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NOTICES 

CONFERENCE: FOSTERING SCIENTIFIC INTEGRITY I N  BIOMEDICAL RESEARCH 

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

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

The Na t iona l  I n s t i t u t e s  o f  Heal th  ( N I H ) ,  t h e  Assoc ia t ion  o f  American Medical 
Col leges ,  and Washington U n i v e r s i t y  School of 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  wi th  an  i n t e r e s t  i n  f o s t e r i n g  t h e  i n t e g r i t y  o f  
s c i e n t i s t s .  The g o a l s  o f  t h e  workshop are t o  d i s c u s s  t h e  scope o f  t h e  problem
of 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  
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 th  a l l e g a t i o n s  of  f r aud ,  p l ag ia r i sm o r  o t h e r  

d 	unacceptab le  s c i e n t i f i c  practices;  t o  d i s c u s s  any special  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  wi th  Indus t ry /Un ive r s i ty  t i es ;  and tQd 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  add res 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 

S I T E :  The Adams Mark Hotel, St. 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) 

NATIONAL EPIDERMOLYSIS BULLOSA REGISTRY - C L I N I C A L  COORDINATING CENTER 

RFP AVAILABLE: RFP-NIH-NIAMS-91-1 

P.T. 0 4 ;  K.W. 0780030, 0785045, 0755018 

Na t iona l  I n s t i t u t e  o f  A r t h r i t i s  and Musculoske le ta l  and Skin  Diseases 

The Na t iona l  I n s t i t u t e  o f  A r t h r i t i s  and Musculoske le ta l  and Skin  Diseases 
(NIAMS) h a s  a requirement  f o r  t h e  c o n t i n u a t i o n  o f  a C l i n i c a l  Coordina t ing
Center  f o r  t h e  Na t iona l  Epidermolys is  Bu l losa  R e g i s t r y .  The Na t iona l  
Epidermolys is  Bullosa Registry (NEBR) t h a t  will consist o f  one ( 1 )  C l i n i c a l  
Coordina t ing  Center  and f o u r  ( 4 )  C l i n i c a l  S i t e s ,  i s  aimed a t  sea rch ing  f o r  t h e  
b a s i c  d e f e c t ,  improving methods o f  d i agnos i s ,  and developing e f f e c t i v e  methods 
i n  t r e a t m e n t  and p reven t ion .  The NEBR w i l l  con t inue  t o :  ( 1 )  develop a r o s t e r  

*-J 	 of  we l l - cha rac t e r i zed  p a t i e n t s  w i th  t h e  d i f f e r e n t  forms of  Epidermolysis
Bu l losa  ( E B ) .  S e l e c t e d  p a t i e n t s  w i l l  b e  r eques t ed  t o  c o n t r i b u t e  specimens and 
t o  be  fol lowed as p a r t  o f  d i a g n o s t i c ,  r e s e a r c h ,  and i n  some cases t h e r a p e u t i c ,  
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p r o t o c o l s ;  (2) determine  wi th  accuracy  and p r e c i s i o n  t h e  inc idence  and 

preva lence  o f  d i s e a s e  by c l i n i c a l  g e n e t i c  t y p e  i n  a s u f f i c i e n t l y  broad 

geographic  r eg ion  t o  permi t  e x t r a p o l a t i o n  of  d a t a  t o  t h e  United S t a t e s  as a 

whole; (3) i n c r e a s e  in fo rma t ion  on g e n e t i c s ,  p a r t i c u l a r l y  f ami ly  p a t t e r n s  o r  

s p o r a d i c  occurrence  o f  d i s e a s e ,  i nc lud ing  pene t r ance  and s e v e r i t y ;  ( 4 )  assess 

d i s e a s e  d i s t r i b u t i o n  geograph ica l ly ,  t o  s e a r c h  f o r  c l u s t e r s  and p a t t e r n s  and 

assess t h e  s o c i e t a l  and economic impact o f  t h e  d i s e a s e ;  (5 )  develop a pool  of 

p a t i e n t s  o f  t h e  same g e n e t i c  t y p e  from a wide v a r i e t y  o f  s t u d i e s  on 

pa thogenes i s  and g e n e t i c s  o f  EB, i n c l u d i n g  suppor t  f o r  t h e  banking o f  

a p p r o p r i a t e  t i s s u e  specimens; and ( 6 )  f o s t e r  and suppor t  w e l l  des igned  and 

w e l l  executed  c l i n i c a l  t r i a l s  o f  new t h e r a p e u t i c  i n t e r v e n t i o n s  i n  c a r e f u l l y 

s e l e c t e d  groups o f  p a t i e n t s  w i th  one o r  ano the r  form o f  EB. 


The r e s p o n s i b i l i t i e s  o f  t h e  C l i n i c a l  Coordina t ing  Center  are p r i m a r i l y  t h e  

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

l esser  degree ,  t h e  hand l ing  o f  t h e  raw d a t a .  Performance o f  t h e  pr imary 

f u n c t i o n s  o f  t h e  C l i n i c a l  Coordina t ing  Center ,  bo th  a t  t h e  t i m e  o f  t h e  award 

and dur ing  t h e  c o n t r a c t  pe r iod ,  w i l l  r e q u i r e  e x t e n s i v e  and con t inu ing  hands-on 

involvement i n  t h e  c l i n i c a l  l a b o r a t o r y  and b a s i c  s c i e n c e  a s p e c t s  o f  EB. It is  

necessa ry  t h a t  t h e  C l i n i c a l  Coordina t ing  Center  be l o c a t e d  a t  one o f  t h e  

C l i n i c a l  S i t e s .  ( O f f e r o r s  t o  t h i s  s o l i c i t a t i o n  must a l s o  submit p roposa l s  i n  

response  t o  RFP No. NIH-NIAMS-91-4, "Nat iona l  Epidermolys is  Bu l losa  R e g i s t r y  -

C l i n i c a l  S i t e s " ,  pub l i shed  i n  t h i s  i s s u e  o f  t h e  N I H  Guide f o r  G r a n t s  and 

C o n t r a c t s . )  


T h i s  Request f o r  P roposa l s ,  RFP No. NIH-NIAMS-91-1, w i l l  be  a v a i l a b l e  on o r  

about  March 22, 1991, w i th  a c l o s i n g  d a t e  s e t  f o r  May 6, 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 )  se l f - addres sed  ma i l ing 

l a b e l s .  Requests  f o r  t h e  RFP should  be s e n t  t o  t h e  fo l lowing  addres s :  


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

Cont rac t s  Management Branch 

Nat iona l  I n s t i t u t e  o f  A r t h r i t i s  and Musculoske le ta l  and Skin  Diseases 

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


NATIONAL EPIDERMOLYSIS BULLOSA REGISTRY - CLINICAL SITES 


RFP AVAILABLE: RFP-NIH-NIAMS-91-4 


P.T. 04; K.W. 0780030, 0785045, 0755018 


Nat iona l  I n s t i t u t e  o f  A r t h r i t i s  and Musculoske le ta l  and Skin  Diseases 


The Na t iona l  I n s t i t u t e  of A r t h r i t i s  and Musculoske le ta l  and Skin  Diseases 
(NIAMS) h a s  a requirement  f o r  t h e  c o n t i n u a t i o n  o f  C l i n i c a l  S i t e s  f o r  t h e  
Na t iona l  Epidermolys is  Bu l losa  R e g i s t r y .  The Na t iona l  Epidermolysis  Bu l losa  
R e g i s t r y  (NEBR),  which w i l l  c o n s i s t  of one ( 1 )  C l i n i c a l  Coordina t ing  Center  
and f o u r  ( 4 )  C l i n i c a l  S i t e s ,  i s  aimed a t  sea rch ing  f o r  t h e  b a s i c  d e f e c t ,
improving methods o f  d i a g n o s i s ,  and developing  e f f e c t i v e  methods i n  t rea tment  
and p reven t ion .  The NEBR w i l l  be  cont inued  t o :  ( 1 )  develop a r o s t e r  o f  w e l l  
c h a r a c t e r i z e d  p a t i e n t s  w i th  t h e  d i f f e r e n t  forms o f  Epidermolys is  Bu l losa  ( E B ) .
S e l e c t e d  p a t i e n t s  w i l l  b e  r eques t ed  t o  c o n t r i b u t e  specimens and t o  be fo l lowed 
as p a r t  o f  d i a g n o s t i c ,  r e s e a r c h ,  and i n  some cases t h e r a p e u t i c ,  p r o t o c o l s ;  (2)
determine  wi th  accuracy  and p r e c i s i o n  t h e  inc idence  and p reva lence  o f  d i s e a s e  
by c l i n i c a l  g e n e t i c  t y p e  i n  a s u f f i c i e n t l y  broad geographic  r e g i o n  t o  permi t
e x t r a p o l a t i o n  of d a t a  t o  t h e  United S t a t e s  as a whole; (3) i n c r e a s e  
in fo rma t ion  on g e n e t i c s ,  p a r t i c u l a r l y  f ami ly  p a t t e r n s  o r  s p o r a d i c  occurrence  
o f  d i s e a s e ,  i n c l u d i n g  pene t r ance  and s e v e r i t y ;  ( 4 )  assess d i s e a s e  d i s t r i b u t i o n  
geograph ica l ly ,  t o  s e a r c h  f o r  c l u s t e r s  and p a t t e r n s  and assess t h e  s o c i e t a l  
and economic impact o f  t h e  d i s e a s e ;  ( 5 )  develop a pool  o f  p a t i e n t s  o f  t h e  same 
g e n e t i c  t y p e  f o r  a wide v a r i e t y  of  s t u d i e s  on pa thogenes i s  and g e n e t i c s  of  EB,
i n c l u d i n g  suppor t  f o r  t h e  banking o f  a p p r o p r i a t e  t i s s u e  specimens; and ( 6 )
f o s t e r  and suppor t  wel l -designed and wel l -executed c l i n i c a l  t r i a l s  o f  new 
t h e r a p e u t i c  i n t e r v e n t i o n s  i n  c a r e f u l l y  s e l e c t e d  groups o f  p a t i e n t s  wi th  one o r  
ano the r  form o f  EB. The C l i n i c a l  S i t e s  w i l l  be r e s p o n s i b l e  f o r  d i r e c t  c o n t a c t  
w i th  EB p a t i e n t s  and f o r  t h e i r  enro l lment  i n  t h e  r e g i s t r y .  T h i s  w i l l  i n c l u d e  
s t a n d a r d i z e d  h i s t o r y ,  p h y s i c a l  examinat ion,  g e n e r a l  l a b o r a t o r y  examinat ion,
and t h o s e  s p e c i a l i z e d  s t u d i e s  r e q u i r e d  f o r  EB d i a g n o s i s .  Determina t ion  o f  t h e  
s t u d i e s  r e q u i r e d  f o r  t h e  d i a g n o s i s  of  EB and its subgroups w i l l  b e  t h e  
r e s p o n s i b i l i t y  o f  t h e  o f f e r o r s .  C l i n i c a l  s i t es  w i l l  be  r e s p o n s i b l e  f o r  t h e  
conduct o f  c l i n i c a l  t r i a l s  and f o r  t h e  submission o f  t i s s u e  specimens from 
a p p r o p r i a t e  p a t i e n t s  f o r  t i s s u e  banking.  (The C l in i ca l  Coordina t ing  Center  
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must be l o c a t e d  a t  a C l i n i c a l  S i t e .  P l ease  refer t o  RFP No. NIH-NIAMS-91-1,
pub l i shed  i n  t h i s  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 . )  The 
i n s t i t u t e  p l a n s  t o  make f o u r  awards from t h i s  s o l i c i t a t i o n .  

T h i s  Request f o r  Proposa ls ,  RFP No. NIH-NIAMS-91-4, w i l l  b e  a v a i l a b l e  on o r  
about  March 22, 1991, wi th  a c l o s i n g  d a t e  set  f o r  May 6 ,  1991. To r e c e i v e  a 

'I-' 	 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) se l f - addres sed  mai l ing
l a b e l s .  S ince  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 i r s t - come- f i r s t - se rved  b a s i s  u n t i l  t h e  supply  is exhaus ted .  
Requests  f o r  t h e  RFP should  be s e n t  t o  t h e  fo l lowing  addres s :  

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

Cont rac t s  Management Branch 

Nat iona l  I n s t i t u t e  o f  A r t h r i t i s  and Musculoske le ta l  and Skin  Diseases 

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


EVENT RECORDINGS OF H I G H  RISK INFANTS ON APNEA MONITORS 


RFA AVAILABLE : HD-91-02 


P.T. 34; K.W. 0765035, 0706020, 0403020, 1004008 


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


Appl i ca t ion  Rece ip t  Date : June 10, 1991 


The Pregnancy and Pe r ina to logy  Branch (PPB) o f  t h e  Center  f o r  Research f o r  

Mothers and Ch i ld ren  (CRMC) o f  t h e  Na t iona l  I n s t i t u t e  o f  Chi ld  Heal th  and 

Human Development ( N I C H D )  i n v i t e s  a p p l i c a t i o n s  from c l i n i c a l  i n v e s t i g a t o r s  and 

s t a t i s t i c i a n s  w i l l i n g  t o  p a r t i c i p a t e  wi th  N I C H D  under a c o o p e r a t i v e  agreement

i n  a mul t i - cen te r  c o l l a b o r a t i v e  s tudy  r ega rd ing  t h e  u s e f u l n e s s  o f  home 

moni tors  i n  t h e  management o f  i n f a n t i l e  apnea.  App l i ca t ions  are sought  from 

c l i n i c a l  c e n t e r s  i n t e n d i n g  t o  p a r t i c i p a t e  as c l i n i c a l  u n i t s  i n  t h e  s tudy  and 

from i n s t i t u t i o n s  i n t e n d i n g  t o  s e r v e  as a Data Coordina t ing  and Ana lys i s 

Center .  An i n s t i t u t i o n  may apply  f o r  e i t h e r  f u n c t i o n  o r  b o t h .  


The P u b l i c  Heal th  S e r v i c e  is  committed t o  ach iev ing  t h e  h e a l t h  promotion and 

d i s e a s e  p reven t ion  o b j e c t i v e s  of  Heal thy People  2000,  a PHS-led n a t i o n a l  

a c t i v i t y .  T h i s  Request f o r  App l i ca t ions  (RFA), "Event Recordings o f  High R i s k  

I n f a n t s  on Apnea Monitors ,"  i s  r e l a t e d  t o  t h e  p r i o r i t y  area o f  "Maternal and 

I n f a n t  Heal th ."  P o t e n t i a l  a p p l i c a n t s  may o b t a i n  a copy o f  "Healthy People 

2000" ( F u l l  Report :  S tock  No. 017-001-00474-0) o r  IlHealthy People  2000" 

(Summary Report :  S tock  No. 017-001-00473-1) th rough t h e  Super in tendent  of 

Documents, Government P r i n t i n g  Office, Washington, D . C .  20402-9325 ( t e l ephone 

202-783-3238). 


BACKGROUND 

Each yea r  between 6,000 and 7,000 i n f a n t s  i n  t h e  United S t a t e s  d i e  wi th  a 
d i a g n o s i s  o f  Sudden I n f a n t  Death Syndrome (SIDS). SIDS is  de f ined  as t h e  
"sudden d e a t h  o f  a n  i n f a n t  o r  young c h i l d ,  which is  unexpected by h i s t o r y ,  and 
i n  which a thorough postmortem examinat ion f a i l s  t o  demonstrate  an adequate  
cause  of death ."  

I n  o r d e r  t o  conduct an i n v e s t i g a t i o n  o f  whether i n f a n t i l e  apnea monitors  are 
o b t a i n i n g  a p p r o p r i a t e  d a t a  t o  i d e n t i f y  and d e s c r i b e  l i f e - t h r e a t e n i n g  even t s ,  
w e  must s tudy  a subpopula t ion  o f  i n f a n t s  who have been diagnosed as "at  r i s k "  
f o r  sudden d e a t h .  These i n f a n t s ,  f o r  whom home moni tor ing  o f  r e s p i r a t i o n  and 
h e a r t  ra te  is  medica l ly  i n d i c a t e d ,  i nc lude :  premature i n f a n t s  who have apnea 
a t  t i m e  o f  d i scha rge  from t h e  h o s p i t a l ,  i n f a n t s  who have exper ienced  a s e v e r e  
apparent  l i f e - t h r e a t e n i n g  even t  (ALTE), and subsequent  s i b l i n g s  o f  SIDS 
v i c t i m s  . 
The NICHD i n t e n d s  t o  e s t a b l i s h  a network o f  c l i n i c a l  t r i a l  sites, wi th  c e n t r a l  
d a t a  management and d a t a  a n a l y s i s ,  t h a t  w i l l  e v a l u a t e  home apnea moni tor ing  i n  
h i g h - r i s k  i n f a n t s .  The s p e c i f i c  aims o f  t h e  s tudy  conducted i n  response  t o  
t h i s  s o l i c i t a t i o n  a r e  t o  o b t a i n  phys io log ic  parameters  o f  c a r d i o r e s p i r a t o r y
ep i sodes  i n  i n f a n t s  a t  r i s k  f o r  l i f e - t h r e a t e n i n g  even t s ,  improve t h e  q u a l i t y  

-/ of home monitor ing,  and de termine  compliance i n  monitor use.  
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STUDY ORGANIZATION AND SCOPE 


The NICHD w i l l  e s t a b l i s h  a network o f  approximately f i v e  c l i n i c a l  u n i t s  and a 

Data Coordina t ing  and Ana lys i s  Center  t h a t  w i l l  develop and conduct a 

s t anda rd ,  common p r o t o c o l ,  under a coope ra t ive  agreement wi th  N I C H D .  The 

c l i n i c a l  u n i t s  w i l l  have pr imary r e s p o n s i b i l i t y  f o r  enro l lment  and e v a l u a t i o n  

o f  s tudy  p a r t i c i p a n t s .  One o f  t h e  u n i t s  w i l l  s e r v e  as a C l i n i c a l  T r i a l  

Opera t ions  Center  f o r  pr imary c e n t r a l  d a t a  c o l l e c t i o n  and t o  suppor t  t h e  sites 

r ega rd ing  p r o t o c o l  implementat ion.  The Data Coordina t ing  and Ana lys i s  Center  

w i l l  have r e s p o n s i b i l i t y  f o r  d a t a  c o l l e c t i o n  and management. 


The work accomplished under t h e  coope ra t ive  agreement is  expec ted  t o  fo l low 

t h i s  g e n e r a l  o u t l i n e  ( d u r a t i o n  o f  phases  are estimates o n l y ) :  


Phase 1 (12  months):  The S t e e r i n g  Committee, composed o f  P r i n c i p a l 

I n v e s t i g a t o r s  and NICHD s t a f f ,  w i l l :  


o 	 i d e n t i f y  s tudy  o b j e c t i v e s ,  c o n s i d e r i n g  t h e  r e l e v a n t  r e s e a r c h  
ques t ions ,  and a v a i l a b l e  r e s o u r c e s .  

o develop t h e  s t anda rd  p r o t o c o l  and d a t a  forms.  

o 	 develop a s t a n d a r d  system f o r  a n a l y s i s  o f  even t  r eco rd ings  and 
polysomnograms. 

o 	 develop a da tabase  management system, wi th  pr imary i n p u t  from t h e  
Data Coordina t ing  and Ana lys i s  Center  and c o n s u l t a n t  NICHD 
s t a t i s t i c i a n s .  

o 	 adopt ldeve lop  s t a n d a r d  manuals and t r a i n i n g  programs f o r  p h y s i c i a n s
and p a r e n t s  t o  suppor t  t h e  a p p r o p r i a t e  u se  o f  t h e  moni tors  and t o  
op t imize  compliance.  

o 	 adopt /develop s tandard  au topsy ,  pathology,  and dea th  scene 
i n v e s t i g a t i o n  p r o t o c o l s  for all i n f a n t  d e a t h s  w i t h i n  t h e  f i r s t  yea r
o f  l i f e .  

The C l i n i c a l  U n i t s  and Data Coordina t ing  and Ana lys i s  Center  w i l l  e n r o l l  a 
l i m i t e d  number o f  i n f a n t s  i n  a p i l o t  t e s t  o f  t h e  p r o t o c o l  and d a t a  management 
system. 

The awardees w i l l  h i r e  and t r a i n  s ta f f  i n  p r e p a r a t i o n  f o r  p r o t o c o l
implementat ion and d a t a  management. 

The Data Coordina t ing  and Ana lys i s  Center  w i l l  develop a q u a l i t y  a s su rance  
system. 

Note: Phases  2 and 3 w i l l  r un  c o n c u r r e n t l y .  

Phase 2 (44 months):  The C l i n i c a l  Un i t s  w i l l  e v a l u a t e  and e n r o l l  p a t i e n t s
i n t o  t h e  p r o t o c o l .  Every e f f o r t  w i l l  be  made t o  e n r o l l  minor i ty  popu la t ions .
The u n i t s  w i l l  c o l l e c t  d a t a  wi th  adequate  a t t e n t i o n  t o  t h e  f i d e l i t y  o f  r e c o r d s  
and w i l l  p rovide  informat ion  i n  uniform d a t a  format  f o r  a n a l y s i s .  The Data 
Coordina t ing  and Ana lys i s  Center w i l l  implement t h e  d a t a  coord ina t ion  and 
q u a l i t y  a s su rance  systems and p rov ide  d a t a  summaries t o  t h e  S t e e r i n g  Committee 
as determined by t h e  p r o t o c o l .  

Phase 3 ( 3 0  months):  Based on r e p o r t s  o f  t h e  aggrega ted  d a t a ,  and 
recommendations o f  t h e  Data S a f e t y  and Monitor ing Board (DSMB), t h e  S t e e r i n g
Committee w i l l  d ec ide  t o  modify t h e  p r o t o c o l  o r  determine t h e  need t o  
t e r m i n a t e  t h e  s tudy  because t h e  d a t a  i s  s u f f i c i e n t  t o  meet t h e  o b j e c t i v e s  o f  
t h e  p r o t o c o l .  (The DSMB w i l l  be  empowered t o  ove r see  t h e  s a f e t y  o f  t h e  
s tudy .  1 

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

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
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
popu la t ions .  If women o r  m i n o r i t i e s  are n o t  adequa te ly  r e p r e s e n t e d  i n  t h e  
s tudy  popu la t ions  f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c  j u s t i f i c a t i o n  f o r  t h i s  
exc lus ion  o r  inadequate  r e p r e s e n t a t 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.  

MECHANISM OF SUPPORT - Terms  o f  t h e  Agreement 

The funding  mechanism t o  be used t o  assist t h e  s c i e n t i f i c  community i n  
unde r t ak ing  t h i s  system o f  c l i n i c a l  i n v e s t i g a t i o n  w i l l  be  a coope ra t ive  
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agreement between t h e  p a r t i c i p a t i n g  u n i t s  and N I C H D .  The major d i f f e r e n c e  
between a coope ra t ive  agreement and a r e sea rch  g r a n t  is t h a t  t h e r e  w i l l  be 
s u b s t a n t i a l  programmatic involvement of  N I C H D  s ta f f  above and beyond t h e  
l e v e l s  r equ i r ed  f o r  t r a d i t i o n a l  program management o f  g r a n t s .  A l l  p a r t i e s
w i l l  ag ree  t o  accep t  t h e  coord ina t ing  r o l e  of  t h e  group and t h e  p a r t i c i p a t o r y
and coope ra t ive  n a t u r e  of  t h e  group p rocess .  Up t o  $ 1,500,000 i n  d i r e c t  
c o s t s  has  been set  a s i d e  f o r  t h e  f irst  yea r  of t h e s e  Cooperat ive Agreements, 

‘m-. 	 and it i s  a n t i c i p a t e d  t h a t  f i v e  mer i to r ious  a p p l i c a t i o n s ,  i nc lud ing  t h e  Data 
Coordinat ing and Analys is  Center ,  w i l l  be funded. 

The s p e c i a l  t e rms  of  Award of  Cooperat ive Agreement are i n  a d d i t i o n  t o ,  and 

n o t  i n  l i e u  of, otherwise  a p p l i c a b l e  OMB a d m i n i s t r a t i v e  g u i d e l i n e s ,  DHHS g r a n t 

a d m i n i s t r a t i o n  r e g u l a t i o n s  a t  45 CFR P a r t  74, and o t h e r  DHHS, PHS, and N I H  

g r a n t  a d m i n i s t r a t i o n  p o l i c i e s .  The N I C H D  review procedure i n  no way a f f e c t s  

t h e  r i g h t  of a r e c i p i e n t  of a coope ra t ive  agreement t o  appea l  an adverse  

de te rmina t ion  under t h e  terms o f  PHS r e g u l a t i o n s  a t  42 CFR P a r t  50, Subpart  D, 

and DHHS r e g u l a t i o n s  a t  45 CFR P a r t  16. Business  management a s p e c t s  of  t h e s e  

awards w i l l  be adminis te red  by t h e  N I C H D  Grants  Management Branch i n  

accordance with DHHS, PHS, and N I H  g r a n t  a d m i n i s t r a t i o n  requi rements .  


ADDITIONAL INFORMATION 


P o t e n t i a l  a p p l i c a n t s  should o b t a i n  a d e t a i l e d  RFA from: 


Marian Wi l l inge r ,  Ph.D. 

Heal th  S c i e n t i s t  Adminis t ra tor  

Pregnancy and Pe r ina to logy  Branch 

Center  f o r  Research f o r  Mothers and Chi ldren  

Nat iona l  I n s t i t u t e  of  Chi ld  Heal th  and Human Development

Execut ive P laza  North,  Room 643 

Bethesda, MD 20892 

Telephone: (301) 496-5575 


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

t o  : 


Douglas Shawver 

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

Grants  Management Branch 

Office of  Grants  and Con t rac t s  

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


4 	 Execut ive P laza  North, Room 505 
Bethesda, MD 20892 
Telephone: (3011 496-1303 

This  program i s  desc r ibed  i n  t h e  Catalog o f  Fede ra l  Domestic Ass i s t ance  No. 
93.865, Research f o r  Mothers and Chi ldren .  Awards w i l l  be  made under t h e  
a u t h o r i t y  of  t h e  Pub l i c  Heal th  Se rv ice  A c t ,  Sec t ion  301 (42 usc241)D and 
adminis te red  under PHS g r a n t  p o l i c i e s  and Federa l  Regula t ions  42 CFR P a r t  52 
and 45 CFR P a r t  74. This  program is no t  s u b j e c t  t o  review under t h e  
in te rgovernmenta l  review requi rements  of  Execut ive Order 12372 or Health 
Systems Agency review. 

fi 

DISORDERS 

RFA AVAILABLE: MH-91-04 

P.T. 34; K.W. 0720005, 0715072, 0745020, 0745060, 0745070 

Nat iona l  I n s t i t u t e  of Mental Heal th  

App l i ca t ion  Rece ip t  Date: May 22, 1991 

The Nat iona l  I n s t i t u t e  o f  Mental Heal th  seeks  a p p l i c a t i o n s  f o r  programs of  
shor t - te rm (no t  t o  exceed 5 days’ d u r a t i o n )  con t inu ing  educa t ion .  Each 
program w i l l  be c a r r i e d  ou t  a t  m u l t i p l e  l o c a t i o n s  and w i l l  p rovide  con t inu ing
educa t ion  f o r  primary care p r o v i d e r s  and mental  h e a l t h  p r o f e s s i o n a l s .  Th i s  
i n i t i a t i v e  is  in tended  t o  provide  f o r  t h e  development o f  e f f e c t i v e  t r a i n i n g
t h a t  w i l l  g ive  primary c a r e  p r o v i d e r s  and mental  h e a l t h  p r o f e s s i o n a l s  a 
d i d a c t i c  and e x p e r i e n t i a l  program t o  i n c r e a s e  t h e i r  c a p a c i t y  t o  recognize ,
diagnose,  and t r e a t  c l i n i c a l  dep res s ion  e f f e c t i v e l y ,  i n  a manner a p p r o p r i a t e  
t o  t h e i r  d i s c i p l i n e .  

App l i ca t ions  may be submi t ted  by a department o f  p s y c h i a t r y  i n  or a s s o c i a t e d  
I”wi th  a school  of medicine or a f r ee - s t and ing  mental  h e a l t h  i n s t i t u t i o n  wi th  an 

approved p s y c h i a t r y  r e s idency  program, a univers i ty-based  department of  
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psychology o r  a school  o f  p r o f e s s i o n a l  psychology, a c o l l e g e  or u n i v e r s i t y 

school  o f  n u r s i n g  which o f f e r s  a g radua te  program i n  p s y c h i a t r i c  nu r s ing ,  o r  a 

school  o f  s o c i a l  work wi th  a g radua te  program. 


The mechanism o f  suppor t  f o r  t h e s e  awards w i l l  b e  t h e  Continuing Educat ion 

Grants  (T15) .  The p e r i o d  o f  suppor t  is up t o  3 yea r s ,  a l though no f i r m  

commitment can be  made beyond t h e  first y e a r .  Therefore ,  a c t i v i t i e s  i n  t h e  

first  yea r  must be  s i g n i f i c a n t  w i th  a minimum o f  s i x  programs provided  a t  s i x  

d i f f e r e n t  s i t es  i n  each g r a n t  y e a r .  It is  expec ted  t h a t  up t o  f o u r  awards may

be made i n  f i s ca l  yea r  1991, each award n o t  t o  exceed $125,000 t o t a l  c o s t s  p e r 

award i n  f i s ca l  yea r  1991. 


The r e c e i p t  d a t e  f o r  a p p l i c a t i o n s  is May 22, 1991. I t  is sugges ted  t h a t  

p o t e n t i a l  a p p l i c a n t s  send a b r i e f  l e t t e r  o f  t h e i r  i n t e n t i o n  t o  Harold 

Golds t e in  (see below).  Dr. Golds t e in  i s  a l s o  a v a i l a b l e  f o r  c o n s u l t a t i o n s  on 

program development, e l i g i b i l i t y ,  and f i s ca l  and a d m i n i s t r a t i v e  matters, 

c o n t a c t :  


Harold Go lds t e in ,  Ph.D. 

D i r e c t o r  o f  T ra in ing ,  D/ART Program

Preven t ion  Research Branch 

Div i s ion  o f  C l i n i c a l  Research 

Nat iona l  I n s t i t u t e  of  Mental Heal th  

Parklawn Bui ld ing ,  Room 14C-02 

5600 F i s h e r s  Lane 

Rockv i l l e ,  MD 20857 

Telephone: (301) 443-4140 


SHORT-TERM GRANTS FOR TRAINING MEDICAL STUDENTS I N  THE DIAGNOSIS AND TREATMENT 

OF DEPRESSIVE DISORDERS 


RFA AVAILABLE: MH-91-05 


P.T. 34; K.W. 0720005, 0715072, 0745020, 0745060, 0745070 


Nat iona l  I n s t i t u t e  of Mental Heal th  


Letter of I n t e n t  Rece ip t  Date: May 1 ,  1991 

Appl i ca t ion  Rece ip t  Date: May 22, 1991 


The Na t iona l  I n s t i t u t e  of Mental Heal th  r e q u e s t s  a p p l i c a t i o n s  from medical  

schoo l s  t o  develop and implement t r a i n i n g  o f  p r e d o c t o r a l  medical s t u d e n t s  i n  

t h e  d i a g n o s i s  and t r ea tmen t  o f  c l i n i c a l  dep res s ion  acco rd ing  t o  a b a s i c  

curr icu lum p resen ted  i n  t h i s  r e q u e s t  f o r  a p p l i c a t i o n s .  Support  is a v a i l a b l e  

f o r  t h e  d e t a i l e d  development of  t h i s  cur r icu lum,  i t s  implementat ion,  and 

e v a l u a t i o n  o f  i t s  e d u c a t i o n a l  e f f e c t i v e n e s s .  The g o a l  o f  t h e  t r a i n i n g  i s  t o  

p r e p a r e  medical  s t u d e n t s  t o  d e a l  w i th  d e p r e s s i v e  d i s o r d e r s  as t h e s e  d i s o r d e r s  

appear  i n  medical  s e t t i n g s .  


Appl i ca t ions  may be submi t ted  by a c c r e d i t e d  schoo l s  o f  medicine and 

os teopathy ,  w i th  a s p e c i a l  i n t e r e s t  i n  a p p l i c a t i o n s  from departments  o f  fami ly 

medicine,  i n t e r n a l  medicine,  o b s t e t r i c s  and gynecology, and o t h e r  

n o n p s y c h i a t r i c  s p e c i a l t i e s .  


The mechanism o f  suppor t  f o r  t h e s e  awards w i l l  be  t h e  Continuing Educat ion 

Grants  (T15) .  The p e r i o d  o f  suppor t  is 1 y e a r .  It i s  expec ted  t h a t  up t o  10 

awards w i l l  be made, each award n o t  t o  exceed $15,000 t o t a l  c o s t s  p e r  award. 

To q u a l i f y  f o r  f i s c a l  y e a r  1991 funding,  a p p l i c a t i o n s  must be submi t ted  f o r  

t h e  r e c e i p t  d a t e  of May 22, 1991. 


It is sugges ted  t h a t  a l e t te r  of i n t e n t i o n  be  s e n t  t o  Harold Go lds t e in ,  Ph.D.,

D i r e c t o r  f o r  T ra in ing ,  D/ART, t o  be r ece ived  by May 1 ,  1991, a t  t h e  addres s  

below. For q u e s t i o n s  o f  e l i g i b i l i t y ,  f i s c a l  and a d m i n i s t r a t i v e  matters and 

f o r  assistance i n  deve loping  a p p l i c a t i o n s ,  p r o s p e c t i v e  a p p l i c a n t s  should  

c o n s u l t  D r .  Go lds t e in .  H i s  ma i l ing  addres s  i s :  


Preven t ion  Research Branch 

Div i s ion  of C l i n i c a l  Research 

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

Parklawn Bu i ld ing ,  Room 14C-02 

5600 F i s h e r s  Lane 

Rockv i l l e ,  MD 20857 

Telephone: (301) 443-4140 
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COOPERATIVE CLINICAL STUDIES FOR THE TREATMENT OF COGNITIVE IMPAIRMENT AND 
J3EHAVIORAL DISORDERS ASSOCIATED WITH ALZHEIMER'S DISEASE 

RFA AVAILABLE: AG-91-10 

P.T. 34; K . W .  0715180, 0414005, 0715020, 0795005, 0740020 
W 

Nat iona l  I n s t i t u t e  on Aging 

Letter of  I n t e n t  Rece ip t  Date: A p r i l  1 ,  1991 
Appl ica t ion  Rece ip t  Date: May 21, 1991 

BACKGROUND 

The Nat iona l  I n s t i t u t e  on Aging ( N I A )  is i n v i t i n g  coope ra t ive  agreement ( U O 1 )
a p p l i c a t i o n s  from e s t a b l i s h e d  c l i n i c a l  i n v e s t i g a t o r s  t o  organize  and conduct 
m u l t i - s i t e  c l i n i c a l  s t u d i e s  on t h e  e f f i c a c y  of a number of  compounds i n  
ame l io ra t ing  c o g n i t i v e  impairment and non-cognit i v e  behav io ra l  d i s o r d e r s  of  
Alzheimer's  d i s e a s e .  Each a p p l i c a n t  should organize  a group of  i n v e s t i g a t o r s
and i n s t i t u t i o n s  t h a t  is  capable  of s c reen ing  and c l i n i c a l l y  e v a l u a t i n g
compounds t o  determine t h o s e  t h a t  should be s t u d i e d  i n  more formal and 
ex tens ive  double-bl ind c l i n i c a l  t r i a l s .  The U.S. Congress, as p a r t  o f  t h e  
F i s c a l  Year 1991 a p p r o p r i a t i o n  f o r  N I A ,  mandated t h a t  N I A  "explore  new 
t r ea tmen t  and management methods, i nc lud ing  t e s t i n g  promising drugs  such as 
nerve growth f a c t o r  and a c e t y l c a r n i t i n e ,  t h a t  could safely and e f f e c t i v e l y
slow o r  r e v e r s e  t h e  symptoms of  Alzheimer's  d i sease . "  

RESEARCH OBJECTIVES AND SCOPE 

The o b j e c t i v e  of  t h i s  Request f o r  App l i ca t ions  (RFA) is t o  suppor t  coope ra t ive
c l i n i c a l  s t u d i e s  t o  e v a l u a t e  a number of  compounds f o r  e f f i c a c y  i n  t r e a t i n g
t h e  symptoms of  Alzheimer's  d i s e a s e  and select  t h e  compounds t h a t  should go on 
t o  f u l l - s c a l e  c l i n i c a l  t r i a l s .  Because o f  t h e  need f o r  a l a r g e  and d i v e r s e  
base  f o r  p a t i e n t  r ec ru i tmen t  and s tudy ,  it is  expected t h a t  t h e r e  w i l l  be one 
a p p l i c a n t  s i t e  wi th  a number of  coopera t ing  s i tes  t o  be suppor ted  by
subcon t rac t  o r  consort ium agreements.  App l i ca t ions  must c o n t a i n  a C l i n i c a l  
Data Coordinat ing Center  t o  provide  d a t a  management, r e p o r t i n g  s e r v i c e s ,  d a t a  
a n a l y s i s ,  and o v e r a l l  s tudy  coord ina t ion  and management. 

MECHANISM OF SUPPORT 
b d 

The award w i l l  be  made as a COOPERATIVE AGREEMENT (UOl). N I A ,  i n  awarding t h e  
Cooperat ive Agreement, a n t i c i p a t e s  s u b s t a n t i a l  involvement of  a des igna ted
Program Adminis t ra tor  du r ing  performance of  t h e  award. It is  a n t i c i p a t e d  t h a t  
one award w i l l  be  made f o r  up t o  $3,250,000 t o t a l  c o s t  pe r  yea r  f o r  up t o  5 
y e a r s .  The s t a r t  d a t e  w i l l  be on o r  be fo re  September 30,  1991. 

APPLICATION AND REVIEW PROCEDURES 

I n  p repa r ing  a p p l i c a t i o n s ,  i n s t r u c t i o n s  f o r  form PHS 398 (10188 r e v i s i o n ,
r e p r i n t e d  9 / 8 9 ] ,  supplemental  in format ion  a v a i l a b l e  from N I A  program s t a f f ,
and a d d i t i o n a l  i n s t r u c t i o n s  inc luded  i n  t h e  f u l l  RFA must be used. 
App l i ca t ions  judged by s ta f f  t o  be nonresponsive t o  t h e  RFA w i l l  be r e t u r n e d  
t o  t h e  a p p l i c a n t  without  review.  Responsive a p p l i c a t i o n s  may t h e n  r e c e i v e  a 
p re l imina ry  review by a subcommittee of t h e  review panel  t o  e s t a b l i s h  t h o s e  
a p p l i c a t i o n s  deemed t o  be compe t i t i ve .  Those judged noncompeti t ive f o r  award 
w i l l  be  withdrawn from f u r t h e r  compet i t ion .  App l i ca t ions  judged t o  be 
compet i t ive  w i l l  be g iven  f u l l  review by a s p e c i a l  review group convened by
N I A .  Following review by t h e  i n i t i a l  review group, t h e  a p p l i c a t i o n s  w i l l  be 
cons idered  by t h e  Nat iona l  Advisory Council  on Aging. 

SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL 
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 sea rch ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g ive
s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  of  women and m i n o r i t i e s  i n  s tudy
popu la t ions .  If women o r  m i n o r i t i e s  are no t  inc luded  o r  adequate ly
rep resen ted  i n  t h e  s tudy  popu la t ions  f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c
j u s t i f i c a t i o n  f o r  t h i s  exc lus ion  o r  inadequate  r e p r e s e n t a t i o n  must be 
provided.  App l i ca t ions  without  such documentation w i l l  n o t  be accepted  for 
review. 
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Appl i can t s  should  o b t a i n  t h e  f u l l  RFA and supplemental  in format ion  and d i s c u s s  

t h e i r  p l a n s  wi th  and d i r e c t  any o t h e r  i n q u i r i e s  t o :  


N e i l  Buckholtz,  Ph.D. 

NNA, N I A ,  N I H  

Bui ld ing  31, Room 5 C 3 5  

Bethesda, MD 20892 

Telephone: (301) 496-9350 

FAX: (301) 496-1494 


I n q u i r i e s  r ega rd ing  f i s ca l  matters may be  addressed  t o :  


M r .  Joseph E l l i s  

Grants  Management Officer 

Nat iona l  I n s t i t u t e  on Aging

Bui ld ing  31, Room 5C07 

Bethesda, MD 20892 

Telephone: (301)  496-1472 


Although n o t  a p r e r e q u i s i t e  f o r  apply ing ,  p o t e n t i a l  a p p l i c a n t s  are encouraged 

t o  submit a non-binding l e t t e r  of i n t e n t  by A p r i l  1,  1991 t o  D r .  Buckholtz a t  

t h e  addres s  i n d i c a t e d  above. App l i ca t ions  must be complete  and r ece ived  by

May 21, 1991. 


COOPERATIVE AGREEMENT FOR MULTI-SITE TRIALS OF BEHAVIORAL 
PREVENT THE FURTHER SPREAD OF H I V  INFECTION 

RFA AVAILABLE: MH-91-06 

P.T. 34; K.W. 0715008, 0755015, 0404000, 0745027 

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

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

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

Nat iona l  I n s t i t u t e  of Chi ld  Heal th  and Human Development

Cente r s  f o r  Disease  Cont ro l  

Heal th  Resources  and S e r v i c e s  Admin i s t r a t ion  


Appl i ca t ion  Rece ip t  Date: May 22, 1991 

STRATEGIES TO 

UI.


The Na t iona l  I n s t i t u t e  o f  Mental Heal th  is  r e q u e s t i n g  a p p l i c a t i o n s  f o r  

a d d i t i o n a l  Extramural  Research Groups (ERGS) t o  e n t e r  i n t o  an e x i s t i n g 

m u l t i - s i t e ,  mul t i -popula t ion  c o l l a b o r a t i v e  s tudy  to t es t  behav io ra l  

i n t e r v e n t i o n s  t o  p reven t  t h e  f u r t h e r  sp read  o f  H I V  i n f e c t i o n .  The purpose is 

t o  suppor t  a coord ina ted  p reven t ion  t r i a l  t o  develop e f f e c t i v e  HIV-prevention

s t ra teg ies .  The g o a l s  a r e  t o  develop behav io ra l  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  

groups t h a t  have n o t  been reached e f f e c t i v e l y  by e x i s t i n g  p reven t ion  e f f o r t s ,  

t o  assess e x i s t i n g  i n t e r v e n t i o n s  and improve t h e  e x i s t i n g  s t r a t e g i e s  t h a t  have 

shown some e f f e c t i v e n e s s ,  t o  develop an o v e r a l l  e f f e c t i v e  i n t e r v e n t i o n  program 

t o  promote behav io ra l  change t h a t  w i l l  p revent  t h e  f u r t h e r  sp read  o f  t h e  H I V  

epidemic,  and t o  e s t a b l i s h  c a u s a l  l i n k s  between b e h a v i o r a l  i n t e r v e n t i o n s  and 

behav io ra l  change a c r o s s  popu la t ions .  


A p p l i c a t i o n s  may be  submi t ted  by any p u b l i c  o r  p r i v a t e  n o n p r o f i t  o r  f o r - p r o f i t 

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  Fede ra l  

Government. App l i ca t ions  from f o r e i g n  i n s t i t u t i o n s  are accepted  on ly  i f  t h e  

d a t a  o r  o t h e r  unique o p p o r t u n i t i e s  are n o t  a v a i l a b l e  i n  t h e  United S t a t e s .  

Women and minor i ty  i n v e s t i g a t o r s  a r e  encouraged t o  app ly .  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 ,  NIH/ADAMHA r e q u i r e s  a p p l i c a n t s  t o  g i v e  s p e c i a l 

a t t e n t i o n  t o  t h e  i n c l u s i o n  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  no t  inc luded  i n  t h e  s tudy  popu la t ions  f o r  c l i n i c a l  

s t u d i e s ,  a specif ic  j u s t i f i c a t i o n  f o r  t h i s  exc lus ion  must be provided . 

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.  


I n  f i sca l  yea r  1991, a minimum o f  $1.5 m i l l i o n  w i l l  b e  a v a i l a b l e  f o r  t h i s  

e n t i r e  C o o p e r a t i t e  Agreement. It i s  expec ted  t h a t  a minimum o f  t h r e e  t o  f i v e  

awards w i l l  b e  made t o  new ERGS i n  f i s c a l  y e a r  1991. 


A p p l i c a t i o n s  must be  r ece ived  by May 22, 1991. The ear l ies t  p o s s i b l e  s tar t  

d a t e  w i l l  be  September 1991. 


P o t e n t i a l  a p p l i c a n t s  should  c o n t a c t  D r .  Isa Fernandez f o r  c o n s u l t a t i o n  

concern ing  submission o f  proposed p r o j e c t s  i n  response  t o  t h i s  r e q u e s t ,  a t  t h e  

a d d r e s s  l i s t e d  below: , ~ l r  
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Isa Fernandez, Ph.D. 

S t a f f  Co l l abora to r ,  Office of  AIDS Programs

Nat iona l  I n s t i t u t e  of  Mental Heal th  

5600 F i s h e r s  Lane 

Room 11C-18, Parklawn Bui ld ing 

Rockvi l le ,  MD 20857 

Telephone: (301) 443-7281 


'Y' For f i s ca l  and a d m i n i s t r a t i v e  matters, c o n t a c t ;  

Grants  Management Branch 
Na t iona l  I n s t i t u t e  of  Mental Heal th  
5600 F i s h e r s  Lane 
Parklawn Bui ld ing ,  Room 7C-15 
Rockvi l le ,  MD 20857 
Telephone: (301)  443-4414 

STUDIES ON THE ETIOLOGY AND PATHOGENESIS OF POLYCYSTIC KIDNEY DISEASE; 

RFA AVAILABLE: DK-91-08 

P.T. 34;  K.W. 0785095, 0755030, 0765033 

Nat iona l  I n s t i t u t e  of  Diabe tes  and Diges t ive  and Kidney Diseases  

Letter of I n t e n t  Rece ip t  Date: A p r i l  17, 1991 
App l i ca t ion  Receipt Date: May 15, 1991 

The Na t iona l  I n s t i t u t e  o f  Diabe tes  and Diges t ive  and Kidney Diseases ( N I D D K )
through t h e  Div i s ion  of Kidney, Urologic  and Hematologic Diseases  (DKUHD),
i n v i t e s  r e s e a r c h  g r a n t  a p p l i c a t i o n s  d i r e c t e d  a t  d e f i n i n g  and f u r t h e r  
c h a r a c t e r i z i n g  t h e  e t i o l o g y  and pa thogenes is  of Po lycys t i c  Kidney Disease 
(PKD). 

BACKGROUND 

P o l y c y s t i c  Kidney Disease is t h e  most common g e n e t i c  d i s e a s e ,  a f f e c t i n g
500,000 Americans, and 7,000 new p a t i e n t s  a r e  recognized each y e a r .  S ince  
1982, t h e  number o f  newly diagnosed p a t i e n t s  has  r i s e n  s t e a d i l y ,  w i th  a 
compound annual  ra te  o f  5 . 7  p e r c e n t .  Each c h i l d  of  an a f f e c t e d  p a r e n t  has  a 

m d 	 f i f t y  pe rcen t  chance o f  i n h e r i t i n g  t h e  gene. Two major t y p e s  of PKD are 
recognized,  autosomal dominant PKD and autosomal r e c e s s i v e  PKD. 

P o l y c y s t i c  Kidney Disease ranks  first among t h e  i n h e r i t e d  and congen i t a l
c o n d i t i o n s  l e a d i n g  t o  end-stage r e n a l  d i s e a s e  (ESRD); it ranks  f o u r t h  as a 
primary cause of  ESRD and as a b a s i c  d i a g n o s i s  among newly i d e n t i f i e d  ESRD 
p a t i e n t s .  Males and females  a r e  a f f e c t e d  equa l ly ,  and i ts  worldwide 
d i s t r i b u t i o n  appea r s  t o  demonstrate  t h a t  it a f f e c t s  a l l  races. 

OBJECTIVES AND SCOPE 

The purpose of  t h i s  Request f o r  App l i ca t ions  (RFA) is t o  stimulate high
q u a l i t y  r e s e a r c h  s t u d i e s  t o  f u r t h e r  t h e  unders tanding  of t h e  e t i o l o g y  and 
pa thogenes i s  o f  PKD. App l i ca t ions  proposing c l i n i c a l  t r i a l s  are n o t  r eques t ed  
at t h i s  t i m e .  

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 sea rch ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g i v e
s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  of  women and m i n o r i t i e s  i n  s tudy
popu la t ions .  If women o r  m i n o r i t i e s  are no t  inc luded  i n  t h e  s tudy  popu la t ions
f o r  c l i n i c a l  s t u d i e s ,  a specif ic  j u s t i f i c a t i o n  f o r  t h i s  exc lus ion  must be 
provided.  App l i ca t ions  without  such documentation w i l l  no t  be accepted  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 ,
i n v e s t i g a t o r - i n i t i a t e d  Research Grant (Rol l  App l i ca t ion .  

Approximately $1.2 m i l l i o n  i n  t o t a l  d i r e c t  and i n d i r e c t  c o s t s  a r e  a n t i c i p a t e d  
t o  be a v a i l a b l e  t o  fund a p p l i c a t i o n s  submit ted i n  response  t o  t h i s  RFA. 
However, t h e  funding of  such a p p l i c a t i o n s  is con t ingen t  on t h e  a c t u a l  

-,, 	 a v a i l a b i l i t y  o f  funds,  and t h e  r e c e i p t  of  a p p l i c a t i o n s  of s u f f i c i e n t  
s c i en t i f i c  merit.  It is a n t i c i p a t e d  t h a t  f i v e  t o  seven awards w i l l  be  made,
f o r  up t o  an average  of 4 y e a r s  pe r  award. Support  f o r  s u c c e s s f u l  
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a p p l i c a t i o n s  w i l l  beg in  on September 30, 1991. The c u r r e n t  p o l i c i e s  and 

requi rements  t h a t  govern t h e  review, funding,  and performance o f  r e s e a r c h  

g r a n t  programs o f  t h e  N I H  w i l l  p r e v a i l .  


APPLICATIONS AND REVIEW PROCEDURES 


Appl i ca t ions  w i l l  be  reviewed i n i t i a l l y  by t h e  D i v i s i o n  of Research Grants  

( D R G )  f o r  completeness  and w i l l  be  a s s igned  t o  a s p e c i a l  N I D D K  review group. 

Eva lua t ion  f o r  r e spons iveness  t o  t h e  RFA is  an N I D D K  program s ta f f  

r e s p o n s i b i l i t y .  A p p l i c a t i o n s  t h a t  a r e  judged non-responsive 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  b u t  may be resubmi t ted  as i n v e s t i g a t o r - i n i t i a t e d  a p p l i c a t i o n s  

a t  t h e  nex t  r e c e i p t  d a t e .  Those a p p l i c a t i o n s  judged t o  be bo th  r e spons ive  and 

compe t i t i ve  w i l l  b e  eva lua ted  f o r  s c i e n t i f i c / t e c h n i c a l  m e r i t  by an  a p p r o p r i a t e 

i n i t i a l  review group convened by t h e  N I D D K  Review Branch. The second l e v e l  o f  

review by t h e  Na t iona l  Diabe tes ,  D iges t ive  and Kidney Advisory Counci l  w i l l  

make recommendations r ega rd ing  funding .  


METHOD OF APPLYING 


Appl i ca t ions  should  be submi t ted  on Form PHS 398 ( r e v i s e d  10188) a v a i l a b l e  i n  

t h e  Bus iness  o r  Research Grants  Offices o f  most academic o r  r e s e a r c h  

i n s t i t u t i o n s ,  and from t h e  Office o f  Grants  I n q u i r i e s ,  D iv i s ion  o f  Research 

Grants ,  Room 449, Westwood Bui ld ing ,  5333 Westbard Avenue, Na t iona l  I n s t i t u t e s  

o f  Heal th ,  Bethesda,  Maryland, 20892. App l i ca t ions  w i l l  be  accep ted  u n t i l  

c l o s e  o f  b u s i n e s s  on May 15, 1991. No e x t e n s i o n s  w i l l  be  g ran ted  on t h e  

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


INQUIRIES 


Copies of t h e  f u l l  RFA may be ob ta ined  from: 


Gladys H .  Hirschman, M . D .  

D i r e c t o r ,  Chronic Renal Diseases  Program

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

Federa l  B u i l d i n g ,  Room 102 

Bethesda,  MD 20892 

Telephone: (301) 496-8218 


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


M s .  Donna Huggins

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

Grants  Management Branch 

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

Westwood Bui ld ing ,  Room 653 

Bethesda, MD 20892 

Telephone: (301) 496-7467 


COOPERATIVE SPECIALIZED INFERTILITY RESEARCH CENTER PROGRAM 


RFA AVAILABLE: HD-91-06 

P.T. 34; K.W. 0413002, 0745020, 0745070 

Na t iona l  I n s t i t u t e  o f  Chi ld  Heal th  and Human Development 

Le t te r  o f  I n t e n t  Rece ip t  Date: March 29, 1991 
App l i ca t ion  Rece ip t  Date: June  17, 1991 

OVERVIEW 

The Na t iona l  I n s t i t u t e  of  Chi ld  Heal th  and Human Development ( N I C H D )  i n v i t e s  
a p p l i c a t i o n s  from i n v e s t i g a t o r s  w i l l i n g  t o  p a r t i c i p a t e  wi th  t h e  N I C H D  under a 
coope ra t ive  agreement i n  a m u l t i c e n t e r  coope ra t ive  r e s e a r c h  program aimed a t  
deve loping  new approaches f o r  t h e  d i a g n o s i s  and/or t r ea tmen t  o f  i n f e r t i l i t y .
Recognizing t h a t  t h e  complexi ty  o f  i n f e r t i l i t y  r e s e a r c h  s e v e r e l y  l i m i t s  t h e  
p r o g r e s s  t h a t  can be achieved  by i n d i v i d u a l  i n v e s t i g a t o r s  working a lone ,  t h e  
N I C H D  w i l l  e s t a b l i s h  a t  l e a s t  two ( 2 )  S p e c i a l i z e d  I n f e r t i l i t y  Research Cen te r s  
t o  conduct a c c e l e r a t e d  p r e c l i n i c a l  and c l i n i c a l  r e s e a r c h  and development
s t u d i e s  on promising new l e a d s  i n  i n f e r t i l i t y  r e s e a r c h .  The coope ra t ing
S p e c i a l i z e d  I n f e r t i l i t y  Research Centers  w i l l  a l s o  s e r v e  as n a t i o n a l  r e s o u r c e s  
f o r  t h e  career development o f  young s c i e n t i s t s  e l e c t i n g  t o  pursue  r e s e a r c h  i n  
h igh  p r i o r i t y  a r e a s  o f  i n f e r t i l i t y  r e s e a r c h .  Grantee i n s t i t u t i o n s  i n  t h e  
c o n t i n e n t a l  United S t a t e s  t h a t  meet t h e  requi rements  s t a t e d  are e l i g i b l e  t o  
p a r t i c i p a t e .  

+-
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The Pub l i c  Heal th  S e r v i c e  (PHS) is  committed t o  ach iev ing  t h e  h e a l t h  promotion
and d i s e a s e  p reven t ion  o b j e c t i v e s  of "Healthy People 2000, f1  a PHS-led n a t i o n a l  
a c t i v i t y  f o r  s e t t i n g  p r i o r i t y  a r e a s .  Th i s  RFA f o r  a Cooperat ive S p e c i a l i z e d
I n f e r t i l i t y  Research Centers  Program is r e l a t e d  t o  t h e  p r i o r i t y  a r e a  of Family
Planning .  P o t e n t i a l  a p p l i c a n t s  may o b t a i n  a copy o f  "Healthy People 2000" 
( F u l l  Report :  Stock No. 017-001-00474-0) o r  "Healthy People 2000" (Summary
Report:  Stock No. 017-001-00473-1) through t h e  Super in tendent  o f  Docullents, 

rrr 	 Government P r i n t i n g  Of f i ce ,  Washington, D . C .  20402-9325 ( t e l ephone
202-783-3238) .  

RESEARCH GOALS AND CENTER REQUIREMENTS 

The r e s e a r c h  g o a l s  pursued by t h e s e  Centers  w i l l  f ocus  on t h e  e a r l y  d i a g n o s i s
and/or t he rapy  of  i n f e r t i l i t y .  The scope of  t h i s  RFA inc ludes  t h o s e  female 
f a c t o r s  most o f t e n  c o n t r i b u t i n g  t o  i n f e r t i l i t y  or undes i red  s u r g i c a l  s t e r i l i t y
(endometr ios i s ,  ch ron ic  ovu la to ry  dysfunct ion ,  or u t e r i n e  myomata-related
dys func t iona l  b l eed ing)  o r  t h o s e  male f a c t o r s  a s s o c i a t e d  wi th  i n e f f e c t i v e  
sperm product ion  ( q u a l i t y  or q u a n t i t y ) .  

Center requi rements  i nc lude  an experienced P r i n c i p a l  I n v e s t i g a t o r  of 
recognized a b i l i t y  who is committed t o  and involved i n  human i n f e r t i l i t y
re sea rch ,  t h e  l o c a l  o r  consortium a v a i l a b i l i t y  of  competent and exper ienced
s c i e n t i f i c  e x p e r t s  t o  d i r e c t  t h e  Cen te r ' s  i n d i v i d u a l  r e s e a r c h  p r o j e c t s  o r  
co res ,  access  t o  t h e  t e c h n i c a l  r e sources  and f a c i l i t i e s  necessa ry  f o r  t h e  
conduct o f  t h e  proposed experimental  p r o t o c o l s ,  a r e s e a r c h  environment 
conducive t o  t h e  t r a i n i n g  of  young i n v e s t i g a t o r s  i n  i n f e r t i l i t y  r e sea rch ,  a 
w i l l i n g n e s s  of  t h e  i n v e s t i g a t o r s  t o  p a r t i c i p a t e  i n  a coord ina ted ,  coope ra t ive
r e s e a r c h  program invo lv ing  two o r  more Centers  wi th  m u l t i p l e  i n t e r a c t i v e  
r e s e a r c h  p r o j e c t s  and s u b s t a n t i v e  evidence of  depar tmenta l  and i n s t i t u t i o n a l  
suppor t  and commitment t o  t h e  proposed Center .  

MECHANISM OF SUPPORT 

The funding mechanism t o  be used t o  assist t h e  s c i e n t i f i c  community i n  
under tak ing  t h i s  Program o f  b a s i c  and a p p l i e d  r e sea rch  w i l l  be t h e  U54 
coope ra t ive  agreement mechanism between p a r t i c i p a t i n g  Centers  and t h e  NICHD.  
It is  expected t h a t  up t o  two (2) a p p l i c a t i o n s  w i l l  be funded f o r  a f i v e  
(51-year pe r iod ,  con t ingen t  upon t h e  r e c e i p t  of  a s u f f i c i e n t  number of  
mer i to r ious  p roposa l s ,  w i th in  t h e  t o t a l  c o s t  l i m i t  o f  $1,000,000 a v a i l a b l e  f o r  
t h e  first yea r  o f  t h i s  Program. The major d i f f e r e n c e  between a coope ra t ive  
agreement and a r e s e a r c h  g r a n t  is  t h a t  t h e r e  w i l l  be s u b s t a n t i a l  programmatic

I involvement of  an NICHD s ta f f  Research Coordinator  above and beyond t h e  l e v e l s  
r equ i r ed  for t r a d i t i o n a l  Program management of  g r a n t s .  

SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL 
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 sea rch ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g i v e
s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  of  women and m i n o r i t i e s  i n  s tudy
popu la t ions .  If women or m i n o r i t i e s  are no t  inc luded  or inadequate ly
rep resen ted  i n  t h e  s tudy  popu la t ions  f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c
j u s t i f i c a t i o n  f o r  this exclusion or inadequate  r e p r e s e n t a t i o n  must be 
provided .  App l i ca t ions  without  such documentation w i l l  no t  be accepted  f o r  
review.  

REVIEW PROCEDURES 

An a d m i n i s t r a t i v e  review of  t h e  con ten t  of a p p l i c a t i o n s  meeting t h e  above N I H  
g u i d e l i n e  w i l l  a l s o  be done by N I C H D  staff  upon r e c e i p t  of  t h e  a p p l i c a t i o n .
Any a p p l i c a t i o n  t h a t  does no t  meet t h e  minimal requi rements  f o r  a c e n t e r  
p r o j e c t  as s p e c i f i e d  i n  t h i s  RFA w i l l  be judged t o  be unresponsive t o  t h i s  RFA 
and w i l l  be r e t u r n e d  t o  t h e  a p p l i c a n t  without  t e c h n i c a l  review.  

App l i ca t ions  t h a t  are complete and respons ive  may be sub jec t ed  t o  a t r i a g e
procedure by peer review t o  determine t h e i r  g e n e r a l  compet i t iveness .  I n  
accord  wi th  N I H  p o l i c y ,  b r i e f  summary s t a t emen t s  w i l l  be provided t o  t h e  
P r i n c i p a l  I n v e s t i g a t o r  of  a p p l i c a t i o n s  judged t o  be noncompeti t ive f o r  award. 
App l i ca t ions  judged t o  be compe t i t i ve  f o r  awards w i l l  be  reviewed i n  d e t a i l  i n  
accordance wi th  e s t a b l i s h e d  N I H  pee r  review procedures  f o r  r e s e a r c h  g r a n t s .
P r o j e c t  s i t e  v i s i t s  are n e i t h e r  planned nor  a p r e r e q u i s i t e  of  t h e  s c i e n t i f i c  
merit review procedure.  Peer  review w i l l  be  conducted f irst  for s c i e n t i f i c  
and t e c h n i c a l  merit by a s p e c i a l  review committee convened s p e c i f i c a l l y  f o r  
t h i s  purpose by t h e  Div i s ion  of S c i e n t i f i c  Review, NICHD.  T h i s  w i l l  be 
fol lowed by a second-level  review by t h e  Nat iona l  Advisory Chi ld  Heal th  and 
Human Development Council  i n  September 1991. 
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APPLICATION PROCEDURES 


I n t e r e s t e d  a p p l i c a n t s  should  c o n t a c t  t h e  Chief ,  Reproduct ive Sc iences  Branch 

(RSB) f o r  an  adv i so ry  c o n s u l t a t i o n  r ega rd ing  Coopera t ive  S p e c i a l i z e d 

I n f e r t i l i t y  Research Center  (US41 g r a n t s .  If an a p p l i c a n t  i n t e n d s  t o  apply , 

it is s t r o n g l y  recommended, bu t  n o t  mandatory, t h a t  a p p l i c a n t s  send a l e t t e r  

of  i n t e n t  by March 29, 1991 t o  t h e  Chief ,  RSB a t  t h e  addres s  l i s t e d  below. 

T h i s  l ik te r  should  i n d i c a t e  t h e  t i t l e  of  t h e  proposed c e n t e r  and t h e  names of 

t h e  key i n v e s t i g a t o r s  f o r  t h e  proposed s u b p r o j e c t s .  App l i can t s  are encouraged 

t o  send it as soon as t h e y  dec ide  t o  apply  f o r  t h e  g r a n t  so t h a t  t h e  RSB s ta f f  

can be of  maximum a s s i s t a n c e  i n  t h e  a p p l i c a t i o n  p rocess .  


A p p l i c a t i o n s  must be  submi t ted  on form PHS 398 ( r e v i s e d  10188, r e p r i n t e d 

9/89), which is a v a i l a b l e  i n  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  or from t h e  

Div i s ion  o f  Research Grants ,  Office o f  Grant I n q u i r i e s ,  N I H ,  Westwood 

Bui ld ing ,  Room 449, Bethesda,  Maryland 20892 o r  c a l l i n g  N I H  (301/496-7441). 


ADDITIONAL INFORMATION 


P o t e n t i a l  a p p l i c a n t s  are encouraged t o  r e q u e s t  a d e t a i l e d  Request for 

A p p l i c a t i o n s  by c o n t a c t i n g :  


Michael E. McClure, Ph.D. 

Chief ,  Reproduct ive Sc iences  Branch 

Center  for Popu la t ion  Research 

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

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

Execut ive  P laza  North,  Room 603 

Bethesda,  MD 20892 

Telephone: (301) 496-6515 


For f u r t h e r  i n fo rma t ion  concern ing  a d m i n i s t r a t i v e  p o l i c y ,  c o n t a c t :  , 


M s .  Melinda Nelson 

Office of Grants  & Cont rac t s  

Nat iona l  I n s t i t u t e  of Child Health and Human Development

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

Execut ive  P laza  North,  Room 505 

Bethesda,  MD 20892 

Telephone: (301) 496-5481 


This  program is  desc r ibed  i n  t h e  Cata log  of  Fede ra l  Domestic A s s i s t a n c e  No. 

93.864, Popu la t ion  Research.  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  Heal th  S e r v i c e  A c t  301 (42 USC 241) and 441 (USC 289d) and admin i s t e red  

under PHS Grant 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. 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  of Execut ive  Order 12372 or Heal th  Systems Agency review.  


COOPERATIVE CONTRACEPTIVE DEVELOPMENT RESEARCH CENTERS PROGRAM 


RFA AVAILABLE: HD-91-07 

P.T. 34; K.W. 0413002, 0750020, 0710100 

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

Let ter  o f  I n t e n t  Rece ip t  Date: March 25, 1991 
Appl i ca t ion  Rece ip t  Date:  June  17, 1991 

OVERVIEW 

The Na t iona l  I n s t i t u t e  o f  Chi ld  Heal th  and Human Development (NICHD)  i n v i t e s  
a p p l i c a t i o n s  from i n v e s t i g a t o r s  w i l l i n g  t o  p a r t i c i p a t e  wi th  t h e  NICHD under a 
Coopera t ive  Agreement i n  e s t a b l i s h i n g  a Cen te r s  program des igned  t o  conduct 
comprehensive r e s e a r c h  t o  develop new methods t o  r e g u l a t e  f e r t i l i t y .  The aim 
o f  t h e s e  Cen te r s  w i l l  be  t o  conduct a wide range  o f  r e s e a r c h  a c t i v i t i e s  t h a t ,
w i th  t i m e ,  w i l l  r e s u l t  i n  c l i n i c a l l y  u s e f u l  p roduc t s .  The scope of t h e  
proposed program must i nvo lve  t h e  concur ren t  development o f  a t  l ea s t  t h r e e  
p r o j e c t s .  Each p r o j e c t  comprises  a c t i v i t i e s  r e l a t e d  t o  t h e  development of a 
s p e c i f i c  method f o r  f e r t i l i t y  r e g u l a t i o n .  Thus, r e s e a r c h  d e a l i n g  wi th  t h e  
development o f  a compound for male f e r t i l i t y  r e g u l a t i o n  would be  c l a s s i f i e d  as 
a s i n g l e  p r o j e c t .  I n v e s t i g a t o r s  are i n v i t e d  t o  propose development of 
methods, o t h e r  t h a n  a b o r t i o n  r e l a t e d ,  t h a t  can s e r v e  t h e  needs o f  t h e  American 
p u b l i c .  
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It is  t h e  i n t e n t  o f  NICHD t o  e s t a b l i s h  t h r e e  Cont racept ive  Development

Research Cen te r s .  Grantee i n s t i t u t i o n s  i n  t h e  United S t a t e s  t h a t  meet t h e  

requi rements  are e l i g i b l e  t o  p a r t i c i p a t e .  


The Pub l i c  Heal th  Se rv ice  (PHS) is committed t o  ach iev ing  t h e  h e a l t h  promotion

and d i s e a s e  p reven t ion  o b j e c t i v e s  o f  "Healthy People 2000,"  a PHS-led n a t i o n a l  

a c t i v i t y  f o r  s e t t i n g  p r i o r i t y  areas. This  Request f o r  App l i ca t ions  ( R F A ) , 

Cooperative Cont racept ive  Development Research Centers  Program, is r e l a t e d  t o  

t h e  p r i o r i t y  area of Family Planning. P o t e n t i a l  a p p l i c a n t s  may o b t a i n  a copy

of "Healthy People 2O0Of1 ( F u l l  Report:  Stock No. 017-001-00474-0) o r  "Healthy 

People 2000" (Summary Report:  Stock No. 017-001-00473-1) through t h e  

Super in tendent  o f  Documents, Government P r i n t i n g  Off ice, Washington, D . C .  

20402-9325 ( t e l ephone  202-783-3238). 


MECHANISM OF SUPPORT 


The funding mechanism t o  be used t o  assist t h e  s c i e n t i f i c  community i n  

e s t a b l i s h i n g  t h e s e  Centers  w i l l  be t h e  US4 Cooperative Agreement between t h e  

p a r t i c i p a t i n g  Centers  and N I C H D .  The major d i f f e r e n c e  between a Cooperative 

Agreement and a r e s e a r c h  g r a n t  is t h a t  t h e r e  w i l l  be s u b s t a n t i a l  programmatic

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

t r a d i t i o n a l  program management of  g r a n t s .  It is expected t h a t  up t o  t h r e e  ( 3 ) 

a p p l i c a t i o n s  w i l l  be funded f o r  a f i v e  ( 5 )  yea r  pe r iod ,  con t ingen t  upon t h e  

r e c e i p t  of  a s u f f i c i e n t  number of  mer i to r ious  p roposa l s ,  w i th in  t h e  t o t a l  c o s t  

l i m i t  o f  $2,000,000 a v a i l a b l e  f o r  t h e  first yea r  of  t h i s  program. 


REVIEW PROCEDURES 


A p re l imina ry  review w i l l  be done by NICHD s taff  upon r e c e i p t  of  t h e  

a p p l i c a t i o n s .  Any a p p l i c a t i o n  t h a t  does no t  meet t h e  minimal requi rements  of 

t h i s  RFA w i l l  be judged t o  be unresponsive t o  t h i s  RFA and w i l l  be r e t u r n e d  t o  

t h e  a p p l i c a n t  without t e c h n i c a l  review. App l i ca t ions  t h a t  a r e  complete and 

respons ive  may be sub jec t ed  t o  a t r i a g e  procedure by pee r  review t o  determine 

t h e i r  gene ra l  compet i t iveness .  App l i ca t ions  judged t o  be compe t i t i ve  f o r  

awards w i l l  be reviewed i n  d e t a i l  i n  accordance wi th  e s t a b l i s h e d  N I H  pee r 

review procedures  f o r  r e s e a r c h  g r a n t s .  P r o j e c t  s i t e  v i s i t s  a r e  n e i t h e r  

planned nor a p r e r e q u i s i t e  of  t h e  review procedure.  The review w i l l  be 

conducted f irst  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 s p e c i a l  review 

committee convened s p e c i f i c a l l y  f o r  t h i s  purpose by t h e  Div i s ion  of  S c i e n t i f i c  

Review, N I C H D .  Th i s  w i l l  be followed by a second-level review by t h e  Nat iona l  

Advisory Chi ld  Heal th  and Human Development Council i n  September 1991. 


SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL 

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 sea rch ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g ive 

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

popu la t ions .  If women o r  m i n o r i t i e s  a r e  no t  inc luded  o r  adequate ly 

r ep resen ted  i n  t h e  s tudy  popu la t ions  f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c 

j u s t i f i c a t i o n  f o r  t h i s  exc lus ion  o r  inadequate r e p r e s e n t a t i o n  must be 

provided. App l i ca t ions  without such documentation w i l l  n o t  be accepted  f o r  

review. 


Appl i ca t ion  Procedures:  


Appl i ca t ions  must be submi t ted  on form PHS 398 ( r e v i s e d  10188, r e p r i n t e d 

9/89) ,  which is  a v a i l a b l e  i n  most i n s t i t u t i o n a l  bus iness  o f f i c e s  and from t h e  

Office o f  Admin i s t r a t ive  Management, D iv i s ion  o f  Research Grants,  N I H ,  Office 

o f  Grants  I n q u i r i e s ,  Westwood Bui ld ing ,  Bethesda, Maryland 20892, (301) 

496-7441. 


Addi t iona l  Informat ion  : 


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


Gabr ie l  Bia ly ,  Ph . D .  

Contracept ive  Development Branch 

Nat iona l  I n s t i t u t e  of  Chi ld  Heal th  and Human Development

Executive P laza  North, Room 600 

Bethesda, MD 20892 

Telephone: (301) 496-1661 


After r e c e i p t  of  t h e  RFA, P r i n c i p a l  I n v e s t i g a t o r s  who p l a n  t o  respond t o  t h i s  

RFA should i n d i c a t e  so by w r i t i n g  t o  t h e  above addres s  as soon as p o s s i b l e , 

but  no t  l a t e r  t h a n  March 25, 1991. The I n t e n t  l e t t e r  should provide  t h e  names 

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 ,  o t h e r  key i n v e s t i g a t o r s  and o r g a n i z a t i o n s  t h a t  

w i l l  be par t  of  t h e  C e n t e r l s  a p p l i c a t i o n .  
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This  program is  desc r ibed  i n  t h e  Catalog o f  Fede ra l  Domestic Ass i s t ance  No. 
93.864, Popula t ion  Research. 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  
Pub l i c  Heal th  S e r v i c e  A c t  301 (42 USC-241) and 441 (USC289d) and adminis te red  
under PHS Grant P o l i c i e s  and Fede ra l  Regula t ions  42 CFR P a r t  52 and 45 CFR 
P a r t  74. This program is n o t  s u b j e c t  t h e  in te rgovernmenta l  review 
requi rements  of  Executive Order 12372 o r  Heal th  Systems Agency review. 

EFFECT OF SPECIFIC COMPONENTS OF HUMAN MILK ON THE NURSLING 

RFA AVAILABLE: HD-91-10 

P .T.  34; K.W. 0750015, 0775015, 1003008, 0760020, 0760025 

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

App l i ca t ion  Rece ip t  Date: J u l y  24, 1991 

The Pub l i c  Heal th  S e r v i c e  (PHS) i s  committed t o  ach iev ing  t h e  h e a l t h  promotion
and d i s e a s e  p reven t ion  o b j e c t i v e s  o f  Healthy People 2000, a PHS-led n a t i o n a l  
a c t i v i t y  f o r  s e t t i n g  p r i o r i t y  a r e a s .  T h i s  RFA, Effect of  S p e c i f i c  Components
o f  Human Milk on t h e  Nurs l ing ,  i s  r e l a t e d  t o  t h e  p r i o r i t y  areas of  N u t r i t i o n  
and Maternal and I n f a n t  Heal th .  P o t e n t i a l  a p p l i c a n t s  may o b t a i n  a copy o f  
”Healthy People 2000’f ( F u l l  Report:  Stock No. 017-001-00474-0) o r  “Healthy
People 2000” (Summary Report:  Stock No. 017-001-00473-1) through t h e  
Super in tendent  o f  Documents, Government P r i n t i n g  Office, Washington, D . C .  
20402-9325 ( t e l ephone  202-783-3238). 

The Endocrinology, N u t r i t i o n ,  and Growth Branch o f  t h e  Center f o r  Research f o r  
Mothers and Chi ldren  of  t h e  Nat iona l  I n s t i t u t e  o f  Chi ld  Heal th  and Human 
Development ( N I C H D )  i n v i t e s  r e s e a r c h  g r a n t  a p p l i c a t i o n s  on t h e  e f f e c t s  of  
s p e c i f i c  components o f  human milk on t h e  nu r s ing  i n f a n t  wi th  r e s p e c t  t o  
n u t r i t i o n ,  p h y s i o l o g i c a l  matura t ion  o f  s p e c i f i c  t i s s u e s  o r  organ systems, and 
s u s c e p t i b i l i t y  t o  i n f e c t i o n  and malignancies,  endocr inopath ies ,  and 
degene ra t ive  d i s o r d e r s .  O f  p a r t i c u l a r  i n t e r e s t  are s t u d i e s  designed t o  
determine t h e  mechanisms o f  t h e s e  effects .  

BACKGROUND 

Over t h e  l a s t  twenty y e a r s  w e  have become aware t h a t  human milk is  a complex
mixture  which c o n t a i n s  many subs t ances  b e s i d e s  t h o s e  which meet t h e  c l a s s i c a l  
n u t r i t i o n a l  requi rements  o f  newborn i n f a n t s .  Many o f  t h e s e  subs t ances  are  n o t  
p r e s e n t  i n  cow milk o r  i n f a n t  formula or are p r e s e n t  t h e r e  only  i n  much lower 
c o n c e n t r a t i o n s .  They inc lude  enzymes, hormones, growth f a c t o r s ,  a n t i b o d i e s ,
s p e c i f i c  p r o t e i n s  o f  o t h e r  classes, non-pro te in  n i t rogenous  subs t ances ,  and 
o l i g o s a c c h a r i d e s .  Some o f  t h e s e  subs t ances  which are o f  l a r g e  molecular s ize  
can n e v e r t h e l e s s  be  absorbed i n t a c t  from t h e  immature g a s t r o i n t e s t i n a l  t r ac t .  
Many o f  them have powerful b i o l o g i c a l  a c t i o n s  i n  o t h e r  i n  v ivo  and i n  v i t r o  
c o n t e x t s ,  bu t  f o r  on ly  a f e w  have w e  l e a r n e d  t h e  phys io log ica l  import o f  t h e i r  
p resence  i n  mi lk .  Whether t h e  o t h e r s  have s i g n i f i c a n t  developmental effects  
on t h e  n u r s i n g  i n f a n t  or are only  i n c i d e n t a l  passengers  o f  t h e  milk s e c r e t i o n  
p rocess  i s  unknown. 

RESEARCH GOALS 

Most f u l l - t e r m  i n f a n t s  t h r i v e  on a r t i f i c i a l  formulas which l a c k  h igh
c o n c e n t r a t i o n s  o f  t h e  human mi lk - spec i f i c  components. The i r  development
a p p a r e n t l y  proceeds s a t i s f a c t o r i l y  without any s p e c i f i c  s t i m u l a t i o n  t h e s e  
subs t ances  may p rov ide .  On t h e  o t h e r  hand, t h e  matura t ion  of low b i r t h  weight
i n f a n t s  proceeds less  smoothly, and is  complicated by c o n d i t i o n s  such as t h e  
r e s p i r a t o r y  d i s t r e s s  syndrome, bronchopulmonary d y s p l a s i a ,  and n e c r o t i z i n g
e n t e r o c o l i t i s  which seem t o  r e s u l t  from matu ra t iona l  d e f i c i e n c i e s .  An 
unders tanding  of  how human milk components i n f luence  i n t e s t i n a l  matura t ion ,
lung  func t ion ,  i n t e l l e c t u a l  development, s p e c i f i c  or nonspec i f i c  immunity, and 
o t h e r  v a r i a b l e s  i n  t h e  neona ta l  pe r iod  could  l e a d  t o  s p e c i f i c  t h e r a p e u t i c  u s e s  
o f  t h e s e  components i n  phys io log ic  o r  pharmacologic doses  i n  unders ized ,  ill, 
o r  developmentally delayed i n f a n t s .  Such s t u d i e s  could  a l s o  provide
important,  b roadly  a p p l i c a b l e  informat ion  about t h e  b i o l o g i c a l  f u n c t i o n s  of  
t h e s e  components. 

This  RFA is  i s sued  t o  encourage i n v e s t i g a t o r s  t o  under take  c l i n i c a l  s t u d i e s  o f  
t h e  r o l e  o f  s p e c i f i c  components o f  human milk i n  normal development and 
d i s e a s e  r e s i s t a n c e ,  and t o  develop animal o r  o r g a n / t i s s u e  models when s t u d i e s  
i n  humans are i m p r a c t i c a l  o r  u n e t h i c a l .  Noncl in ica l  model s t u d i e s  must focus  
on t h e  effects o f  components o f  human mi lk .  S t u d i e s  of t h e s e  t o p i c s  are 
expected t o  i n c r e a s e  our  unders tanding  o f  t h e  phys io log ic  r o l e  and 
pharmacologic p o t e n t i a l  o f  human milk components, and l e a d  t o  improved
formulas f o r  a r t i f i c i a l l y  f e d  i n f a n t s .  This  is  an  unde r inves t iga t ed  area of 
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r e s e a r c h  on materna l - infan t  i n t e r a c t i o n s ,  wi th  p o t e n t i a l l y  important c l i n i c a l  
a p p l i c a t i o n s .  

SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL 
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 sea rch ,  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  
-Y 	 s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  of  women and m i n o r i t i e s  i n  s tudy

popu la t ions .  If women or m i n o r i t i e s  are not  inc luded  or adequate ly
rep resen ted  i n  t h e  s tudy  popu la t ions  f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c
j u s t i f i c a t i o n  f o r  t h i s  exc lus ion  or inadequate r e p r e s e n t a t i o n  must be 
provided. App l i ca t ions  without such documentation w i l l  no t  be accepted  f o r  
review. 

MECHANISM OF SUPPORT 

App l i ca t ions  i n  response  t o  t h i s  RFA w i l l  be funded through t h e  t r a d i t i o n a l  
i n d i v i d u a l  r e s e a r c h  award ( R o l l  program of  t h e  N I H .  Th i s  announcement is  f o r  
a s i n g l e  compet i t ion  wi th  t h e  a p p l i c a t i o n  r e c e i p t  dead l ine  of  J u l y  2 4 ,  1991.  
The ear l ies t  p o s s i b l e  s t a r t  d a t e  f o r  t h e s e  g r a n t s  i s  March 1 ,  1992.  It is  
a n t i c i p a t e d  t h a t  f o u r  ( 4 )  g r a n t s  w i l l  be awarded under t h i s  program?
con t ingen t  upon r e c e i p t  of  a s u f f i c i e n t  number of  mer i to r ious  a p p l i c a t i o n s  and 
t h e  a v a i l a b i l i t y  of funds .  $600,000 has  been set  a s i d e  t o  fund t h e s e  g r a n t s .  

REVIEW PROCEDURES AND CRITERIA 

App l i ca t ions  w i l l  be reviewed by N I C H D  s ta f f  for respons iveness  t o  t h e  RFA. 
App l i ca t ions  judged t o  be nonresponsive w i l l  be r e t u r n e d .  The a p p l i c a n t  may
resubmit t h e  a p p l i c a t i o n  and have it ass igned  f o r  review i n  t h e  same manner as 
u n s o l i c i t e d  g r a n t  a p p l i c a t i o n s .  If t h e  a p p l i c a t i o n  submi t ted  i n  response  t o  
t h i s  RFA is s u b s t a n t i a l l y  similar t o  a r e s e a r c h  g r a n t  a p p l i c a t i o n  a l r e a d y
submi t ted  t o  t h e  N I H  f o r  review, but  has  no t  y e t  been reviewed, t h e  a p p l i c a n t
w i l l  be asked t o  withdraw e i t h e r  t h e  pending a p p l i c a t i o n  o r  t h e  new one. 
Simultaneous submission of i d e n t i c a l  a p p l i c a t i o n s  w i l l  no t  be allowed, nor 
w i l l  e s s e n t i a l l y  i d e n t i c a l  a p p l i c a t i o n s  be reviewed by d i f f e r e n t  review 
committees. Therefore ,  an a p p l i c a t i o n  cannot be submi t ted  i n  response  t o  t h i s  
RFA t h a t  i s  e s s e n t i a l l y  i d e n t i c a l  t o  one t h a t  has  a l r e a d y  been reviewed. T h i s  
does no t  prec lude  t h e  submission of  s u b s t a n t i a l  r e v i s i o n s  of  a p p l i c a t i o n s
a l r e a d y  reviewed, bu t  such a p p l i c a t i o n s  must i nc lude  an i n t r o d u c t i o n  
addres s ing  t h e  p rev ious  c r i t i q u e .  

d 	 C r i t e r i a  f o r  t h e  i n i t i a l  review w i l l  i nc lude  t h e  s i g n i f i c a n c e  and o r i g i n a l i t y
of r e s e a r c h  g o a l s  and approaches; t h e  f e a s i b i l i t y  of r e s e a r c h  and adequacy of  
t h e  exper imenta l  des ign ;  t h e  r e s e a r c h  exper ience  and competence o f  t h e  
i n v e s t i g a t o r ( s 1  t o  conduct t h e  proposed work; t h e  adequacy of  i n v e s t i g a t o r
e f f o r t  devoted t o  t h e  p r o j e c t ;  and t h e  appropr i a t eness  of  t h e  p r o j e c t  d u r a t i o n  
and c o s t  r e l a t i v e  t o  t h e  work proposed. Following review by t h e  I n i t i a l  
Review Group, a p p l i c a t i o n s  w i l l  be eva lua ted  by t h e  I n s t i t u t e ' s  Advisory
Council f o r  program re l evance  and p o l i c y  i s s u e s  be fo re  awards f o r  m e r i t o r i o u s  
p roposa l s  are made. 

INQUIRIES 


Requests for copies of t h e  complete RFA should be d i r e c t e d  t o :  


Ephraim Y. Levin, M.D. 

Medical Officer, Endocrinology, N u t r i t i o n  and Growth Branch 

Center f o r  Research f o r  Mothers and Chi ldren  

Nat iona l  I n s t i t u t e  of  Chi ld  Heal th  and Human Development

Executive P laza  North, Room 637 

Rockvi l le ,  MD 20852 

Telephone: ( 3 0 1 )  496-5593 


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


Mr. E .  Douglas Shawver 

Office of Grants  and Con t rac t s  

Nat iona l  I n s t i t u t e  of  Chi ld  Heal th  and Human Development

Executive P laza  North, Room 501 

Rockvi l le ,  MD 20852 

Telephone: ( 3 0 1 )  496-1303 


T h i s  program is desc r ibed  i n  t h e  c a t a l o g  of  Federa l  Domestic Ass i s t ance  No. 
93 .865 ,  Research f o r  Mothers and Chi ldren .  Awards w i l l  be made under t h e  
a u t h o r i t y  of  t h e  Pub l i c  Heal th  Se rv ice  Act, S e c t i o n  301 ( 4 2  USC241), and 

1 - J  	 adminis te red  under PHS g r a n t  p o l i c i e s  and Federa l  Regula t ions  42 CFR P a r t  52 
and 45 CFR P a r t  7 4 .  T h i s  program is no t  s u b j e c t  t o  review by a Heal th  Systems
Agency. 
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M I N O R I T Y  ONCOLOGY LEADERSHIP ACADEMIC AWARD 

RFA AVAILABLE: CA-91-11 

P.T. 3 4 ,  FF; K.W. 0785140,  0745020,  0745027,  0745070,  0755030,  0795003 

Nat 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: A p r i l  5 ,  1991 
Appl i ca t ion  Rece ip t  Date: May 17 ,  1991 

PURPOSE 

The Comprehensive Minority Biomedical Program, Div i s ion  o f  Extramural 
A c t i v i t i e s ,  Nat iona l  Cancer I n s t i t u t e  ( N C I ) ,  i n v i t e s  academic h e a l t h  c e n t e r s  
o r  s choo l s  and o t h e r  h e a l t h  p r o f e s s i o n a l  s choo l s  t h a t  employ, educa te  or s e r v e  
a preponderance of  minor i ty  f a c u l t y ,  s t a f f ,  t r a i n e e s  and communities, t o  
submit a p p l i c a t i o n s  for t h e  suppor t  of an i n d i v i d u a l  t o  pursue l e a d e r s h i p
a c t i v i t i e s  i n  t h e  development of  r e s e a r c h  and t r a i n i n g  programs i n  c l i n i c a l l y
o r i e n t e d  cancer  r e s e a r c h  (de f ined  a s  inc lud ing  popu la t ion  r e sea rch ;  s u r g i c a l ,
medical o r  r a d i a t i o n  oncology; cancer  p reven t ion  and c o n t r o l ;  epidemiology and 
b i o s t a t i s t i c s ;  n u t r i t i o n ;  c l i n i c a l  pharmacology and c l i n i c a l  t r ia ls ;
behav io ra l  medicine and r e l a t e d  areas o f  cancer  r e s e a r c h ) .  

GOALS AND SCOPE 

Th i s  award is aimed a t  encouraging and a s s i s t i n g  a des igna ted  l e a d e r  i n  any o f  
t h e  minor i ty  h e a l t h  p r o f e s s i o n a l  s choo l s  t o  i n c r e a s e  h i s / h e r  i n s t i t u t i o n ' s  
e f f o r t s  i n  c l i n i c a l  cancer  r e s e a r c h  i n  t h e  areas such as medical oncology,
prevent ion ,  e t i o l o g y ,  d i agnos i s ,  t r ea tmen t ,  and c o n t r o l ;  and t o  a i d  i n  
e s t a b l i s h i n g  a cadre  o f  f a c u l t y  and s ta f f  capable  of  developing new re sea rch  
p r o t o c o l s  and of  p a r t i c i p a t e  i n  i n t e r v e n t i o n  s t u d i e s  and c l i n i c a l  t r i a l s  i n  
t h e s e  a r e a s .  

These awards offer o p p o r t u n i t i e s  for suppor t ing  s t a r t - u p  expansion of  such 
a c t i v i t i e s ,  and a r e  in tended  t o  meet needs t h a t  have no t  been addressed  by
o t h e r  t y p e s  o f  awards a v a i l a b l e  from t h e  N C I  o r  o t h e r  Fede ra l  Agencies.
P r i o r i t y  is g iven  t o  t h o s e  minor i ty  i n s t i t u t i o n s  wi th  an  i n t e r e s t  i n  and 
commitment t o  expansion o f  c l i n i c a l  cancer  r e s e a r c h - r e l a t e d  a c t i v i t i e s  i n  
l o c a l  popu la t ions .  

MECHANISM OF SUPPORT 

Support o f  t h i s  program w i l l  be through t h e  Nat iona l  I n s t i t u t e s  o f  Heal th  
g ran t - in -a id  ( K 0 7 ) .  Appl i can t s  w i l l  be r e s p o n s i b l e  f o r  t h e  p lanning ,
d i r e c t i o n ,  and execut ion  o f  t h e  proposed p r o j e c t .  Up t o  $350,000 i n  t o t a l  
c o s t s  p e r  yea r  w i l l  be committed s p e c i f i c a l l y  t o  fund 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. It is  a n t i c i p a t e d  t h a t  between 2 and 4 awards w i l l  
be made from t h e  compet i t ion  f o r  t h i s  KO7 s o l i c i t a t i o n .  Th i s  funding l e v e l  is  
dependent on t h e  r e c e i p t  of a s u f f i c i e n t  number of a p p l i c a t i o n s  of h igh
s c i e n t i f i c  merit.  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  award is  
September 3 0 ,  1991.  Awards may be r eques t ed  f o r  a pe r iod  o f  3 t o  5 y e a r s .  

LETTER OF INTENT 

P rospec t ive  a p p l i c a n t s  are asked t o  submit, by A p r i l  5 ,  1991,  a l e t t e r  of 

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

and addres 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 of  o t h e r  key personnel , 

t h e  p a r t i c i p a t i n g  i n s t i t u t i o n s ,  and t h e  number and t i t l e  o f  t h e  RFA i n  

response  t o  which t h e  a p p l i c a t i o n  is being submi t ted .  The l e t t e r  of  i n t e n t  is  

o f  g r e a t  b e n e f i t  t o  t h e  N C I  i n  p lanning  f o r  and implementing t h e  review 

process  a l though it is  no t  r e q u i r e d ,  i s  no t  b inding ,  and does no t  e n t e r  i n t o  

t h e  review o f  subsequent a p p l i c a t i o n s .  


The l e t t e r  of i n t e n t  should be s e n t  t o  t h e  N C I  Program D i r e c t o r :  


D r .  Lemuel Evans 

Comprehensive Minority Biomedical Program

Div i s ion  o f  Extramural A c t i v i t i e s  

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

N I H  Bui ld ing  3 1 ,  Room 10A04 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-7344 

FAX: ( 3 0 1 )  402-0062 


For informat ion  r ega rd ing  budgetary/administrative i s s u e s  r e l a t e d  t o  t h i s  RFA,

p l e a s e  c o n t a c t :  


P I  

.-
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M r .  Leo Buscher, Jr .  
Chief ,  Grants Adminis t ra t ion  Branch 
Nat iona l  Cancer I n s t i t u t e  
Nat iona l  I n s t i t u t e s  of  Heal th  
Executive P laza  South, Room 216 
Bethesda, MD 20892 

' W' Telephone: (301)  496-7753 

INQUIRIES 

Requests f o r  a complete copy of  t h e  RFA, w r i t t e n  o r  te lephone  i n q u i r i e s
concerning 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 respons ive  should be d i r e c t e d  t o  D r .  
Lemuel Evans a t  t h e  above addres s .  The Program D i r e c t o r  welcomes t h e  
oppor tun i ty  t o  c l a r i f y  any i s s u e s  o r  ques t ions  from p o t e n t i a l  a p p l i c a n t s .  

CLINICAL INVESTIGATOR AWARD FOR RESEARCH ON SPECIAL POPULATIONS 

RFA AVAILABLE: CA-91-12 

P.T. 34; K.W. 0715035, 0411005, 0715020, 0785055, 0785 40, 07852 0,  0745062 

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

Letter of  I n t e n t  Rece ip t  Date: A p r i l  5, 1991 
Appl i ca t ion  Rece ip t  Date: May 17, 1991 

PURPOSE AND BACKGROUND 

The Comprehensive Minority Biomedical Program, Div i s ion  o f  Extramural 
A c t i v i t i e s ,  Nat 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  of 
C l i n i c a l  I n v e s t i g a t o r  Awards f o r  Research on S p e c i a l  Popu la t ions .  This  
program is  in tended  t o :  

o 	 Encourage newly t r a i n e d  c l i n i c i a n s  t o  develop r e s e a r c h  i n t e r e s t s  
and s k i l l s  i n  t h e  b a s i c  and a p p l i e d  s c i e n c e s  r e l e v a n t  t o  cance r s  
and r i s k s  f o r  cance r s  t h a t  have a h igh  preva lence  o r  inc idence  i n  
s p e c i a l  popu la t ions  t h a t  may be underserved by l i m i t e d  access  t o  
c u r r e n t  knowledge and medical care. 

d' 

o 	 I n c r e a s e  t h e  pool of  cancer  p h y s i c i a n - i n v e s t i g a t o r s ,  p a r t i c u l a r l y

i n  medical oncology, epidemiology, n u t r i t i o n ,  behav io ra l  medicine,
s u r g i c a l  oncology, p reven t ive  oncology and d i a g n o s t i c  and 
t h e r a p e u t i c  r ad io logy ,  who are committed t o  i n v e s t i g a t i o n  of  t h e  
unique problems f a c i n g  s p e c i a l  popu la t ions .  

o 	 Provide t h e  oppor tun i ty  f o r  c l i n i c a l l y  t r a i n e d  phys ic i ans  wi th  a 
commitment t o  r e s e a r c h  t o  develop i n t o  independent biomedical 
r e s e a r c h  i n v e s t i g a t o r s .  

The term "special populations" refers  t o  t h o s e  popu la t ion  segments which may
exper ience  o r  are known t o  exper ience  h igh  cancer  ra tes  and a r e  underserved i n  
te rms  o f :  cancer  p reven t ion  and c o n t r o l  programs ( e . g , ,  smoking o r  h e a l t h  
sc reen ing  programs); d i a g n o s t i c  and t r ea tmen t  moda l i t i e s ;  s tudy  f o r  s p e c i a l
r i s k  f a c t o r s  o r  under ly ing  b i o l o g i c a l  d i f f e r e n c e s ;  and who may have l i m i t e d  
access  t o  r e g u l a r  medical care.  Th i s  d e f i n i t i o n  is t aken  t o  inc lude :  Af r i can  
Americans, Alaskan Nat ives ,  American Ind ians ,  Asian Americans, Pacif ic  
I s l a n d e r s ,  t h e  e l d e r l y ,  Hispanics ,  and low-income groups.  

HEALTHY PEOPLE FOR THE YEAR 2000 

The Pub l i c  Health Se rv ice  (PHS) is committed t o  ach iev ing  t h e  h e a l t h  promotion
and d i s e a s e  p reven t ion  o b j e c t i v e s  of  Healthy People 2000, a PHS-led n a t i o n a l  
a c t i v i t y  f o r  s e t t i n g  p r i o r i t y  a r e a s .  This  PAIRFA, " C l i n i c a l  I n v e s t i g a t o r
Award f o r  Research on S p e c i a l  Popula t ions  (K08)", is r e l a t e d  t o  t h e  p r i o r i t y  
a r e a  of  cancer  r e s e a r c h .  P o t e n t i a l  a p p l i c a n t s  may o b t a i n  a copy of  Healthy
People 2000 ( F u l l  Report:  S tock  No. 017-001-00474-0) o r  Healthy People 2000 
(Summary Report:  Stock No. 017-001-00473-1) through t h e  Super in tendent  of  
Documents, Government P r i n t i n g  Office, Washington, D . C .  20402-9325 (Telephone
202-783-3238). 

GOALS AND SCOPE 

r J  	 The award w i l l  enab le  cand ida te s  t o  undertake from t h r e e  t o  f i v e  y e a r s  of  
s p e c i a l i z e d  s tudy  and supe rv i sed  r e sea rch  exper ience  t a i l o r e d  t o  i n d i v i d u a l  
needs wi th  a sponsor ( o r  sponsors )  competent t o  provide  r e s e a r c h  guidance,
Th i s  award is in tended  t o  cover t h e  t r a n s i t i o n  between p o s t d o c t o r a l  exper ience  
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and a career i n  independent i n v e s t i g a t i o n ,  and t o  acqua in t  t h e  cand ida te  wi th  
t h e  o f t e n  unique cha l l enges  and c i rcumstances  involved i n  des ign ing  r e s e a r c h  
p r o t o c o l s  d i r e c t e d  toward improving t h e  h e a l t h  o f  groups comprising a 
s i g n i f i c a n t  and o f t e n  d i s p r o p o r t i o n a l  percentage  o f  i n d i v i d u a l s  a t  r i s k  from 
h igh  cancer  morbid i ty  and m o r t a l i t y  r a t e s .  

T h i s  award d i f f e r s  from t h e  N I H  Research Career Development Award (RCDA) i n  
t h a t  it seeks  t o  develop r e s e a r c h  a b i l i t y  i n  i n d i v i d u a l s  with a c l i n i c a l  
background e a r l y  i n  t h e  c a n d i d a t e ' s  c a r e e r  r a t h e r  t h a n  t o  promote t h e  f u r t h e r  
development o f  r e s e a r c h  s k i l l s  o f  i n d i v i d u a l s  a l r e a d y  demonstrating
s i g n i f i c a n t  r e s e a r c h  achievement. A major purpose o f  t h i s  award is  t o  
i n c r e a s e  t h e  number o f  cancer -or ien ted  r e s e a r c h  phys ic i ans  i n  t h e  United 
S t a t e s  with r e s e a r c h  i n t e r e s t s  and exper ience  focused s p e c i f i c a l l y  on t h e  
unique needs o f  s p e c i a l  popu la t ions  and t h e  broad a r r a y  o f  i s s u e s  a t  t h e  
b i o l o g i c a l ,  behav io ra l ,  s o c i a l ,  economic and medical l e v e l s  t h a t  r ende r  such 
popu la t ions  a t  inc reased  r i s k  f o r  cancer  and f o r  m o r t a l i t y  from cance r .  

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 sea rch ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g i v e
s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  of  women and m i n o r i t i e s  i n  s tudy
popu la t ions .  If women and/or m i n o r i t i e s  a r e  no t  inc luded  o r  adequate ly
rep resen ted  i n  s tudy  popu la t ions  proposed f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c
j u s t i f i c a t i o n  f o r  t h i s  exc lus ion  o r  inadequate  r e p r e s e n t a t i o n  must be 
provided. App l i ca t ions  without such documentation w i l l  no t  be accepted  f o r  
review. 

MECHANISM OF SUPPORT 

Support  o f  t h i s  program w i l l  be through t h e  Nat iona l  I n s t i t u t e s  of  Heal th  
g ran t - in -a id  ( K 0 8 ) .  Appl icants  w i l l  be r e s p o n s i b l e  for t h e  p lanning ,
d i r e c t i o n ,  and execut ion  of t h e  proposed p r o j e c t .  Appl icants  may r e q u e s t
t h r e e  t o  f i v e  y e a r s  of s u p p o r t .  Awards are non-renewable and non- t r ans fe rab le  
from one awardee t o  ano the r .  Funding beyond t h e  first year o f  t h e  g r a n t  is 
con t ingen t  on s a t i s f a c t o r y  p rogres s  dur ing  t h e  preceding  y e a r .  Future  program
in teres t  i n  t h i s  i n i t i a t i v e  w i l l  be announced through t h e  N I H  program 
announcement mechanism. 

It is a n t i c i p a t e d  t h a t  i n  a ma jo r i ty  of  cases t h e  exper ience  and r e s u l t s  
achieved by awardees as a r e s u l t  of  t h i s  s p e c i a l  g r a n t  program w i l l  p rovide
t h e  b a s i s  f o r  t h e i r  s u c c e s s f u l  compet i t ion  i n  t h e  r e s e a r c h  suppor t  programs of 
t h e  N C I .  

Up t o  $300,000 h a s  been s e t - a s i d e  i n  FY 1991 t o  fund mer i to r ious  a p p l i c a t i o n s
rece ived  i n  response  t o  t h i s  compet i t ion .  Depending on t h e  merit and 
d i s t r i b u t i o n  o f  a p p l i c a t i o n s  r ece ived ,  approximately 1 t o  3 C l i n i c a l  
I n v e s t i g a t o r s  w i l l  be funded wi th  a s t a r t  d a t e  of  September 3 0 ,  1991.  
Mer i to r ious  a p p l i c a t i o n s  r ece ived  f o r  t h i s  compet i t ion  t h a t  cannot be funded 
a t  t h a t  t i m e  may be he ld  over f o r  p o s s i b l e  funding i n  f i sca l  yea r  1992.  

LETTER OF INTENT 

Prospec t ive  a p p l i c a n t s  are asked t o  submit,  by A p r i l  5 ,  1991,  a l e t t e r  o f  

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

and addres 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  p a r t i c i p a t i n g  i n s t i t u t i o n s ,  and t h e  number and t i t l e  o f  t h e  RFA i n  

response  t o  which t h e  a p p l i c a t i o n  is be ing  submi t ted .  The l e t t e r  o f  i n t e n t  is  

of g r e a t  b e n e f i t  t o  t h e  N C I  i n  p lanning  and implementing t h e  review p rocess 

a l though t h e  l e t t e r  is  no t  r equ i r ed ,  is no t  b inding ,  and does n o t  e n t e r  i n t o  

t h e  review o f  subsequent a p p l i c a t i o n s .  The l e t t e r  of  i n t e n t  must be s e n t  t o  

t h e  N C I  Program D i r e c t o r :  


D r .  Lemuel Evans 

Div i s ion  o f  Extramural A c t i v i t i e s  

Comprehensive Minor i ty  Biomedical Program

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

Bui ld ing  3 1 ,  Room 10A04 

Bethesda, MD 20892 

Telephone: (301) 496-7344 


For informat ion  r ega rd ing  budgetaryladministrative i s sues  r e l a t e d  t o  t h i s  RFA,

p l e a s e  c o n t a c t :  


U' 
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I ' d  

M r .  Leo Buscher, Jr .  

Chief ,  Grants Adminis t ra t ion  Branch 

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

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

Executive P laza  South, Room 216 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-7753 


INQUIRIES 


Requests f o r  a copy o f  t h e  complete RFA, w r i t t e n  or t e lephone  i n q u i r i e s 

concerning 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  

n o t  s p e c i f i c  proposed r e s e a r c h  would be respons ive  should be d i r e c t e d  t o  D r .  

Lemuel Evans a t  t h e  above addres s .  The program d i r e c t o r  welcomes t h e  

oppor tun i ty  t o  c l a r i f y  any i s s u e s  or ques t ions  from p o t e n t i a l  a p p l i c a n t s .  


P I N O R I T Y  SCHOOL FACULTY DEVELOPMENT AWARD 

RFA AVAILABLE: CA-91-13 

P.T. 34, FF; K . W .  0715035, 0710030 

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

Letter of  I n t e n t  Rece ip t  Date: A p r i l  5, 1991 
App l i ca t ion  Rece ip t  Date: May 17, 1991 

PURPOSE 

The Comprehensive Minority Biomedical Program, Div i s ion  of  Extramural 
A c t i v i t i e s ,  Nat iona l  Cancer I n s t i t u t e  ( N C I ) ,  i n v i t e s  academic h e a l t h  c e n t e r s  
o r  s choo l s  and o t h e r  h e a l t h  p r o f e s s i o n a l  s choo l s  t h a t  employ, educa te  o r  s e r v e  
a preponderance o f  minor i ty  f a c u l t y ,  s t a f f ,  t r a i n e e s  and communities t o  submit 
a p p l i c a t i o n s  f o r  suppor t  o f  a c t i v i t i e s  d i r e c t e d  a t  t h e  development of  f a c u l t y
i n v e s t i g a t o r s  a t  minor i ty  schoo l s  i n  areas r e l e v a n t  t o  cance r .  The i n t e n t  of  
t h e  award is  t o  provide  t h e  awardee wi th  inc reased  access t o  r e s e a r c h  
o p p o r t u n i t i e s  through c o l l a b o r a t i v e  arrangements wi th  ou t s t and ing  cancer  
r e s e a r c h  s c i e n t i s t s ,  u s u a l l y  a t  i n s t i t u t i o n s  wi th in  a 100 mile r a d i u s  of  t h e  
a p p l i c a n t  o r g a n i z a t i o n .  

1- BACKGROUND 

Despi te  a v a r i e t y  o f  e f f o r t s  t o  i n c r e a s e  minor i ty  f a c u l t y  r e p r e s e n t a t i o n ,  t h e  
percentage  of  minor i ty  f a c u l t y  i n  U.S. medical and o t h e r  h e a l t h  p r o f e s s i o n a l
schoo l s  h a s  remained a t  c o n s i s t e n t l y  low l e v e l s .  The c o n t i n u a t i o n  o f  t h i s  
d e f i c i e n c y  is  p r o j e c t e d  by observ ing  t h e  d i s c r e p a n c i e s  between t h e  p ropor t ion
o f  under represented  m i n o r i t i e s  i n  t h e  medical school popu la t ion  and t h e  
g e n e r a l  popu la t ion .  While 12 percen t  o f  t h e  U.S. popula t ion  is  Af r i can  
American, less t h a n  1 pe rcen t  of  persons  hold ing  a Ph.D. i n  s c i e n c e  are 
Af r i can  American and t h e  pe rcen tages  for o t h e r  minor i ty  groups are 
cor respondingly  s m a l l .  

The p r o p o r t i o n  of minor i ty  biomedical i n v e s t i g a t o r s ,  especially t h o s e  
r e c e i v i n g  funding suppor t  from agenc ie s  of t h e  Federa l  government, is  
s t r i k i n g l y  low. T h i s  program is  designed t o  o f f e r  suppor t  f o r  cancer  r e l a t e d  
r e s e a r c h  t o  minor i ty  school  f a c u l t y  members a t  t h e  M . D . ,  Ph.D. o r  equ iva len t
l e v e l  who have t h e  i n t e r e s t  and c a p a b i l i t i e s  of  doing s t a t e - o f - t h e - a r t  
r e s e a r c h  i n  t h i s  area. 

GOALS AND SCOPE 

The o b j e c t i v e  of  t h i s  Request f o r  App l i ca t ions  (RFA) is t o  broaden t h e  
exper ience  of  f a c u l t y  members a t  minor i ty  schoo l s ,  i n c r e a s e  t h e  pool o f  
biomedical and behav io ra l  i n v e s t i g a t o r s  i n  cancer  r e s e a r c h ,  and have g radua te
and undergraduate s t u d e n t s ,  most of  whom w i l l  be minor i ty  i n d i v i d u a l s ,  become 
more cognizant  of  r e s e a r c h  o p p o r t u n i t i e s  i n  cancer  r e s e a r c h .  

MECHANISM OF SUPPORT 

Support o f  t h i s  program w i l l  be through t h e  Nat iona l  I n s t i t u t e s  of  Health 
gran t - in-a id  (K14). Appl icants  w i l l  be r e s p o n s i b l e  for t h e  p lanning ,
d i r e c t i o n ,  and execu t ion  o f  t h e  proposed p r o j e c t .  Except as o therwise  s t a t e d  
i n  t h i s  RFA, awards w i l l  be adminis te red  under PHS g r a n t s  p o l i c y  as  s t a t e d  i n  
Pub l i c  Heal th  S e r v i c e  Grants  Po l i cy  Statement,  HHS P u b l i c a t i o n  No. (OASH) 

4' 	 90-50,000, r e v i s e d  October 1 ,  1990. Appl icants  may r eques t  t h r e e  t o  f i v e  
y e a r s  of  suppor t .  Awards a r e  non-renewable and n o n t r a n s f e r a b l e  from one 
awardee t o  ano the r .  Funding beyond t h e  f i rs t  yea r  o f  t h e  g r a n t  is  con t ingen t  
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on s a t i s f a c t o r y  p r o g r e s s  d u r i n g  t h e  preceding y e a r .  Future  program i n t e r e s t  

i n  t h i s  i n i t i a t i v e  w i l l  be  announced through t h e  N I H  program announcement 

mechanism. 


A s e t - a s i d e  o f  approximately $300,000 i n  t o t a l  c o s t s  p e r  year  h a s  been 

des igna ted  f o r  t h i s  group o f  a p p l i c a t i o n s ,  which should r e q u e s t  a s t a r t i n g 

d a t e  o f  September 30, 1991. It is  a n t i c i p a t e d  t h a t  t h r e e  t o  f o u r  awards w i l l  

be made. T h i s  funding l e v e l  is  dependent upon t h e  r e c e i p t  o f  a s u f f i c i e n t  

number o f  a p p l i c a t i o n s  of  h igh  s c i e n t i f i c  m e r i t .  Although t h i s  program is  

provided f o r  i n  t h e  f i n a n c i a l  p l a n s  o f  t h e  N C I ,  t h e  award o f  g r a n t s  pursuant  

t o  t h i s  RFA is a l s o  cont ingent  upon t h e  a v a i l a b i l i t y  o f  funds f o r  t h i s  

purpose.  


LETTER OF INTENT 


Prospec t ive  a p p l i c a n t s  are asked t o  submit by A p r i l  5, 1991, a l e t t e r  o f  

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

a d d r e s s  o f  t h e  P r i n c i p a l  I n v e s t i g a t o r ,  t h e  names o f  o t h e r  key personnel ,  t h e  

p a r t i c i p a t i n g  i n s t i t u t i o n s ,  and t h e  number and t i t l e  o f  t h e  RFA i n  response t o  

which t h e  a p p l i c a t i o n  is be ing  submit ted.  The l e t t e r  o f  i n t e n t  is  o f  g r e a t 

b e n e f i t  t o  t h e  N C I  i n  p lanning  and implementing t h e  review p r o c e s s .  


INQUIRIES 


Requests f o r  a copy o f  t h e  complete RFA, w r i t t e n  o r  te lephone  i n q u i r i e s 

concerning t h e  o b j e c t i v e s  and scope o f  t h e  RFA o r  i n q u i r i e s  about whether o r  

n o t  s p e c i f i c  proposed r e s e a r c h  would be respons ive  should be  d i r e c t e d  t o :  


D r .  Lemuel A.  Evans 

D i r e c t o r  

Comprehensive Minori ty  Biomedical Program

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

Bui ld ing  31, Room 10A04 

9000 Rockvi l le  Pike 

Bethesda, MD 20892 


For informat ion  r e g a r d i n g  budgetary/administrative i s s u e s  r e l a t e d  t o  t h i s  RFA,

p l e a s e  c o n t a c t :  


Mr. Leo Buscher, Jr. 

Chief ,  Grants  Adminis t ra t ion  Branch 

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

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

Execut ive P laza  South, Room 216 

Bethesda, MD 20892 

Telephone: (301) 496-7753 


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 2  a p p l i c a n t s ,  and t o  a i d  i n  i d e n t i f i c a t i o n  o f  

i n s t i t u t i o n s  and p o t e n t i a l  mentors a p p r o p r i a t e  t o p  t h e  i n t e re s t s  o f  t h e  

a p p l i c a n t  . 


RESEARCH UNITS ON PELVIC INFLAMMATORY DISEASE AND ITS SEQUELAE 


RFA AVAILABLE: AI-91-08 

P.T. 34; K.W. 0715026, 1002004, 1002027, 0710070 

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

Let ter  o f  I n t e n t  Receipt  Date: A p r i l  15, 1991 
Appl ica t ion  Receipt  Date: October 21, 1991 

The Sexual ly  Transmit ted Disease Branch o f  t h e  D i v i s i o n  o f  Microbiology and 
I n f e c t i o u s  Disease o f  t h e  Nat iona l  I n s t i t u t e  o f  Al le rgy  and I n f e c t i o u s  
Diseases  ( 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  program p r o j e c t  g r a n t s  t o  be 
i n i t i a t e d  i n  FY 1992 t h a t  focus  on p e l v i c  inflammatory d i s e a s e  (PID) and i t s  
sequelae .  I n  r e c o g n i t i o n  o f  t h e  s e v e r e  impact o f  PID on t h e  h e a l t h  o f  women,
t h e  N I A I D  wishes t o  expand r e s e a r c h  i n  t h i s  area and t o  p l a c e  g r e a t e r  emphasis 
on i n v e s t i g a t i o n s  t h a t  a r e  l i k e l y  t o  l e a d  t o  r e d u c t i o n  o f  t h e  inc idence  and 
s e v e r i t y  o f  long-term sequelae  such a s  i n f e r t i l i t y ,  e c t o p i c  pregnancy and 
chronic  p e l v i c  p a i n  syndrome. The Research U n i t s  on PID and i t s  Sequelae w i l l  
provide a s t r o n g ,  i n t e r d i s c i p l i n a r y  approach t o  PID r e s e a r c h  which w i l l  draw 
upon e x p e r t i s e  i n  c l i n i c a l ,  ep idemiologica l ,  behaviora l ,  and b a s i c  s c i e n c e s .  
Although a broad range o f  PID r e s e a r c h  i s s u e s  w i l l  be addressed,  r e s e a r c h  i n  
t h e  fo l lowing  t h r e e  areas is  p a r t i c u l a r l y  e n t h u s i a s t i c a l l y  encouraged: 
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1 )  	Long-term seque lae  - C h a r a c t e r i z a t i o n  of  t h e  immunopathological and 
behav io ra l  de te rminants  of  t h e  development of  long-term sequelae  o f  
PID and use  o f  animal models t o  e v a l u a t e  i n t e r v e n t i o n s  t o  reduce 
t h e s e  sequelae ;  

2)  Atypica l  PID - Development o f  methods t o  d e t e c t  a t y p i c a l  i n f e c t i o n s  
' I-' 	 and d e f i n i t i o n  o f  t h e  epidemiology of t h i s  p o r t i o n  of  t h e  PID 

spectrum; 

3) Diagnos t ic  Approaches - Development and assessment of  non-invasive 
methods t o  diagnose PID. 

The Pub l i c  Heal th  Se rv ice  (PHS) is  committed t o  achiev ing  t h e  h e a l t h  promotion
and d i s e a s e  p reven t ion  o b j e c t i v e s  of  Healthy People 2000, a PHS-led n a t i o n a l  
a c t i v i t y  f o r  s e t t i n g  p r i o r i t y  a r e a s .  Th i s  RFA, Research Un i t s  on P e l v i c  
Inflammatory Disease and i t s  Sequelae,  is  r e l a t e d  t o  t h e  p r i o r i t y  a r e a  of  
Sexual ly  Transmi t ted  Diseases. P o t e n t i a l  a p p l i c a n t s  may o b t a i n  a copy of  
"Healthy People 2000" ( F u l l  Report:  Stock No. 017-001-00474-0) o r  "Healthy
People 2000" (Summary Report:  Stock No. 017-001-00473-1) through t h e  
Super in tendent  o f  Documents, Government P r i n t i n g  Office, Washington, D . C .  
20402-9325 ( t e l ephone  202-783-3238). 

RESEARCH OBJECTIVES AND SCOPE 

The goa l  o f  t h i s  program is t o  encourage i n v e s t i g a t o r s  t o  under take  r e s e a r c h  
t h a t  w i l l  p rovide  t h e  mic rob io log ica l ,  immunological, c l i n i c a l ,
ep idemiologica l  and behav io ra l  in format ion  needed f o r  t h e  even tua l  c o n t r o l  o f  
PID and i t s  long-term seque lae .  I n  a d d i t i o n  t o  o t h e r  important r e s e a r c h  
i s s u e s ,  d a t a  t h a t  are needed t o  des ign  and conduct i n t e r v e n t i o n  t r i a l s  t o  
reduce t h e  inc idence  and s e v e r i t y  of  s eque lae  of  PID are of  h igh  p r i o r i t y .  It 
should be understood t h a t  such a t r i a l  is no t  a component of  t h i s  s o l i c i t a t i o n  
nor  has  t h e  N I A I D  developed s p e c i f i c  p l a n s  f o r  such a t r i a l  a t  t h i s  t ime .  
However, one of  t h e  major purposes of  t h i s  RFA is t o  s t i m u l a t e  e x c e p t i o n a l l y
h igh  q u a l i t y ,  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  on t h o s e  a s p e c t s  of  t h e  
epidemiology, pa thogenes i s  and d e t e c t i o n  of  PID t h a t  a r e  l i k e l y  t o  be c r i t i c a l  
i n  t h e  des ign  o f  such t r i a l s .  

I n  a d d i t i o n  t o  t h e  importance of  u t i l i z i n g  a m u l t i - d i s c i p l i n a r y  approach,
s p e c i f i c  programmatic requi rements  and c o n s t r a i n t s  are as fo l lows :  

J o 	 S t r u c t u r e :  Each program p r o j e c t  must c o n s i s t  o f  a t  l eas t  t h r e e  
i n d i v i d u a l  s u b p r o j e c t s  t h a t  a r e  s y n e r g i s t i c a l l y  i n t e r - r e l a t e d .  
Each subpro jec t  should c l e a r l y  d e s c r i b e  r e sea rch  o b j e c t i v e s  and 
each should be headed by a P r i n c i p a l  I n v e s t i g a t o r ,  wi th  a r e s e a r c h  
staff and a s e p a r a t e l y  i d e n t i f i a b l e  budget.  

o 	 C l i n i c a l  F a c i l i t y :  I n  o rde r  t o  b r idge  t h e  b a s i c  r e s e a r c h  and 
c l i n i c a l  a r enas ,  t h e  PIE) program p r o j e c t  must o f f e r  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  p a t i e n t  popu la t ions  t h a t  are 
a p p r o p r i a t e  t o  answering PID re sea rch  q u e s t i o n s .  Adolescents and 
inner c i t y  minority groups should be cons idered  f o r  s p e c i a l
a t t e n t i o n  i n  t h e  con tex t  of t h e s e  program p r o j e c t  g r a n t s .  

SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL 
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 sea rch ,  N I H  r e q u i r e s
a p p l i c a n t s  t o  g i v e  s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  of  women and m i n o r i t i e s  
i n  s tudy  popu la t ions .  By t h e  n a t u r e  of t h i s  program, s u b j e c t s  w i l l  c o n s i s t  
l a r g e l y  o f  women. Appl icants  are urged t o  g i v e  added a t t e n t i o n ,  where 
f e a s i b l e  and a p p r o p r i a t e ,  t o  t h e  i n c l u s i o n  of  m i n o r i t i e s  i n  s tudy  popula t ion
f o r  PID program p r o j e c t  g r a n t s .  If m i n o r i t i e s  a r e  no t  inc luded  o r  adequate ly
rep resen ted  i n  t h e  s tudy  popu la t ions  f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c
j u s t i f i c a t i o n  f o r  t h i s  exc lus ion  o r  inadequate r e p r e s e n t a t i o n  must be 
provided. App l i ca t ions  without such documentation w i l l  no t  be accepted  f o r  
review. 

A broad range o f  r e s e a r c h  q u e s t i o n s  is  p o t e n t i a l l y  r e l e v a n t  t o  t h e  goa l  o f  
t h i s  program. S p e c i f i c  r e s e a r c h  areas of  h igh  p r i o r i t y  inc lude  but  are not  
l i m i t e d  t o  microbiology, pa thogenes is ,  epidemiology, behav io ra l  de te rminants ,
and d i agnos i s  of  PID and are addressed  i n  g r e a t e r  d e t a i l  i n  t h e  RFA. 

MECHANISM OF SUPPORT 


Success fu l  a p p l i c a n t s  funded under t h i s  RFA w i l l  be suppor ted  through program
p r o j e c t  (PO11 g r a n t s .  Th i s  t y p e  of funding mechanism is  u t i l i z e d  when it is 

I* 	 d e s i r e d  t o  encourage m u l t i - d i s c i p l i n a r y  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  on a 
broad range of problems which are l i n k e d  by a common theme. N I A I D  a n t i c i p a t e s
making t h r e e  program p r o j e c t  g r a n t  awards as a r e s u l t  o f  t h i s  RFA. The f i n a l  
number o f  awards t o  be made is dependent upon t h e  a v a i l a b i l i t y  o f  funds .  
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Requests f o r  suppor t  should be l i m i t e d  t o  no more t h a n  $800,000 t o t a l  c o s t s  
f o r  t h e  i n i t i a l  y e a r  o f  funding.'  This  s o l i c i t a t i o n  r e p r e s e n t s  a s i n g l e
competi t ion wi th  a s p e c i f i e d  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 .  Awards 
w i l l  be  made f o r  a p r o j e c t  per iod  o f  up t o  f o u r  y e a r s .  Although t h e r e  are no 
p r e s e n t  p l a n s  t o  r e i s s u e  t h i s  RFA a t  any f u t u r e  t i m e ,  N I A I D  may i n v i t e  
compet i t ive  renewal a p p l i c a t i o n s  upon e x p i r a t i o n  of t h e  i n i t i a l  funding
p e r i o d ,  cont ingent  on t h e  a v a i l a b i l i t y  o f  funds f o r  t h i s  purpose.  

ELIGIBILITY - ONLY DOMESTIC INSTITUTIONS ARE ELIGIBLE TO APPLY. 

APPLICATION PROCEDURE 


Before prepar ing  an a p p l i c a t i o n ,  t h e  p r o s p e c t i v e  a p p l i c a n t  must r e q u e s t  a copy

of  t h e  RFA and t h e  N I A I D  Information Brochure on Program P r o j e c t  Center  Grants  

from: 


D r  . J u d i t h  Wasserhei t  

Chief , Sexual ly  Transmit ted Diseases Branch 

Westwood Bui ld ing ,  Room 749 

Divis ion  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  Al le rgy  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  Heal th  

9000 Rockvi l le  Pike 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  402-0443 


Letter O f  I n t e n t  

Prospec t ive  a p p l i c a n t s  are asked t o  submit,  by A p r i l  1 5 ,  1991,  a l e t t e r  o f  

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

proposed key i n v e s t i g a t o r s  f o r  each of t h e  proposed r e s e a r c h  p r o j e c t s .  


T h i s  l e t t e r  must be s e n t  t o :  


Dr. Ol iv ia  P r e b l e  

Chief ,  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  Al le rgy  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  of Heal th  

Westwood Building,  Room 3A10 
Bethesda, MD 20892 
Telephone: (301 )  496-8208 

Q u e s t i o n s  regard ing  f i s c a l  matters 

M r .  Todd B a l l  

Grants  Management Branch 

Divis ion  o f  Extramural A c t i v i t i e s  

N I A I D ,  N I H  

Westwood Building,  Room 726 

Bethesda, MD 20892 

Telephone: (301)  496-7075 


should be  addressed t o :  
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