
p a r t i c u l a r l y  d e s i r a b l e .  Whenever p o s s i b l e ,  a p p l i c a n t s  are urged t o  make 
c o s t - e f f i c i e n t  u s e  o f  c u r r e n t  o r  r e c e n t l y  t e r m i n a t e d  s t u d i e s  t h a t  c o n t a i n  
l a r g e  components of  p o p u l a t i o n s  t h a t  are  m i n o r i t i e s  i n  t h e  U.S. Many o f  t h e  
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s t u d i e s  e x t a n t  may have been conceived f o r  r e a s o n s  o t h e r  t h a n  f o r  r e s e a r c h  on 
U.S. m i n o r i t i e s  o r  f o r  s t u d i e s  on d i a b e t e s  m e l l i t u s .  

T h i s  RFA is a one-time s o l i c i t a t i o n  by N I D D K  and NCNR f o r  a p p l i c a t i o n s  f o r  
Research P lanning  Grants  (R21) t o  h e l p  suppor t  t h e  unique shor t - te rm needs o f  
i n v e s t i g a t o r s  p l a n n i n g  r e s e a r c h  s t u d i e s  r e l a t e d  t o  d i a b e t e s  i n  m i n o r i t y  

I,-/ 	 p o p u l a t i o n s .  It i s  a n t i c i p a t e d  t h a t  t h e  award of  t h e s e  Research Planning
Grants  w i l l  be  fol lowed w i t h i n  approximately one y e a r  by an  RFA f o r  
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  a p p l i c a t i o n s  ( R o l l  r e l a t e d  t o  
t h i s  same program area.  

Appl icants  are encouraged t o  submit and d e s c r i b e  t h e i r  own i d e a s  on how b e s t  
t o  meet t h e  o b j e c t i v e s  o f  t h i s  RFA. A p p l i c a t i o n s  w i l l  be  judged p r i m a r i l y  on 
( 1 )  t h e  l i k e l i h o o d  t h a t  t h e  new knowledge t h a t  may be ga ined  w i l l  subsequent ly
h e l p  t o  reduce t h e  burden o f  d i a b e t e s  and i t s  compl ica t ions  on t h e  h e a l t h  
s t a t u s  o f  m i n o r i t y  p o p u l a t i o n s ;  ( 2 )  t h e  p o t e n t i a l  s c i e n t i f i c  and t e c h n i c a l  
meri t  o f  t h e  proposed p r o j e c t ,  i n c l u d i n g  t h e  s i g n i f i c a n c e  of t h e  s c i e n t i f i c  
q u e s t i o n ( s 1 ,  r a t i o n a l e ,  a p p r o p r i a t e n e s s  o f  t h e  proposed p l a n n i n g  p r o c e s s ,
c o n s i d e r a t i o n  o f  a p p r o p r i a t e  e t h i c a l  i s s u e s ,  and a v a i l a b i l i t y  of p r e l i m i n a r y
d a t a ;  (3)  t h e  p o t e n t i a l  t o  e s t a b l i s h  c o l l a b o r a t i o n s  w i t h  groups and o t h e r  
a g e n c i e s  involved  i n  h e a l t h  c a r e  o f  t h e  s e l e c t e d  p o p u l a t i o n s ;  and ( 4 )  t h e  
q u a l i f i c a t i o n s  and e x p e r i e n c e  o f  t h e  proposed i n v e s t i g a t o r s .  

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 are n o t  inc luded  i n  t h e s e  s t u d y  p o p u l a t i o n 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 provided .  A p p l i c a t i o n s  wi thout  such 
documentation w i l l  n o t  be accepted  f o r  review.  

P r o s p e c t i v e  a p p l i c a n t s  a r e  r e q u e s t e d  t o  submit a l e t t e r  o f  i n t e n t  by May 16,
1991, 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,
t e l e p h o n e  number and m a i l i n g  a d d r e s s  of t h e  P r i n c i p a l  I n v e s t i g a t o r ;  t h e  names 
o f  o t h e r  key personnel ;  t h e  name o f  t h e  a p p l i c a n t  i n s t i t u t i o n  and o t h e r  
c o l l a b o r a t i n g  e n t i t i e s ;  and t h e  number and t i t l e  o f  t h i s  RFA. 

T h i s  l e t t e r  o f  i n t e n t  should  be s e n t  t o :  
\ 

*J D r .  Robert  D .  Hammond 
C h i e f ,  Review Branch 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  Diabe tes  and D i g e s t i v e  and Kidney Diseases 

Westwood Bui ld ing ,  Room 406 

Bethesda, MD 20892 


Requests  f o r  t h e  f u l l  t e x t  o f  t h i s  RFA and i n q u i r i e s  should  b e  d i r e c t e d  t o  t h e  

f o l l o w i n g  N I D D K  o r  NCNR program s t a f f :  


N I D D K  

Dr. L o i s  F.  L i p s e t t 

N a t i o n a l  I n s t i t u t e  of D i a b e t e s  and D i g e s t i v e  and Kidney Diseases 

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

Westwood Bui ld ing ,  Room 620 

Bethesda, MD 20892 

Telephone: (301)  496-7433 


NCNR 

D r .  Mary Lucas 

N a t i o n a l  Center  f o r  Nursing Research 

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

Bui ld ing ,  31, Room 5B03 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-0523 


MINORITY DRUG ABUSE PREVENTION RESEARCH CENTERS 


RFA AVAILABLE: DA-91-02 

P.T. 04; K.W. 0404009, 0710030, 0755030, 0411005, 0745027, 0404000 

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

A p p l i c a t i o n  Rece ip t  Date: A p r i l  24, 1991 
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PURPOSE: The purpose o f  t h i s  announcement i s  t o  encourage t h e  development o f  
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 a t  w i l l  improve our  a b i l i t y  t o  prevent
drug  abuse among m i n o r i t y  p o p u l a t i o n s .  Minor i ty  p o p u l a t i o n s  i n c l u d e  American 
Indian/Alaskan Nat ives ,  Asian Americans, Blacks,  Hispanics ,  and/or Nat ive  
H a w a i i a n s I P a c i f i c  I s l a n d e r s .  The proposed C e n t e r s  are des igned  t o :  1 )
improve our  unders tanding  o f  e t i o l o g i c  f a c t o r s  t h a t  p r e d i s p o s e  i n d i v i d u a l s  
from m i n o r i t y  communities t o  i n i t i a t e  drug use ;  2) i d e n t i f y  f a c t o r s  involved  
i n  t h e  p r o g r e s s i o n  from i n i t i a l  d rug  u s e  t o  drug  dependence; 3) develop
c r i t e r i a  and e a r l y  i d e n t i f i c a t i o n  methodologies f o r  u s e  w i t h  c h i l d r e n  and 
a d o l e s c e n t s  a t  h i g h  r i s k  f o r  drug abuse;  4) d e s i g n  and t e s t  p r e v e n t i v e
i n t e r v e n t i o n s  a t  t h e  i n d i v i d u a l  and s m a l l  group l e v e l  th rough c o n t r o l l e d  
randomized s t u d i e s ;  5) assess t h e  p r o g r e s s i o n  o f  drug  use  through p r o s p e c t i v e
l o n g i t u d i n a l  s t u d i e s  o f  h i g h - r i s k  p o p u l a t i o n s ;  6 )  develop a series o f  
conferences  and workshops a d d r e s s i n g  p r e v e n t i o n  r e s e a r c h  i s s u e s  o f  s p e c i f i c
r e l e v a n c e  t o  unders tanding  e t i o l o g i c  f a c t o r s  and i n t e r v e n t i o n  s t r a t e g i e s  among
m i n o r i t y  p o p u l a t i o n s ;  7 )  t r a i n  m i n o r i t y  i n v e s t i g a t o r s  t o  conduct drug abuse 
p r e v e n t i o n  r e s e a r c h ;  and 8 )  involve  t h e  m i n o r i t y  community i n  t h e  development
and implementat ion o f  a r e s e a r c h  program. 

RESEARCH OBJECTIVES-: Prevent  i o n  and i n t e r v e n t i o n  s t r a t e g i e s  demonstrate  
d i f f e r e n t i a l  e f fec ts  w i t h i n  v a r i o u s  e t h n i c  groups and socioeconomic 
p o p u l a t i o n s .  M u l t i p l e  i n t e r v e n t i o n  s t r a t e g i e s  a r e  needed w i t h i n  any
geographic  l o c a t i o n  t o  b l o c k  and d e l a y  t h e  i n i t i a t i o n  of  drug use  behavior  and 
t o  impede p r o g r e s s i o n  t o  drug  dependency and a s s o c i a t e d  s o c i a l ,  p s y c h o l o g i c a l ,
and p h y s i o l o g i c a l  s e q u e l a e .  

E t i o l o g i c a l  s t u d i e s  des igned  t o  s p e c i f y  d e f e r e n t i a l  c a u s e s  f o r  i n i t i a t i n g ,
c o n t i n u i n g ,  and d i s c o n t i n u i n g  drug  abuse w i t h i n  and among e t h n i c  groups i n  
urban,  suburban,  and r u r a l  geographic  areas are needed. For example, are 
t h e r e  s e l e c t i v e  f a c t o r s  a s s o c i a t e d  w i t h  b l a c k s  who remain i n  school  l o n g e r
t h a n  o t h e r  b l a c k s  and/or  g r a d u a t e ?  A r e  t h e r e  f a c t o r s  t h a t  " p r o t e c t "  t h e  
s t u d e n t s  from drug  abuse? What is  t h e  r o l e  of t h e  e d u c a t i o n a l  system i n  
reducing ,  d e l a y i n g ,  o r  e l i m i n a t i n g  drug  use?  Furthermore,  g iven  t h e  same 
environment and e q u i v a l e n t  l e v e l  of b e i n g  "vulnerable"  t o  drug abuse, w h a t  
f ami ly ,  s o c i a l ,  environmental  p r o t e c t o r s  e x i s t  t o  prevent  t h e  u s e  o f  drugs  

A s  our  s u r v e y s  o f  m i n o r i t i e s  r a r e l y  have inc luded  h i g h - r i s k  groups such as 
s c h o o l  dropouts ,  runaways, and p r i s o n e r s ,  t h e  c u r r e n t  estimates o f  drug  abuse 
i n  m i n o r i t y  p o p u l a t i o n s  may u n d e r e s t i m a t e  t h e  problem. Curren t  r e s e a r c h  
i n d i c a t e s  t h a t  d r o p o u t s  have h i g h e r  ra tes  o f  i l l i c i t  drug  u s e  t h a n  m i n o r i t y
youth  i n  s c h o o l .  Such d a t a  s u g g e s t  t h e  need f o r  community-wide drug  abuse 
e d u c a t i o n ,  p r e v e n t i o n ,  and i n t e r v e n t i o n  programs i n  a d d i t i o n  t o  t h e  
school-based programs. More r e s e a r c h  i s  needed t o  e x p l o r e  t h e  r e l a t i o n s h i p
between poor school  performance and a c c u l t u r a t i o n - r e l a t e d  stress wi th  drug
abuse among m i n o r i t y  youth.  Areas r e l a t e d  t o  t h e  p u t a t i v e  c r imeldrug
connect ion  among b l a c k s  needs f u r t h e r  examinat ion t o  more f u l l y  unders tand  t h e  
c a u s e s  and e x t e n t  o f  t h e  r e l a t i o n s h i p  w i t h i n  m i n o r i t y  p o p u l a t i o n s .  

A p p l i c a t i o n s  f o r  Minor i ty  Drug Abuse Prevent ion  Research C e n t e r s  are 
encouraged b u t  n o t  r e s t r i c t e d  t o  any o f  t h e  f o u r  c o n t e n t  a r e a s  among m i n o r i t y  
groups:  F a m i l i e s  and Mult i -Generat ional  F a c t o r s ;  Environmental  and C u l t u r a l  
F a c t o r s ;  High-Risk C h i l d r e n ,  Adolescents ,  and Young Adul t s ;  and Women and 
Drugs. 

SPECIAL INSTRUCTIONS TO APPLICANTS REGARDING IMPLEMENTATION OF ADAMHA POLICIES 
CONCERNING INCLUSION OF WOMEN AND MINORITIES I N  C L I N I C A L  RESEARCH STUDY 
POPULATIONS 

A p p l i c a t i o n s / p r o p o s a l s  f o r  ADAMHA g r a n t s  and c o o p e r a t i v e  agreements  are 
r e q u i r e d  t o  i n c l u d e  b o t h  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  f o r  
c l i n i c a l  r e s e a r c h ,  u n l e s s  compell ing s c i e n t i f i c  o r  o t h e r  j u s t i f i c a t i o n  f o r  n o t  
i n c l u d i n g  e i t h e r  women o r  m i n o r i t i e s  is  provided .  T h i s  requirement  is  
in tended  t o  e n s u r e  t h a t  r e s e a r c h  f i n d i n g s  w i l l  b e  of  b e n e f i t  t o  a l l  persons  a t  
r i s k  o f  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 .  For t h e  purpose of 
t h e s e  p o l i c i e s ,  c l i n i c a l  r e s e a r c h  i n v o l v e s  human s t u d i e s  o f  e t i o l o g y ,  
t rea tment ,  d i a g n o s i s ,  p r e v e n t i o n ,  or epidemiology 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  n o t  l i m i t e d  t o  c l i n i c a l  t r i a l s ;  and m i n o r i t i e s  
i n c l u d e  U.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  ( s p e c i f i c a l l y :  American 
I n d i a n s  o r  Alaskan Nat ives ,  A s i a n I P a c i f i c  I s l a n d e r s ,  Blacks,  and H i s p a n i c s ) .  

ADAMHA 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  c l i n i c a 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  U.S. 
r a c i a 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 .  However, a p p l i c a n t s  are urged t o  assess 
c a r e f u l l y  t h e  f e a s i b i l i t y  of  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  of 
m i n o r i t y  groups .  

A p p l i c a t i o n s  should  i n c l u d e  a d e s c r i p t i o n  o f  t h e  composi t ion o f  t h e  proposed
s t u d y  p o p u l a t i o n  by gender  and r a c i a l / e t h n i c  group, and t h e  r a t i o n a l e  f o r  t h e  
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numbers and k i n d s  of people  s e l e c t e d  t o  p a r t i c i p a t e .  T h i s  i n fo rma t ion  should  
be inc luded  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 t i o n s  should  i n c o r p o r a t e  i n  t h e i r  s tudy  des ign  gender  and/or  m i n o r i t y
r e p r e s e n t a t i o n  a p p r o p r i a t e  t o  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  work proposed.
If r e p r e s e n t a t i o n  of women o r  m i n o r i t i e s  i n  s u f f i c i e n t  numbers t o  pe rmi t  
assessment  o f  d i f f e r e n t i a l  e f f e c t s  is n o t  f e a s i b l e  o r  i s  n o t  a p p r o p r i a t e ,  t h e  
r easons  f o r  t h i s  must be exp la ined  and j u s t i f i e d .  The r a t i o n a l e  may r e l a t e  t o  
t h e  purpose o f  t h e  r e s e a r c h ,  t h e  h e a l t h  o f  t h e  s u b j e c t s ,  o r  o t h e r  compel l ing
c i r cums tances  ( e . g . ,  if i n  t h e  on ly  s tudy  popu la t ion  a v a i l a b l e  t h e r e  i s  a 
d i s p r o p o r t i o n a t e  r e p r e s e n t a t i o n  i n  t e rms  of age d i s t r i b u t i o n ,  r i s k  f a c t o r s ,
i n c i d e n c e l p r e v a l e n c e ,  e t c . ,  o f  one gender  o r  minor i ty /ma jo r i ty  g roup) .  

If t h e  r e q u i r e d  in fo rma t ion  is n o t  con ta ined  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  be r e t u r n e d .  Peer  r ev iewers  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 
gender  a n d l o r  m i n o r i t y  representation/justification a r e  judged t o  be 
inadequa te ,  r ev iewers  w i l l  c o n s i d e r  t h i s  as a d e f i c i e n c y  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 / p r o p o s a l 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  ADAMHA 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 .  ADAMHA funding  components w i l l  n o t  award 
g r a n t s  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 .  

MECHANISM OF SUPPORT: P50 

ELIGIBILITY 

A p p l i c a t i o n s  may be  submi t t ed  by p u b l i c  o r  p r i v a t e  n o n p r o f i t  or p r o f i t -
making o r g a n i z a t i o n s  such as u n i v e r s i t i e s ,  c o l l e g e s ,  h o s p i t a l s ,
l a b o r a t o r i e s ,  u n i t s  o f  S t a t e  o r  l o c a l  governments, and e l i g i b l e  agenc ie s
o f  t h e  F e d e r a l  government. Women and minor i ty  i n v e s t i g a t o r s  are 
encouraged t o  a p p l y .  

REVIEW PROCEDURES: The D i v i s i o n  o f  Research Grants ,  N I H ,  s e r v e s  as a c e n t r a l  
p o i n t  f o r  r e c e i p t  o f  a p p l i c a t i o n s  f o r  most d i s c r e t i o n a r y  PHS g r a n t  programs.
A p p l i c a t i o n s  r e c e i v e d  under  t h i s  announcement w i l l  be a s s igned  t o  an i n i t i a l  
review group ( I R G )  w i t h i n  t h e  Na t iona l  I n s t i t u t e  on Drug Abuse. The I R G ,
c o n s i s t i n g  p r i m a r i l y  o f  non-federa l  s c i e n t i f i c  and t e c h n i c a l  e x p e r t s ,  w i l l  
review t h e  a p p l i c a t i o n s  f o r  s c i e n t i f i c  and t e c h n i c a l  merit.  N o t i f i c a t i o n  o f  
t h e  review recommendations w i l l  be s e n t  t o  t h e  a p p l i c a n t  a f t e r  t h e  i n i t i a l  
rev iew.  A p p l i c a t i o n s  w i l l  r e c e i v e  a second- leve l  review by t h e  Na t iona l  
Advisory Counci l  on Drug Abuse whose review may be based on p o l i c y  as w e l l  as 
s c i e n t i f i c  m e r i t  c o n s i d e r a t i o n s .  Only a p p l i c a t i o n s  recommended f o r  approva l
by t h e  Counci l  may be  cons ide red  f o r  fund ing .  

APPLICATION PROCEDURES: An a p p l i c a t i o n  f o r  a Minor i ty  Drug Abuse P reven t ion  
Research Center  g r a n t  must p rov ide  t h e  fo l lowing  in fo rma t ion  w i t h i n  t h e  
g e n e r a l  p r o p o s a l :  r e s e a r c h  p l a n  t o  i n c l u d e  s p e c i f i c  i n fo rma t ion  on t h e  
C e n t e r ‘ s  r e s e a r c h  theme, g o a l s ,  and o b j e c t i v e s ;  d e t a i l e d  d e s c r i p t i o n s  o f  t h e  
specif ic  research p r o j e c t s  and t h e i r  r e l a t i o n s h i p  t o  t h e  core program;
i d e n t i f i c a t i o n  o f  key s c i e n t i s t s  and t h e i r  r o l e s  and r e s p o n s i b i l i t i e s  on 
s p e c i f i c  p r o j e c t s  and r e s e a r c h  teams; and d i s c u s s i o n  o f  t h e  management 
s t r u c t u r e  t o  be employed t o  o rgan ize  and c o o r d i n a t e  m u l t i d i s c i p l i n a r y
s c i e n t i f i c  r e s e a r c h  i n i t i a t i v e s ;  t h e  r e s e a r c h  program p l a n  must be o rgan ized
around a c e n t r a l  r e s e a r c h  theme and a d d r e s s  t h e  r e s e a r c h  and a d m i n i s t r a t i v e  
r equ i r emen t s  e s t a b l i s h e d  by t h i s  announcement. Furthermore,  t h e  p roposa l  must 
i n c l u d e  a d e s c r i p t i o n  o f  t r a i n i n g  o f  r e s e a r c h  pe r sonne l ;  ev idence  o f  a s t r o n g
community r e l a t i o n s h i p  wi th  demonstrated expe r i ence  o f  working i n  t h e  t a r g e t
community; and d e s c r i p t i o n s  o f  confe rences ,  p u b l i c a t i o n s ,  and o t h e r  methods 
f o r  t h e  d i s semina t ion  of r e s e a r c h  f i n d i n g s .  

App l i can t s  must u se  t h e  r e s e a r c h  g r a n t  a p p l i c a t i o n  form PHS 398 ( r e v .  10188).
The RFA number DA-91-02 and t h e  t i t l e  o f  t h i s  announcement, “Minor i ty  Drug
Abuse P reven t ion  Research Research” ,  should  be typed  i n  i t e m  number 2 on t h e  
f a c e  page o f  t h e  PHS 398 a p p l i c a t i o n  form. 

When u s i n g  t h e  PHS 398 a p p l i c a t i o n  form t o  respond t o  an RFA, a p p l i c a n t s  must 
a f f i x  t h e  RFA l a b e l  a v a i l a b l e  i n  t h e  398 t o  t h e  bottom of 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  may r e s u l t  i n  de layed  p r o c e s s i n g  o f  t h e  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  time f o r  rev iew.  

App l i ca t ion  k i t s  c o n t a i n i n g  t h e  necessa ry  forms and i n s t r u c t i o n s  may be 
ob ta ined  from b u s i n e s s  o f f i c e s  o r  o f f i c e s  o f  sponsored r e s e a r c h  a t  most 
u n i v e r s i t i e s ,  c o l l e g e s ,  medical  s c h o o l s ,  and o t h e r  major r e s e a r c h  f a c i l i t i e s .  
If such a source  is  n o t  a v a i l a b l e ,  t h e  fo l lowing  o f f i c e  may be c o n t a c t e d  f o r  
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t h e  n e c e s s a r y  a p p l i c a t i o n  material:  D i v i s i o n  o f  Research Gran t s ,  N I H  Westwood 
Bu i ld ing ,  Room 240, 5333 Westbard Avenue, Bethesda,  MD 20892 (301) 496-9797. 

The complete  announcement may be  o b t a i n e d  from: 

Gran t s  Management Branch 
Na t iona l  I n s t i t u t e  on Drug Abuse 

.Y.;Room 8A54, 5600 F i s h e r s  Lane 
Rockv i l l e ,  MD 20857 
Telephone: (301) 443-6710 

The s igned  o r i g i n a l  and s i x  (6) permanent l e g i b l e  c o p i e s  o f  t h e  completed 

a p p l i c a t i o n  shou ld  be s e n t  t o :  


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

Nat iona 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 


INQUIRIES 


F u r t h e r  i n fo rma t ion  and c o n s u l t a t i o n  on program requ i r emen t s  r e l e v a n t  t o  

p r e v e n t i o n  r e s e a r c h  can be  ob ta ined  from: 


D r .  Z i l i  A m s e l  

Act ing  D i r e c t o r  

D i v i s i o n  o f  Epidemiology and P reven t ion  Research 

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

Rockwall I1 Bui ld ing ,  S u i t e  620 

c /o  5600 F i s h e r s  Lane 

Rockv i l l e ,  MD 20857 

Telephone: (301) 443-1514 


ONGOING PROGRAM ANNOUNCEMENTS 

RURAL HEALTH CARE RESEARCH: IMPACTING VULNERABLE POPULATIONS 

PA: PA-91-23 

P.T. 34; K.W. 0730050, 0730000, 0785055, 0785035, 0403004 
Nat iona l  Center  f o r  Nursing Research 
Agency for H e a l t h  Care P o l i c y  and Research 

PURPOSE 

The Na t iona l  Center  f o r  Nursing Research ( N C N R )  and t h e  Center  f o r  General  
Hea l th  S e r v i c e s  Ext ramura l  Research,  Agency f o r  Hea l th  Care P o l i c y  and 
Research (AHCPR), i n v i t e  a p p l i c a t i o n s  f o r  r e s e a r c h  g r a n t s  t o  s tudy  ways o f  
improving t h e  h e a l t h  and w e l l  be ing  o f  v u l n e r a b l e  p o p u l a t i o n s  l i v i n g  i n  r u r a l  
areas. These v u l n e r a b l e  p o p u l a t i o n s  i n c l u d e :  t h o s e  who have a c h r o n i c  
d i s e a s e  or who a r e  i n  jeopardy  o f  becoming c h r o n i c a l l y  ill; t h o s e  who may
become d i s a b l e d  due t o  h e a l t h  t h r e a t e n i n g  behav io r s ;  c h i l d b e a r i n g  women;
i n f a n t s ;  c h i l d r e n ;  a d o l e s c e n t s ;  and pe r sons  over  65 y e a r s  of  age .  O f  
p a r t i c u l a r  importance a r e  ep idemiologic  s t u d i e s  and c l i n i c a l  s t u d i e s  t h a t  
f o c u s  on t h e  h e a l t h  needs o f  r e s i d e n t s  o f  r u r a l  a r e a s .  It is a n t i c i p a t e d  t h a t  
t h e  c l i n i c a l  s t u d i e s  w i l l  f ocus  on t h e  development and v a l i d a t i o n  of  n u r s i n g
i n t e r v e n t i o n s  as w e l l  a s  t h e  development and e v a l u a t i o n  o f  i n n o v a t i v e  p r a c t i c e
models aimed a t  f a c i l i t a t i n g  improvements i n  t h e  h e a l t h  and w e l l  b e ing  o f  
v u l n e r a b l e  p o p u l a t i o n s  who r e s i d e  i n  r u r a l  communities. 

T h i s  new r u r a l  h e a l t h  c a r e  r e s e a r c h  program b u i l d s  on a p r e v i o u s  NCNR 
i n i t i a t i v e  focused  on Community-Based R u r a l  Heal th  Care Models f o r  Minor i ty
Popu la t ions ,  co-sponsored by AHCPR and t h e  D i v i s i o n  o f  Nursing,  HRSA, and 
pub l i shed  i n  t h e  N I H  Guide f o r  Grants  and C o n t r a c t s ,  Vol. 19, No. 10 ,  March 9,
1990. The r u r a l  h e a l t h  r e s e a r c h  program o f  AHCPR is  based on a r e s e a r c h  
agenda pub l i shed  i n  Hea l th  S e r v i c e s  Research,  Vol. 23, No. 6, February ,  1989. 

SCIENTIFIC BACKGROUND 

The r u r a l  p o p u l a t i o n  i n  t h e  U.S. h a s  been growing p r o p o r t i o n a t e l y  smaller, bu t  
a t  t h e  same t i m e  t h e i r  v u l n e r a b i l i t y  t o  i l l n e s s ,  d i s a b i l i t y ,  and poor 
pregnancy outcomes h a s  i n c r e a s e d .  As of  1988, about  23 p e r c e n t  o f  t h e  U.S. 
p o p u l a t i o n  l i v e d  i n  c o u n t i e s  d e f i n e d  as nonmetropol i tan  and about  27 p e r c e n t
l i v e d  i n  r u r a l  areas d e f i n e d  by t h e  Census Bureau as p l a c e s  where t h e r e  a r e  
2,500 or fewer r e s i d e n t s .  For t h e  purposes  o f  t h i s  r e s e a r c h  program e i t h e r  
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d e f i n i t i o n  o f  r u r a l  may be used .  Rural  r e s i d e n t s  a r e  c h a r a c t e r i z e d  a s  having
h i g h e r  rates o f  c h r o n i c  i l l n e s s ,  d i s a b i l i t y ,  and i n f a n t  m o r t a l i t y ,  and t h e i r  
care h a s  been c h a r a c t e r i z e d  as r e p r e s e n t i n g  a mixture  of  formal  and informal  
approaches w i t h  v a r i a b l i t y  i n  t h e  q u a l i t y  of  s h o r t - and long-term outcomes. 
With t h e  changing a v a i l a b i l i t y  o f  h e a l t h  c a r e  and l o n g  geographic  d i s t a n c e s  
between r e s i d e n t s  and h e a l t h  care s e r v i c e s  i n  most r u r a l  s e t t i n g s ,  r u r a l  

~ I I ~ Jr e s i d e n t s  a r e  i n c r e a s i n g l y  a t  r i s k  f o r  h e a l t h  problems t h a t  could  be 
a l l e v i a t e d  through s c i e n t i f i c a l l y  based i n t e r v e n t i o n  s t r a t e g i e s  and h e a l t h  
care models t a r g e t e d  t o  s p e c i f i c  v u l n e r a b l e  r u r a l  p o p u l a t i o n s .  

I n d i v i d u a l s  r e s i d i n g  i n  r u r a l  a r e a s  f r e q u e n t l y  l i v e  a c o n s i d e r a b l e  d i s t a n c e  
from h e a l t h  s e r v i c e s .  It i s  n o t  unusual f o r  families t o  c a r e  f o r  t h o s e  wi th  
c h r o n i c  i l l n e s s  and d i s a b i l i t y  a t  home wi th  o r  without  t h e  advice  and guidance
o f  a h e a l t h  care p r a c t i t i o n e r .  Older people ,  25 p e r c e n t  o f  t h e  o v e r a l l  r u r a l  
p o p u l a t i o n ,  have less educa t ion ,  a h i g h e r  p r o p o r t i o n  of  c h r o n i c  i l l n e s s ,  and 
h i g h e r  m o r t a l i t y  r a t e s  i n  comparison t o  urban r e s i d e n t s .  Most o l d e r  persons
l i v e  i n  t h e  community and are n o t  i n  need of  i n s t i t u t i o n a l  care, such as 
n u r s i n g  homes; however, t h e  l o n g e r  a person s u r v i v e s ,  t h e  more l i k e l y  t h e r e  
w i l l  be a need f o r  such c a r e .  Chi ldren  comprise 33 p e r c e n t  o f  t h e  t o t a l  r u r a l  
p o p u l a t i o n .  The h e a l t h  s t a t u s  o f  r u r a l  c h i l d r e n  has  been d i f f i c u l t  t o  
determine,  and t o  some e x t e n t  it appears  t h a t  n o n r u r a l  c h i l d  h e a l t h  d a t a  have 
been a p p l i e d  t o  r u r a l  p o p u l a t i o n s .  A h igh  p r o p o r t i o n  of  women who r e c e i v e  
inadequate  p r e n a t a l  care r e s i d e  i n  r u r a l  communities, and t h e y  are more l i k e l y  
t o  be m i n o r i t i e s ,  t e e n a g e r s ,  and s i n g l e  p a r e n t s .  

SCOPE 

It  is in tended  t h a t  t h e  s c i e n c e  t h a t  develops as an  outcome o f  t h i s  
announcement w i l l  b u i l d  on e x i s t i n g  ep idemiologica l  and c l i n i c a l  knowledge.
I n  a d d i t i o n ,  it i s  a n t i c i p a t e d  t h a t  t h e  t h e o r e t i c a l  and e m p i r i c a l  base  w i l l  be  
developed f o r  unders tanding  t h e  h e a l t h  problems and h e a l t h  c a r e  requi rements
o f  v u l n e r a b l e  r u r a l  p o p u l a t i o n s  and f o r  de te rmining  t h e  most e f f e c t i v e  
i n t e r v e n t i o n  s t r a t e g i e s  f o r  improved p a t i e n t  outcomes. It should be noted  
t h a t  s t u d i e s  suppor ted  under t h i s  program need t o  show evidence o f  an 
i n t e r d i s c i p l i n a r y  approach t o  t h e  s c i e n c e  and, when a p p r o p i a t e ,  t h e  r e s e a r c h  
team should  be i n t e r d i s c i p l i n a r y  i n  background. A p p l i c a t i o n s  from a l l  r e g i o n s
o f  t h e  n a t i o n  and from i n v e s t i g a t o r s  i n  r u r a l  a r e a s  are encouraged. 

Some examples o f  important  r e s e a r c h  t o p i c s  f o r  c o n s i d e r a t i o n  might i n c l u d e ,
b u t  should  n o t  be l i m i t e d  t o :  

rJ 
o 	 Examination o f  f a c t o r s  r e l a t e d  t o  h e a l t h  seeking ,  h e a l t h  promoting, 

o r  h e a l t h  t h r e a t e n i n g  behaviors ,  i n c l u d i n g  t h o s e  t h a t  i n f l u e n c e  
a c c e s s i n g  h e a l t h  care r e s o u r c e s ;  

o 	 I n v e s t i g a t i o n  o f  s t r a t e g i e s  f o r  t h e  prevent ion ,  i n t e r v e n t i o n ,  and 
c o n t r o l  o f  c h r o n i c  d i s e a s e  and d i s a b i l i t y  among v u l n e r a b l e  r u r a l  
p o p u l a t i o n s  ; 

o 	 E v a l u a t i o n  o f  methods o f  pr imary care p r a c t i c e  and t h e  effect  o f  
p r imary  care approaches and i n t e r v e n t i o n  s t ra tegies ,  and o t h e r  
community/public hea l th-based  care, on t h e  h e a l t h  and outcomes o f  
t h e  h e a l t h  problems o f  v u l n e r a b l e  r u r a l  p o p u l a t i o n s ;  

o 	 I n v e s t i g a t i o n  o f  t h e  p r o c e s s e s  and outcomes o f  p r o v i d i n g  h e a l t h  
care i n  t h e  home t o  v u l n e r a b l e  p o p u l a t i o n s ;  

o 	 A n a l y s i s  of t h e  c o n t i n u i t y  of care approaches used t o  suppor t  t h e  
t r a n s i t i o n  o f  r u r a l  r e s i d e n t s  a s  t h e y  move among t h e  v a r i o u s  l e v e l s  
of  h e a l t h  care s e r v i c e s ,  p a r t i c u l a r l y  between a c u t e  c a r e  h o s p i t a l s  
o r  n u r s i n g  homes and t h e  home; 

o 	 I n v e s t i g a t i o n  o f  e m p i r i c a l l y  d e r i v e d  n u r s i n g  p r a c t i c e  models 
t a r g e t e d  t o  one o r  more o f  t h e  v u l n e r a b l e  p o p u l a t i o n s  r e s i d i n g  i n  
r u r a l  a r e a s  f o r  t h e  p r o v i s i o n  o f  community-based pr imary care o r  
i n s t i t u t i o n a l l y - b a s e d  a c u t e  o r  long-term p a t i e n t  care.  

SPECIAL INSTRUCTIONS TO APPLICANTS REGARDING IMPLEMENTATION OF N I H  POLICIES 
C O N C E R N I N G  INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL RESEARCH STUDY 
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  NIHYADAMHA 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  be 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  

.h-J 	 persons  a t  r i s k  o f  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 tudy;  s p e c i a l
emphasis should be p laced  on t h e  need f o r  i n c l u s i o n  of  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  a f f e c t  
them. T h i s  p o l i c y  is  in tended  t o  apply  t o  males and females o f  a l l  a g e s .  If 
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women o r  m i n o r i t i e s  are excluded o r  inadequate ly  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 populat ion-based s t u d i e s ,  a c lear  
compell ing r a t i o n a l e  should  be provided .  

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, t o g e t h e r  wi th  a r a t i o n a l e  f o r  i ts  c h o i c e .  I n  
a d d i t i o n ,  gender  and r a c i a l l e t h n i c  i s s u e s  should  be addressed  i n  developing a **IK 

r e s e a r c h  d e s i g n  and sample s i z e  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  in format ion  should be inc luded  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 l a n  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 s  are urged t o  a s s e s s  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  of  m i n o r i t y  groups .  However, N I H  recognize 

t h a t  it may n o t  b e  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  United S t a t e s  r a c i a l l e t h n i c  minor i ty 

p o p u l a t i o n s  ( i . e . ,  Nat 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 ,  Blacks,  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 should  be provided .  


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 e g i e s ) ,  d i a g n o s i s ,  o r  t r e a t m e n t  of d i s e a s e ,  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  n o t  l i m i t e d  t o  c l i n i c a l  t r i a l s .  


The u s u a l  N I H  p o l i c i e s  concerning 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 exc luded .  However, every  e f f o r t  should  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 i s  

impor tan t  t o  apply  t h e  r e s u l t s  o f  t h e  s t u d y  broadly ,  and t h i s  should  be 

addressed  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  of 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 '  p o p u l a t i o n s ,  i n c l u d i n g  m i n o r i t i e s .  


If t h e  r e q u i r e d  i n f o r m a t i o n  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  be  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 ,  I f  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  inadequate  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  addressed  AND t h e  j u s t i f i c a t i o n  f o r  t h e  s e l e c t e d  s t u d y  p o p u l a t i o n
i s  inadequate ,  it w i l l  be  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  be  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 ted  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  funding 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 wi th  t h e s e  p o l i c i e s .  

MECHANISMS OF SUPPORT 

All p o l i c i e s  and requi rements  t h a t  normally 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  apply .  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 a r e  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 (Rol 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 p p l i c a t i o n s  f o r  r e s e a r c h  t r a i n i n g  are encouraged and should  be submi t ted  
under t h e  u s u a l  requi rements  and r e c e i p t  d a t e s  f o r  t h e  N I H  I n d i v i d u a l  N a t i o n a l  
Research S e r v i c e  Awards (F31, F32, & F33).  

APPLICATION PROCEDURES AND REVIEW CRITERIA 

A p p l i c a t i o n s  should  b e  submi t ted  on t h e  s t a n d a r d  PHS Form 398 ( r e v .  10 /88) .
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  and 
from t h e  D i v i s i o n  o f  Research Grants ,  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  i s  i n  response  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) "Rural Heal th  Care: 
Vulnerable  P o p u l a t i o n s ,  PA-91-23.'' 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 Grants  
N a t i o n a l  I n s t i t u t e s  of HcaLth  
Westwood Bui ld ing ,  Room : , . f $ c )
Bethesda,  MD 20892xx 

Rece ip t  d a t e s  for a p p l i c a t i o n s  are February 1,  June 1 ,  and October 1 .  
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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  of  Research Grants .  Second l e v e l  
review w i l l  be  conducted by an  a p p r o p r i a t e  Nat iona l  Advisory Counci 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  merit w i t h  a l l  o t h e r  
a p p l i c a t i o n s .  Researchers  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  response  t o  t h i s  

ill-/ 	 announcement a r e  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  range 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  formal  submission.  

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


D r .  P a t r i c i a  Mori tz ,  o r  J e a n  Carmody

D r .  Maureen Knippen Center  f o r  General  Heal th  

Nursing Systems Branch S e r v i c e s  Research, AHCPR 

Nat iona l  Center  f o r  Nursing Research Maxima Bui ld ing ,  Room 678 

Bui ld ing  31, Room 5B09 Rockvi l le ,  MD 20852-4993 

Bethesda, MD 20892 Telephone: (301) 443-2080 

Telephone: (301) 496-0523 


Another N I H  component t h a t  h a s  r e s e a r c h  programs on r u r a l  h e a l t h  s e p a r a t e  from 

t h i s  announcement t h a t  p o t e n t i a l  a p p l i c a n t s  may wish t o  c o n t a c t  is  t h e  

Nat iona l  I n s t i t u t e  o f  Aging, S o c i a l  and Behavioral  Sc ience  Program, D r .  Ronald 

Ables ,  (301) 496-3136. I n  a d d i t i o n ,  t h e  Nat iona l  I n s t i t u t e  o f  Mental Heal th  

s u p p o r t s  p r o j e c t s  t o  s t u d y  mental  h e a l t h  i s s u e s  i n  r u r a l  areas. T h i s  program 

w a s  d e s c r i b e d  i n  t h e  N I M H  Program Announcement, Research on Mental D i s o r d e r s  

i n  Rural  P o p u l a t i o n s ,  N I H  Guide f o r  Grants  and C o n t r a c t s ,  Vol .  19, No. 1 , 

A p r i l  27, 1990. Contact  D r .  C h a r l e s  Windle, S e r v i c e s  Research Branch, NIMH, 

(3011 443-4233, f o r  i n f o r m a t i o n .  


The r e s e a r c h  program o f  NCNR is d e s c r i b e d  i n  t h e  Cata 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.  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  Heal 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, a s  amended 

by P u b l i c  Law 99-158, 42 USC 241 and 285; and adminis te red  under PHS g r a n t 

p o l i c i e s  and F e d e r a l  Regula t ions  42 CRF P a r t  52 and 45 CRF 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 te rgovernmenta l  review requi rements  o f  

Execut ive  Order 12372, o r  t o  Heal th  Systems Agency review, A p r i l  6, 1988. 


THE UROLOGICAL COMPLICATIONS OF DIABETES MELLITUS 


-d PA: PA-91-24 

P.T. 34; K.W. 0715075, 0785220, 0715125 

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

The Nat iona l  I n s t i t u t e  o f  Diabe tes  and D i g e s t i v e  and Kidney Diseases  ( N I D D K ) ,
D i v i s i o n  o f  Kidney, Urologic  and Hematologic Diseases ( D K U H D ) ,  and D i v i s i o n  o f  
Diabe tes ,  Endocrinology, and Metabol ic  Diseases  ( D D E M D ) ,  announce i n t e r e s t  i n  
deve loping  a r e s e a r c h  g r a n t s  program i n  t h e  u r o l o g i c a l  d i s o r d e r s  a s s o c i a t e d  
w i t h  d i a b e t e s  m e l l i t u s  (UDDM). A r e a s  of r e s e a r c h  i n t e re s t  w i t h i n  t h i s  a r e a  
i n c l u d e ,  b u t  are n o t  l i m i t e d  t o ,  b a s i c  and c l i n i c a l  s t u d i e s  of d i a b e t e s  
r e l a t e d  d i s o r d e r s  of b l a d d e r  f u n c t i o n ,  i n c l u d i n g  u r i n a r y  r e t e n t i o n  and 
i n c o n t i n e n c e ;  male s e x u a l  f u n c t i o n ,  e s p e c i a l l y  e r e c t i l e  f u n c t i o n ;  i n f e c t i o n s  
of t h e  u r i n a r y  t r ac t  i n c l u d i n g  t h e  kidneys;  and t h e  effect  o f  d i a b e t e s  
m e l l i t u s ,  i n  g e n e r a l ,  on t h e  i n n e r v a t i o n  and musculature  o f  t h e  u r i n a r y  t r a c t .  

INTRODUCTION 

Diabetes  m e l l i t u s  produces s i g n i f i c a n t  d e l e t e r i o u s  effects  on t h e  lower 
u r i n a r y  t r a c t .  Ur inary  b l a d d e r  dysfunct ion ,  u r i n a r y  t r ac t  i n f e c t i o n s  and 
e rec t i l e  impotence occur  i n  a s i g n i f i c a n t  p e r c e n t a g e  of  both  i n s u l i n  dependent
and n o n - i n s u l i n  dependent d i a b e t i c s .  These c o m p l i c a t i o n s  are r a r e l y  mentioned 
i n  s t u d i e s  o f  t h e  d i s e a s e  and have been less f r e q u e n t l y  i n v e s t i g a t e d .  The 
morbid i ty  and h e a l t h  c a r e  e x p e n d i t u r e s  f o r  t h e s e  u r o l o g i c  d i s o r d e r s  a r e  
e x t e n s i v e .  If l e f t  u n t r e a t e d  o r  undetec ted ,  t h e s e  u r o l o g i c a l  d i s o r d e r s  can 
l e a d  t o  p r o g r e s s i v e  r e n a l  f a i l u r e ,  u r i n a r y  i n c o n t i n e n c e ,  u r i n a r y  r e t e n t i o n ,
d r u g - r e s i s t a n t  u r i n a r y  t r ac t  i n f e c t i o n s ,  and a b s c e s s e s  o f  t h e  k idneys .  

OBJECTIVES AND SCOPE 

The o b j e c t i v e  o f  t h i s  announcement is t o  i n c r e a s e  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  
i n t o  t h e  u r o l o g i c a l  compl ica t ions  t h a t  r e s u l t  from both  i n s u l i n  dependent
( I D D M )  and non- insu l in  dependent ( N I D D M )  d i a b e t e s  m e l l i t u s .  Basic and 

' - /  	 c l i n i c a l  r e s e a r c h  s t u d i e s  u t i l i z i n g  both  human and animal and c e l l  c u l t u r e  
models are encouraged. The comparison of  t h e  pa thobio logy  of  u r o l o g i c a l
d i s o r d e r s  w i t h  o t h e r  known d i s o r d e r s  o f  d i a b e t e s  m e l l i t u s ,  t o  g a i n  i n s i g h t
i n t o  t h e  p a t h o g e n e s i s  o f  u r o l o g i c a l  d i s o r d e r s ,  is encouraged. Areas o f  
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r e s e a r c h  t h a t  are a p p l i c a b l e  t o  t h i s  announcement inc lude ,  b u t  are n o t  l i m i t e d  
t o  : 

o t h e  epidemiology o f  UDDM 

o 	 d i a g n o s t i c  s t r a t e g i e s  f o r  t h e  e a r l y  d e t e c t i o n  o f  c l i n i c a l  changes
a s s o c i a t e d  wi th  UDDM 

o effect o f  IDDM and N I D D M  on p e n i l e  e r ec t i l e  t i s s u e  

o 	 effect  o f  IDDM and N I D D M  on t h e  u r i n a r y  b l a d d e r  muscula ture ,
uro the l ium,  and nervous i n n e r v a t i o n  

o 	 g e n e t i c ,  mo lecu la r t  c e l l u l a r ,  and immunological a b n o r m a l i t i e s  
a s s o c i a t e d  wi th  d i a b e t e s  m e l l i t u s  as expres sed  i n  u r o l o g i c a l
t i s s u e s  

o d i a b e t e s  m e l l i t u s  and u r i n a r y  t r a c t  i n f e c t i o n s  

o 	 s e x u a l  d i f f e r e n c e s  i n  t h e  e f fec t  o f  d i a b e t e s  m e l l i t u s  on t h e  
b l adde r ,  i n c l u d i n g  t h e  r o l e  o f  hormones i n  t h e s e  d i f f e r e n c e s  

o racial  d i f f e r e n c e s  i n  UDDM 

SPECIAL INSTRUCTIONS TO APPLICANTS REGARDING IMPLEMENTATION OF N I H  POLICIES 

CONCERNING INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL RESEARCH STUDY 

POPULATIONS 


N I H  and ADAMHA p o l i c y  is t h a t  a p p l i c a n t s  f o r  NIH/ADAMHA 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  be  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  

per sons  a t  r i s k  o f  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 tudy ;  s p e c i a l 

emphasis should  be p l aced  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  diseases ,  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  a f f e c t  

them. T h i s  p o l i c y  i s  in t ended  t o  apply  t o  males and females o f  a l l  ages .  If 

women o r  m i n o r i t i e s  are excluded o r  inadequa te ly  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 populat ion-based s t u d i e s ,  a c lear  

compel l ing  r a t i o n a l e  should  be  provided .  


The composi t ion o f  t h e  proposed s t u d y  popu la t ion  must be  d e s c r i b e d  i n  terms of 

gender  and r a c i a l l e t h n i c  group.  I n  a d d i t i o n ,  genderand sample s i z e 
should  be  addres sed  i n  deve loping  a r e s e a r c h  des ign  and r a c i a l / e t h n i c  i s s u e s  -*.f 


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  

should  be  inc luded  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 s / o f f e r o r s  are urged 

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

r e p r e s e n t a t i o n  of minor i ty  groups .  However, N I H  r ecogn izes  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  United S t a t e s  r a c i a l / e t h n i c  minor i ty  p o p u l a t i o n s  ( i . e . , 

Nat 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 / P a c i f i c  I s l a n d e r s , .  Blacks ,  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  minor i ty  p o p u l a t i o n  groups  should  be 

provided .  


1 

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 e g i e 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  no 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  concern ing  r e s e a r c h  on human s u b j e c t s  a l s o  app ly . 

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 exc luded .  However, eve ry  e f f o r t  should  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 i s  

impor tan t  t o  app ly  t h e  r e s u l t s  o f  t h e  s tudy  b road ly ,  and t h i s  should  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  minor i ty  d i f f e r s  i n  o t h e r  c o u n t r i e s ,  t h e  a p p l i c a n t  must d i s c u s s  

t h e  r e l e v a n c e  o f  r e s e a r c h  invo lv ing  f o r e i g n  popu la t ion  groups t o  t h e  United 

S t a t e s '  p o p u l a t i o n s ,  i n c l u d i n g  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  con ta ined  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  be  r e t u r n e d .  


Peer  r ev iewers  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  i s  inadequate  t o  answer t h e  s c i e n t i f i c  
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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 tudy  p o p u l a t i o n
is  inadequate ,  it w i l l  be cons ide red  a s c i e n t i f i c  weakness or d e f i c i e n c y  i n  
t h e  s t u d y  des ign  and w i l l  be 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  for c l i n i c a l  r e s e a r c h  submi t ted  t o  N I H  are r e q u i r e d  t o
,.f a d d r e s s  t h e s e  p o l i c i e s .  N I H  funding  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 no t  comply wi th  t h e s e  p o l i c i e s .  

MECHANISMS OF SUPPORT 

A p p l i c a t i o n s  i n  any o f  t h e  N I D D K  mechanisms o f  suppor t  are accep ted .
E s p e c i a l l y  encouraged are t h e  Research P r o j e c t  Grant ( R o l l ,  F i r s t  Independent
Research Support  and T r a n s i t i o n  Award (R291, Na t iona l  Research S e r v i c e  Award 
(NRSA) (F321, and C l i n i c a l  I n v e s t i g a t o r  Award ( K 0 8 ) .  

APPLICATION PROCEDURES 

A p p l i c a n t s  must u se  t h e  s t a n d a r d  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 i s e d  10/88) or t h e  a p p r o p r i a t e  f e l l o w s h i p  a p p l i c a t i o n  forms PHS 416-1 
( r e v i s e d  7/88 or 4 /89) .  These forms are a v a i l a b l e  from t h e  O f f i c e  o f  
Sponsored Research a t  most' 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 
Grants ,  Na t iona l  I n s t i t u t e s  o f  H e a l t h i ,  Westwood Bui ld ing ,  Room 449, Bethesda,
MD 2082. 

Rece ip t  d a t e s  f o r  t h e  a p p l i c a t i o n s  are l i s t e d  on t h e  forms. For new r e s e a r c h  
p r o j e c t s  (R01 and R29) t h e  d a t e s  a r e  February 1 ,  June  1 ,  and October 1 and f o r  
C l i n i c a l  I n v e s t i g a t o r  Award a p p l i c a t i o n s .  Rece ip t  d a t e s  f o r  NRSA f e l l o w s h i p
a p p l i c a t i o n s  are Janua ry  10 ,  May 10,  and September 1 0 .  

To i d e n t i f y  r e sponses  t o  t h i s  announcement, check "yes" and l i s t  t h e  t i t l e  and 
number o f  t h i s  announcement i n  i tem number 2 on t h e  face page o f  t h e  
a p p l i c a t i o n  form. U s e  t h e  ma i l ing  l a b e l  provided  i n  t h e  a p p l i c a t i o n  k i t  and 
m a i l  t h e  s igned  o r i g i n a l  and s i x  c o p i e s  t o :  

D i v i s i o n  o f  Research Gran t s  
Na t iona l  I n s t i t u t e s  o f  Hea l th  
Westwood Bu i ld ing ,  Room 240 
Bethesda,  MD 20892XX 

~ I ~ J' 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
a p p r o p r i a t e  s tudy  s e c t i o n s  comprised p r i m a r i l y  o f  non-federa l  e x p e r t s .
Secondary review w i l l  be performed by t h e  a p p r o p r i a t e  Na t iona l  Advisory
Counci l .  

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  adv i sed  t o  c a l l  or write f o r  f u r t h e r  

i n fo rma t ion  : 


Ralph L. Bain,  Ph.D. 

Act ing  D i r e c t o r ,  Urology Program

DKUHD/NIDDK 

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

Federa l  Bu i ld ing ,  Room 102 

Bethesda,  MD 20892 

Telephone: (301)  496-8248 


or 


Joan  T. Harmon, Ph.D. 

Execut ive  D i r e c t o r ,  D iabe te s  Research Program, DPB 

DDEMD, N I D D K  

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

Westwood Bu i ld ing ,  Room 622 

Bethesda,  MD 20892 

Telephone: ( 3 0 1 )  496-7731 


These programs a r e  d e s c r i b e d  i n  t h e  Cata log  o f  Fede ra l  Domestic A s s i s t a n c e  

Nos. 93.849, 93.847.  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 ,  S e c t i o n  301 (42 USC 241) and admin i s t e red  under  PHS g r a n t 

p o l i c i e s  and Fede ra l  Regu la t ions  42 CFR P a r t  52 and 45 CFR P a r t  74. Th i s  

program is not  subject t o  Heal th  Systems Agency review. 


XETHE MAILING ADDRESS GIVEN FOR SENDING APPLICATIONS TO THE DIVISION OF 

RESEARCH GRANTS OR CONTACTING PROGRAM STAFF I N  THE WESTWOOD'BUILDING I S  THE 


'-4 	CENTRAL MAILING ADDRESS FOR THE NATIONAL INSTITUTES OF HEALTH. APPLICANTS WHO 
USE EXPRESS MAIL OR A COURIER SERVICE ARE ADVISED TO FOLLOW THE CARRIER'S 
REQUIREMENTS FOR SHOWING A STREET ADDRESS. THE ADDRESS FOR THE WESTWOOD 
BUILDING IS: 5333 Westbard Avenue, Bethesda,  MD 20816 
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NOTICE OF MEETING 

NATIONAL WORKSHOPS ON "PROTECTION OF HUMAN SUBJECTS" 

P.T. 42; K.W. 0783005 

Nat iona l  I n s t i t u t e s  o f  Hea l th  
Food and Drug Admin i s t r a t ion  

The Na t iona l  I n s t i t u t e s  o f  Heal 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  of  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  of  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 wi th  an i n t e r e s t  i n  r e s e a r c h  invo lv ing  human s u b j e c t s .  The 
meet ings  should  be  of  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  as  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 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  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 .  MIDEAST WORKSHOP 

DATES: March 4-5, 1991 

WORKSHOP SITE: 

Fr iday  Center  

Laure 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  

300 Bvnum 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 


REGISTRATION CONTACT: 

Mr. A 1  Dawson 

D i r e c t o r  

Fr iday  Center  

Laure l  H i l l  Parkwav 

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  Fede ra l  Code f o r  t h e  P r o t e c t i o n  o f  Human Sub jec t s "  

11. 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 : 

Un i v e r  s ity o f  Chicago 

970 E a s t  5 8 t h  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 

95th S t r e e t  a t  King Dr ive  

Chicago, I L  60628 


REGISTRATION CONTACT: 

M r .  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 Admin i s t r a t ion  

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

970 E a s t  5 8 t h  S t r e e t  

Chicago, I L  60637 

Telephone: (312)  702-8669 


N I H  GUIDE - Vol. 20, No. 6 ,  February  8 ,  1991 - Page 20 



*IrJ 

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 i o n "  


NIHIFDA 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  : 


Darlene Marie Ross 

Execut 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 Sub jec 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 sks  

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

9000 Rockv i l l e  P ike  

Bui ld ing  31, Room 5B59 

Bethesda,  MD 20892 

Telephone: (301) 496-8101 


ZXTHE 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  IS :  

5333 Westbard Avenue 
Bethesda,  Maryland 20816 

*U~S~G.P.O:1991-281-826:20032 
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