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NOTICES 

REVIEW PROCEDURES FOR NEW COMPETITIVE PROGRAM PROJECT GRANT APPLICATIONS 
SUBMITTED J U N E  1 ,  1991 AND OCTOBER 1 ,  1991 

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

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

E f f e c t i v e  wi th  t h e  r e c e i p t  o f  a p p l i c a t i o n s  due June  1,  1991 and October 1,  
1991, new and amended new compe t i t i ve  program p r o j e c t  g r a n t  a p p l i c a t i o n s
as s igned  t o  t h e  Na t iona l  Heart, Lung, and Blood I n s t i t u t e  (NHLBI)  w i l l  b e  
reviewed on a schedule  longe r  t h a n  has  been t h e  custom i n  t h e  pas t .  T h i s  is 
necessa ry  i n  o r d e r  t o  c a r r y  ou t  t h e  u s u a l  NHLBI  pee r  review p rocess  f o r  
program p r o j e c t  g r a n t  a p p l i c a t i o n s  a t  a t i m e  when t h e  number of a p p l i c a t i o n s  
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has  g r e a t l y  i n c r e a s e d .  These a p p l i c a t i o n s  w i l l  be  reviewed by t h e  NHLBI 

review branch i n  as t i m e l y  a manner as is p r a c t i c a b l e .  


The submission o f  many program p r o j e c t  g r a n t  a p p l i c a t i o n s  i n  excess  o f  t h e  

usua l  workload h a s  a l r e a d y  n e c e s s i t a t e d  t h e  de l ay  i n  review of  many

a p p l i c a t i o n s  and h a s  p l aced  a s i g n i f i c a n t  burden on review s t a f f ,  rev iewers , 

and schedu l ing .  The inc reased  percentage  o f  amended a p p l i c a t i o n s  h a s  

c o n t r i b u t e d  t o  t h i s  problem. 


The n a t u r e  o f  t h e  program p r o j e c t  g r a n t  h a s  evolved g r e a t l y  s i n c e  i t s  

i n c e p t i o n  i n  t h e  e a r l y  1960s. Because of  t h e  r e c e n t  c i rcumstances ,  t h e  NHLBI 

i s  t a k i n g  t h e  oppor tun i ty  i n  t h e  next  9 months t o  examine t h e  program p r o j e c t  

g r a n t  mechanism. To t h i s  end, two NHLBI s taff  committees are be ing 

e s t a b l i s h e d  t o  r e v i s e  program p r o j e c t  g u i d e l i n e s  and review procedures .  The 

Nat iona l  Hear t ,  Lung, and Blood Advisory Council  and ex t ramura l  s c i e n t i s t s  

w i l l  be  p a r t  o f  t h i s  p rocess .  It is  c u r r e n t l y  expected t h a t  new program

g u i d e l i n e s  and review procedures  w i l l  be  p re sen ted  t o  t h e  Counci l  i n  October 

1991 wi th  implementat ion f o r  t h e  February 1 ,  1992 d e a d l i n e .  


For t h e s e  r easons ,  new (Type 1 and amended Type 1 )  program p r o j e c t  g r a n t 

a p p l i c a t i o n s  w i l l  exper ience  de l ays  i n  t h e  review c y c l e .  Competing renewal 

and amended renewal a p p l i c a t i o n s  w i l l  be  reviewed under p rev ious  schedu les  i n  

o r d e r  t o  avoid gaps i n  funding  and t o  l e s s e n  any problems a s s o c i a t e d  wi th  

phas ing  out  of ongoing r e s e a r c h  e f f o r t s  and t o  main ta in ,  where p o s s i b l e , 

personnel  and i n s t i t u t i o n a l  commitments of  c u r r e n t l y  funded programs. 


Q u e s t i o n s  about  t h i s  announcement should  be  d i r e c t e d  t o :  


Ronald G .  Geller, Ph.D. 

pirector. Div i s ion  of  Extramural  A f f a i r s  

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

Westwood Bui ld ing ,  Room 7A/17

Bethesda,  MD 20892 

Telephone: (3011 496-7416 


N I H  REGIONAL SEMINAR I N  GRANTS ADMINISTRATION 


P.T. 42; K.W. 1014006 

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

The Grants  Po l i cy  Office of t h e  Nat iona l  I n s t i t u t e s  o f  Heal th  ( N I H )  is 
sponsor ing  a two-day seminar on program funding and g r a n t s  a d m i n i s t r a t i o n .  
The seminar cove r s  t o p i c s  o f  i n t e r e s t  t o  both  academic r e s e a r c h e r s  and g r a n t s
a d m i n i s t r a t o r s  and w i l l  be  he ld  on May 20-21, 1991, a t  Indiana  U n i v e r s i t y
School o f  Medicine, I n d i a n a p o l i s .  

The conference  i s  t a r g e t e d  f o r  an audience o f  r e s e a r c h e r s  and r e s e a r c h  
a d m i n i s t r a t o r s  a t  i n s t i t u t i o n s  i n  t h e  Midwest r eg ion  o f  t h e  coun t ry .  Those 
i n t e r e s t e d  from o t h e r  s t a t e s  are a l s o  i n v i t e d .  I n v e s t i g a t o r s  and s t a f f  from 
small and minor i ty  c o l l e g e s ,  f o r - p r o f i t  r e s e a r c h  o r g a n i z a t i o n s ,  h o s p i t a l s ,
u n i v e r s i t i e s ,  and r e s e a r c h  i n s t i t u t e s  are encouraged t o  a t t e n d .  

D i scuss ions  o f  c u r r e n t  i s s u e s  t h a t  a f f e c t  N I H  funding  and g r a n t s
a d m i n i s t r a t i o n  a r e  inc luded  t o  g i v e  conference  p a r t i c i p a n t s  a comprehensive,
up-to-date view o f  NIH-sponsored r e s e a r c h .  The f i rs t  day o f  t h e  conference  
focuses  on c u r r e n t  areas o f  i n t e r e s t  t o  t h e  r e s e a r c h  programs o f  t h e  v a r i o u s  
awarding components t h a t  comprise t h e  N I H .  P r e p a r a t i o n  of  an  N I H  
a p p l i c a t i o n / p r o p o s a l  and t h e  N I H  review p rocess  are inc luded  as agenda t o p i c s .
I n  a d d i t i o n ,  a pane l  of  P r i n c i p a l  I n v e s t i g a t o r s  from Ind iana  Un ive r s i ty  School 
o f  Medicine w i l l  g i v e  t h e i r  p e r s p e c t i v e  and adv ice  on w r i t i n g  s u c c e s s f u l  
a p p l i c a t i o n s / p r o p o s a l s .  

The program f o r  t h e  second day cove r s  t o p i c s  a s s o c i a t e d  wi th  pre-award and 
post-award a d m i n i s t r a t i o n  o f  N I H  g r a n t s  and c o n t r a c t s .  P o l i c y  and procedura l
i s s u e s  a f f e c t i n g  N I H  g r a n t s  a d m i n i s t r a t i o n  form t h e  b a s i s  o f  t h e  program.
General  d i s c u s s i o n s  on c u r r e n t  i s s u e s  and t h e  changes t h e y  p r e c i p i t a t e  a r e  
i n t e g r a t e d  with more s p e c i f i c  d i s c u s s i o n s  r ega rd ing  s p e c i a l  c a r e e r  development 
programs, c o n f l i c t  o f  i n t e r e s t  g u i d e l i n e s ,  and e l e c t r o n i c  g r a n t  a p p l i c a t i o n
development. 

M r .  Geoffrey Grant ,  Grants  Po l i cy  Officer i n  t h e  Office o f  Extramural  Research 
a t  N I H  and program and g r a n t s  management s t a f f  from s e v e r a l  N I H  i n s t i t u t e s  and 
c e n t e r s  as w e l l  as r e p r e s e n t a t i v e s  from t h e  Div i s ion  of  Research Grants  a r e  
f e a t u r e d  speake r s .  T ime  w i l l  be a v a i l a b l e  each day f o r  conference  
p a r t i c i p a n t s  t o  meet in fo rma l ly  wi th  t h e  N I H  r e p r e s e n t a t i v e s  t o  d i s c u s s  t o p i c s
o f  s p e c i a l  i n t e r e s t .  
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* ' - I  < ' * I '  c ayerida and f e e  informat ion  a r e  a v a i l a b l e .  For more informat ion ,  
con tac t  Ms. J a n  Walther ,  Ind iana  Un ive r s i ty  School o f  Medicine, a t  (317)
274-7127. 

NOTICES OF AVAILABILITY (RFPs AND RFAs) 

A RANDOMIZED, PLACEBO-CONTROLLED TRIAL I N  FIRST SEIZURE PATIENTS 

REQUEST FOR INFORMATION SYNOPSIS N O . :  NIH-NINDS-91-001 

P.T. 34; K . W .  0715060, 0755015, 0745005 

Nat iona l  I n s t i t u t e  of  Neurologica l  Disorders  and S t roke  

Whether e a r l y  t r ea tmen t  of  non- feb r i l e  s e i z u r e s  can a l t e r  t h e  l i k e l i h o o d  of 
t h e  development o f  ch ron ic  e p i l e p s y  is a ques t ion  y e t  unreso lved .  The 
Nat iona l  I n s t i t u t e  o f  Neurologica l  Disorders  and S t roke  (NINDS), N I H ,  is 
i n t e r e s t e d  i n  i d e n t i f y i n g  o r g a n i z a t i o n s  t h a t  a r e  p o t e n t i a l  sou rces  o f  
non-adult  p a t i e n t s  wi th  f irst  non- feb r i l e  s e i z u r e s  f o r  a randomized,
double-bl ind,  p lacebo-cont ro l led  t r i a l  of  t h e  t r ea tmen t  o f  f irst  s e i z u r e s .  
The NINDS is i n t e r e s t e d  i n  comparing two randomly ass igned  groups of p a t i e n t s ,
t h o s e  a s s igned  t o  r e c e i v e  an a n t i - e p i l e p t i c  drug  (AED) a f t e r  t h e  f irst  s e i z u r e  
and t h o s e  a s s igned  t o  r e c e i v e  a p lacebo .  The pr imary comparison w i l l  be  t h e  
p ropor t ion  of  p a t i e n t s  wi th  r e c u r r e n t  s e i z u r e s  i n  each group a f te r  t r ea tmen t  
and follow-up (up t o  two y e a r s ) .  The NINDS is  seeking  t o  determine whether 
a p p r o p r i a t e  popu la t ions  e x i s t  f o r  such a c l i n i c a l  t r i a l .  

S p e c i f i c a l l y ,  in format ion  is  reques t ed  t o  assess a v a i l a b i l i t y  o f  t h e  
fo l lowing:  

1 .  	The number o f  p a t i e n t s  diagnosed with f irst  s e i z u r e  each month i n  
your i n s t i t u t i o n  f o r  t h e  p a s t  t h r e e  ( 3 )  years, accord ing  t o  decades 
of  age .  There must be documented a v a i l a b i l i t y  of  approximately 150 
non-adult  (6 months t o  19 y e a r s  o f  age )  p a t i e n t s  i n  t h e  f irst  yea r
o f  en ro l lmen t .  P a t i e n t s  must be without  p r i o r  non- feb r i l e  
s e i z u r e s ,  wi th  a maximum of  one week of  AED t r ea tmen t  f o r  t h e  
p r e s e n t i n g  s e i z u r e ,  and who could  be e n t e r e d  i n t o  a t r i a l  wi th in  
one week of t h e i r  f i r s t  s e i z u r e .  Immediacy o f  s c reen ing  t o  permi t
randomizat ion p r i o r  t o  r e c u r r e n t  s e i z u r e  is  a h igh  p r i o r i t y
c r i t e r i o n .  

2 .  	The c u r r e n t  p r a c t i c e  i n  your i n s t i t u t i o n  f o r  t r e a t i n g  p a t i e n t s  wi th  
f i rs t  s e i z u r e s ,  i nc lud ing  f i rs t  AED cho ices ,  methods f o r  
i d e n t i f y i n g  a s e i z u r e ,  a non- feb r i l e  s e i z u r e ,  and a first 
non- feb r i l e  s e i z u r e .  

3. The c l i n i c a l  s ta f f  and r o u t i n e  r e sources  a v a i l a b l e  t o  diagnose,  
t r ea t ,  and fo l low t h i s  t y p e  o f  p a t i e n t s .  Provide names and 
p r o f e s s i o n a l  q u a l i f i c a t i o n s  and s p e c i f i c  exper ience  of  c l i n i c a l  
personnel  who have been involved with t r i a l s  o f  a s i m i l a r  n a t u r e .  

4. Summary o f  b a s e l i n e  d a t a  c u r r e n t l y  c o l l e c t e d  on first seizure 
p a t i e n t s ,  summary of  follow-up d a t a  c u r r e n t l y  and r o u t i n e l y
c o l l e c t e d ,  e :g . ,  c u r r e n t  f requency of CT scans  and lo r  E E G ' s .  
Median d u r a t i o n  of  p a t i e n t  c o n t a c t s  over  t h e  p a s t  t h r e e  (3) y e a r s .  

5 .  	I d e n t i f i c a t i o n  o f  t h e  suppor t  staff and exper ience  i n  d a t a  e n t r y
and d a t a  management f o r  c l i n i c a l  t r i a l s .  

Responses t o  t h i s  r eques t  a r e  no t  mandatory and are s o l i c i t e d  on a vo lun ta ry
b a s i s .  A s ta tement  of  c a p a b i l i t i e s  and q u a l i f i c a t i o n s  should n o t  exceed 15 
typed  pages.  T h i s  announcement does not  commit t h e  Government t o  make an 
award nor  t o  pay f o r  t h e  p r e p a r a t i o n  o f  any informat ion  submi t ted .  T h i s  is 
no t  a Request f o r  Proposa ls .  Acknowledgement of  r e c e i p t  o f  responses  w i l l  n o t  
be made, nor  w i l l  r espondents  be n o t i f i e d  of  t h e  Government's e v a l u a t i o n  o f  
t h e  informat ion  r ece ived .  

Responses should be i d e n t i f i e d  wi th  NIH-NINDS RFI Synopsis  No. 91-001, and are 
due 30 days a f t e r  t h e  p u b l i c a t i o n  d a t e  o f  t h i s  synops i s .  Three (3) c o p i e s  o f  
your response must be de l ivered/mai led  t o :  
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Mr. Kirkland  L .  Davis 

I ;?n t rac t ing  Officer 

:L , i t  i o n a l  I n s t i t u t e  o f  Neurologica l  D i so rde r s  and S t roke  

N I H  

Federa l  Bui ld ing ,  Room 901 

7550 Wisconsin Avenue 

Bethesda, MD 20892 


1 1 4 ' 

FACILITIES CONSTRUCTION PROJECTS TO SUPPORT CENTERS FOR SUBSTANCE ABUSE 
RESEARCH 

RFA AVAILABLE: DA-91-06 

P.T. 03;  K.W. 0404003, 0404009, 0785035 

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

Letter o f  I n t e n t  Rece ip t  Date: May 15,  1991 
Appl i ca t ion  Rece ip t  Date: June  2 4 ,  1991 

Purpose: The F i s c a l  Year 1991 HHS/Labor a p p r o p r i a t i o n  b i l l  (PL 101-517)
au thor i zed  t h e  Alcohol ,  Drug Abuse, and Mental Heal th  Adminis t ra t ion  (ADAMHA) 
t o  award compe t i t i ve  g r a n t s  f o r  t h e  c o n s t r u c t i o n  and r enova t ion  o f  r e s e a r c h  
f a c i l i t i e s .  Th i s  a u t h o r i z a t i o n  w a s  based on Congress' b e l i e f  t h a t  t h e r e  i s  a 
need for subs tance  abuse r e s e a r c h  c e n t e r s  t h a t  combine subs t ance  abuse 
t r ea tmen t  programs i n  t h e  same p h y s i c a l  l o c a t i o n  wi th  i n p a t i e n t  and o u t p a t i e n t
c l i n i c a l  r e s e a r c h  programs and r e l a t e d  b a s i c  s c i e n c e  l a b o r a t o r i e s .  

Support  may be r eques t ed  f o r  t h e  c o s t s  of c o n s t r u c t i n g  o r  r enova t ing
nori-Fcderal f a c i l i t i e s  t o  meet t h e  needs o f  an  i n t e g r a t e d  r e s e a r c h  f a c i l i t y ,  
t o  i nc lude  c l i n i c a l  and b a s i c  r e s e a r c h  a c t i v i t i e s  on drug and/or a l coho l  abuse 
and a s s o c i a t e d  subs t ance  abuse treatment a c t i v i t i e s .  

The o v e r a l l  o b j e c t i v e  o f  t h i s  Request f o r  App l i ca t ions  (RFA) i s  t h e  c r e a t i o n  
o f  f a c i l i t i e s  t h a t  w i l l  p rovide  an  enhanced environment f o r  t h e  development o f  
b a s i c  and c l i n i c a l  r e s e a r c h  f i n d i n g s  on subs tance  abuse and f o r  t h e  r a p i d
t r a n s f e r  of  r e s e a r c h  f i n d i n g s  t o  t h e  c l i n i c a l  care o f  p a t i e n t s  s u f f e r i n g  from 
subs tance  abuse.  I n  a d d i t i o n ,  t h e  Centers  w i l l  f a c i l i t a t e  improved d i a g n o s t i c
c a p a b i l i t i e s  by t r e a t m e n t  p r o v i d e r s ,  phys i c i ans ,  i n v e s t i g a t o r s ,  c l i n i c i a n s  and 
r o t a t i n g  i n t e r n s ,  as w e l l  as s t i m u l a t e  interest/commitment i n  subs t ance  abuse 

4 r e s e a r c h .  

Award Mechanism: The award mechanism w i l l  be  t h e  c o n s t r u c t i o n  g r a n t  award 
(C06).  

E l i g i b i l i t y :  Any domest ic ,  non-Federal ,  p r o f i t  o r  n o n p r o f i t  i n s t i t u t i o n ,  o r  
p u b l i c  o rgan iza t ion ,  or a s s o c i a t i o n  is e l i g i b l e  t o  apply .  However, t o  a s s u r e  
t h a t  t h e  completed f a c i l i t y  w i l l  be  used i n  accord wi th  t h e  o b j e c t i v e s  and 
scope of t h i s  RFA, a p p l i c a n t s  must be conduct ing b a s i c  and/or c l i n i c a l  
r e s e a r c h  on subs t ance  abuse and be engaged i n  t h e  t r ea tmen t  o f  subs t ance  
abuse.  App l i can t s  may inc lude  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 ,  p u b l i c
agencies, research i n s t i t u t i o n s ,  and s imi la r  o r g a n i z a t i o n s ,  p r o f i t  or 
n o n p r o f i t .  ADAMHA s ta f f  w i l l  v e r i f y  a p p l i c a t i o n  and award e l i g i b i l i t y .
App l i ca t ions  judged t o  be i n e l i g i b l e  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 .  

Funding: Th i s  one-time s o l i c i t a t i o n ,  based on F i s c a l  Year 1991 
a p p r o p r i a t i o n s ,  w i l l  make a v a i l a b l e  approximately $4,900,000 t o  cover  
a l lowab le  c o s t s  of approximately 2 cons t ruc t ion / r enova t ion  p r o j e c t s .
Allowable c o s t s  under Fede ra l  r e g u l a t i o n s  may be l e s s  t h a n  t o t a l  c o n s t r u c t i o n  
c o s t s  t o  t h e  i n s t i t u t i o n .  ADAMHA encourages bu t  does n o t  r e q u i r e  t h e  
a p p l i c a n t  t o  a r r ange  a d d i t i o n a l  funding  from non-Federal  sou rces  f o r  a t  l eas t  
25 p e r c e n t  o f  t h e  t o t a l  c o s t s .  I n  any case ,  p r i o r  t o  t h e  g r a n t  award, t h e  
a p p l i c a n t  must provide  an a s su rance  t h a t  s u f f i c i e n t  funds  have been secured  
from non-federal  sou rces  t o  meet any p r o j e c t e d  c o s t s  i n  excess  of t h e  award 
amount. A l l  awards under t h i s  RFA w i l l  be  one-time awards t h a t  w i l l  cover  t h e  
f e d e r a l  p a r t i c i p a t i o n  f o r  t h e  e n t i r e  cons t ruc t ion / r enova t ion  p r o j e c t .  No 
c o n t i n u a t i o n  c o s t s  and no i n d i r e c t  c o s t s  w i l l  be  awarded. 

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 s e a r c h ,  ADAMHA r e q u i r e s
a p p l i c a n t s  t o  g i v e  s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  o f  women and m i n o r i t i e s  
i n  s tudy  groups.  If women and m i n o r i t i e s  are no t  inc luded  i n  t h e  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 a l  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  t h i s  j h s t i f i c a t i o n  w i l l  n o t  be  accepted  f o r  

L J review. 
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Letter o f  I n t e n t :  P r o s p e c t i v e  a p p l i c a n t s  are asked t o  submit by May 15, 1991, 

a s h o r t  l e t t e r  o f  i n t e n t  t o  t h e  i n d i v i d u a l  noted below. The RFA d e s c r i b e s  

procedures  f o r  submi t t i ng  t h i s  l e t t e r .  


A p p l i c a t i o n  P rocess :  App l i can t s  must u s e  Standard Form 424, "Applicat ion f o r  

Federa l  A s s i s t a n c e . "  For a d d i t i o n a l  i n fo rma t ion ,  a copy o f  t h e  RFA, t h e  

Standa rd  Form 424 a p p l i c a t i o n ,  and a d d i t i o n a l  s p e c i a l  i n s t r u c t i o n s  and 

g u i d e l i n e s ,  p l e a s e  c o n t a c t :  


John J .  Boren, Ph.D. 

Chie f ,  C l i n i c a l  and Behavioral  Pharmacology Branch 

D i v i s i o n  o f  C l i n i c a l  Research 

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

5600 F i s h e r s  Lane, Room 10A-46 

Rockv i l l e ,  MD 20857 

Telephone: ( 3 0 1 )  443-1263 


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


M s .  S h i r l e y  McKinney

Grants  Management Officer 

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

5 6 0 0  F i s h e r s  Lane, Room 8A-54 

Rockv i l l e ,  MD 20879 

Telephone: ( 3 0 1 )  443-6021 


c o n t a c t :  

PRE-APPLICATION INSTRUCTIONS: Intergovernmental  Review-Executive Order 12372 
( r e v .  3/1/91 1 

The intergovernmental  review requirements  o f  Execut ive Order 12372, as  
implemented th rough  DHHS r e g u l a t i o n s  a t  45 CFR P a r t  100, are a p p l i c a b l e  t o  
t h i s  program. E.O. 12372 se t s  up a system f o r  S t a t e  and l o c a l  government
review o f  proposed Fede ra l  a s s i s t a n c e  a p p l i c a t i o n s .  App l i can t s  ( o t h e r  t h a n  
F e d e r a l l y  recognized I n d i a n  t r i b a l  governments) should c o n t a c t  t h e  S t a t e  
S i n g l e  P o i n t  of Contact  (SPOC) as e a r l y  as  p o s s i b l e  t o  a l e r t  them t o  t h e  
p r o s p e c t i v e  a p p l i c a t i o n s  and t o  receive any necessa ry  i n s t r u c t i o n s  on t h e  
S t a t e  p r o c e s s .  A c u r r e n t  l i s t i n g  o f  SPOCs i s  inc luded  i n  t h e  a p p l i c a t i o n  k i t  

GENE THERAPY STRATEGIES FOR TREATMENT OF COOLEY'S ANEMIA 

RFA AVAILABLE: HL-91-04-B 

P.T. 34; K.W. 0745032, 0715032 

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

A p p l i c a t i o n  Rece ip t  Date: J u l y  15, 1991 

The C e l l u l a r  Hematology Branch o f  t h e  D i v i s i o n  o f  Blood Diseases and 
Resources,  Na t iona l  Heart ,  Lung, and Blood I n s t i t u t e ,  announces t h e  
a v a i l a b i l i t y  o f  a Request f o r  A p p l i c a t i o n s  (RFA) on t h e  above s u b j e c t .  Awards 
w i l l  b e  made t o  f o r e i g n  i n s t i t u t i o n s  on ly  f o r  r e s e a r c h  o f  ve ry  unusual m e r i t ,
need, and promise.  

This s p e c i a l  program w i l l  s uppor t  r e s e a r c h  on t h e  development o f  t e c h n i q u e s
and s t r a t e g i e s  f o r  t h e  h i g h - e f f i c i e n c y  t r a n s f e r  and long-term expres s ion  o f  
normal human be ta -g lob in  genes i n t o  hematopoiet ic  stem c e l l s  i n  c u l t u r e  and i n  
animals  as a f irst  s t e p  i n  t h e  development of  a p r o t o c o l  f o r  t r e a t i n g  p a t i e n t s
wi th  Coo ley r s  anemia. 

The suppor t  mechanism f o r  t h i s  FIVE-year program w i l l  be  t h e  t r a d i t i o n a l  
i n d i v i d u a l  r e s e a r c h  g r a n t  ( R o l l .  Although approximately $1 ,000 ,000  ( f o r
d i r e c t  p l u s  i n d i r e c t  c o s t s )  f o r  t h i s  program i s  inc luded  i n  t h e  f i n a n c i a l  
p l a n s  f o r  f i s c a l  y e a r  1992, award o f  g r a n t s  pu r suan t  t o  t h i s  Request f o r  
A p p l i c a t i o n s  (RFA) i s  c o n t i n g e n t  upon r e c e i p t  o f  funds f o r  t h i s  purpose.  The 
s p e c i f i c  number of awards t o  be funded depends on t h e  meri t  and scope o f  t h e  
a p p l i c a t i o n s  r e c e i v e d  and t h e  a v a i l a b i l i t y  o f  funds .  It i s  a n t i c i p a t e d  t h a t  
approximately f i v e  awards w i l l  b e  made. 

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

For p r o j e c t s  i nvo lv ing  c l i n i c a l  r e s e a r c h ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g i v e
s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  o f  women and m i n o r i t i e s  i n  s t u d y
p o p u l a t i o n s .  If women or m i n o r i t i e s  a r e  no t  i nc luded  i n  t h e  s t u d y  p o p u l a t i o n s
f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c  j u s t i f i c a t i o n  f o r  t h i s  e x c l u s i o n  must be 
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*' r )v  1 1 l c : t l .  Appl i ca t ions  without  such documentation w i l l  n o t  be accepted  f o r  

r - . C ' i  icw . 

Requests f o r  c o p i e s  of t h e  RFA may be addressed t o r  


Helena 0.  Mishoe, Ph.D. 

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


LJ C e l l u l a r  Hematology Branch 
Nat iona l  Hear t ,  Lung, and Blood I n s t i t u t e  
Federa l  Bui ld ing ,  Room SA12 
Bethesda, MD 20892 
Telephone: (301)  496-5911 
FAX: (301)  496-9940 

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

M s .  J ane  Davis 

Grants  Management

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

Westwood Bui ld ing ,  Room 4A15 

5333 Westbard Avenue 

Bethesda, MD 20892 

Telephone: (301) 496-7257 


O N G O I N G  PROGRAM ANNOUNCEMENTS 

TRANSGENIC, CHIMERIC,  AND I N  VITRO MODELS OF K I D N E Y  DISEASES 

PA: PA-91-35 

P.T. 34; K.W. 0755020, 0785095, 0785220, 1002004, 1002002, 0780015 

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

App l i ca t ion  Rece ip t  Dates: June 1 ,  October 1 ,  and February 1 

The Div i s ion  o f  Kidney, Urologic  and Hematologic Diseases (DKUHD) o f  t h e  
Nat iona l  I n s t i t u t e  of  Diabe tes  and Diges t ive  and Kidney Diseases ( N I D D K )  
announces a con t inu ing  i n t e r e s t  i n  r e c e i v i n g  r e s e a r c h  p r o j e c t  a p p l i c a t i o n s  on 
t h e  above s u b j e c t .  

BACKGROUND 

The need f o r  t h i s  i n i t i a t i v e  w a s  recognized,  i n  p a r t ,  as a r e s u l t  o f  a 40th 
Anniversary Symposium he ld  a t  N I H  i n  March 1990, organized and sponsored by
t h e  DKUHD, t i t l e d  "Gene Regula t ion  and C e l l u l a r  S igna l ing  i n  t h e  Kidney and 
Urothelium." There have been marked successes  i n  i d e n t i f y i n g  g e n e t i c  d e f e c t s  
involved i n  d i s e a s e s  of o t h e r  organs and systems, such as t h e  blood.  The 
power o f  molecular  and ce l lu l a r  t echn iques  i n  determining t h e  s t r u c t u r e  of 
genes and i n  o b t a i n i n g  informat ion  about t h e i r  r e g u l a t i o n  has  been amply
demonstrated i n  t hese  o the r  systems. As summarized i n  t h e  symposium, r e c e n t  
i n v e s t i g a t i o n s  of t h e  kidney and u r o t h e l i a l  system, p a r t i c u l a r l y  wi th  growth
f a c t o r s  and t h e i r  s i g n a l  t r a n s d u c t i o n  systems and wi th  t r a n s p o r t e r  p r o t e i n s
and t h e i r  genesI  i n d i c a t e  t h a t  t h e  d i s e a s e s  o f  t h e  kidney, such as p o l y c y s t i c
kidney d i s e a s e  and Alpor t  Syndrome, a l s o  can be a t t a c k e d  p roduc t ive ly  through
molecular  and c e l l u l a r  approaches.  

There i s  a need f o r  expansion of model systems f o r  use i n  s tudy ing  kidney and 
u r o l o g i c a l  d i s e a s e s  t o  complement t h e  r a p i d l y  expanding a r s e n a l  o f  molecular 
and c e l l u l a r  t echn iques .  Some va luab le  approaches t h a t  have been i d e n t i f i e d  
f o r  modeling o t h e r  human d i s e a s e s  are beginning t o  be a p p l i e d  t o  kidney
problems, e .g . ,  t r a n s g e n i c  mice have been made t h a t  c a r r y  v a r i o u s  growth
f a c t o r  genes,  ch imer ic  mouse kidneys der ived  from two s p e c i e s  have been 
cons t ruc t ed  i n  v ivo  a t  embryonic s t a g e s ,  and i n  v i t r o  c u l t u r e  techniques  are 
be ing  used t h a t  involve  co -cu l tu re  of  two o r  more kidney-derived c e l l  l i n e s .  
Development of a d d i t i o n a l  t r a n s g e n i c  animals  t h a t  m i m i c  human kidney d i s o r d e r s  
would be va luable ,  as would o t h e r  i n  v ivo  and i n  v i t r o  approaches a long  t h e  
l i n e s  b r i e f l y  summarized h e r e .  

The kidney programs of  t h i s  d i v i s i o n  have a l ong  and well-documented h i s t o r y
of suppor t  for i n v e s t i g a t i o n s  i n t o  t h e  physiology and c e l l  b io logy  o f  t h e  
kidney (e .g . ,  t r a n s p o r t  systems)  and kidney morphogenesis and growth, a l l  of 
which suppor t  t h i s  n a t u r a l  p rog res s ion  i n t o  t h e  molecular  a r ena  and t h e  need 
f o r  complementary model systems as descr ibed  above. 
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L > ~ , h ; l C I ~GUALS AND SCOPE 

The purpose of t h i s  i n i t i a t i v e  is t o  s t imula te  r e s e a r c h  i n t o  t h e  molecular  and 
c e l l u l a r  b a s i s  of  kidney d i s e a s e s ,  wi th  an emphasis on approaches us ing
t r a n s g e n i c  animals ,  ch imer ic  kidneys,  and i n  v i t r o  models. To t h a t  end, t h e  
fo l lowing  are some of  t h e  o b j e c t i v e s  of t h i s  s o l i c i t a t i o n  t h a t  are be ing
encouraged: 

I 

o 	 Development of  t r a n s g e n i c  mouse l i n e s  c a r r y i n g  v a r i o u s  growth
f a c t o r  genes.  Transgenic  mice c a r r y i n g  numbers of  cop ie s  of  t h e  
human growth hormone gene have been c r e a t e d  and examined wi th  

‘ ~ i > + ( - +to kidney s i z e  and growth parameters .  Development of  
~ ~ ~ i - y e ~ i i c sexpres s ing  genes f o r  o t h e r  growth f a c t o r s  t h a t  affect 

x i u n c y  development and r egene ra t  ion  is encouraged. 

o 	 Development o f  ch imer ic  kidneys i n  v ivo ,  beginning a t  t h e  embryonic 
s t a g e s  as has  been done between d i f f e r e n t  s t r a i n s  of  mice, might be 
extended t o  o t h e r  rodent  s p e c i e s  t h a t  s e r v e  as models f o r  d i s e a s e s  
such as p o l y c y s t i c  kidney d i s e a s e  (PKD). The r o l e  of  d i f f e r e n t  
c e l l  t y p e s  i n  normal development and i n  t h e  d i s e a s e  p rocess  can be 
explored  by us ing  c e l l  t y p e s  wi th  d i f f e r e n t  g e n e t i c  markers from 
d i f f e r e n t  s t r a i n s  o r  s p e c i e s .  

o 	 Development of  new kidney-derived c e l l  l i n e s  and co -cu l tu re  o f  c e l l  
l i n e s  t o  f u r t h e r  d e f i n e  c e l l u l a r  i n t e r a c t i o n s  involved i n  d i s e a s e  
p rocesses  and i n  kidney morphogenesis and r e g e n e r a t i o n .  

o 	 Development of  r e n a l  e p i t h e l i a l  c e l l  l i n e s  s t a b l y  t r a n s f e c t e d  wi th  
i n d u c i b l e  genes involved i n  ( a )  s i g n a l  t r a n s d u c t i o n ,  ( b )  growth and 
development, and ( c )  i on  channel  r e g u l a t i o n .  

o 	 Development o f  i n  v i t r o  models t o  f a c i l i t a t e  s t u d i e s  of kidney c e l l  
b io logy  and lo r  i n t e r a c t i o n s  between t h e  kidney and t h e  immune 
system. Examples a r e  models f o r  s tudying  ( a )  p o l a r  t a r g e t i n g  o f  
membrane p r o t e i n s ,  (b) v e s i c u l a r  t r a f f i c k i n g  i n  phys io log ica l  and 
pa thophys io log ica l  p rocesses ,  and/or (c )  kidney a n t i g e n  p rocess ing
and t r a f f i c k i n g  i n  cel ls  o f  t h e  immune system, i . e . ,  i n  lymphocytes
and macrophages. 

The above are examples only  and should no t  be viewed as a l l  i n c l u s i v e .  

MECHANISMS OF SUPPORT 

Support  f o r  t h i s  program w i l l  be through t h e  g ran t - in -a id  and w i l l  be governed
by t h e  c u r r e n t  p o l i c i e s  o f  g r a n t  programs of  t h e  Nat iona l  I n s t i t u t e s  of 
Heal th .  New a p p l i c a t i o n s  may be submi t ted  f o r  t h e  t r a d i t i o n a l ,
i n v e s t i g a t o r - i n i t i a t e d  r e s e a r c h  p r o j e c t  g r a n t  (Rol l  and F i r s t  Independent
Research Support  and T r a n s i t i o n  (FIRST) Awards (R29).  Under t h e s e  mechanisms,
t h e  a p p l i c a n t s  w i l l  p l a n ,  d i r e c t ,  and conduct t h e  r e s e a r c h  programs. The 
p r o j e c t  p e r i o d s  du r ing  which t h e  r e s e a r c h  w i l l  be  conducted should adequate ly
r e f l e c t  t h e  t i m e  r e q u i r e d  t o  accomplish t h e  s t a t e d  g o a l s  and be c o n s i s t e n t  
w i th  t h e  p o l i c y  f o r  g r a n t  suppor t .  Support  w i l l  be provided f o r  up t o  5 y e a r s
(renewable f o r  subsequent p e r i o d s )  s u b j e c t  t o  t h e  a v a i l a b i l i t y  o f  funds and 
p rogres s  achieved .  

Research g r a n t  a p p l i c a t i o n s  may be submi t ted  by both  nonpro f i t  and 
prof i t -making o r g a n i z a t i o n s  and i n s t i t u t i o n s ,  s t a t e  and l o c a l  governments and 
t h e i r  agenc ie s ,  and e l i g i b l e  agenc ie s  of  t h e  Fede ra l  government. 

APPLICATION AND REVIEW PROCEDURES 

The Div i s ion  o f  Research Grants ,  N I H ,  s e r v e s  as a cent ra l  p o i n t  f o r  r e c e i p t  o f  
a p p l i c a t i o n s  f o r  most d i s c r e t i o n a r y  PHS g r a n t  programs. App l i ca t ions  i n  
response  t o  t h i s  announcement w i l l  be ass igned  t o  an I n i t i a l  Review Group
( I R G )  i n  accordance with e s t a b l i s h e d  PHS Referral Guide l ines .  The I R G s ,
c o n s i s t i n g  p r i m a r i l y  o f  non-federal  s c i e n t i f i c  and t e c h n i c a l  e x p e r t s ,  w i l l  
p rovide  t h e  pee r  review f o r  s c i e n t i f i c  mer i t  o f  t h e  proposed r e s e a r c h ,
p o t e n t i a l  s i g n i f i c a n c e  of  t h e  r e s e a r c h  f i n d i n g s ,  adequacy of  methodology,
a v a i l a b i l i t y  of  necessary  f a c i l i t i e s ,  and t h e  q u a l i f i c a t i o n s  o f  t h e  r e s e a r c h  
team. A secondary review f o r  p o l i c y  and program re l evance  t o  t h e  r e s e a r c h  
needs and miss ion  of  t h e  ass igned  I n s t i t u t e  w i l l  be  provided by its Advisory
Council  , 

Appl i ca t ions  must be submi t ted  us ing  form PHS 398 ( r e v .  10/88), “Appl ica t ion
f o r  Pub l i c  Heal th  S e r v i c e  Grant,” a v a i l a b l e  i n  t h e  bus iness  o r  g r a n t s  o f f i c e  
of  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  O f f i c e  of  Grants  

1I n q u i r i e s ,  D iv i s ion  of  Research Grants ,  Nat iona l  I n s t i t u t e s  of  Heal th ,  5333 
Westbard Avenue, Westwood Bui ld ing ,  Room 449, Bethesda, MD 20892. I n  o rde r  t o  
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- * ~ * . I I Ic' p r o p e r  i d e n t i f i c a t i o n  o f  t h e  a p p l i c a t i o n ,  l i n e  2 o f  t h e  a p p l i c a t i o n
form must  s t a t e  "Kidney Diseases Program Announcement, PA-91-35" and check t h e  
"YES" box. 

The f i rs t  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  w i l l  be  June 1, 1991, t h a t  w i l l  
r e c e i v e  IRG review i n  October-November 1991 and Advisory Council  review i n  
January-February 1992. The ear l ies t  r eques t ed  s t a r t  d a t e  should be A p r i l  1, 

'1 IC.' 	 1992. Therea f t e r ,  t h e  r e g u l a r  N I H  r e c e i p t  d a t e s  f o r  g r a n t  a p p l i c a t i o n s  w i l l  
p e r t a i n :  October 1, February 1, and June 1 o f  each y e a r .  

The o r i g i n a l  and s i x  c o p i e s  o f  t h e  a p p l i c a t i o n  are t o  be s e n t  t o :  


Div i s ion  of Research Grants  

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

Westwood Bui ld ing ,  Room 240 

Bethesda, MD 20892XX 


Appl icants  are encouraged t o  c o n t a c t  D r .  Scherbenske a t  t h e  addres s  below 

p r i o r  t o  submi t t i ng  a p p l i c a t i o n s :  


M .  James Scherbenske, Ph.D. 

Renal Physiology/Cel l  Biology Program D i r e c t o r  

DKUHDINIDDK 

Westwood Bui ld ing ,  Room 621 

Bethesda, MD 20892 

Telephone: (301) 496-7458 

FAX: (301) 496-9721 


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


Linda S t e c k l e i n  

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

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 639 

Bethesda, MD 20892 

Telephone: (301) 496-7467 


T h i s  program is  desc r ibed  i n  t h e  Catalog o f  Federa l  Domestic Ass i s t ance  No. 

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

made under t h e  a u t h o r i t y  o f  t h e  Pub l i c  Heal th  Se rv ice  A c t ,  T i t l e  111, Sec t ion  

301 (Pub l i c  Law 78-410, as amended; 42 USC 241) and adminis te red  under PHS 


b 8 v r  	 g r a n t  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 o  t h e  intergovernmental  review requi rements  o f  
Execut ive Order 12372 or Heal th  Systems Agency review. 

SMALL GRANT PROGRAU 

PA: PA-91-36 

P.T. 34; K.W. 0715148, 0785055, 0755030, 0745027, 0745010, 0715020, 0710030 

Nat iona l  I n s t i t u t e  of Denta l  Research 

App l i ca t ion  Rece ip t  Dates: December 3? A p r i l  3, August 3 

PURPOSE 

The Small Grant Program o f  t h e  Nat iona l  I n s t i t u t e  o f  Dental  Research ( N I D R )
provides awards of  up t o  $50,000 each i n  d i r e c t  c o s t s  over  a two-year pe r iod  
t o  suppor t  p i l o t  p r o j e c t s  conducted by new and minor i ty  i n v e s t i g a t o r s ,  and 
o t h e r  s c i e n t i s t s ,  who would b e n e f i t  from a s s i s t a n c e  t o  p o s i t i o n  themselves  t o  
compete s u c c e s s f u l l y  f o r  r e s e a r c h  p r o j e c t  g r a n t  suppor t .  The g r a n t s  a l s o  may
be used t o  suppor t  h igh - r i sk  ven tu re  r e s e a r c h  and o t h e r  small p r o j e c t s  t h a t  do 
no t  l end  themselves  t o  suppor t  by t h e  r e s e a r c h  p r o j e c t  g r a n t  mechanism. 

OBJECTIVES AND ELIGIBILITY 

The N I D R  suppor t s  r e s e a r c h  on t h e  causes ,  epidemiology, prevent ion ,  diagnoses ,
and t r ea tmen t  o f  d e n t a l  caries,  pe r iodon ta l  and s o f t  t i s s u e  d i s e a s e s ,
c r a n i o f a c i a l  anomalies,  and o r o f a c i a l  pa in .  Th i s  i nc ludes  normal and abnormal 
c r a n i o f a c i a l  development; t h e  s t r u c t u r e  and f u n c t i o n  o f  t h e  t e e t h ,  jaws, o r a l  
mucosa, bone, connec t ive  t i s s u e ,  s a l i v a r y  g lands ,  and o t h e r  organs  and t i s s u e s  
o f  t h e  c r a n i o f a c i a l  comple?; t r i g e m i n a l  neurobiology;  t h e  r e l a t i o n s h i p  of 
behav io ra l ,  s o c i a l ,  economic, and c u l t u r a l  f a c t o r s  t o  o r a l  d i s e a s e s  and 

-1-1 	 cond i t ions ;  d e n t a l  b i o m a t e r i a l s ;  and t h e  r o l e  o f  f l u o r i d e  and n u t r i t i o n  i n  
o r a l  h e a l t h  and d i s e a s e .  The N I D R  emphasizes t h e  need f o r  r e s e a r c h  on o l d e r  
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Americans, m i n o r i t y  groups,  and i n d i v i d u a l s  w i th  medical and handicapping
conditions o r  who are  o the rwise  a t  h igh  r i s k  f o r  o r a l  h e a l t h  problems. 

The primary o b j e c t i v e  o f  t h e  N I D R  Small Grant Program is t o  p rov ide  career 
development o p p o r t u n i t i e s  f o r  new and minor i ty  i n v e s t i g a t o r s  t h a t  w i l l  enab le  
them t o  compete s u c c e s s f u l l y  f o r  r e s e a r c h  suppor t  as independent
i n v e s t i g a t o r s .  T h i s  suppor t  may be r e s e a r c h  p r o j e c t  g r a n t s  ( R o l l ,  FIRST 
awards (R291, o r  g r a n t s  from o t h e r  governmental a g e n c i e s ,  non-governmental
founda t ions  o r  o t h e r  o r g a n i z a t i o n s  i n  t h e  p r i v a t e  s e c t o r .  

Small Grants  w i l l  permit  r e c i p i e n t s  t o  o b t a i n  p r e l i m i n a r y  d a t a  from which 
hypotheses  can be developed, t o  t es t  t h e  f e a s i b i l i t y  o f  an  approach o r  
experimental  des ign ,  t o  g a i n  expe r i ence  wi th  new o r  u n f a m i l i a r  methods, t o  
i n i t i a t e  c o l l a b o r a t i v e  s t u d i e s ,  and t o  demonstrate  r e s e a r c h  competence. These 
are important  f o r  s u b m i t t i n g  compe t i t i ve  r e s e a r c h  p r o j e c t  g r a n t  a p p l i c a t i o n s ,
e s p e c i a l l y  f o r  f i rs t  t i m e  a p p l i c a n t s .  

Because o f  t h e  broadening scope o f  o r a l  h e a l t h  r e s e a r c h ,  t h i s  award may be 
a p p r o p r i a t e  f o r  experienced i n v e s t i g a t o r s  p l ann ing  t o  e x p l o r e  new areas o f  
r e s e a r c h  and f o r  i n v e s t i g a t o r s  working on t o p i c s  no t  i nc luded  i n  t r a d i t i o n a l  
d e n t a l  r e s e a r c h .  

Other o b j e c t i v e s  o f  t h e  Small Grant Program are t o  encourage v e n t u r e  r e s e a r c h  
wi th  h igh  r i s k  and p o s s i b l y  h i g h  pay-off;  suppor t  development o f  new 
t echn iques ;  suppor t  small  c l i n i c a l  p r o j e c t s ;  and a d d r e s s  hypotheses  by
a n a l y s i s  o f  e x i s t i n g  d a t a .  

The s i m p l i f i e d  a p p l i c a t i o n  procedures ,  t h e  r ev iewers '  awareness o f  t h e  s p e c i a l
o b j e c t i v e s  of t h i s  g r a n t  mechanism and t h e  r a p i d  review and funding p rocess
work t o  t h e  advantage o f  a p p l i c a n t s .  

SPECIAL TERMS OF THE AWARD 

App l i can t s  may r e q u e s t  up t o  $50 ,000 i n  d i r e c t  c o s t s  t h a t  may be used f o r  up
t o  a 24-month p e r i o d ;  however, no more t h a n  $ 3 5 , 0 0 0  may be  awarded f o r  any one 
y e a r .  The g r a n t  is n o t  renewable;  however, g r a n t e e s  are  encouraged t o  app ly
f o r  a r e s e a r c h  p r o j e c t  g r a n t  o r  o t h e r  suppor t  t o  ma in ta in  c o n t i n u i t y  i n  t h e i r  
s t u d i e s .  

The aims of t h e  proposed p r o j e c t  must be d i s t i n c t l y  d i f f e r e n t  from t h o s e  o f  
pending g r a n t  a p p l i c a t i o n s  o r  funded r e s e a r c h  p r o j e c t s .  The r e q u e s t  may no t  
be used t o  supplement c u r r e n t l y  supported p r o j e c t s  o r  t o  p rov ide  i n t e r i m  
suppor t  f o r  p r o j e c t s  under review by t h e  P u b l i c  Heal th  S e r v i c e .  

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

N I H  and ADAMHA p o l i c y  i s  t h a t  a p p l i c a n t s  f o r  NIHlADAMHA c l i n i c a l  r e s e a r c h  
g r a n t s  w i l l  be  r e q u i r e d  t o  i n c l u d e  m i n o r i t i e s  and women i n  s t u d y  p o p u l a t i o n s  
so t h a t  r e s e a r c h  f i n d i n g s  can be o f  b e n e f i t  t o  a l l  pe r sons  a t  r i s k  o f  t h e  
d i s e a s e ,  d i s o r d e r  o r  c o n d i t i o n  under s t u d y ;  s p e c i a l  emphasis should be p l aced  
on t h e  need f o r  i n c l u s i o n  of m i n o r i t i e s  and women i n  s t u d i e s  o f  d i s e a s e s ,
d i s o r d e r s  and c o n d i t i o n s  which d i s p r o p o r t i o n a t e l y  a f fec t  them. Th i s  p o l i c y  is 
in t ended  t o  app ly  t o  males and females o f  a l l  ages. If women o r  m i n o r i t i e s  
are excluded o r  i nadequa te ly  r e p r e s e n t e d  i n  c l i n i c a l  r e s e a r c h ,  p a r t i c u l a r l y  i n  
proposed populat ion-based s t u d i e s ,  a c lear  compell ing r a t i o n a l e  should be 
provided.  

The composition o f  t h e  proposed s t u d y  group must be d e s c r i b e d  i n  terms o f  
gender and r a c i a l y e t h n i c  group. I n  a d d i t i o n ,  gender and r a c i a l l e t h n i c  i s s u e s  
should be addres sed  i n  developing a r e s e a r c h  d e s i g n  and sample s ize  
a p p r o p r i a t e  f o r  t h e  s c i e n t i f i c  o b j e c t i v e s  o f  t h e  s t u d y .  T h i s  i n fo rma t ion  
should be inc luded  i n  t h e  form PHS 398 i n  S e c t i o n  2 ,  A-D o f  t h e  Research P lan  
and summarized i n  S e c t i o n  2 ,  E ,  Human S u b j e c t s .  App l i can t s  are urged t o  
assess c a r e f u l l y  t h e  f e a s i b i l i t y  o f  i n c l u d i n g  t h e  b roades t  p o s s i b l e
r e p r e s e n t a t i o n  o f  minor i ty  groups.  However, t h e  N I H  r ecogn izes  t h a t  it may 
n o t  be f e a s i b l e  o r  a p p r o p r i a t e  i n  a l l  r e s e a r c h  p r o j e c t s  t o  i n c l u d e  
r e p r e s e n t a t i o n  o f  t h e  f u l l  a r r a y  o f  United s t a t e s  r a c i a l l e t h n i c  minor i ty
p o p u l a t i o n s  ( i . e . ,  Nat ive Americans, A s i a n l P a c i f i c  I s l a n d e r s ,  Blacks,  
H i span ic s  1 .  

The r a t i o n a l e  f o r  s t u d i e s  on s i n g l e  minor i ty  popu la t ion  groups should be 
p rov ided .  

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

1. 
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bd 

f-Y, 

\-' 

s t r a t e g i e s ) ,  d i agnos i s ,  o r  t r ea tmen t  o f  d i s e a s e s ,  d i s o r d e r s  o r  cond i t ions , 

i nc lud ing  but  no t  l i m i t e d  t o  c l i n i c a l  t r ia ls .  


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

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

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

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

important  t o  apply  t h e  r e s u l t s  of  t h e  s tudy  broadly,  and t h i s  should be 

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


For f o r e i g n  awards, t h e  p o l i c y  on i n c l u s i o n  of women a p p l i e s  f u l l y ;  s i n c e  t h e  

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

t h e  re levance  o f  t h e  r e sea rch  involv ing  f o r e i g n  popula t ion  groups t o  t h e  

United S t a t e s '  popu la t ions ,  i nc lud ing  m i n o r i t i e s .  


If t h e  r equ i r ed  informat ion  is  no t  conta ined  i n  t h e  a p p l i c a t i o n ,  t h e  

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


Peer  rev iewers  w i l l  add res s  s p e c i f i c a l l y  whether t h e  r e s e a r c h  p l an  i n  t h e  

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

m i n o r i t i e s  i n  a s tudy  des ign  is inadequate  t o  t h e  s c i e n t i f i c  q u e s t i o n ( s 1 

addressed and t h e  j u s t i f i c a t i o n  f o r  t h e  s e l e c t e d  s tudy  popu la t ion  i s  

inadequate ,  it w i l l  be cons idered  a s c i e n t i f i c  weakness o r  d e f i c i e n c y  i n  t h e  

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

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


A l l  a p p l i c a t i o n s  f o r  c l i n i c a l  r e s e a r c h  submit ted t o  N I H  are r e q u i r e d  t o  

addres s  t h e s e  p o l i c i e s .  N I H  funding components w i l l  n o t  award g r a n t s  o r  

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


REVIEW AND AWARD PROCEDURES 


Appl i ca t ions  w i l l  be reviewed f o r  s c i e n t i f i c  merit by t h e  N I D R  S p e c i a l  Grants  

Review Committee. Major f a c t o r s  t o  be cons idered  i n  t h e  e v a l u a t i o n  of an 

a p p l i c a t i o n  inc lude :  i ts  s i g n i f i c a n c e ,  o r i g i n a l i t y ,  f e a s i b i l i t y  and 

exper imenta l  des ign;  t h e  q u a l i f i c a t i o n s  of  t h e  i n v e s t i g a t o r ;  t h e  adequacy of  

t h e  f ac i l i t i e s ;  t h e  appropr i a t eness  of  t h e  budget;  i f  c l i n i c a l  s t u d i e s  are 

proposed, t h e  a v a i l a b i l i t y  and appropr i a t eness  of  s tudy  popu la t ions  and t h e  

u t i l i z a t i o n  of  m i n o r i t i e s  and women as s tudy  s u b j e c t s ;  and t h e  p r o v i s i o n s  f o r  

t h e  p r o t e c t i o n  of  human s u b j e c t s  and f o r  t h e  humane t r ea tmen t  o f  animals. 


The e x t e n t  t o  which a p p l i c a t i o n s  meet t h e  o b j e c t i v e s  of t h e  Small Grant 

Program, as o u t l i n e d  above, w i l l  be  eva lua ted .  


Appl i ca t ions  w i l l  r e c e i v e  an expedi ted  second l e v e l  review and be cons idered  

f o r  funding on an  a c c e l e r a t e d  schedule .  


APPLICATION PROCEDURES 


I n v e s t i g a t o r s  are urged t o  communicate wi th  N I D R  s ta f f  when p lanning  t o  submit 

an a p p l i c a t i o n .  Advice and sugges t ions  by s ta f f  may m a t e r i a l l y  assist 

a p p l i c a n t s  t o  ensure  t h a t  t h e  o b j e c t i v e s  and fo rma t  are accep tab le .  


APPLICATION REVIEW COMMITTEE SECONDARY 
> ~ L C L l f TDATE MEETING REVIEW 

December 3 FebIMarch May/ June 
A p r i l  3 June/Ju ly  Oct/Nov
August 3 OctINov JanIFeb 

EARLIEST POSSIBLE 
BEGIN DATE 

J u l y  1 
December 1 
March 1 

Appl i ca t ions  must be prepared  on form PHS 398 ( r e v .  10/88) and is a v a i l a b l e  
a t  most i n s t i t u t i o n a l  bus iness  o f f i c e s  and from t h e  Office o f  Grants 
I n q u i r i e s ,  D iv i s ion  of Research Grants ,  Westwood Bui ld ing ,  Room 449, Bethesda,
MD 20892, t e lephone  (301)  496-7441. 

To i d e n t i f y  t h e  a p p l i c a t i o n  as a response  t o  t h i s  Program Announcement, check 
"YES" on Item 2 of  page 1 o f  t h e  a p p l i c a t i o n  and e n t e r  t h e  PA number and t h e  
t i t l e  "Small Grant Program." 

The i n s t r u c t i o n s  accompanying form PHS 398 must be fol lowed as f a r  as p o s s i b l e
but some mod i f i ca t ions  w i l l  be necessa ry .  The e n t i r e  a p p l i c a t i o n  may no t  
cscccd 25 pages and no appendix may be submi t ted .  Do no t  i nc lude  r e p r i n t s  o r  
manuscr ip ts .  App l i ca t ions  no t  conforming with t h i s  i n s t r u c t i o n  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. 

On page 1, i t e m  6 - t h e  maximum p r o j e c t  pe r iod  is  two yea r s ;  i t e m  8 - t h e  
maximum d i r e c t  c o s t s  is $50,000 and t h e  t o t a l  c o s t s  i nc lude  d i r e c t  p l u s
i n d i r e c t  c o s t s .  
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-- 
Page Four - No more t h a n  $35,000 may be r eques t ed  f o r  any one yea r ,  with a 
maximum d i r e c t  c o s t  o f  $50,000 f o r  t h e  two-year p r o j e c t  p e r i o d .  The budget
should  be l i m i t e d  t o  t h e  fo l lowing  c a t e g o r i e s :  personnel ,  small equipment,
s u p p l i e s ,  and t r a v e l .  Requests  f o r  o t h e r  expend i tu re s ,  f o r  t h e  s a l a r y  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 ,  or equipment over  $1,000, w i l l  be  honored only  i n  
unusual  c i rcumstances ;  t h e y  should  be s p e c i f i c a l l y  j u s t i f i e d .  

The o r i g i n a l  and f o u r  c o p i e s  o f  t h e  a p p l i c a t i o n  must be s e n t  t o :  

D iv i s ion  o f  Research Grants  
Na t iona l  I n s t i t u t e s  o f  Heal th  
Westwood Bui ld ing ,  Room 240 
Bethesda,  MD 20892XX 

A t  t h e  t i m e  of  submission two c o p i e s  o f  t h e  a p p l i c a t i o n  must a l s o  be  s e n t  t o :  

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

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

Westwood Bui ld ing ,  Room 519 

Bethesda,  MD 20892-4500 


Requests  f o r  a d d i t i o n a l  in format ion  must be addressed  t o :  


D i r e c t o r ,  Extramural  Program

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

Westwood Bui ld ing ,  Room 503 

Bethesda,  MD 20892-4500 

Telephone: (301)  496-7723 


T h i s  program i s  d e s c r i b e d  i n  t h e  Cata log  o f  Fede ra l  Domestic Ass i s t ance  No. 

93.122.  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  Se rv ice  

A c t ,  T i t l e  111, S e c t i o n  301 ( P u b l i c  Law 78-410, a s  amended; 42 USC 241)  and 

admin i s t e red  under PHS g r a n t  p o l i c i e s  and Federa l  Regu la t ions  42 CFR P a r t  52  

and 45 CFR P a r t  74.  This program i s  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 o r  Heal th  Systems Agency review.  


CORRECTION: SUPERFUND HAZARDOUS SUBSTANCES BASIC RESEARCH PROGRAM 

RFA: ES-91-02 

P.T. 34; K . W .  1007003, 1007009, 1002016, 0760003, 0755020, 0710030 

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

T h i s  Request f o r  App l i ca t ions  was pub l i shed  i n  t h e  N I H  Guide f o r  Grants  and 
C o n t r a c t s  on March 15, 1991, Vol.  20, No. 1 1 ,  and con ta ined  an  e r r o r  i n  t h e  
MECHANISM OF SUPPORT s e c t i o n .  The a n t i c i p a t e d  number o f  awards was 
i n c o r r e c t l y  s t a t e d  a t  40; t h e  c o r r e c t e d  sen tence  should  r ead :  "It is 
a n t i c i p a t e d  t h a t  approximately 6-13 awards w i l l  be  made con t ingen t  upon t h e  
a v a i l a b i l i t y  o f  funds ,  I' 

X X T H E  MAILING ADDRESS GIVEN FOR SENDING APPLICATIONS TO THE DIVISION OF 
RESEARCH GRANTS OR CONTACTING PROGRAM STAFF I N  THE WESTWOOD B U I L D I N G  I S  THE 
CENTRAL M A I L I N G  ADDRESS FOR THE NATIONAL INSTITUTES OF HEALTH. APPLICANTS WHO 
USE EXPRESS MAIL OR A COURIER SERVICE ARE ADVISED TO FOLLOW THE CARRIER'S 
REQUIREMENTS FOR SHOWING A STREET ADDRESS. THE ADDRESS FOR THE WESTWOOD 
B U I L D I N G  IS :  

5333 Westbard Avenue 
Bethesda,  Maryland 20816 
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