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NOTICES 

B B 

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

Nat ional  I n s t i t u t e s  of Heal th  

Alcohol, Drug Abuse, and Mental Health Administration 


The Nat ional  I n s t i t u t e s  of Health ( N I H )  and t h e  Alcohol, Drug Abuse, and 

Mental Health Administration (ADAMHA) recognize t h a t  most r e s e a r c h e r s  

adequately and a p p r o p r i a t e l y  cons ide r  gender r e p r e s e n t a t i o n  i n  c l i n i c a l  

r e s e a r c h  des ign .  Nevertheless ,  t h e  fol lowing s ta tement  is publ ished as a 

r e i t e r a t i o n  and f u r t h e r  i n t e r p r e t a t i o n  of t h e  e x i s t i n g  NIHlADAMHA p o l i c y 

concerning i n c l u s i o n  of women i n  s tudy populat ions.  C l i n i c a l  r e s e a r c h  

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

r e g a r d l e s s  of gender.  This  po l i cy  w a s  previously publ ished i n  t h e  N I H  Guide 

f o r  Grants and Contracts on October 24, 1986; January 23, 1987; March 27,

1987; January 15, 1988; and June 16,  1989. For t h e  purpose of t h i s  po l i cy , 

c l i n i c a l  r e sea rch  inc ludes  human s t u d i e s  of e t i o l o g y ,  treatment, d i a g n o s i s , 

prevent ion,  and epidemiology of d i s e a s e ,  i nc lud ing  bu t  no t  l i m i t e d  t o  c l i n i c a l  

t r i a l s .  While t h i s  p o l i c y  s ta tement  r e f e r s  t o  i n c l u s i o n  of women, a p p l i c a n t s  

are s t r o n g l y  reminded t h a t  a similar p o l i c y  e x i s t s  r ega rd ing  t h e  i n c l u s i o n  of 

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

15, 1988; and June 16 ,  1989) .  Both p o l i c i e s  must be considered when p repa r ing 

c l i n i c a l  r e s e a r c h  app l i ca t ions /p roposa l s  f o r  submission t o  t h e  NIH/ADAMHA. 


Pub l i c  concern r e q u i r e s  t h a t  c l i n i c a l  s t u d i e s  inc lude  both genders i n  such a 

way t h a t  r e s u l t s  are a p p l i c a b l e  t o  t h e  gene ra l  populat ion;  except ions would be 

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

app l i ca t ions /p roposa l s  f o r  NIHlADAMHA support  of c l i n i c a l  r e s e a r c h  should 

employ a study design with gender r e p r e s e n t a t i o n  a p p r o p r i a t e  t o  t h e  known 

incidencelprevalence of t h e  d i s e a s e  o r  cond i t ion  being s t u d i e d .  I f  i n c l u s i o n  

of women is impossible o r  i nappropr i a t e  with r e s p e c t  t o  t h e  purpose of t h e  

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

study populat ion a v a i l a b l e  t h e r e  is a d i s p r o p o r t i o n a t e  r e p r e s e n t a t i o n  of one 

gender,  t h e s e  reasons f o r  excluding women o r  men must be w e l l  explained and 

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

no t  be included i n  numbers appropr i a t e  t o  t h e  incidencelprevalence of t h e  

d i s e a s e .  


I n  conducting pee r  review f o r  s c i e n t i f i c  and t e c h n i c a l  merit ,  members of 

I n i t i a l  Review Groups (IRGs)/Technical Evaluat ion Groups (TEGs)  w i l l  be 
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i n s t r u c t e d  t o  eva lua te  t h e  proposed gender composition of t h e  s tudy
popula t ion .  

1)  	I f  t h e r e  i s  an inadequate  number of  women i n  a s tudy  des ign  AND 
t h i s  a f f e c t s  t h e  p o t e n t i a l  t o  answer t h e  s c i e n t i f i c  ques t ion ( s1
addressed,  t h a t  w i l l  be considered a weakness o r  de f i c i ency  i n  t h e  
s tudy des ign  and should be r e f l e c t e d  i n  t h e  assigned sco re  given t o  
t h e  appl ica t ion /proposa l ,  and i n  t h e  summary statement of  t h e  
review. 

2 )  	I f  an app l i can t  proposes t h a t  t h e r e  i s  j u s t i f i c a t i o n  f o r  conducting 
a s tudy i n  men only,  o r  i n  a s tudy  populat ion i n  which t h e  
propor t ion  of women does not  r e f l e c t  t h e  gender prevalence of t h e  
d i s e a s e  o r  cond i t ion  under s tudy ,  a s t rong  s c i e n t i f i c  r a t i o n a l e ,  an 
explana t ion  of t h e  need t o  p r o t e c t  t h e  h e a l t h  of t h e  s u b j e c t s ,  o r  
o t h e r  wel l -supported j u s t i f i c a t i o n  m u s t  be provided.  The IRG/TEG
w i l l  be i n s t r u c t e d  t o  eva lua te  t h e  merit of  such j u s t i f i c a t i o n s .
Appropriate j u s t i f i c a t i o n  w i l l  no t  adverse ly  a f f e c t  t h e  assigned 
s c o r e .  The N I H I A D A M H A  w i l l  no t  fund such appl ica t ions /proposa ls
un le s s  t h e  j u s t i f i c a t i o n  provided i s  compelling. 

3) I f  t h e  gender composition of t h e  s tudy populat ion i s  not  descr ibed ,
BUT t h e  s tudy  otherwise has  t h e  p o t e n t i a l  t o  answer t h e  s c i e n t i f i c  
q u e s t i o n ( s )  posed and t r a n s l a t e  t h e  f ind ings  t o  a l l  persons a t  r i s k  
of t h e  d i s e a s e ,  t h e  omission w i l l  be documented by t h e  Executive 
Sec re t a ry  of t h e  IRGITEG i n  an admin i s t r a t ive  no te ,  and w i l l  no t  
adverse ly  a f f e c t  t h e  s c i e n t i f i c  assessment and t h e  assigned sco re .  
I f  t h e r e  i s  inadequate  information on t h e  s tudy populat ion t o  allow 
eva lua t ion  of t h e  s c i e n t i f i c  ques t ion ( s1 ,  t h e  review may be 
d e f e r r e d .  The NIH/ADAMHA funding components w i l l  no t  fundlaward 
g r a n t s  o r  c o n t r a c t s  u n t i l  t h e  a p p l i c a n t  provides  s u f f i c i e n t  
information on t h e  s tudy populat ion t o  a s su re  compliance with t h e  
NIHIADAMHA po l i cy  on inc lus ion  of women i n  s tudy popula t ions .  

Since t h e  need to modify sample des ign  could de lay  award and a f f e c t  
t h e  c o s t s  of t h e  s tudy ,  a p p l i c a n t s  are s t r o n g l y  advised t o  address  
t h i s  i s s u e  i n  t h e  i n i t i a l  submission. If c o s t s  o r  s tudy des igns  
are s i g n i f i c a n t l y  a f f e c t e d  by such modi f ica t ion ,  submission of an 
amended appl ica t ion /proposa l  f o r  IRGITEG review and/or
recons ide ra t ion  by t h e  appropr i a t e  Nat ional  Advisory Council o r  
Board may be necessary .  

Whenever t h e r e  are s c i e n t i f i c  reasons  t o  a n t i c i p a t e  d i f f e r e n c e s  between men 
and women with regard  t o  t h e  hypothes is  under i n v e s t i g a t i o n ,  a p p l i c a n t s  should 
cons ider  t h e  inc lus ion  of an eva lua t ion  of gender d i f f e r e n c e s  i n  t h e  proposed
s tudy .  However, i f  men and women are e n r o l l e d  i n  numbers t h a t  r e f l e c t  t h e  
gender propor t ion  of t h e  d i s e a s e  under s tudy ,  it is not  an automatic  
requirement f o r  t h e  s tudy des ign  t o  inc lude  s t a t i s t i c a l  power f o r  men and 
women s e p a r a t e l y .  

It  i s  important t o  note  t h a t  r e g a r d l e s s  of t h e  program re levance  of t h e  
proposed r e sea rch ,  t h e  NIH/ADAMHA funding components w i l l  no t  fund/award 
g r a n t s  o r  c o n t r a c t s  t h a t  do not  comply with t h i s  po l i cy .  

ADAMHAINIH POLICY CONCERNING INCLUSION OF MINORITIES I N  STUDY POPULATIONS 

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

Alcohol, Drug Abuse, and Mental Health Adminis t ra t ion 
Nat ional  I n s t i t u t e s  of Heal th  

There a r e  c lear  s c i e n t i f i c  and pub l i c  h e a l t h  reasons  f o r  s p e c i f i c a l l y
inc luding  members of minor i ty  groups i n  s tudy  popula t ions .  Accordingly, t h e  
Alcohol, Drug Abuse, and Mental Health Adminis t ra t ion (ADAMHA) and t h e  
Nat ional  I n s t i t u t e s  of Health ( N I H )  r e q u i r e  t h a t  appl ica t ions /proposa ls  f o r  
c l i n i c a l  r e sea rch  must g ive  appropr i a t e  a t t e n t i o n  t o  inc lus ion  of m i n o r i t i e s  
i n  s tudy  popula t ions ,  un le s s  compelling s c i e n t i f i c  o r  o t h e r  j u s t i f i c a t i o n  f o r  
no t  inc luding  m i n o r i t i e s  i s  provided.  For t h e  purpose of t h i s  po l i cy ,
m i n o r i t i e s  inc lude  U.S.  r a c i a l / e t h n i c  minori ty  popula t ions  ( s p e c i f i c a l l y :
American Indians  o r  Alaskan Nat ives ,  As ianIPac i f ic  I s l a n d e r s ,  Blacks,  and 
Hispanics ) ,  and c l i n i c a l  r e sea rch  inc ludes  human s t u d i e s  of e t i o l o g y ,  
t rea tment ,  d i agnos i s ,  p revent ion ,  and epidemiology o f  d i s e a s e s ,  d i s o r d e r s  and 
cond i t ions ,  inc luding  but  no t  l i m i t e d  t o  c l i n i c a l  t r i a l s  and r e sea rch  on 
h e a l t h  s e r v i c e  and i ts  impact on d i s e a s e .  Grants ,  coopera t ive  agreements, and 
c o n t r a c t s  are covered by t h i s  po l i cy .  

II 
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This  s ta tement  i s  publ ished as a r e i t e r a t i o n  and f u r t h e r  i n t e r p r e t a t i o n  of t h e  
e x i s t i n g  A D A M H A l N I H  po l i cy  concerning inc lus ion  of m i n o r i t i e s  i n  s tudy
popula t ions .  This  po l i cy  w a s  p rev ious ly  publ ished i n  t h e  N I H  Guide f o r  Grants  
and Cont rac ts  on September 25, 1987, Vol. 16, No. 32; January 15, 1988, Vol. 
17, No. 2; and June 16, 1989, Vol. 18, No. 21.  While t h e  focus of t h i s  po l i cy
is  on inc lus ion  of m i n o r i t i e s  i n  genera l  populat ion s t u d i e s ,  ADAMHA and N I H  

7 -il 	 a l s o  encourage a t t e n t i o n  t o  gaps i n  knowledge about s p e c i f i c  U.S. 
r a c i a l l e t h n i c  m i n o r i t i e s  and h e a l t h  problems t h a t  s i g n i f i c a n t l y  a f f e c t  them. 
Examples of t h e s e  problems inc lude  but  are no t  l i m i t e d  t o :  cancer ,  substance 
abuse,  h e a r t  disease and s t r o k e ,  homicide and acc iden t s ,  d i a b e t e s ,  i n f a n t  
mor t a l i t y ,  and acquired immunodeficiency syndrome (AIDS). Addressing t h e s e  
gaps may be appropr i a t e  j u s t i f i c a t i o n  f o r  focusing a p a r t i c u l a r  s tudy  on a 
s i n g l e  r a c i a l l e t h n i c  group. 

While t h i s  po l i cy  s ta tement  r e f e r s  t o  inc lus ion  of m i n o r i t i e s ,  a p p l i c a n t s  are 
s t r o n g l y  reminded t h a t  a similar po l i cy  e x i s t s  regard ing  women ( N I H  Guide f o r  
Grants  and Cont rac ts  - October 24, 1986, Vol. 15, No. 22; January 23, 1987,
Vol. 16, No. 3;  January 15, 1988, Vol. 17, No. 2;  June 16, 1989, Vol. 18, No. 
21; and August 24, 1990, Vol. 19, No. 3 1 ) .  Both p o l i c i e s  must be considered 
when prepar ing  r e sea rch  app l i can t s lp roposa l s  f o r  submission t o  A D A M H A l N I H .  

Appl icants  f o r  g ran t s l coope ra t ive  agreements and o f f e r o r s  f o r  c o n t r a c t s  should 
be aware t h a t  i n  a t tempt ing  t o  inc lude  minor i ty  groups i n  a p a r t i c u l a r  s tudy ,
a t t e n t i o n  must be pa id  t o  r e sea rch  des ign  and sample s i z e  i s s u e s .  ADAMHA and 
N I H  recognize t h a t  it may no t  be f e a s i b l e  o r  appropr i a t e  i n  a l l  r e sea rch  
p r o j e c t s  t o  inc lude  r e p r e s e n t a t i o n  of t h e  f u l l  a r r a y  of U.S. r a c i a l l e t h n i c  
minor i ty  popula t ions .  However, a p p l i c a n t s l o f f e r o r s  are urged t o  a s s e s s  
c a r e f u l l y  t h e  f e a s i b i l i t y  of inc luding  t h e  broadest  p o s s i b l e  r e p r e s e n t a t i o n  of  
minor i ty  groups.  

I n  a l l  a p p l i c a t i o n s  o r  proposa ls  f o r  c l i n i c a l  r e sea rch ,  a p p l i c a n t s  must 
describe t h e  a n t i c i p a t e d  r a c e l e t h n i c  composition of t h e  s tudy popula t ion .  I n  
conducting peer  review f o r  s c i e n t i f i c  and t e c h n i c a l  m e r i t ,  members of I n i t i a l  
Review Groups (IRGsIlTechnical Review Groups (TEGs) w i l l  be i n s t r u c t e d  t o  
eva lua te  t h e  appropr ia teness  of t h e  proposed minori ty  composition: 

1 )  	I f  t h e r e  is  i n s u f f i c i e n t  a t t e n t i o n  t o  inc lus ion  of  m i n o r i t i e s  i n  a 
s tudy  des ign  AND t h i s  a f f e c t s  t h e  p o t e n t i a l  t o  answer t h e  
s c i e n t i f i c  ques t ion ( s1  addressed,  t h a t  w i l l  be considered a 
weakness o r  de f i c i ency  and must be r e f l e c t e d  i n  t h e  assigned sco re  
given t o  t h e  app l i ca t ion lp roposa l ,  and i n  t h e  summary s ta tement  of 
t h e  review. 

2)  	However, i f  an a p p l i c a n t  proposes t h a t  t h e r e  is  j u s t i f i c a t i o n  f o r  
conducting a study where t h e r e  w i l l  be l i m i t e d  minor i ty
p a r t i c i p a t i o n  o r  i nc lus ion  of only one r a c i a l l e t h n i c  group, a 
s t r o n g  s c i e n t i f i c  r a t i o n a l e  o r  o t h e r  wel l -supported j u s t i f i c a t i o n  
must be provided.  The I R G l T E G  w i l l  be i n s t r u c t e d  t o  eva lua te  t h e  
mer i t  of such j u s t i f i c a t i o n s .  Appropriate j u s t i f i c a t i o n  w i l l  no t  
adverse ly  a f f e c t  t h e  assigned s c o r e .  The A D A M H A l N I H  w i l l  no t  
fundlaward such a p p l i c a t i o n s  un le s s  t h e  j u s t i f i c a t i o n  i s  
compel1ing  . 

3) For g ran t  and coopera t ive  agreement a p p l i c a t i o n s ,  i f  t h e r e  is  
inadequate  information on t h e  s tudy populat ion t o  allow eva lua t ion  
of t h e  s c i e n t i f i c  ques t ion ( s1 ,  t h e  review w i l l  be de fe r r ed  o r  t h e  
a p p l i c a t i o n  r e tu rned .  

I t  is  important t o  no te  t h a t  t h e  A D A M H A I N I H  funding components w i l l  no t  

fundlaward g r a n t s ,  coopera t ive  agreement, o r  c o n t r a c t s  t h a t  do n o t  comply wi th  

t h i s  po l i cy .  


REMINDER: REQUIREMENT FOR PROGRAMS ON THE RESPONSIBLE CONDUCT OF 

RESEARCH I N  N A T I O N A L  RESEARCH SERVICE AWARD INSTITUTIONAL T R A I N I N G  PROGRAMS 


P . T .  44; K . W .  1014004, 1014006 

National  I n s t i t u t e s  of  Health 

Alcohol, Drug Abuse, and Mental Health Adminis t ra t ion 


As s t a t e d  i n  t h e  NIH Guide f o r  Grants  and Cont rac ts ,  Vol. 18, No. 45, December 

22, 1989, admin i s t r a t ive  gu ide l ines  f o r  t h e  Nat ional  Research Se rv ice  Award 

(NRSA) i n s t i t u t i o n a l  t r a i n i n g  g ran t  a p p l i c a t i o n s  submitted t o  t h e  Nat ional  


'-' 	 I n s t i t u t e s  of Heal th  ( N I H )  and Alcohol, Drug Abuse, and Mental Heal th  
Adminis t ra t ion (ADAMHA) have been r ev i sed  "to r e q u i r e  t h a t  a program i n  t h e  
p r i n c i p l e s  of s c i e n t i f i c  i n t e g r i t y  be an i n t e g r a l  p a r t  of t h e  proposed
resea rch  t r a i n i n g  e f f o r t " .  This  requirement a p p l i e s  t o  a l l  competing t r a i n i n g  

N I H  G U I D E  - Vol. 20, No. 32, August 23, I 9 9 1  - Page 3 



gran t  a p p l i c a t i o n s  rece ived  a f t e r  J u l y  1 ,  1990. The p r i n c i p a l  goa l  of t h e  
NRSA gran t  mechanisms i s  t o  t r a i n  s c i e n t i s t s  f o r  f u t u r e  careers i n  biomedical 
and behavioral  r e sea rch .  An important f a c t o r  i n  biomedical and behaviora l  
r e sea rch  is t h e  need t o  maintain t h e  h ighes t  l e v e l s  of i n t e g r i t y  i n  t h e  
conduct of r e sea rch .  The r e sea rch  t r a i n i n g  environment i n  t h e  u n i v e r s i t y
s e t t i n g  provides  a powerful contex t  i n  which t o  promote r e spons ib l e  r e sea rch  
p r a c t i c e s .  

N I H  and ADAMHA recognize  t h a t  t h e  s c i e n t i f i c  community is  a t  an e a r l y  stage of  
developing information and methods t h a t  p e r t a i n  s p e c i f i c a l l y  t o  t r a i n i n g  i n  
r e sea rch  e t h i c s  f o r  t r a i n e e s .  Not a l l  methods w i l l  work i n  a l l  t r a i n i n g
s i t u a t i o n s  given t h e  he te rogenei ty  among d i s c i p l i n e s  and p ro fes s ions .  There 
are many models and paradigms. Appreciat ion of t h e  he te rogenei ty  among
t h e  biomedical and behaviora l  r e sea rch  components wi th in  t h e  i n s t i t u t i o n s  
ca l l s  f o r  f l e x i b i l i t y  i n  approaches t o  e f f e c t i v e  educat ion and t r a i n i n g
models. 

I n s t i t u t i o n s  must accept  primary r e s p o n s i b i l i t y  and be allowed t o  develop
t h e i r  own ways of  promoting r e spons ib l e  conduct of r e sea rch  i n  conjunct ion
with t h e i r  t r a i n i n g  programs. S c i e n t i f i c  and admin i s t r a t ive  l e a d e r s  of  t h e  
u n i v e r s i t y  o r  from o u t s i d e  (as  c o n s u l t a n t s  o r  speakers )  could be a v i s i b l e  
p a r t  of t h i s  e f f o r t .  Appl icants  are urged t o  d i s c u s s  t h e  development of 
methods on t h i s  important t o p i c  wi th  t h e i r  co l leagues  and a l s o  look t o  t h e  
p ro fes s iona l  a s s o c i a t i o n s  f o r  guidance as w e l l  as d i scuss ions  wi th  N I H  and 
ADAMHA s t a f f .  

An a r r a y  of methods might be used a t  va r ious  t r a i n i n g  l e v e l s .  It  was s t a t e d  
i n  t h e  N I H  Guide f o r  Grants  and Cont rac ts ,  December 22, 1989 n o t i c e :  

"Most u n i v e r s i t i e s  and academic i n s t i t u t i o n s  have p r a c t i c e s  and procedures  t o  
ensure t h e  r e spons ib l e  conduct of  r e sea rch .  These may inc lude  informal 
seminars and p r e s e n t a t i o n s  on c o n f l i c t  of  i n t e r e s t ,  d a t a  record ing  and 
r e t e n t i o n ,  p ro fes s iona l  s t anda rds  and codes of conduct,  r e spons ib l e
authorsh ip ,  i n s t i t u t i o n a l  p o l i c i e s  and procedures  f o r  handl ing a l l e g a t i o n s  of 
misconduct, p o l i c i e s  regard ing  t h e  use of human and animal s u b j e c t s ,  e t c .  or 
formal courses  on b i o e t h i c s ,  r e sea rch  conduct,  t h e  i d e a l s  of science, etc." 

For t h e  first 18 months of  implementation o f  t h i s  requirement ,  it is  expected
t h a t  i n s t i t u t i o n s  w i l l  be given cons iderable  f l e x i b i l i t y  i n  o rde r  t o  encourage
innovat ion i n  t h e  development of methods f o r  providing t r a i n i n g  i n  s c i e n t i f i c  
i n t e g r i t y .  However, d e s c r i p t i o n s  of formal o r  informal a c t i v i t i e s  r e l a t e d  t o  
incorpora t ion  of e f f o r t s  r e l e v a n t  t o  t h e  r e spons ib l e  conduct of r e sea rch  
( i . e . ,  " the plan") should be e x p l i c i t  as p o s s i b l e  ( e . g . ,  t o p i c s  t o  be covered;
f a c u l t y  t h a t  may be involved; format;  schedule ,  e t c . ) .  No a p p l i c a t i o n  w i l l  be 
awarded u n t i l  a d e s c r i p t i o n  of t h e  i n s t i t u t i o n ' s  p lan  t o  provide i n s t r u c t i o n  
on e t h i c s  i n  r e sea rch  and r e sea rch  t r a i n i n g  is fu rn i shed .  

N A T I O N A L  WORKSHOPS ON THE PROTECTION OF HUMAN SUBJECTS 

P.T.  42; K . W .  0783005 

National  I n s t i t u t e s  of Heal th  
Food and Drug Adminis t ra t ion 

The Nat ional  I n s t i t u t e s  of Heal th  ( N I H )  and t h e  Food and Drug Adminis t ra t ion 
(FDA) are sponsoring a series of workshops on t h e  r e s p o n s i b i l i t i e s  of 
r e sea rche r s ,  I n s t i t u t i o n a l  Review Boards ( I R B s ) ,  and i n s t i t u t i o n a l  o f f i c i a l s  
f o r  t h e  p r o t e c t i o n  of human s u b j e c t s  i n  r e sea rch .  The workshops are open t o  
everyone wi th  an i n t e r e s t  i n  r e sea rch  involv ing  human s u b j e c t s .  The meetings 
may be of s p e c i a l  i n t e r e s t  t o  t hose  persons c u r r e n t l y  se rv ing ,  o r  about t o  
begin se rv ing ,  as a member of an I R B .  I s s u e s  d iscussed  a t  t h e s e  workshops are 
r e l e v a n t  t o  a l l  o t h e r  Publ ic  Health Se rv ice  agencies .  The c u r r e n t  schedule  
inc ludes  t h e  fo l lowing:  

NORTH MIDWESTERN WORKSHOP 

DATES: October 17 and 18, 1991 

WORKSHOP SITE: D e t r o i t ,  M I  


SPONSORS : 

Chi ldren ' s  Hospi ta l  of  Michigan

3901 Beaubien Blvd. 

D e t r o i t ,  M I  48201 
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Wayne S t a t e  Univers i ty 

4237 S c o t t  H a l l  

D e t r o i t ,  M I  48201 


REGISTRATION CONTACT: 

M r .  Jerome Wilczynski 

Vice Pres ident  f o r  Operat ions 

Children * s Hospi ta l  of Michigan

3901 Beaubien Blvd. 

D e t r o i t ,  M I  48201 

Telephone: (313) 745-5450 


TOPIC: The Vulnerable P a t i e n t  A s  A Research Subjec t  

WEST COAST WORKSHOP 

DATES: December 5 and 6 ,  1991 

WORKSHOP SITE: Los Angeles, CA 

SPONSORS : 

Univers i ty  of Southern C a l i f o r n i a  

Los Angeles, CA 90089-4014 


C a l i f o r n i a  S t a t e  Univers i ty  - Los Angeles

5151 S t a t e  Univers i ty  Drive 

Los Angeles, CA 90032-8202 


REGISTRATION CONTACT: 

M s .  L i l y  Pa t t e r son  

Ass i s t an t  t o  t h e  Di rec to r  

Research and Sponsored Programs

C a l i f o r n i a  S t a t e  Univers i ty  - Los Angeles

5151 S t a t e  Univers i ty  Drive 

Los Angeles, CA 90032-8202 

Telephone: (213) 343-3820 


TOPIC: P ro tec t ion  of Human Sub jec t s  

SOUTH MIDWESTERN WORKSHOP 

DATES: February 20 and 21, 1992 

WORKSHOP SITE: San Antonio, TX 

SPONSORS : 

Univers i ty  of Texas Heal th  Science Center a t  San Antonio 

7703 Floyd Curl  Drive 

San Antonio, TX 78284-7972 


S t .  Mary * s Univers i ty 

One C a m i n o  Santa  Maria 

San Antonio, TX 78228-8572 


REGISTRATION CONTACT: 

M s .  Angie Khan 

I n s t i t u t i o n a l  Coordinator of Research Review 

Univers i ty  of Texas Health Science Center a t  San Antonio 

7703 Floyd Curl  Drive (Room 402L)

San Antonio, TX 78284-7972 

Telephone: (512) 567-2351 


TOPIC: P ro tec t ion  of Human Subjec ts  

NORTHEASTERN WORKSHOP 

DATES: Apr i l  27 and 28, 1992 

WORKSHOP SITE: Phi lade lphia ,  PA 

SPONSORS : 

University of  Pennsylvania

133 South 36th S t r e e t  

S u i t e  300 


‘I-’ 	 Phi lade lphia ,  PA 19104-3246 

Lincoln Univers i ty
Lincoln Univers i ty ,  PA 19352 
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REGISTRATION CONTACT: 

M s .  Lynn Bevan 

Ass i s t an t  D i rec to r  

Off ice  of Research Adminis t ra t ion 

Univers i ty  of Pennsylvania 

133 South 36th S t r e e t  

S u i t e  300 

Phi lade lphia ,  PA 19104-3246 

Telephone: (215) 898-2614 


TOPIC: P ro tec t ion  of Human Sub jec t s  

For f u r t h e r  information regard ing  t h e s e  workshops o r  f u t u r e  N I H I F D A  Nat ional  

Workshops on t h e  P ro tec t ion  of Human Sub jec t s ,  p l ease  c o n t a c t :  


M s .  Darlene Marie Ross 

Executive Ass i s t an t  f o r  Education 

Divis ion  of Human Subjec t  P ro tec t ions  

Off i ce  f o r  P ro tec t ion  from Research Risks 

National  I n s t i t u t e s  of Heal th  

Building 31, Room 5B59 

Bethesda, MD 20892 

Telephone: (301) 496-8101 


NOTICES OF A V A I L A B I L I T Y  (RFPs AND RFAs) 

DEVELOPMENT AND PRODUCTION OF PARENTERAL DOSAGE FORMS FOR CLINICAL STUDIES 


RFP AVAILABLE: NCI-CM-27724-71 


P.T. 34; K . W .  0740021, 0715008, 0715035 


National  Cancer I n s t i t u t e  


The primary o b j e c t i v e  of t h i s  p r o j e c t  is t o  develop and produce 

pharmaceut ical ly  acceptab le  p a r e n t e r a l  dosage forms of promising new agen t s 

with a c t i v i t y  a g a i n s t  cancer  o r  t h e  H I V  v i r u s .  Ce r t a in  agents  s e l e c t e d  by t h e  

National  Cancer I n s t i t u t e  ( N C I ) ,  Div is ion  of Cancer Treatment,  Cancer and AIDS 

opera t ing  committees w i l l  be ass igned  f o r  development and product ion as 

p a r e n t e r a l  p roducts  (p r imar i ly  s t e r i l e  f r e e z e  d r i e d  p roduc t s ) .  Batch s i z e s  

w i l l  range from small developmental ba tches  ( l e s s  t han  100) t o  in te rmedia te  

s i z e  ba tches  t o  be used i n  Phase I and I1 t r i a l s ;  however, e s c a l a t i o n  t o  l a r g e 

batch s i z e  (IO-30,000 o r  more) f o r  Phase IIIIIV t r i a l s  and Group C 

d i s t r i b u t i o n  i s  p o s s i b l e .  It  is  es t imated  t h a t  t h e  success fu l  o f f e r o r s  must 

be prepared t o  supply more than  f ive-hundred thousand p a r e n t e r a l  dosage u n i t s  

each yea r .  The c a p a b i l i t y  t o  develop and manufacture o t h e r  pharmaceutical 

dosage form ( e . g . ,  l a r g e  volume p a r e n t e r a l s ,  s t e r i l e  emulsions,  s t e r i l e  

micro-d ispers ions)  is  d e s i r a b l e  but  no t  e s s e n t i a l .  Data obtained from t h e  

c o n t r a c t  w i l l :  ( 1 )  be used t o  support  I N D  a p p l i c a t i o n s  submitted by t h e  N C I  

t o  t h e  U.S. Food and Drug Adminis t ra t ion;  ( 2 )  be provided t o  o t h e r  N C I  

c o n t r a c t o r s  engaged i n  manufacture and a n a l y t i c a l  eva lua t ion  of t h e s e  dosage 

forms; and ( 3 )  be provided t o  phys ic ians ,  pharmacis ts ,  nurses ,  and o t h e r  

medical personnel  handl ing t h e s e  products  i n  a c l i n i c a l  s e t t i n g .  It  is 

a n t i c i p a t e d  t h a t  an incrementa l ly  funded, cos t -p lus - f ixed - fee  type  c o n t r a c t  

w i l l  be awarded f o r  a per iod  of f i v e  yea r s  beginning on o r  about March 15, 

1992. 


RFP NCI-CM27724-71 w i l l  be a v a i l a b l e  upon r eques t  on o r  about September 3,

1991. Proposals  w i l l  be due approximately 45 days t h e r e a f t e r .  


To o b t a i n  a copy of t h i s  RFP, send a stamped, s e l f - addres sed  envelope t o :  


M r .  Joseph E .  Bowe 

Contract  S p e c i a l i s t 

National  Cancer I n s t i t u t e  

6120 Executive Boulevard 

Room 603 

Rockvi l le ,  MD 20904 


N I H  G U I D E  - Vol. 20, No. 32, August 23, 1991 - Page 6 



EVELOPMENT AND IMPLEMENTATION OF A PLAN TO ASSESS THE NEURODEVELOPMENT OF 

JNFANTS AND CHILDREN EXPOSED TO DRUGS I N  UTERO 


RFP AVAILABLE: NICHD-CRMC-92-01 


P.T. 34; K.W. 0715006, 0740025, 0775000 


National  I n s t i t u t e  of  Child Heal th  and Human Development 


The Nat ional  I n s t i t u t e  of  Child Heal th  and Human Development (NICHD) i s  

seeking a c o n t r a c t o r  t o  select  and implement a b a t t e r y  of assessment 

t echniques  t o  d e s c r i b e  t h e  neurodevelopmental outcome of  c h i l d r e n  a t  r i s k  f o r  

abnormal outcome as a r e s u l t  of  exposure t o  substances of  abuse i n  u t e r o .  

These instruments  w i l l  be s e l e c t e d  on t h e  b a s i s  of t h e i r  a b i l i t y  t o  d e s c r i b e  

a n t i c i p a t e d  developmental d e f i c i t s .  The s p e c i f i c  o b j e c t i v e s  of t h i s  p r o j e c t 

w i l l  be:  ( 1 )  select  a b a t t e r y  of neurodevelopmental assessment techniques 

appropr i a t e  f o r  admin i s t r a t ion  between b i r t h  and f i v e  yea r s  of  age t h a t  w i l l  

i d e n t i f y  and c h a r a c t e r i z e  t h e  soc ia l /emot iona l ,  cogn i t ive ,  language, l e a r n i n g , 

and neuro logic  and phys io logic  func t ions  a s soc ia t ed  with p r e n a t a l  drug 

exposure; ( 2 )  Provide techniques  t h a t  w i l l  be equa l ly  appropr i a t e ,  r e g a r d l e s s 

of g e s t a t i o n a l  age a t  b i r t h  ( i . e . ,  term o r  preterm) o r  b i r t h  weight; (3) 

develop and implement a p lan  t o  examine t h e  r e l i a b i l i t y  and v a l i d i t y  of t h e  

assessment techniques  f o r  t h e  s tudy popula t ion ,  c o n t r o l l i n g  f o r  confounding 

v a r i a b l e s ;  (4) t r a i n  i n f a n t  follow-up c l i n i c  personnel i n  s e l e c t e d  NICHD 

Neonatal Research Network c l i n i c a l  c e n t e r s  i n  t h e  admin i s t r a t ion ,  s co r ing ,  and 

i n t e r p r e t a t i o n  of  t h e s e  instruments;  and (5) provide c o l l a b o r a t i o n  i n  t h e  

s t a t i s t i c a l  a n a l y s i s  and i n t e r p r e t a t i o n  of t h e  r e s u l t i n g  d a t a .  


The Request f o r  Proposals  (RFP) NICHD-CRMC-92-01 w i l l  be i ssued  on o r  about 

August 26, 1991, and t h e  responses  are due by 4:OO p.m. on October 20 ,  1991. 

Those o rgan iza t ions  d e s i r i n g  a copy of t h i s  RFP may send t h e i r  w r i t t e n  

r e q u e s t s  t o  Ms. Mya Hlaing a t  t h e  address  l i s t e d  below. A l l  r e q u e s t s  must 

c i t e  t h e  RFP number and inc lude  two se l f -addressed  mail ing l a b e l s .  Send 

r e q u e s t s  t o :  


Mrs. Mya N w e  Hlaing 

Contrac t ing  Of f i ce r  

Contrac ts  Management Branch, OGC 

National  I n s t i t u t e  of Chi ld  Heal th  and Human Development

EPN Bldg.,  Room 515 

9000 Rockvi l le  Pike 


-dr Bethesda, MD 20892 

This  announcement does no t  commit t h e  Government t o  award a c o n t r a c t .  

FAMILY AND GENETIC STUDIES OF CARDIOVASCULAR DISEASE - COORDINATING CENTER 

RFP AVAILABLE: NHLBI-HC-91-07 

P .T .  34; K.W. 0715040, 1002019, 0755018 

Nat ional  H e a r t ,  Lung, and Blood I n s t i t u t e  

The Nat ional  Heart, Lung, and Blood I n s t i t u t e  (NHLBI)  r e q u i r e s  a coord ina t ing
center f o r  a family and g e n e t i c  s tudy  of  card iovascular  d i s e a s e  (CVD) on 6,000
p a r t i c i p a n t s .  The primary o b j e c t i v e  of t h e  coord ina t ing  c e n t e r  is t o  provide
resea rch  and development c a p a b i l i t i e s  f o r  t h e  des ign  and coord ina t ion  of  t h i s  
long-term, mul t i cen te r  s tudy t o  i d e n t i f y  and eva lua te  gene t i c  and non-genet ic
determinants  of famil ia l  aggrega t ion  of CVD and r i s k  f a c t o r s .  The per iod  of 
performance is a n t i c i p a t e d  f o r  fou r  yea r s  beginning January 1992. 

Th i s  is a n o t i c e  of t h e  a v a i l a b i l i t y  of a Request f o r  Proposals  (RFP). RFP 
NHLBI-HC-91-07 w i l l  be a v a i l a b l e  on o r  about August 27, 1991, and proposa ls  
are due September 27, 1991. One award i s  a n t i c i p a t e d  by t h e  Government. 
Offerors  o t h e r  t han  U.S. o rgan iza t ions  w i l l  no t  be cons idered .  Wri t ten 
r e q u e s t s  f o r  t h e  RFP must inc lude  t h r e e  mail ing l a b e l s ,  se l f  addressed,  and 
must c i t e  RFP NHLBI-HC-91-07. 

Send r eques t s  f o r  copies  of t h e  RFP t o :  

M s .  Lisa O ' N e i l l  

Contract  S p e c i a l i s t 

ECA Contract  Sec t ion  

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


.If Federal  Bui lding,  Room 200 
Bethesda, MD 20892 
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GROUP B STREPTOCOCCAL VACCINE DEVELOPMENT 

SOURCES SOUGHT 

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

National  I n s t i t u t e s  of Allergy and I n f e c t i o u s  Diseases  

The Respi ra tory  Diseases Branch of t h e  Div is ion  of Microbiology and I n f e c t i o u s  

Diseases ,  Nat ional  I n s t i t u t e  of Allergy and I n f e c t i o u s  Dieases ( N I A I D ) ,  is 

i n t e r e s t e d  i n  t h e  prevent ion  of neonata l  and o b s t e t r i c a l  Group B s t r ep tococca l 

(GBS) s e p s i s  by maternal immunization. S tud ie s  have shown t h a t  vacc ina t ion  of 

pregnant women with Type I11 GBS polysaccharide r e s u l t s  i n  p l a c e n t a l  t r a n s f e r  

of ant ibody t o  t h e  i n f a n t s  of women who respond t o  t h e  immunogenicity of t h e  

polysaccharide vacc ine .  For o t h e r  po lysacchar ides  ( e . g . ,  Haemophilus

i n f luenzae ) ,  conjugat ion  t o  a p r o t e i n  carr ier  has  g r e a t l y  enhanced 

immunogenicity. The N I A I D  is seeking a c o n t r a c t o r  with t h e  a b i l i t y  t o :  (1) 

develop and prepare  a GBS polysacchar ide-pro te in  conjugate  vaccine conta in ing 

fou r  c l i n i c a l l y  r e l e v a n t  se ro types  ( I a ,  I b ,  11, and 111); (2) demonstrate t h e  

s a f e t y  and immunogenicity of t h i s  vaccine i n  an animal mode; and (3) prepare , 

package, and s a f e t y - t e s t  l o t s  of t h e  candida te  vaccine f o r  d e l i v e r y  t o  t h e  

N I A I D  f o r  f u t u r e  Phase I and I1 c l i n i c a l  t r i a l s .  The c o n t r a c t o r  is  expected 

t o  provide a l l  d a t a  necessary  f o r  f i l i n g  an I n v e s t i g a t i o n a l  N e w  Drug

Applicat ion ( I N D )  f o r  t h e  Phase I and I1 c l i n i c a l  t r i a l s  t o  be conducted under 

N I A I D  ausp ices .  


It  is d e s i r a b l e  f o r  t h e  c o n t r a c t o r ' s  f a c i l i t y  t o  be maintained i n  accordance 

with t h e  Food and Drug Adminis t ra t ion p resc r ibed  Current  Good Manu and 

Laboratory P r a c t i c e s .  It  is a n t i c i p a t e d  t h a t  N I A I D  may award a c o n t r a c t  f o r  

t h e s e  s e r v i c e s  i n  t h e  1992 f i s c a l  y e a r .  A t h r e e - t o  f ive -yea r  per iod  of 

performance is a n t i c i p a t e d .  


I n t e r e s t e d  p a r t i e s  may submit a c a p a b i l i t y  s ta tement  t h a t  d e s c r i b e s  t h e i r  

t e c h n i c a l  e x p e r t i s e  and f a c i l i t i e s  t o  provide t h e  above s e r v i c e s .  Capab i l i t y 

s ta tements  should be s e n t  to t h e  below address  ( o r i g i n a l  plus t h r e e  c o p i e s ) . 

No a d d i t i o n a l  information is a v a i l a b l e  a t  t h i s  t ime .  I f  t h e  N I A I D  proceeds 

with t h i s  requirement ,  a competi t ive s o l i c i t a t i o n  w i l l  be i s sued .  


Capab i l i t y  s ta tements  t h a t  are c l e a r l y  i d e n t i f i e d  as such are due by 4:30 p.m. 

on September 13, 1991, t o :  


Thomas C .  P o r t e r  

Contract ing O f f i c e r  

Contract  Management Branch 

National  I n s t i t u t e  of Allergy and I n f e c t i o u s  Diseases 

Control  Data Building,  Room 326P 

6003 Executive Blvd. 

Bethesda, MD 20892 


HYPERIMMUNE GLOBULIN A D J U N C T I V E  THERAPY 

SOURCES SOUGHT 

P . T .  34; K . W .  0745045 

National  I n s t i t u t e  of Allergy and I n f e c t i o u s  Diseases 

The Respi ra tory  Diseases  Branch of t h e  Div is ion  of Microbiology and I n f e c t i o u s  
Diseases ,  Nat ional  I n s t i t u t e  of Allergy and I n f e c t i o u s  Diseases ( N I A I D ) ,  is 
i n t e r e s t e d  i n  hyperimmune g lobu l in  ad junc t ive  therapy  f o r  t h e  prevent ion  o r  
t rea tment  of neonata l  group B s t r ep tococca l  (GBS) d i s e a s e .  Despi te  a n t i b i o t i c  
therapy ,  morbidi ty  and m o r t a l i t y  ra tes  due t o  GBS d i s e a s e  i n  newborns remain 
h igh ,  and pass ive  immunization with GBD-directed IgG warran ts  i n v e s t i g a t i o n .
The N I A I D  is seeking one o r  two c o n t r a c t o r s  capable  of performing t h e  
fol lowing:  

( A )  Preparing immune g lobu l in  d i r e c t e d  a g a i n s t  se ro types  Ia ,  I b ,  11, and I11 
GBS with high func t iona l  ant ibody a c t i v i t y  a g a i n s t  mu l t ip l e  s t r a i n s  of each 
type .  S t r a t e g i e s  t h a t  would produce s i n g l e  o r  mul t ip l e  l o t s  of hyperimmune
g lobu l in  demonstrat ing high anti-GBS f u n c t i o n a l  a c t i v i t y  and t h e  p o t e n t i a l  f o r  
l i m i t e d  volume admin i s t r a t ion  a r e  d e s i r a b l e .  The c o n t r a c t o r  must prepare  t h e  
hyperimmune g lobu l in  i n  s u f f i c i e n t  q u a n t i t y  t o  undertake ant ibody 
measurements, opsonophagocytic assays ,  and neonata l  animal model s t u d i e s  t o  
demonstrate p r o t e c t i o n .  The c o n t r a c t o r  is expected t o  provide a l l  d a t a  
necessary f o r  f i l i n g  an I n v e s t i g a t i o n a l  N e w  Drug Applicat ion ( I N D )  f o r  Phase 
1/11 c l i n i c a l  t r i a l s  t o  be conducted under N I A I D  ausp ices .  The u l t i m a t e  goal
of t h i s  c o n t r a c t  i s  a source and supply of GBS hyperimmune g lobu l in  with h igh  
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func t iona l  a c t i v i t y  and minimal l o t - t o - l o t  v a r i a b i l i t y .  It s h a l l  be necessary 

f o r  t h e  c o n t r a c t o r ' s  f a c i l i t y  t o  be maintained i n  accordance with t h e  Food and 

Drug Adminis t ra t ion p resc r ibed  Current  Good Manufacturing and Labor P r a c t i c e s .  

It is a n t i c i p a t e d  t h a t  N I A I D  may award a c o n t r a c t  f o r  t h e s e  s e r v i c e s  i n  t h e  

1992 f i s c a l  yea r .  A two-year per iod  of performance is a n t i c i p a t e d .  


( B )  Undertaking Phase 1/11 c l i n i c a l  t r i a l s  i n  neonates .  The c o n t r a c t o r  must 

have t h e  above c a p a b i l i t y  and e x p e r t i s e  must provide capac i ty ,  c a p a b i l i t y ,  and 

e x p e r t i s e  t o  undertake such a c l i n i c a l  t r i a l ,  and have access t o  s u f f i c i e n t  

numbers of neonates  with GBS i n f e c t i o n  o r  p o t e n t i a l  f o r  i n f e c t i o n .  


It  is  a n t i c i p a t e d  t h a t  t h e  N I A I D  may award a c o n t r a c t  f o r  t h e s e  s e r v i c e s  i n  

t h e  1992 f i s c a l  yea r .  A t h r e e - t o  four -year  per iod  of  performance is 

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


I n t e r e s t e d  p a r t i e s  may submit a c a p a b i l i t y  s ta tement  t h a t  d e s c r i b e s :  ( A )  t h e  

e x p e r t i s e  and f a c i l i t i e s  t o  prepare t h e  descr ibed  hyperimmune g lobu l in ;  AND/OR

( B )  t h e  capac i ty  and c a p a b i l i t y  of undertaking t h e  Phase 1/11 c l i n i c a l  t r i a l s .  

Capabl i ty  s ta tements  must  be s e n t  t o  t h e  below address  ( o r i g i n a l  p l u s  t h r e e  

c o p i e s ) .  No a d d i t i o n a l  information is a v a i l a b l e  a t  t h i s  t i m e .  If t h e  N I A I D  

proceeds with t h i s  requirement ,  a competi t ive s o l i c i t a t i o n  w i l l  be i s sued .  


Capab i l i t y  s ta tements  t h a t  are c l e a r l y  i d e n t i f i e d  as such are due by 4:30 p.m. 

on September 13, 1991, t o :  


Thomas C .  P o r t e r  

Contract ing O f f i c e r  

Contract  Management Branch 

National  I n s t i t u t e  of Allergy and I n f e c t i o u s  Diseases 

Control  Data Building,  Room 326P 

6003 Executive Blvd. 

Bethesda, MD 20892 


CANCER CENTER OUTREACH EDUCATION PROGRAMS 

RFA AVAILABLE: CA-91-23 

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

* I d ' National  Cancer I n s t i t u t e  

Letter of I n t e n t  Receipt  Date: November 1 ,  1991 
Appl ica t ion  Receipt  Date: December 6 ,  1991 

PURPOSE 

The purpose of t h i s  Request f o r  Appl ica t ions  (RFA) is t o  i n v i t e  g r a n t
a p p l i c a t i o n s  f o r  t h e  support  of community outreach educat ion programs from 
r e c i p i e n t s  of Nat ional  Cancer I n s t i t u t e  ( N C I )  Center Core Grants (P30) .  It  is 
a n t i c i p a t e d  t h a t  t h e s e  educat ion programs w i l l  r e s u l t  i n  increased  community
e f f o r t s  r e l a t e d  t o  cancer  prevent ion ,  t o  expansion of programs f o r  s c reen ing ,
to ear l ie r  d e t e c t i o n  of cancer ,  and t o  t h e  sys temat ic  a p p l i c a t i o n  of  t h e  b e s t  
a v a i l a b l e  methods f o r  t h e  t rea tment  and care of cancer  p a t i e n t s .  The 
underserved, e l d e r l y ,  and minor i ty  popula t ions  must r ece ive  high p r i o r i t y  i n  
ca r ry ing  ou t  t h e s e  o b j e c t i v e s .  

HEALTHY PEOPLE 2000 

The Publ ic  Health Serv 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  prevent 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  areas. This  RFA, Cancer Center Outreach 
Education Programs, is r e l a t e d  t o  t h e  p r i o r i t y  area of  h e a l t h  promotion:
educa t iona l  and community-based programs. P o t e n t i a l  a p p l i c a n t s  may ob ta in  a 
copy of "Healthy People 2000" ( F u l l  Report:  Stock No. 017-001-00474-0) o r  
'lHealthy People 2000" (Summary Report:  Stock No. 017-001-00473-1) through t h e  
Superintendent  of  Documents, Government P r i n t i n g  Off ice ,  Washington, D . C .  
20402-9325 ( te lephone 202-783-3238). 

ELIGIBILITY REQUIREMENTS 

Only o rgan iza t ions  t h a t  have a c u r r e n t l y  a c t i v e  Cancer Center Support  Grant 
(P30) are e l i g i b l e  t o  apply f o r  t h i s  g ran t  s i n c e  i t s  primary purpose is  t o  
encourage Cancer Centers  t o  expand t h e i r  r o l e  i n  technology t r a n s f e r  by 

Y 	 providing s t a t e - o f - t h e - a r t  information about cancer  prevent ion ,  d e t e c t i o n ,
d i agnos i s ,  and t rea tment  t o  community p ro fes s iona l s  and r e l e v a n t  community
o rgan iza t ions .  
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MECHANISM OF SUPPORT 

Support of t h i s  program w i l l  be through t h e  Nat ional  Cancer I n s t i t u t e  Cancer 
Education Grant mechanism (R25). Applicants  w i l l  be r e s p o n s i b l e  f o r  t h e  
planning,  d i r e c t i o n ,  and execut ion of t h e  proposed p r o j e c t .  Except as 
otherwise s t a t e d  i n  t h i s  RFA, awards w i l l  be adminis tered under PHS g r a n t s
p o l i c y  as s t a t e d  i n  t h e  Pub l i c  Health Se rv ice  Grants Po l i cy  Statement,  DHHS 
Pub l i ca t ion  No. (OASH) 90-50,000, r e v i s e d  October 1 ,  1990. 

This  RFA is a one-time s o l i c i t a t i o n .  General ly ,  f u t u r e  u n s o l i c i t e d  
competi t ive con t inua t ion  a p p l i c a t i o n s  w i l l  compete with a l l  
i n v e s t i g a t o r - i n i t i a t e d  a p p l i c a t i o n s .  Should t h e  N C I ,  however, determine t h a t  
t h e r e  is a s u f f i c i e n t  cont inuing program need, a r e q u e s t  f o r  compet i t ive
con t inua t ion  and lo r  new appl  i ca t  ions  w i l l  be announced. 

FUNDS AVAILABLE 

For FY 1992, $1 .0  m i l l i o n  i n  t o t a l  c o s t s  p e r  year f o r  t h r e e  y e a r s  w i l l  be 
committed t o  fund a p p l i c a t i o n s  submitted i n  response t o  t h i s  RFA. Awards w i l l  
be l i m i t e d  t o  a maximum of $100,000 i n  d i r e c t  c o s t s  p l u s  e i g h t  pe rcen t
i n d i r e c t  c o s t s ,  and only one award w i l l  be made t o  a given Cancer Center .  It 
is a n t i c i p a t e d  t h a t  t e n  t o  15 awards w i l l  be made. Th i s  funding l e v e l  is  
dependent 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 a p p l i c a t i o n s  of high
s c i e n t i f i c  merit.  The t o t a l  p r o j e c t  pe r iod  f o r  a p p l i c a t i o n s  submitted i n  
response t o  t h e  p re sen t  RFA may no t  exceed t h r e e  y e a r s .  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 ans  of t h e  N C I ,  t h e  award of g r a n t s  
pursuant  t o  t h i s  RFA is con t ingen t  upon t h e  a v a i l a b i l i t y  of funds f o r  t h i s  
purpose.  The ear l ies t  award d a t e  w i l l  be J u l y  1 ,  1992. 

PROJECT DESCRIPTION 

This  RFA is t o  provide funding, on a competi t ive b a s i s ,  f o r  t h e  development
and implementation of cancer  educat ion outreach programs by Cancer Centers  
t h a t  have been awarded a P30 g r a n t  by t h e  N C I .  A number of r e p o r t s  have 
i n d i c a t e d  t h a t  i f  s t a t e - o f - t h e - a r t  approaches t o  t h e  prevent ion,  d e t e c t i o n ,  
d i a g n o s i s ,  t r ea tmen t ,  and care of cancer  p a t i e n t s  used a t  major cancer centers 
were widely implemented a t  t h e  l o c a l  community l e v e l ,  t h e r e  would be a 
s i g n i f i c a n t  r educ t ion  i n  cancer  incidence,  morbidity,  and m o r t a l i t y .  A key 
s t e p  i n  t h e  disseminat ion of t h i s  knowledge is  t h e  establ ishment  of 
educa t iona l  programs t h a t  w i l l  t r a n s m i t  s t a t e - o f - t h e - a r t  cancer  information t o  
community h e a l t h  p r o f e s s i o n a l s  who are p r i m a r i l y  r e s p o n s i b l e  f o r  providing t h e  
ma jo r i ty  of cancer  care. These educa t iona l  programs must a l s o  inc lude  
community l e a d e r s  ( e . g . ,  t h o s e  a f f i l i a t e d  with c i v i c ,  r e l i g i o u s ,  and 
occupat ional  o r g a n i z a t i o n s )  who are concerned about improving t h e  prevent ion,
d e t e c t i o n ,  d i agnos i s ,  and t r ea tmen t  of cance r .  These i n d i v i d u a l s  can access 
and in f luence  t h e  behavior of l a r g e  segments of t h e  popu la t ion .  

The NCI-designated Cancer Centers  are a l o g i c a l  l o c a t i o n  f o r  t h e s e  outreach 
educat ion programs s i n c e  an e s s e n t i a l  programmatic element of t h e  Cancer 
Centers  i s  t h e i r  r o l e  as a f o c a l  p o i n t  f o r  c l i n i c a l  and r e sea rch  t r a i n i n g  and 
f o r  cont inuing educat ion programs designed f o r  l o c a l  and r e g i o n a l  h e a l t h  care 
p r o f e s s i o n a l s .  

These educat ion programs must provide s t a t e - o f - t h e - a r t  knowledge r e l a t e d  t o  
t h e  p reven t ion ,  s c reen ing ,  d e t e c t i o n ,  d i a g n o s i s ,  and t r ea tmen t  of cancer  t o  
l o c a l  and r e g i o n a l  h e a l t h  care p r o f e s s i o n a l s ,  community l e a d e r s ,  and s t a f f  of 
r e l e v a n t  community o r g a n i z a t i o n s .  Topics must be s e l e c t e d  on t h e  b a s i s  of 
t h e i r  re levance t o  t h e  day-to-day a c t i v i t i e s  and problems of t h e  community
h e a l t h  care p r o f e s s i o n a l s  and t o  t h e  welfare of cancer  p a t i e n t s  and t h e i r  
families.  

These outreach programs a r e  intended t o  be of p a r t i c u l a r  b e n e f i t  t o  
underserved communities and t o  groups with d i s p r o p o r t i o n a t e  cancer  incidence 
and dea th  rates ( e . g . ,  m i n o r i t i e s ]  people over age 6 5 ) .  High p r i o r i t y  l o c a l  
and r e g i o n a l  needs f o r  s p e c i f i c  t y p e s  of cancer  educat ion programs must be 
addressed by t h e  proposed programs and desc r ibed  i n  t h e  a p p l i c a t i o n .  

The type  of programs, t h e i r  s u b j e c t  con ten t  and d u r a t i o n  w i l l  depend upon
l o c a l  p r i o r i t i e s ,  t h e  a v a i l a b i l i t y  of a p p r o p r i a t e  r e sources ,  and t h e  n a t u r e  of 
t h e  t a r g e t  p r o f e s s i o n a l  and l a y  popu la t ions  t o  be addressed.  

SPECIAL REQUIREMENTS 

The a p p l i c a t i o n  must d e s c r i b e  examples of s p e c i f i c  t o p i c s  and approaches t h a t  
might be included i n  t h e  cancer  educat ion programs i f  an award were t o  be 
made. Emphasis must be given t o  outreach educat ion t o p i c s  t h a t  would have t h e  
g r e a t e s t  impact on reducing cancer  incidence and m o r t a l i t y  and on improving
t h e  q u a l i t y  of l i f e  f o r  cancer  p a t i e n t s  i n  g e n e r a l .  
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An area of s p e c i a l  i n t e r e s t  t o  N C I ,  f o r  example, would be educa t iona l  programs
designed t o  improve t h e  q u a l i t y  of  mammography and t h e  accuracy of  i ts  
i n t e r p r e t a t i o n .  Other high p r i o r i t y  t o p i c s  inc lude :  improved procedures f o r  
prevent ion ,  d e t e c t i o n ,  d i agnos i s ,  and t rea tment  of  cancer  among e l d e r l y ,
e t h n i c ,  minori ty ,  low socioeconomic, and o t h e r  underserved popula t ions  t h a t  
have an e l eva ted  incidence of  cancer .  

The a p p l i c a t i o n  must inc lude  a d e t a i l e d  budget desc r ib ing  and j u s t i f y i n g  each 
category of  c o s t s  reques ted ,  and it must i n d i c a t e  t h e  na tu re  and e x t e n t  of any
i n s t i t u t i o n a l  c o n t r i b u t i o n  t o  t h e  a c t i v i t i e s  supported by a g r a n t  awarded as a 
r e s u l t  of t h i s  RFA. 

APPLICATION PROCEDURES 

The most r e c e n t  r e v i s i o n  of  t h e  r e sea rch  g ran t  a p p l i c a t i o n  form PHS 398 ( r e v .
10/881 must be used i n  applying f o r  t h e s e  Cancer Education (R25) awards. 
These forms are a v a i l a b l e  a t  most i n s t i t u t i o n a l  bus iness  o f f i c e s  and from t h e  
Of f i ce  of Grants I n q u i r i e s ,  Divis ion of Research Grants,  Nat ional  I n s t i t u t e s  
of  Heal th ,  Room 449, Westwood Building,  5333 Westbard Avenue, Bethesda, MD 
20892, te lephone (301) 496-7441. 

Appl ica t ions  must be rece ived  by December 6 .  The f u l l  RFA con ta ins  t h e  
complete procedures t h a t  must be used by a p p l i c a n t s  and may be obtained from 
D r .  Adams (see INQUIRIES below). 

LETTER OF INTENT 

Although not  r equ i r ed ,  a l e t t e r  of i n t e n t  is reques ted  by by November 1, 1991. 
It may only inc lude  a d e s c r i p t i v e  t i t l e  of  t h e  proposed educa t iona l  program,
t h e  name and address  of  t h e  P r inc ipa l  I n v e s t i g a t o r ,  names of o t h e r  key
personnel ,  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 number and t i t l e  of t h e  RFA. The 
l e t t e r  of i n t e n t  i s  t o  be s e n t  t o  D r .  Adams (see INQUIRIES below). 

INQUIRIES 

Writ ten and te lephone i n q u i r i e s  concerning t h i s  RFA are encouraged and are t o  
be d i r e c t e d  t o  D r .  Robert Adams a t  t h e  above address .  The oppor tuni 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  is  welcome. The 
program o f f i c i a l  w i l l  be p leased  t o  mail t h e  complete RFA t o  a l l  who r eques t
it. 
Direct i n q u i r i e s  regard ing  programmatic i s s u e s  t o :  

D r .  Robert C.  Adams 

Cancer Tra in ing  Branch 

National  Cancer I n s t i t u t e  

Executive P laza  North, Room 232 

Bethesda, MD 20892 

Telephone: (3011-496-8580 

FAX: (3011-402-0181 


Direct i n q u i r i e s  regard ing  g r a n t s  management i s s u e s  t o :  

M r .  Robert Hawkins 

Grants Adminis t ra t ion Branch 

National  Cancer I n s t i t u t e  

Executive Plaza South, Room 242 

Bethesda, MD 20892 

Telephone: (3011-496-7800, extens ion  13 


AUTHORITY AND REGULATIONS 

This  program is descr ibed  i n  t h e  Catalog of Federal  Domestic Ass is tance  No. 
93.398, Cancer Research Manpower. Awards are under au tho r i za t ion  of t h e  
Publ ic  Health Serv ice  A c t ,  T i t l e  I V ,  P a r t  A (Publ ic  Law 78-410, as amended by
Publ ic  Law 99-158, 42 USC 241 and 285) and adminis tered under PHS g r a n t s
p o l i c i e s  and Federal  Regulat ions 42 CFR 52 and 45 CFR P a r t  74. This  program
is no t  sub jec t  t o  t h e  intergovernmental  review requirements  of Executive Order 
12372 o r  Health Systems Agency review. 
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RFA AVAILABLE: CA-91-26 

P.T. 34; K.W. 0715035, 0710070, 0740075 

National  Cancer I n s t i t u t e  

Letter of I n t e n t  Receipt  Date: November 1 ,  1991 
Applicat ion Receipt  Date: December 6 ,  1991 

INTRODUCTION 

The Cancer Immunology Branch of t h e  Div is ion  of  Cancer Biology, Diagnosis ,  and 
Centers  (DCBDC) of  t h e  Nat ional  Cancer I n s t i t u t e  ( N C I )  i n v i t e s  a p p l i c a t i o n s
f o r  g r a n t s  t o  improve t h e  understanding of t h e  immunologic r ecogn i t ion  and 
c o n t r o l  of tumors.  The i n t e n t  of t h i s  i n i t i a t i v e  is  t o  accelerate t h e  
a p p l i c a t i o n  of emerging immunologic concepts  of an t igen  r ecogn i t ion  and 
c e l l u l a r  e f f e c t o r  mechanisms t o  t h e  s p e c i a l  problems of  cancer ,  with t h e  
long-range goa l  of developing a s u f f i c i e n t  understanding of cancer  immunology 
t o  permit  r a t i o n a l  development of e f f e c t i v e  vaccine s t r a t e g i e s  f o r  t h e  primary 
o r  secondary prevent ion  of  cancer .  

The p resen t  Request f o r  Appl ica t ions  ( R F A )  announcement is f o r  a s i n g l e
s o l i c i t a  s p e c i f i e d  dead l ine  f o r  r e c e i p t  of  a p p l i c a t i o n s  (see above).  A 
maximum of  e leven  awards w i l l  be made i f  mer i to r ious  a p p l i c a t i o n s  are rece ived  
and funds are a v a i l a b l e .  

HEALTHY PEOPLE 2000 

The Publ ic  Heal th  Se rv ice  (PHS) i s  committed t o  achiev ing  t h e  h e a l t h  promotion
and d i s e a s e  prevent 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  areas. This  RFA, Immunologic Recognition and 
Control  of Tumors: A B a s i s  for Cancer Vaccines,  is related t o  t h e  p r i o r i t y  
area of cancer .  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  r e p o r t :  Stock No. 017-001-00474-0; summary r e p o r t :  Stock No. 
017-001-00473-1) through t h e  Superintendent  of  Documents, Government P r i n t i n g
Off ice ,  Washington, D . C .  20402-9325 ( te lephone:  202-783-3238) 

RESEARCH GOALS AND SCOPE 

The goa l  o f  t h i s  i n i t i a t i v e  is t o  encourage b a s i c  immunologic s t u d i e s  t h a t  can 
se rve  as a b a s i s  f o r  t h e  r a t i o n a l  des ign  of vaccine,approaches t o  cancer  
prevent ion  and t r ea tmen t .  There are many unanswerea ques t ions  regard ing  t h e  
immune response t o  tumors.  They may be summarized as:  ( 1 )  What an t igens  on 
tumors can be recognized by T lymphocytes i n  a manner t h a t  can l ead  t o  an 
e f f e c t i v e  ant i tumor response;  ( 2 )  How can tumor r ecogn i t ion  by c e l l s  of t h e  
immune system be improved; (3) When recogn i t ion  occurs ,  how can t h e  
consequences of r ecogn i t ion  be ampl i f ied  and channeled i n t o  a pathway t h a t  
w i l l  l e a d  t o  e r a d i c a t i o n  of  t h e  tumor; ( 4 )  How can immunoregulatory d e t e r r e n t s  
t o  a success fu l  ant i tumor response ( e . g . ,  t o l e r a n c e ,  suppression,  inadequate
l o c a l  supply of r egu la to ry  cy tok ines )  be overcome. An approach t h a t  has  t h e  
p o t e n t i a l  t o  shed l i g h t  on one o r  more of t h e s e  ques t ions  w i l l  be considered 
respons ive  t o  t h i s  i n i t i a t i v e .  The focus  of t h i s  i n i t i a t i v e  i s  on 
ce l l -media ted  immunity and no t  on ant ibody responses .  Appl ica t ions  t h a t  are 
l i m i t e d  t h e  d e f i n i t i o n  o f  new tumor-associated an t igens  by monoclonal 
an t ibod ie s  o r  f o r  t h e  development of ant i tumor responses  measured only by
ant ibody product ion w i l l  be excluded from review and w i l l  be r e tu rned  t o  t h e  
a p p l i c a n t  . 
Because t h e  u l t i m a t e  goa l  is  t o  improve t h e  immune response i n  human cancer ,  
a p p l i c a n t s  are s t r o n g l y  encouraged t o  cons ider  t h e  re levance  t o  human cancer  
of t h e  tumor system proposed i n  t h e  experimental  p l a n .  Long-establ ished,
h ighly  immunogenic, t r a n s p l a n t a b l e  murine tumor c e l l  l i n e s  may n o t  be 
appropr i a t e  models f o r  c e r t a i n  k inds  of s t u d i e s  because such c e l l  l i n e s  have 
many f e a t u r e s  t h a t  d i s t i n g u i s h  them from primary human tumor ce l l s .  However 
t h e i r  use  w i l l  n o t  be considered a s i g n  of nonresponsiveness,  p e r  se, i f  
a p p l i c a n t s  us ing  t h e s e  systems j u s t i f y  t h e i r  use  and inc lude  p l ans  t o  t e s t  
t h e i r  conclus ions  i n  more r e l e v a n t  systems. Any combination of  i n  vivo and i n  
v i t r o  experiments i s  accep tab le ,  bu t  a p p l i c a n t s  pursuing i n  v i t r o  observa t ions  
are encouraged t o  proceed, whenever p o s s i b l e ,  t o  i n  vivo a p p l i c a t i o n  of  
p r i n c i p l e s  under s tudy  a t  some p o i n t  dur ing  t h e  t e r m  of t h e  p r o j e c t .  S t u d i e s  
may be proposed us ing  e i t h e r  human o r  animal tumors.  Although t h e  development
of new knowledge t h a t  w i l l  permit  b e t t e r  approaches t o  vaccine development is 
t h e  u l t i m a t e  goa l  of t h i s  i n i t i a t i v e ,  immediate c l i n i c a l  a p p l i c a b i l i t y  i s  no t  
r equ i r ed  and l a r g e - s c a l e  c l i n i c a l  t r i a l s  of  approaches developed are beyond
t h e  scope of t h e  RFA. 
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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  involv 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  inc lus ion  of women and m i n o r i t i e s  i n  s tudy
popula t ions .  I f  women o r  m i n o r i t i e s  are no t  included i n  t h e  s tudy popula 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  must be 

I' provided. Appl ica t ions  without such documentation w i l l  no t  be accepted f o r  
review. 

MECHANISM OF SUPPORT 


Support of t h i s  program w i l l  be through t h e  Nat ional  I n s t i t u t e s  of  Health 

( N I H )  g r a n t - i n - a i d  (Roll. Applicants  w i l l  be r e spons ib l e  f o r  t h e  planning, 

d i r e c t i o n ,  and execut ion of t h e  proposed p r o j e c t .  Except as otherwise s t a t e d  

i n  t h i s  RFA, awards w i l l  be adminis tered under PHS g r a n t s  po l i cy  as s t a t e d  i n  

t h e  Publ ic  Heal th  Serv ice  Grants Pol icy  Statement DHHS Pub l i ca t ion  No. (OASH)

90-50,000, r e v i s e d  October 1, 1990. 


This  RFA is a one-time s o l i c i t a t i o n .  General ly ,  f u t u r e  u n s o l i c i t e d  

compet i t ive  con t inua t ion  a p p l i c a t i o n s  w i l l  compete with a l l  

i n v e s t i g a t o r - i n i t i a t e d  a p p l i c a t i o n s  and be reviewed by t h e  Div is ion  of  

Research Grants  ( D R G ) .  However, should t h e  N C I  determine t h a t  t h e r e  is  a 

s u f f i c i e n t  cont inuing  program need, a r eques t  f o r  compet i t ive con t inua t ion  

a p p l i c a t i o n s  w i l l  be announced. I n  t h a t  event ,  only r e c i p i e n t s  of  awards 

under t h i s  RFA w i l l  be e l i g i b l e  t o  apply .  


Approximately $2,000,000 i n  t o t a l  c o s t s  pe r  year  f o r  f i v e  yea r s  w i l l  be 

committed t o  fund a p p l i c a t i o n s  submitted i n  response t o  t h i s  RFA.  I t  is  

a n t i c i p a t e d  t h a t  n ine  t o  11 awards w i l l  be made. This  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 high 

s c i e n t i f i c  merit ,  The t o t a l  p r o j e c t  per iod  f o r  a p p l i c a t i o n s  submit ted i n  

response t o  t h e  p re sen t  RFA may no t  exceed f i v e  yea r s .  The ear l ies 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 w i l l  be J u l y  1, 1992. 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 ans  of t h e  N C I ,  t h e  award of g r a n t s  

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

t h i s  purpose.  


ELIGIBILITY REQUIREMENTS 


Non-profit  and f o r - p r o f i t ,  domestic and fo re ign ,  o rgan iza t ions  and 

i n s t i t u t i o n s  are e l i g i b l e  t o  apply.  Applicat ion from minor i ty  i n d i v i d u a l s  and 

women are encouraged. 


INQUIRIES 


Writ ten and 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 and 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 sea rch  would be 

respons ive  are encouraged and are t o  be d i r e c t e d  t o  D r .  John A .  Sogn a t  t h e  

fol lowing addres s .  The Program Di rec to r  welcomes t h e  oppor tuni 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 .  To r eques t  t h e  f u l l  RFA,  

con tac t :  


D r .  John A .  Sogn

Acting Chief 

Cancer Immunology Branch 

National  Cancer I n s t i t u t e  

National  I n s t i t u t e s  of Health 

Executive Plaza South,  Room 634 

6120 Executive Boulevard 

Rockvil le ,  MD 20892 

Telephone: (301) 496-7815 

FAX: (301) 402-1037 


I n q u i r i e s  concerning f i s c a l  matters are t o  be d i r e c t e d  t o :  


Robert E .  Hawkins 

Grants Adminis t ra t ion Branch 

National  Cancer I n s t i t u t e  

Executive Plaza South,  S u i t e  243 

Rockvi l le ,  MD 20892 

Telephone: (301) 496-7800, e x t .  13 


This  program i s  descr ibed  i n  t h e  Catalog of Federal  Domestic Ass is tance  

No.93.396.  Awards are made under au tho r i za t ion  of t h e  Publ ic  Heal th  Serv ice  


e 	 A c t  T i t l e ,  I V ,  P a r t  A (Pub l i c  Law 78-410, as amended by Publ ic  Law 99-158, 42 
USC 241 and 285) and adminis tered under PHS g r a n t s  p o l i c i e s  and Federa l  
Regulat ions 42 CFR 52 and 45 CFR P a r t  74.  This  program is not  s u b j e c t  t o  t h e  
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intergovernmental  review requirements  of Executive Order 12372 o r  Heal th  
Systems Agency review. 

LEADERSHIP AND EXCELLENCE I N  ALZHEIMER'S DISEASE AWARD 

RFA AVAILABLE: AG-91-12 

P .T .  34; K.W. 0715180 

Nat ional  I n s t i t u t e  on Aging 

Applicat ion Receipt  Date: January 15,  1992 

PURPOSE 

The U.S. Congress, through s e c t i o n  445B of t h e  Publ ic  Heal th  Serv ice  (PHS) A c t  
as amended (42 U.S.C. 285e-31, au thor ized  t h e  Nat ional  I n s t i t u t e  on Aging
( N I A )  t o  make one o r  more awards t o  s e n i o r  r e s e a r c h e r s  who have made 
d i s t ingu i shed  achievements i n  Alzheimer's d i s e a s e  ( A D )  and r e l a t e d  dementias.  
The o b j e c t i v e s  of  t h i s  program are t o  h e l p  s t r eng then  t h e  c a p a b i l i t i e s  of 
e s t a b l i s h e d  s e n i o r  i n v e s t i g a t o r s  who have d i s t ingu i shed  r eco rds  i n  biomedical 
r e sea rch  on AD by providing up t o  seven yea r s  of support  t o  a l low t h e  
r e c i p i e n t s  t h e  t i m e  t o  devote  t o  r e sea rch  and t o  t h e  development of 
ou ts tanding  but  less e s t a b l i s h e d  biomedical i n v e s t i g a t o r s  who are i n t e r e s t e d  
i n  working on AD and r e l a t e d  dementias .  

The s e n i o r  s c i e n t i s t  is t o  be t h e  f o c a l  p o i n t  of  t h i s  award. That i nd iv idua l  
i s  t o  provide l e a d e r s h i p  on r e sea rch  i n  AD and r e l a t e d  dementias of aging.  

Relevant a c t i v i t i e s  are provis ion  of encouragement and a s s i s t a n c e  t o  o t h e r  
f a c u l t y  members so t h a t  t hey  may i n t e g r a t e  i s sues  of aging and AD and o t h e r  
r e l a t e d  dementias i n t o  t h e i r  r e sea rch  and teaching ,  o rgan iza t ion  and conduct 
of r e sea rch ,  development of courses  on t h e s e  i s s u e s ,  recru i tment  and 
development of j u n i o r  i n v e s t i g a t o r s ,  and i n t e g r a t i o n  of A D - r e l a t e d  a c t i v i t i e s  
among and wi th in  t h e  va r ious  u n i t s  of h i s  o r  her i n s t i t u t i o n .  This  i nd iv idua l  
must have t h e  a c t i v e  and cont inuing  support  of t h e  a p p l i c a n t  i n s t i t u t i o n ,  and 
t h e  i n s t i t u t i o n  must be s t rong ly  committed t o  t h e  o b j e c t i v e s  of t h i s  program.
Prospec t ive  awardees must demonstrate a s t r o n g  commitment t o  and h i s t o r y  of 
r e sea rch  on AD and r e l a t e d  dementias of t h e  aged. 

It  is hoped t h a t  t h i s  award w i l l  s t i m u l a t e  t h e  r e c i p i e n t  i n s t i t u t i o n ( s 1  t o  
develop s u b s t a n t i a l  cont inued support  such as endowed c h a i r ( s 1  f o r  AD and 
r e l a t e d  dementias of aging when t h i s  award is te rmina ted .  Appl ica t ions  must 
inc lude  t h e  fol lowing t h r e e  components: 

A .  Sa l a ry  support  f o r  t h e  a p p l i c a n t .  The primary i n t e n t i o n  of t h i s  component
is t o  provide continued and s t a b l e  s a l a r y  support  f o r  t h e  du ra t ion  of t h e  
award t h u s  pe rmi t t i ng  t h e  s e n i o r  i n v e s t i g a t o r  t i m e  t o  devote  t o  t h e  goa l s  of  
t h i s  award while being r e l i e v e d  of o t h e r  r e s p o n s i b i l i t i e s .  

B .  Sa l a ry  support  f o r  a t  l eas t  one, but  no t  more than  t h r e e ,  j u n i o r
re sea rche r s  who demonstrate except iona l  promise t o  conduct r e sea rch  i n  t h e  
area of aging and AD and r e l a t e d  dementias .  The primary i n t e n t i o n  of t h i s  
component is t o  provide continued and s t a b l e  s a l a r y  support  f o r  t h e  d u r a t i o n  
of t h e  award t o  outs tanding  and promising j u n i o r  i n v e s t i g a t o r s  who would have 
t h e  oppor tuni ty  t o  develop as r e s e a r c h e r s  under t h e  c l o s e  t u t e l a g e  of t h e  
s e n i o r  awardee. 

C .  Research Support .  The primary i n t e n t i o n  of t h i s  component is t o  support
t h e  r e sea rch  program(s1 of t h e  s e n i o r  i n v e s t i g a t o r  i n  t h e  fol lowing ways: 

o 	 Expansion of t h e  scope o f  c u r r e n t l y  funded r e sea rch  i n t o  new l i n e s  
of i nqu i ry  through novel techniques  o r  approaches and by t h e  
a d d i t i o n  of personnel .  

o 	 Support o r  expansion of t h e  r e sea rch  of t h e  j u n i o r  i n v e s t i g a t o r ( s 1
f o r  up t o  t h r e e  y e a r s .  

o 	 Support of innovat ive  o r  o p p o r t u n i s t i c  r e sea rch  on aging and AD and 
r e l a t e d  dementias as p i l o t  s t u d i e s  of no more than  two yea r s
d u r a t i o n .  

E L I G I B I L I T Y  REQUIREMENTS 

The award recognizes  t h e  d i s t ingu i shed  accomplishments of  a s e n i o r  r e sea rche r  
i n  biomedical r e sea rch  i n  areas r e l a t e d  t o  AD and r e l a t e d  dementias.  Although
t h e  award w i l l  be made t o  t h e  a p p l i c a n t  i n s t i t u t i o n  i n  t h e  name of t h e  s e n i o r  

N I H  G U I D E  - Vol. 20, No. 32, August 23, 1991 - Page 14 



i n v e s t i g a t o r ,  it may no t  be t r a n s f e r r e d  t o  another  i n v e s t i g a t o r .  E l i g i b i l i t y
is  r e s t r i c t e d  t o  U.S. i n s t i t u t i o n s ,  Only one a p p l i c a t i o n  pe r  i n s t i t u t i o n  w i l l  
be accepted .  Appl ica t ions  w i l l  no t  be accepted from i n s t i t u t i o n s  t h a t  have 
rece ived  a Leadership and Excel lence i n  Alzheimer's Disease (LEAD) award. 

MECHANISM OF SUPPORT 
ill This  Request f o r  Appl ica t ions  ( R F A )  w i l l  use  t h e  Nat ional  I n s t i t u t e s  of Heal th  

g in -a id  mechanism (R35).  Respons ib i l i t y  f o r  t h e  planning,  d i r e c t i o n ,  and 
execut ion of t h e  proposed p r o j e c t  w i l l  be s o l e l y  t h a t  of t h e  a p p l i c a n t .
Except as s t a t e d  i n  t h i s  RFA, awards w i l l  be adminis tered under PHS Grants  
Pol icy  Statement ,  DHHS Pub l i ca t ion  No, (OASH) 90-50,000, r e v i s e d  October 1, 
1990. 

REVIEW PROCEDURES 

Appl ica t ions  must be submit ted t o  t h e  N I H  Div is ion  of Research Grants  and w i l l  
be ass igned t o  t h e  N I A .  Appl ica t ions  w i l l  be ass igned t o  a s p e c i a l  review 
committee f o r  review. Because a s i t e  v i s i t  i s  no t  a p r e r e q u i s i t e ,  each 
a p p l i c a t i o n  must be thorough and complete enough t o  s tand  on i t s  own. The 
second l e v e l  review w i l l  be by t h e  Nat ional  Advisory Council on Aging. 

FUNDS AVAILABLE 

No more than  $1,000,000 t o t a l  c o s t  pe r  year  f o r  seven years w i l l  be committed 
t o  s p e c i f i c a l l y  fund each award made i n  response t o  t h i s  RFA. Up t o  t h r e e  
awards may be g ran ted .  This  l e v e l  of support  i s  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 high 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 ans  of t h e  N I A ,  t h e  award of 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  of funds f o r  
t h i s  purpose.  The ear l ies t  s ta r t  d a t e  w i l l  be J u l y  1, 1992. 

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

For p r o j e c t s  involv 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  inc lus ion  of women and m i n o r i t i e s  i n  s tudy
popula t ions .  I f  women o r  m i n o r i t i e s  are no t  included i n  t h e  s tudy  popula 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  must be 
provided.  Appl ica t ions  without such documentation w i l l  no t  be accepted f o r  

-/ review. 

APPLICATION PROCEDURES 


Appl ica t ions  must be rece ived  by January 15, 1992, f o r  ear l ies t  s t a r t i n g  d a t e  

of J u l y  1, 1992. The a p p l i c a t i o n  must be submitted on t h e  10188 r e v i s i o n  of  

form PHS 398. Supplemental information regard ing  t h e  RFA and a p p l i c a t i o n 

procedures must be obtained from D r .  Banner of N I A  program s t a f f .  


INQUIRIES 


Writ ten and te lephone i n q u i r i e s  concerning t h i s  No t i ce  of A v a i l a b i l i t y  of an 

RFA encouraged. The oppor tuni ty  t o  c l a r i f y  any i s s u e s  and t o  provide t h e  RFA 

t o  p o t e n t i a l  a p p l i c a n t s  is welcome. 


Direc t  i n q u i r i e s  regard ing  programmatic i s s u e s  t o :  


Carl Banner, Ph.D. 

Neuroscience and Neuropsychology of Aging Program

National  I n s t i t u t e  on Aging

National  I n s t i t u t e s  of Health 

Building 31, Room 5 C 3 5  

Bethesda, MD 20892 

Telephone: (301) 496-9350 


Direct i n q u i r i e s  regard ing  f i s c a l  matters t o :  


Joseph E l l i s  

Grants Management Of f i ce r  

Off i ce  of Extramural A f f a i r s  

National  I n s t i t u t e  on Aging

National  I n s t i t u t e s  of Health 

Building 31, Room 5C07 

Bethesda, MD 20892 


Y' Telephone: (301) 496-1472 

N I H  G U I D E  - Vol. 20, No. 32, August 23, 1991 - Page 15 



AUTHORITY AND REGULATIONS 


This  program is  desc r ibed  i n  t h e  Catalog of  Federa l  Domestic Ass is tance  No. 

93.866. A w a r d s  are under a u t h o r i z a t i o n  of  t h e  Pub l i c  Heal th  Se rv ice  A c t , 

T i t l e  I V ,  P a r t  A (Pub l i c  Law 78-410, as amended by Pub l i c  Law 99-158, 42 USC 

241 and 285) and adminis te red  under PHS g r a n t s  p o l i c i e s  and Federa l  

Regula t ions  42 CFR 52 and 45 CFR P a r t  74.  Th i s  program is no t  s u b j e c t  t o  t h e  

intergovernmental  review requirements  of  Execut ive Order 12372 o r  Heal th  

Systems Agency review.  


ANIMALICELLULAR MODELS FOR STUDIES OF CYSTIC FIBROSIS 


RFA AVAILABLE: HL-91-09-L 


P.T. 34; K.W. 0715165, 0755020 


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

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


Letter  of  I n t e n t  Receipt  Date: October 14, 1991 

Appl ica t ion  Receipt  Date: December 30, 1991 


The Nat iona l  Heart, Lung, and Blood I n s t i t u t e  ( N H L B I )  and Nat iona l  I n s t i t u t e  

of  Diabetes  and Diges t ive  and Kidney Diseases ( N I D D K )  announce t h e  

a v a i l a b i l i t y  of  a Request f o r  Appl ica t ions  (RFA) on Animal/Cellular Models f o r  

S t u d i e s  of  Cys t i c  F i b r o s i s .  Th t h i s  i n i t i a t i v e  is t o  develop and u t i l i z e  

models of  c y s t i c  f i b r o s i s  (CF), i nc lud ing  i n t a c t  animal and/or somatic 

c e l l u l a r  models, f o r  i n v e s t i g a t i o n  o f  t h e  molecular b a s i s  of  t h e  disease and 

t h e  development and t e s t i n g  of  new modes of  t r ea tmen t ,  i nc lud ing  s t r a t e g i e s 

f o r  somatic  gene the rapy .  The major goa l  of  t h i s  program i s  t h e  development

of  animal models of  CF t h a t  e x h i b i t  disease analogous t o  t h e  human 

c o u n t e r p a r t .  A second goal  is  t o  gene ra t e  somatic  c e l l u l a r  models of  CF,

u t i l i z i n g  ind iv idua l  e p i t h e l i a l  c e l l  t ypes ,  t o  explore  r e l a t i o n s h i p s  between 

t h e  CF gene product ,  called t h e  c y s t i c  f i b r o s i s  transmembrane conductance 

r e g u l a t o r  (CFTR), and s p e c i f i c  e p i t h e l i a l  c e l l  a c t i v i t i e s .  These s t u d i e s  can 

best be performed i n  ce l l  l i n e s  wi th  de f ined  CFTR genotypes.  Proposed

s t u d i e s ,  i n  e i t h e r  case, may focus  exc lus ive ly  on pulmonary, panc rea t i c ,  o r  

i n t e s t i n a l  dysfunct ion ,  o r  any combination of  t h e s e .  


HEALTHY PEOPLE 2000 


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 disease prevent ion  o b j e c t i v e s  of  "Healthy People 2000,ll 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. Th i s  RFA, Animal/Cellular Models f o r  

S t u d i e s  of  Cys t i c  F i b r o s i s ,  is  r e l a t e d  t o  t h e  p r i o r i t y  area of  chronic  

d i s a b l i n g  cond i t ions .  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 20OOll ( F u l l  Report :  Stock No. 017-001-00474-0) o r  "Healthy People 

20001' (Summary Report:  Stock No. 017-001-00473-1) through t h e  Superintendent 

of  Documents, Government P r i n t i n g  Of f i ce ,  Washington, D . C .  20402-9325 

( te lephone  202-783-3238). 


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 nd iv idua l  

r e sea rch  p r o j e c t  g r a n t  ( R o l l .  Although t h e  f i n a n c i a l  p l a n s  f o r  f i s ca l  yea r 

1992 inc lude  $1,800,000 f o r  t h e  t o t a l  c o s t s  of  t h i s  program, award of  g r a n t s  

pursuant  t o  t h i s  RFA is cont ingent  upon r e c e i p t  of  funds f o r  t h i s  purpose.  I t  

is a n t i c i p a t e d  t h a t  up t o  s i x  g r a n t s  w i l l  be awarded under t h i s  program. I t  

i s  expected t h a t  f o u r  o f  t h e s e  awards w i l l  be made t o  g r a n t s  focused on t h e  

development of  CF animal models. The s p e c i f i c  number t o  be funded, however,

w i l l  depend on t h e  m e r i t  and scope of  t h e  a p p l i c a t i o n s  r ece ived  and t h e  

a v a i l a b i l i t y  of  funds .  


ELIGIBILITY 


A l l  domest ic ,  p u b l i c  and p r i v a t e ,  f o r - p r o f i t  and n o n p r o f i t ,  i n s t i t u t i o n s  o r  

organ iza t ions  are e l i g i b l e  t o  apply i n  response t o  t h i s  RFA. Awards i n  

connect ion wi th  t h i s  announcement w i l l  be made t o  f o r e i g n  i n s t i t u t i o n s  only 

f o r  r e sea rch  o f  very  unusual merit ,  need, and promise,  and i n  accordance wi th  

PHS p o l i c y  governing such awards. 


Letter  of  I n t e n t  


Prospec t ive  a p p l i c a n t s  are asked t o  submit a l e t t e r  of  i n t e n t  and inc lude  a 

d e s c r i p t i v e  t i t l e ,  t h e  name 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 ,  and t h e  names of  

any o t h e r  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  or i n v e s t i g a t o r s .  A l e t t e r  of  i n t e n t  is 

n o t  b inding ,  and it w i l l  n o t  e n t e r  i n t o  t h e  review of any a p p l i c a t i o n  


1 

1 
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subsequent ly  submit ted,  nor  i s  it a necessary requirement f o r  a p p l i c a t i o n .
Such l e t t e r s  are reques ted  f o r  t h e  purpose of ob ta in ing  an i n d i c a t i o n  of t h e  
number of  a p p l i c a t i o n s  t o  be rece ived .  The I n s t i t u t e  s t a f f  w i l l  no t  provide a 
response t o  a l e t t e r  of  i n t e n t .  This  l e t t e r  is t o  be rece ived  no l a t e r  than  
October 14, 1991, and s e n t  t o :  

D r .  Charles  L. T u r b y f i l l
1-
 Review Branch 


Divis ion  of Extramural A f f a i r s  

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

National  I n s t i t u t e  of  Health 

Westwood Bui ld ing ,  Room 553 

Bethesda, MD 20892 


Upon r e c e i p t ,  a p p l i c a t i o n s  w i l l  be reviewed f o r  t h e i r  responsiveness  t o  t h e  

o b j e c t i v e s  of t h i s  RFA. Appl ica t ions  t h a t  address  only t h e  development of 

animal and c e l l u l a r  models of  CF, exc lus ive  of s t u d i e s  d i r e c t e d  a t  t h e i r  

c h a r a c t e r i z a t i o n  and u t i l i z a t i o n  f o r  s t u d i e s  of CF pathophysiology and 

t r ea tmen t ,  w i l l  no t  be accep tab le .  This  RFA w i l l  no t  support  r e sea rch  

programs exc lus ive ly  d i r e c t e d  a t  t h e  development of new o r  improved

t echnologies  without s p e c i f i c  p l ans  t o  apply them t o  t h e  development of 

c e l l u l a r  and animal models of  CF. 


I f  an a p p l i c a t i o n  i s  judged unresponsive,  t h e  app l i can t  w i l l  be contac ted  and 

given an oppor tuni ty  t o  withdraw t h e  a p p l i c a t i o n  o r  t o  have it considered �or 

t h e  i n v e s t i g a t o r - i n i t i a t e d  g ran t  program of t h e  N I H .  Appl ica t ions  judged t o  

be responsive w i l l  be reviewed f o r  s c i e n t i f i c  and t e c h n i c a l  m e r i t  by an 

i n i t i a l  review group t h a t  w i l l  be convened by t h e  Div is ion  of Extramural 

A f f a i r s ,  NHLBI, s o l e l y  t o  review t h e s e  a p p l i c a t i o n s .  


I n q u i r i e s  regard ing  t h i s  program and r e q u e s t s  f o r  t h e  complete RFA document 

may be addressed t o  t h e  appropr i a t e  program admin i s t r a to r :  


Susan P. Banks-Schlegel, Ph.D. 

Program Di rec to r ,  Asthma and Cys t ic  F i b r o s i s  

Divis ion  of Lung Diseases 

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

Westwood Building,  Room 6A15 

Bethesda. MD 20892 

Telephone: (301) 496-7332 

FAX: (301) 496-9886 


I? 

Nancy Lamontagne, Ph.D. 

Cyst ic  F i b r o s i s  Program

Divis ion  of Diabetes ,  Endocrinology and Metabolic Diseases 

National  I n s t i t u t e  of Diabetes  and Diges t ive  and Kidney Diseases 

Westwood Building,  Room 607 
Bethesda, MD 20892 
Telephone: (301) 496-4980 
FAX: (301) 496-9721 

�or fiscal and administrative matters, contact 


Tanya McCoy

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

Grants  Operat ions Branch 

Division of  Extramural A f f a i r s  

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

Westwood Building,  Room 4A17 

National  I n s t i t u t e s  of  Heal th  

Bethesda, MD 20892 

Telephone: (301) 496-4970 


Sharon Tempchin

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

Grants Management Branch 

Divis ion  of Extramural A c t i v i t i e s  

National  I n s t i t u t e  of Diabetes  and Diges t ive  and Kidney Diseases  

Westwood Building,  Room 639 

National  I n s t i t u t e s  of Health 

Bethesda, MD 20892 

Telephone: (301) 496-7467 


This  program i s  descr ibed  i n  t h e  Catalog of Federal  Domestic Ass is tance ,  No. 

*4 	93.838.  Grants  w i l l  be awarded under t h e  a u t h o r i t y  of t h e  Publ ic  Health 

Serv ice  A c t ,  T i t l e  111, Sect ion  301 (Pub l i c  Law 78-410, as amended: 42 USC 
241) and adminis tered under PHS g r a n t s  p o l i c i e s  and Federal  Regulat ions 42 CFR 
P a r t  52 and 45 CFR P a r t  74.  This  program is no t  sub jec t  t o  t h e  
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intergovernmental  review requirements  of Executive Order 12372 o r  t o  review by 
a Health Systems Agency. 

MAPPING THE DROSOPHILA GENOME 

RFA AVAILABLE: HG-91-05 

P . T .  34; K.S. 1002058, 0755045, 0760015 
Nat ional  Center  For Human Genome Research 

Letter of I n t e n t  Receipt  Date: October 18,  1991 
Applicat ion Receipt  Date: November 15, 1991 

The Nat ional  Center  f o r  Human Genome Research (NCHGR) i n v i t e s  a p p l i c a t i o n s  f o r  
a s s i s t a n c e  awards t o  support  r e sea rch  p r o j e c t s  t h a t  develop h igh - re so lu t ion
phys ica l  maps of t h e  Drosophila melanogaster genome and f e a s i b i l i t y  s t u d i e s  
f o r  l a r g e - s c a l e  DNA sequencing p r o j e c t s  us ing  b i o l o g i c a l l y  i n t e r e s t i n g  r eg ions
of t h e  Drosophila genome f o r  such p i l o t  p r o j e c t s .  

RESEARCH SCOPE 

Research p r o j e c t s  respons ive  t o  t h i s  Request f o r  Appl ica t ions  (RFA) t o  support
c h a r a c t e r i z a t i o n  of t h e  D .  melanogaster genome must focus on t h e  fo l lowing  
a r e a s  : 

o 	 Development of h igh - re so lu t ion  phys ica l  maps: t h e  o b j e c t i v e  of 
t h e s e  p r o j e c t s  w i l l  be t o  achieve map c o n t i n u i t y  a c r o s s  t h e  genome
and t o  develop a resource  t h a t  w i l l  s e rve  as a b a s i s  f o r  DNA 
sequencing and d e t a i l e d  func t iona l  s t u d i e s ;  

o 	 F e a s i b i l i t y  s t u d i e s  f o r  l a r g e - s c a l e  DNA sequencing us ing  r eg ions  of 
high b i o l o g i c a l  i n t e re s t  for t h e  p i l o t  s t u d i e s ;  

o 	 N e w  technologies  t o  d e t e c t  a l l  t h e  coding r eg ions  o r  expressed 
genes i n  genomic DNA.  

Appl ica t ions  submit ted i n  response t o  t h i s  RFA must approach t h e  
c h a r a c t e r i z a t i o n  of t h e  Drosophila genome from t h e  p o i n t  of  view of t h e  whole 
genome r a t h e r  than  one o r  a few genes,  must use t h e  most appropr i a t e ,
s t a t e - o f - t h e - a r t  technology, and must be c o s t - and l a b o r - e f f i c i e n t .  Moreover,
t h e  r e sources  and technology developed must be e a s i l y  t r a n s f e r r a b l e  among
l a b o r a t o r i e s .  P r o j e c t s  must focus on t h e  development of new re sources  r a t h e r  
t han  on t h e  maintenance of e x i s t i n g  r e sources .  

MECHANISM OF SUPPORT 

Support f o r  t h i s  program w i l l  be through ind iv idua l  r e sea rch  g r a n t s  ( R O l s ) ,
p i l o t  p r o j e c t s / f e a s i b i l i t y  s t u d i e s  (R211, program p r o j e c t  g r a n t s  ( P o l s ) ,
developmental g r a n t s  (PZOs), and c e n t e r  g r a n t s  ( P 3 0 s  and P50s) .  The t o t a l  
amount of support  a v a i l a b l e  f o r  g r a n t s  under t h i s  RFA w i l l  be $2.5 m i l l i o n  
( d i r e c t  and i n d i r e c t  c o s t s )  f o r  t h e  f i r s t  yea r  of t h e  p r o j e c t  and i s  
cont ingent  upon appropr i a t ion  of funds f o r  t h i s  purpose and t h e  q u a l i t y  of t h e  
a p p l i c a t i o n s  r ece ived .  I t  is a n t i c i p a t e d  t h a t  t h r e e  t o  f i v e  awards w i l l  be 
made r ep resen t ing  a mix of r e sea rch  t o p i c s  and g r a n t  mechanisms. This  number 
may be increased  i f  a l a r g e  number of h ighly  mer i to r ious  a p p l i c a t i o n s  are 
rece ived  and i f  funds are a v a i l a b l e .  The number of awards made w i l l  be 
cont ingent  upon t h e  q u a l i t y  of a p p l i c a t i o n s  r ece ived  f o r  each funding
mechanism and t h e  a v a i l a b i  funds.  

E L I G I B I L I T Y  

Domestic u n i v e r s i t i e s ,  medical c o l l e g e s ,  h o s p i t a l s ,  and o t h e r  pub l i c ,  p r i v a t e ,
and f o r - p r o f i t  and non-p ro f i t  r e sea rch  i n s t i t u t i o n s ,  inc luding  s t a t e  and l o c a l  
government u n i t s ,  a r e  e l i g i b l e .  Appl ica t ions  from minori ty  i n v e s t i g a t o r s  and 
women are encouraged. 

LETTER OF INTENT 

A l e t t e r  of i n t e n t  t h a t  inc 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 ,  
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 ,  and o t h e r  key i n v e s t i g a t o r s  and t h e i r  
i n s t i t u t i o n s  is reques ted  by October 18,  1991. L e t t e r s  of i n t e n t  are t o  be 
s e n t  t o  : 
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Bett ie  J. Graham, Ph.D. 

Chief ,  Research Grants Branch 

National  Center f o r  Human Genome Research 

National  I n s t i t u t e s  of  Health 

Building 3 8 A ,  Room 610 

9000 Rockvil le  Pike 

Bethesda, MD 20892 


APPLICATION AND REVIEW PROCEDURES 


Appl ica t ions  i n  response t o  t h i s  announcement w i l l  be reviewed i n  accordance 

with t h e  customary N I H  peer  review procedures .  Appl ica t ions  w i l l  f i r s t  be 

screened f o r  responsiveness  t o  t h i s  RFA by N I H  s t a f f .  Those deemed 

non-responsive w i l l  be r e tu rned  t o  t h e  app l i can t .  I f  a l a r g e  number of 

respons ive  a p p l i c a t i o n s  is rece ived ,  t hey  w i l l  undergo a pre l iminary  peer 

review by t h e  Genome Research Review. Committee (GRRC) ,  NCHGR, t o  i d e n t i f y  t h e  

most mer i to r ious  ones.  Appl ica t ions  t h a t  are deemed non-competit ive by t h i s  

process  w i l l  be r e tu rned  t o  t h e  i n v e s t i g a t o r .  


The remaining a p p l i c a t i o n s  w i l l  be reviewed f o r  s c i e n t i f i c  and t e c h n i c a l  merit 

by t h e  GRRC, NCHGR. Review c r i t e r i a  w i l l  i nc lude  t h e  fol lowing:  ( 1 ) 

o r i g i n a l i t y  and innovat iveness  of t h e  approach; (2) f e a s i b i l i t y  of t h e  

r e sea rch  and adequacy of t h e  experimental  des ign;  (3) o v e r a l l  s c i e n t i f i c  and 

t e c h n i c a l  m e r i t  of t h e  r e sea rch ;  (4) t h e  p o t e n t i a l  of t h e  proposed work t o  

a t t a i n  t h e  r e sea rch  o b j e c t i v e s  o u t l i n e d  i n  t h i s  RFA; (5) t r a i n i n g ,  experience, 

r e sea rch  competence, and ded ica t ion  of t h e  i n v e s t i g a t o r ( s ) ;  ( 6 )  adequacy of 

a v a i l a b l e  f a c i l i t i e s ;  ( 7 )  provis ion  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 

t h e  humane care of  animals;  and (8) appropr ia teness  of t h e  reques ted  budget

f o r  t h e  work proposed. The second l e v e l  of review w i l l  be conducted by t h e  

National  Advisory Council f o r  Human Genome Research. 


Appl ica t ions  must be submitted us ing  t h e  form PHS 398 ( r e v .  10/88). The RFA 

l a b e l  a v a i l a b l e  i n  t h e  r e v i s e d  a p p l i c a t i o n  k i t  MUST be a f f i x e d  t o  t h e  bottom 

of  t h e  f ace  page. F a i l u r e  t o  use t h i s  l a b e l  could r e s u l t  i n  delayed 

process ing  of t h e  a p p l i c a t i o n  such t h a t  it may no t  reach  t h e  review committee 

i n  t ime f o r  review. Applicat ion k i t s  are 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  a t  most academic o r  research i n s t i t u t i o n s ,  and from t h e  Div is ion  of  

Research Grants ,  Nat ional  I n s t i t u t e s  of Heal th ,  Westwood Building,  Room 449,

Bethesda, MD 20892, 


Appl ica t ions  w i l l  be reviewed by t h e  GRRC i n  March 1992 and by t h e  Nat ional  

Advisory Council f o r  Human Genome Research i n  May 1992. The ear l ies t  d a t e  

t h a t  an award w i l l  be made is J u l y  1 ,  1992. 


It is  e s s e n t i a l  t h a t  a p p l i c a n t s  t ype  flMapping t h e  Drosophila Genome“ and t h e  

RFA number, HG-91-05, on l i n e  2 on t h e  f ace  page of t h e  a p p l i c a t i o n  form. The 

o r i g i n a l  and f o u r  cop ie s  of  t h e  a p p l i c a t i o n  must be submitted t o :  


Grant Applicat ion Receipt  Off ice  

Divis ion  of Research Grants  

National  I n s t i t u t e s  of  Health 

Westwood Building,  Room 240 

Bethesda, MD 20892** 


To expedi te  t h e  review process ,  it is a l s o  important t o  submit by November 15,

1991, two copies  of t h e  a p p l i c a t i o n  d i r e c t l y  t o :  


Off ice  of S c i e n t i f i c  Review 

National  Center f o r  Human Genome Research 

National  I n s t i t u t e s  of Heal th  

Building 38A, Room 604 

9000 Rockvil le  Pike 

Bethesda, MD 20892 


INQUIRIES 


Prospec t ive  a p p l i c a n t s  are encouraged t o  r eques t  a copy of t h e  RFA and t o  

contac e a r l y  i n  t h e  planning phase of  t h e  a p p l i c a t i o n .  For t h e  complete RFA 

and f o r  more information regard ing  s p e c i f i c  r e sea rch  areas o r  mechanisms,

p lease  c o n t a c t :  


Physical  Mapping Grant Appl ica t ions  (R01, R21, Pol):

Bett ie  J .  Graham, Ph.D. 


Sequencing and Technology Development Grant Appl ica t ions  (R01, R43, R44):e’ Robert L. Strausberg ,  Ph.D. 
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Center Grant Appl ica t ions  (P20, P30, P 5 0 ) :
Jane L .  Pe te rson ,  Ph.D. 

PHS Grants Pol icy :
Ms. Alice Thomas 

A l l  can be reached a t :  

Nat ional  Center f o r  Human Genome Research 

National  I n s t i t u t e s  of Heal th  

Building 3 8 A ,  Room 613 

Bethesda, MD 20892 


The program and g r a n t s  management o f f i c i a l s  welcome t h e  oppor tuni ty  t o  provide 

t h e  RFA, t o  c l a r i f y  any i s s u e s  o r  ques t ions  r e l a t e d  t o  t h i s  RFA, and encourage 

w r i t t e n  and te lephone i n q u i r i e s .  


This  program is descr ibed  i n  t h e  Catalog of Federa l  Domestic Ass is tance  No. 

93.172. Awards w i l l  be made under t h e  a u t h o r i t y  of t h e  Publ ic  Heal th  Serv ice  

A c t ,  Sec t ions  301 (Pub l i c  Law 78-410, as amended 42 U.S.C. 241) and 

adminis tered under PHS g r a n t s  p o l i c i e s  and Federal  Regulat 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 h e  intergovernmental 
t o  
review requirement of Executive Order 12372 o r  t o  Heal th  Systems Agency
review. 

ERRATUM 

NATIONAL COOPERATIVE DRUG DISCOVERY GROUPS 


RFA: CA-91-19 


P.T.  34; K.W. 0715035, 0740020, 0755025, 0755020 


National  Cancer I n s t i t u t e  


L e t t e r  of I n t e n t  Receipt  Date: October 11, 1991 

Applicat ion Receipt  Date: November 13,  1991 


This  Request f o r  Appl ica t ions  was publ ished i n  t h e  N I H  Guide f o r  Grants  

and Cont rac ts  on August 16,  1991, Vol. 2 0 ,  No. 31. The r e c e i p t  d a t e  

f o r  l e t t e r s  of i n t e n t  has  been changed t o  October 11, 1991. The 

a p p l i c a t i o n  r e c e i p t  d a t e  remains t h e  same. 


For f u r t h e r  information,  c o n t a c t :  


George S. Johnson, Ph.D. 

Grants and Cont rac ts  Operat ions Branch 

Developmental Therapeut ics  Program

Divis ion  of Cancer Treatment 

National  Cancer I n s t i t u t e  

Executive P laza  North, Room 832 

Bethesda, MD 20892 

Telephone: (301) 496-8783 
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