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NOTICES 

GRANTS ASSOCIATES PROGRAM 

P.T. 44; K . W .  0901026, 0710030 

P u b l i c  H e a l t h  S e r v i c e  

S c i e n t i s t s  i n t e r e s t e d  i n  an a d m i n i s t r a t i v e  c a r e e r  w i t h  F e d e r a l  programs
s u p p o r t i n g  r e s e a r c h  and t r a i n i n g  i n  h e a l t h - r e l a t e d  f i e l d s  may wish t o  c o n s i d e r  
t h e  Gran t s  A s s o c i a t e s  Program o f  t h e  U. S.  P u b l i c  Hea l th  S e r v i c e .  The program
is  governed by t h e  Gran t s  A s s o c i a t e s  Board and i s  a d m i n i s t e r e d  by t h e  Off ice  
o f  Extramural  Research,  Office o f  t h e  D i r e c t o r ,  N a t i o n a l  I n s t i t u t e s  o f  H e a l t h  
( N I H ) .  

The program p r e p a r e s  each Gran t s  A s s o c i a t e  f o r  a r e s p o n s i b l e  p o s i t i o n  i n  
h e a l t h  s c i e n c e  a d m i n i s t r a t i o n  i n  t h e  P u b l i c  Hea l th  S e r v i c e .  For a 12-month 
p e r i o d ,  t h e  G r a n t s  A s s o c i a t e  p a r t i c i p a t e s  i n  an i n d i v i d u a l l y  s t r u c t u r e d  
t r a i n i n g  e x p e r i e n c e  i n c l u d i n g  on-the- job t r a i n i n g  a s s ignmen t s ,  c o u r s e s  and 
s e m i n a r s .  The program p r o v i d e s  o p p o r t u n i t i e s  f o r  p a r t i c i p a t i o n  i n  t h e  
development and a d m i n i s t r a t i o n  o f  p o l i c i e s  i n  F e d e r a l  s u p p o r t  o f  h e a l t h  
r e l a t e d  r e s e a r c h ,  and i n  t h e  fundamentals  o f  e f f e c t i v e  management. The 
program a l s o  a t tempts  t o  deve lop  a s e n s i t i v i t y  t o  t h e  consequences of  program
d e c i s i o n s  on o t h e r  F e d e r a l  h e a l t h  programs, r e s e a r c h  i n s t i t u t i o n s ,  and 
n a t i o n a l  h e a l t h  needs .  

Admission t o  t h i s  program as  a f u l l - t i m e  permanent F e d e r a l  employee, i s  h i g h l y
c o m p e t i t i v e  f o r  t h e  f e w  p o s i t i o n s  a v a i l a b l e .  Mot iva t ion  f o r  a c a r e e r  i n  
s c i e n c e  a d m i n i s t r a t i o n ,  good i n t e r p e r s o n a l  s k i l l s ,  and ev idence  o f  e x e c u t i v e  
p o t e n t i a l  are i m p o r t a n t .  If you are  a U . S .  c i t i z e n  and ho ld  a d o c t o r a t e  o r  
e q u i v a l e n t  i n  a d i s c i p l i n e  r e l a t e d  t o  t h e  biomedical  o r  b e h a v i o r a l  s c i e n c e s ,  
have s i g n i f i c a n t  independent  r e s e a r c h  e x p e r i e n c e  beyond t h e  d o c t o r a t e  and are  
a t t r a c t e d  t o  h e a l t h  s c i e n c e  a d m i n i s t r a t i o n  as a p r o f e s s i o n ,  you shou ld  i n q u i r e
about  t h e  Gran t s  A s s o c i a t e s  Program. A d m i n i s t r a t i v e  e x p e r i e n c e  is  n o t  
r e q u i r e d .  

Gran t s  A s s o c i a t e s  may be  appo in ted  e i t h e r  i n  t h e  U.S. C i v i l  S e r v i c e  a t  g rade
l e v e l s  General  Schedule  (GS) 12 ($33,2181, GS-13 ($39,5011, o r  GS-14 ($46,679)  
o r  i n  t h e  Commissioned Corps o f  t h e  U . S .  P u b l i c  Hea l th  S e r v i c e  a t  r a n k s  
beg inn ing  w i t h  s e n i o r  g rade  ( 0 3  L i e u t e n a n t ,  b a s e  s a l a r y  o f  $20,390 dependent 
on p r i o r  m i l i t a r y  e x p e r i e n c e . )  

The N I H  does n o t  d i s c r i m i n a t e  i n  employment on grounds o f  race,  c o l o r ,  s e x ,  
n a t i o n a l  o r i g i n ,  age ,  o r  hand icap .  For f u r t h e r  i n f o r m a t i o n ,  wr i t e  t o :  

D i r e c t o r  

Hea l th  S c i e n t i s t  A d m i n i s t r a t o r  


Development Programs
O f f i c e  of Extramural  Research 
O f f i c e  o f  t h e  D i r e c t o r ,  N I H  
B u i l d i n g  31, Room 1B-62 
Bethesda,  Maryland 20892 

-IDIRECTORY OFNTERNATIONAL OPPORTUNITIES I N  
BEHAVIORAL SCIENCES 

P.T.  16,  22 ;  K.W. 0720005 

Fogar ty  I n t e r n a t i o n a l  Cen te r  

B I O M E D I C A L m  

The Foga r ty  I n t e r n a t i o n a l  Cen te r  IFIC),  N a t i o n a l  I n s t i t u t e s  o f  Hea l th  ( N I H ) ,  

announces t h e  a v a i l a b i l i t y  o f  a l i m i t e d  number o f  b o o k l e t s  e n t i t l e d  D i r e c t o r y 

o f  I n t e r n a t i o n a l  O p p o r t u n i t i e s  i n  Biomedical and Behav io ra l  S c i e n c e s .  T h i s  i s  

an updated v e r s i o n  o f  t h e  D i r e c t o r y  t h a t  was p u b l i s h e d  i n  Janua ry  1984. T h i s  

p u b l i c a t i o n  i s  a v a i l a b l e  t o  i n d i v i d u a l s  who are  s e e k i n g  i n f o r m a t i o n  about  

f e l l o w s h i p  s u p p o r t  i n  biomedical  and b e h a v i o r a l  s c i e n c e s .  


To r e c e i v e  a copy o f  t h i s  b o o k l e t ,  p l e a s e  send a s e l f - a d d r e s s e d  l a b e l  w i t h  

your  r e q u e s t  t o  t h e  f o l l o w i n g  a d d r e s s :  


I n t e r n a t i o n a l  Research arid Awards Branch 

B u i l d i n g  38A, Room 613 

Fogarty I n t e r n a t i o n a l  Center  

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

Bethesda,  Maryland 20892 
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-DATED ANNOUNCEMENTS (RFPs AND R F A s I  

LONG TERM MORTALITY STUDY OF MEN WHO HAVE UNDERGONE VASECTOMY 


RFP AVAILABLE: NICHD-CE-88-9 


P.T. 34; K . W .  0705075, 0411005, 0785210, 0785055 


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


The C o n t r a c e p t i v e  E v a l u a t i o n  Branch, Cen te r  f o r  P o p u l a t i o n  Research,  N a t i o n a l  

I n s t i t u t e  o f  C h i l d  H e a l t h  and Human Development, i s  s e e k i n g  o r g a n i z a t i o n s 

c a p a b l e  of conduc t ing  a r e t r o s p e c t i v e  c o h o r t  s t u d y  o f  t h e  r e l a t i o n s h i p  between 

vasectomy and a l t e r e d  p a t t e r n s  o f  m o r t a l i t y .  The o b j e c t i v e  is t o  a d d r e s s  t h e  

m o r t a l i t y  r i s k s  a s s o c i a t e d  w i t h  vasectomy a t  f i f t e e n  o r  more years  f o l l o w i n g 

t h e  p r o c e d u r e .  The p r o j e c t  w i l l  r e q u i r e  t h e  i d e n t i f i c a t i o n  of  a c o h o r t  o f  men 

who were vasectomized a t  l ea s t  f i f t e e n  (15)  y e a r s  ago, and i d e n t i f i c a t i o n  o f  a 

s u i t a b l e  comparison c o h o r t ,  o f  s u f f i c i e n t  s i z e s  t o  d e t e c t  d i f f e r e n c e s  i n  

o v e r a l l  m o r t a l i t y  and m o r t a l i t y  due t o  c a u s e s  such as  h e a r t  d i s e a s e ,  c a n c e r , 

and immunologic d i s o r d e r s .  I n  a d d i t i o n ,  t h e  s u c c e s s f u l  o f f e r o r  w i l l  b e  

r e q u i r e d  t o  de t e rmine  v i t a l  s t a t u s  and c a u s e  o f  d e a t h  and conduct  a p p r o p r i a t e 

s u r v i v a l  a n a l y s i s  t o  de t e rmine  whether vasectomized men are  a t  any i n c r e a s e d  

r i s k  of  m o r t a l i t y .  It is e s t i m a t e d  t h a t  a s i n g l e  c o n t r a c t  award w i l l  be made 

f o r  a two-year performance p e r i o d  and w i l l  r e q u i r e  e p i d e m i o l o g i c a l  and 

s t a t i s t i c a l  e x p e r t i s e  . 

T h i s  announcement i s  n o t  a r e q u e s t  f o r  p r o p o s a l s  (RFP). RFP-NICHD-CE-88-9 

w i l l  b e  i s s u e d  on o r  about  A p r i l  4, 1988. P r o p o s a l s  w i l l  b e  due 60 days 

t h e r e a f t e r .  Copies  of t h e  RFP may be o b t a i n e d  by send ing  a w r i t t e n  r e q u e s t  t o  

t h e  f o l l o w i n g  a d d r e s s .  P l e a s e  e n c l o s e  a s e l f - a d d r e s s e d  l a b e l .  


Pau l  J. Duska, C o n t r a c t i n g  Officer 

C o n t r a c t s  Management S e c t i o n ,  OGC 

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

Execu t ive  P l a z a  North,  Room 610 

6130 Execu t ive  Boulevard 

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


CORONARY ARTERY RISK DEVELOPMENT I N  YOUNG ADULTS ( C A R D I A )  -
ECHOCARD IOGRAPHY READ ING (:ENTER 

RFP AVAILABLE: NHLBI-HC-88-06 


P.T. 34; K . W .  0715035, 0411005, 0706030 


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


The Epidemiology usid Biometry Research Program, DECA, N H L B I ,  s e e k s  an 

echoca rd iog raphy  r e a d i n g  c e n t e r  f o r  a p r o j e c t  i n  which f o u r  f i e l d  c e n t e r s  w i l l  

c o n t i n u e  t o  examine and f o l l o w  a t o t a l  o f  5000 men and women who were aged 18 

t o  30 years a t  t h e  b a s e l i n e  examina t ion  i n  a l o n g i t u d i n a l  s t u d y  o f  t h e  

e v o l u t i o n  o f  co rona ry  h e a r t  d i s e a s e  r i s k  f a c t o r s  i n  young a d u l t s  ( C A R D I A ) . 

The echoca rd iog raphy  r e a d i n g  c e n t e r  w i l l  d eve lop  a p r o t o c o l  f o r  c o l l e c t i o n  o f  

echoca rd iog raphy  d a t a  on t h e  C300 p a r t i c i p a n t s  expec ted  t o  r e t u r n  f o r  Exam 3 

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

and f u n c t i o n  from t h e  echocardiogram data c o l l e c t e d .  


The echoca rd iog raphy  r e a d i n g  c e n t e r  i s  t h e  o n l y  c o m p e t i t i v e  RFP a n t i c i p a t e d 

f o r  t h e  CARDIA s t u d y .  


RFP NHLBI-HC-88-06 f o r  t h e  Echocardiography Reading Cen te r  w i l l  be a v a i l a b l e  

on o r  about  A p r i l  15,  1988, w i t h  p r o p o s a l s  due about  June  15, 1988. One award 

i s  a n t i c i p a t e d .  Your w r i t t e n  r e q u e s t  shou ld  i n c l u d e  t h r e e  m a i l i n g  l a b e l s ,  

s e l f - a d d r e s s e d ,  and must c i t e  RFP No. NHLBI-HC-88-06. 


Reques t s  f o r  c o p i e s  o f  t h e  RFP shou ld  be  s e n t  t o :  


B e t t y  Nordan 

C o n t r a c t i n g  Officer f o r  Epidemiology and 

Biometry Research Program,

ECA C o n t r a c t s  S e c t i o n  

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

F e d e r a l  Bldg, Room 3C16 

Bethesda,  Maryland 20892 
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RESEARCH ON ALCOHOL-RELATED BEHAVIOR THAT INCREASES THE RISK OF 
AIDS AND/OR RESEARCH ON PREVENTION STRATEGIES TO REDUCE THAT RISK 

#3' ' 

RFA AVAILABLE: 88-AA-02 

P.T.  34; K . W .  0404003, 0715020, 0715120 

N a t i o n a l  I n s t i t u t e  on Alcohol Abuse and Alcoholism 

A p p l i c a t i o n  R e c e i p t  Date: May 2 5 ,  1988 

I N T R O D U C T I O N  

A t  t h e  N a t i o n a l  I n s t i t u t e  on Alcohol Abuse and Alcoholism ( N I A A A )  most o f  t h e  
r e s e a r c h  on AIDS h a s  addres sed  biomedical  a s p e c t s  o f  t h i s  i l l n e s s .  More 
a t t e n t i o n  needs t o  be  g i v e n  t o  t h e  effect  o f  a l c o h o l  on behav io r  t h a t  
i n c r e a s e s  t h e  r i s k  o f  H I V  i n f e c t i o n  f o r  t h e  i n d i v i d u a l  and h i s  o r  h e r  
c o n t a c t s .  To s t i m u l a t e  such r e s e a r c h ,  t h e  P r e v e n t i o n  Research Branch o f  N I A A A  
i n v i t e s  g r a n t  a p p l i c a t i o n s  t h a t  f o c u s  on a l c o h o l - r e l a t e d  b e h a v i o r s  t h a t  may
h e i g h t e n  t h e  r i s k  o f  H I V  i n f e c t i o n  and/or  t h a t  f o c u s  on p r e v e n t i o n  s t r a t e g i e s  
t o  r educe  o r  modify such  b e h a v i o r s .  

RESEARCH ALTERNATIVES 

The RFA o f f e r s  two r e s e a r c h  o p t i o n s :  

1 )  I n v e s t i g a t o r s  may f o c u s  e n t i r e l y  on t h e  u n d e r l y i n g  n a t u r e  and dynamics of 
a l c o h o l - r e l a t e d  b e h a v i o r s  t h a t  might i n c r e a s e  t h e  r i s k  o f  AIDS, a d d r e s s i n g  t h e  
i n t e r a c t i o n  o f  p s y c h o l o g i c a l  and s o c i a l  v a r i a b l e s ;  o r  

2)  	I n v e s t i g a t o r s  may move d i r e c t l y  t o  i n t e r v e n t i o n  r e s e a r c h ,  t e s t i n g  t h e  
e f f e c t i v e n e s s  o f  s t r a t e g i e s  t o  p r e v e n t  a l c o h o l - r e l a t e d  b e h a v i o r s  t h a t  can  
r e s u l t  i n  AIDS. 

Top ics  r e l e v a n t  t o  t h i s  i n i t i a t i v e  might i n c l u d e :  r i s k  t a k i n g  b e h a v i o r s  among
s p e c i f i c  t a r g e t  groups;  t h e  e f f e c t  o f  a l c o h o l  u s e  on judgement, d e c i s i o n  
making, p e r c e p t i o n  o f  r i s k  w i t h  r e s p e c t  t o  AIDS, and moral commitments t o  
o t h e r s ;  t h e  impact o f  a l c o h o l  as a d i s i n h i b i t o r  f o r  i n d i s c r i m i n a t e  sex o r  
i n t r a v e n o u s  d rug  u s e ;  t h e  consequences o f  a l c o h o l  consumption on t h e  r o l e  o f  
women o r  men as  p o s s i b l e  g a t e k e e p e r s  f o r  p r o t e c t i v e  o r  u n s a f e  s e x  p r a c t i c e s ;
and t h e  f u n c t i o n  o f  a l c o h o l  environments  ( e . g . ,  t h e  s i n g l e s  o r  gay b a r )  as 
f a c i l i t a t o r s  o r  d i s i n c e n t i v e s  f o r  AIDS-related r i s k  t a k i n g  b e h a v i o r .  I n  t o p i c  
a r e a s  such as t h e s c ,  it would be p o s s i b l e  t o  e x p l o r e  u n d e r l y i n g  b e h a v i o r a l  
dynamics o r  a p p r o p r i a t e  p r e v e n t i o n  s t r a t e g i e s .  

Among p o p u l a t i o n s  a t  h i g h  r i s k  f o r  AIDS ( e . g . ,  homosexuals, b i s e x u a l s ,
p r o s t i t u t e s ,  i n t r a v e n o u s  d rug  u s e r s ,  and t h e i r  s e x u a l  p a r t n e r s )  d i s e n t a n g l i n g
t h e  independent  and i n t e r a c t i v e  e f fec ts  o f  a l c o h o l  on AIDS-related b e h a v i o r s  
may c a l l  f o r  s p e c i a l  and c r e a t i v e  r e s e a r c h  s k i l l s .  Within such  v u l n e r a b l e  
p o p u l a t i o n s ,  N I A A A  i s  p a r t i c u l a r l y  i n t e r e s t e d  i n  r e s e a r c h  which t a r g e t s  B lacks  
and Hispanics, who are p r e s e n t l y  o v e r r e p r e s e n t e d  among AIDS p a t i e n t s .  

T h i s  RFA encourages t h e  submission o f  a p p l i c a t i o n s  u s i n g  m u l t i f a c e t e d  o r  
s i n g u l a r  r e s e a r c h  methodologies  ind igenous  t o  any d i s c i p l i n e  t h a t  can  
c o n t r i b u t e  t o  t h i s  area o f  p r e v e n t i o n  r e s e a r c h .  

E L I G I B I L I T Y  

A p p l i c a t i o n s  may be  submi t t ed  by p u b l i c  and p r i v a t e  n o n - p r o f i t  o r  f o r - p r o f i t
o r g a n i z a t i o n s  such as u n i v e r s i t i e s ,  c o l l e g e s ,  h o s p i t a l s ,  l a b o r a t o r i e s ,
r e s e a r c h  i n s t i t u t e s  and o r g a n i z a t i o n s ,  u n i t s  o f  s t a t e  and l o c a l  governments,
and e l i g i b l e  a g e n c i e s  o f  t h e  F e d e r a l  Government. Women and m i n o r i t y
i n v e s t i g a t o r s  are  encouraged t o  a p p l y .  

APPLICATlON PROCEDURES AND FUNDING 

The sing1.e a p p l i c a t i o n  r e c e i p t  d a t e  i s  May 25, 1988. It i s  e s t i m a t e d  t h a t  
$ 5 0 0 , 0 0 0  t o  $ 1 , 0 0 0 , 0 0 0  w i l l  b e  a v a i l a b l e  t o  make approx ima te ly  t h r e e  t o  s i x  
awards f o r  t h e  f i r s t  y e a r  of  s t u d y ,  i n c l u d i n g  d i r e c t  and i n d i r e c t  c o s t s .  
Awards may be made l a t e  i n  FY 1988 o r  e a r l y  i n  FY 1989. A p p l i c a n t s  shou ld  u s e  
t h e  P u b l i c  H e a l t h  S e r v i c e  r e s e a r c h  g r a n t  a p p l i c a t i o n  form PHS 398 (Revised,
9/86) which i s  u s u a l l y  a v a i l a b l e  a t  i n s t i t u t i o n a l  o f f i c e s  o f  sponsored
r e s e a r c h  a t  most major u n i v e r s i t i e s  and c o l l e g e s .  

Support  w i l l  b e  p rov ided  f o r  a p e r i o d  of  up t o  5 y e a r s  ( r enewab le  f o r  
subsequent  p e r i o d s )  s u b j e c t  t o  c o n t i n u e d  a v a i l a b i l i t y  o f  funds  and r e s e a r c h  
p r o g r e s s  a c h i e v e d .  Any expenses  a s s o c i a t e d  w i t h  t r e a t m e n t ,  r e h a b i l i t a t i o n ,  o r  
p r e v e n t i o n  s e r v i c e s  must be  c l e a r l y  j u s t i f i e d  i n  terms o f  r e s e a r c h  needs .  
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INQUIRIES 

The complete  RFA i n c l u d i n g  a p p l i c a t i o n  p rocedures ,  review c r i t e r i a ,  and terms 

o f  s u p p o r t  can be  o b t a i n e d  from: 


Donald F. Godwin 

P r e v e n t i o n  Research Branch 

D i v i s i o n  o f  C l i n i c a l  and P r e v e n t i o n  Research 

N a t i o n a l  I n s t i t u t e  on Alcohol Abuse and Alcoholism 

5600 F i s h e r s  Lane, Room 16C-03 

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

Telephone: (301) 443-1677 


STUDIES FOR DEVELOPING PROCEDURES TO EVALUATE THE SAFETY OF 

BOUND DRUG RESIDUES 


RFA AVAILABLE: RFA-FDA-CVM-88-2 

P.T. 34; K.W. 1007009, 0740025 

Food and Drug A d m i n i s t r a t i o n  

A p p l i c a t i o n  R e c e i p t  Date: May 31, 1988 

Food and Drug Administration(FDA1, Cen te r  f o r  V e t e r i n a r y  Medicine (CVM) i s  
announcing t h e  a v a i l a b i l i t y  o f  approx ima te ly  $ 3 0 0 , 0 0 0  f o r  F i s c a l  Year 1988 f o r  
c o o p e r a t i v e  agreements  t o  s u p p o r t  s t u d i e s  f o r  deve lop ing  p r o c e d u r e s  t o  
e v a l u a t e  t h e  s a f e t y  o f  d rug  r e s i d u e s  t h a t  are  bound t o  t i s s u e s  o f  food 
p roduc ing  a n i m a l s .  T h i s  n o t i c e ,  which amends a p r i o r  RFA t h a t  p u b l i s h e d  i n  
t h e  N I H  Guide f o r  Gran t s  and C o n t r a c t s  on December 4, 1987, e x t e n d s  t h e  
a p p l i c a t i o n  r e c e i p t  d a t e  from J a n u a r y  19, 1988, t o  May 31, 1988. 

BACKGROUND 

The pu rpose  o f  t h e s e  agreements  w i l l  be t o  p r o v i d e  f i n a n c i a l  a s s i s t a n c e  t o  
s u p p o r t  r e s e a r c h  on new models, p rocedures ,  o r  combinat ions o f  models and 
p r o c e d u r e s  t h a t  can  c o n t r i b u t e  t o  a g e n e r a l  approach t o  e v a l u a t i n g  t h e  s a f e t y
o f  bound d rug  r e s i d u e s .  Compounds t h a t  are  known t o  form c o v a l e n t  bonds,  by
v a r i o u s  mechanisms, t o  t i s s u e  components shou ld  be  s e l e c t e d  as  model compounds
f o r  t h e  proposed s t u d i e s .  Techniques d e a l i n g  w i t h  t h e  i d e n t i f i c a t i o n  o r  
i s o l a t i o n  o f  s u f f i c i e n t  q u a n t i t i e s  o f  bound r e s i d u e s  f o r  t o x i c o l o g i c a l  t e s t i n g
and i n  v i t r o  approaches  t o  t h e  t o x i c o l o g i c a l  e v a l u a t i o n  of bound r e s i d u e s  w i l l  
a l s o  be  c o n s i d e r e d  f o r  s u p p o r t  under  t h i s  program. The agency is  most 
i n t e r e s t e d  i n  complete  s t r a t e g i e s  t h a t  w i l l  have broad a p p l i c a t i o n  t o  t h e  
bound r e s i d u e  problems encoun te red  w i t h  s e v e r a l  c l a s s e s  o f  animal  d r u g s  b u t  
w i l l  g i v e  c o n s i d e r a t i o n  t o  p r o p o s a l s  a d d r e s s i n g  s i g n i f i c a n t  segments o f  t h e  
problem. FDA a n t i c i p a t e s  making up t o  t h r e e  awards.  Support  f o r  t h i s  program 
may be f o r  a p e r i o d  of up t o  t h r e e  y e a r s .  

MECHANISM 

Support  w i l l  b e  i n  t h e  form o f  c o o p e r a t i v e  agreement awards which w i l l  b e  
s u b j e c t  t o  a l l  p o l i c i e s  and r e q u i r e m e n t s  t h a t  govern t h e  r e s e a r c h  c o o p e r a t i v e  
agreement programs o f  t h e  P u b l i c  H e a l t h  S e r v i c e .  

REVIEW PROCEDURES 

All a p p l i c a t i o n s  r e spond ing  t o  t h i s  r e q u e s t  f o r  a p p l i c a t i o n s  w i l l  b e  reviewed 

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

f i e l d .  The a p p l i c a t i o n s  w i l l  a l s o  be s u b j e c t  t o  a second l e v e l  o f  review t o  

e v a l u a t e  them i n  l i g h t  o f  t h e  aims o f  t h e  Food and Drug A d m i n i s t r a t i o n .  


Q u e s t i o n s  conce rn ing  t h e  programmatic a s p e c t s  o f  t h e  RFA shou ld  be  a d d r e s s e d  

t o :  


D r .  David B .  Batson 

Cente r  f o r  V e t e r i n a r y  Medicine (HFV-500)

Food and Drug A d m i n i s t r a t i o n  

5600 F i s h e r s  Lane, Room 8-89 

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

Telephone:  ( 3 0 1 )  443-6510 


Request f o r  c o p i e s  o f  t h e  RFA and a p p l i c a t i o n  k i t s  are a v a i l a b l e  from: 


b-.. 

'ui 
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Robert '  L .  Robins 

Gran t s  Management Officer 

S t a t e  C o n t r a c t s  and A s s i s t a n c e  Agreements Branch 

Food and Drug A d m i n i s t r a t i o n  

5600 F i s h e r s  Lane (HFA-520)

Parklawn B u i l d i n g ,  Rm. 320 

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


*IC' Telephone: (301)  443-6170 

A p p l i c a t i o n s  must be  submi t t ed  t o  t h e  Food and Drug A d m i n i s t r a t i o n  u s i n g  Form 
398 (Rev. 9 / 8 6 ) .  The o u t s i d e  o f  t h e  m a i l i n g  package and t h e  t o p  o f  t h e  
a p p l i c a t i o n  f a c e  page shou ld  be l a b e l e d  "Response t o  RFA-FDA-CVM-88-2 Food and 
Drug Adminis t ra t ion(FDA),  Cen te r  for V e t e r i n a r y  Medicine." 

PHARMACOKINETICS OF AGENTS FOR BLADDER CANCER INTRAVESICAL THERAPY 

RFA AVAILABLE: 88-CA-04 

P.T. 34; K . W .  0710100,  0740020, 0705075, 0715035 

N a t i o n a l  Cancer I n s t i t u t e  

A p p l i c a t i o n  Rece ip t  Date: J u l y  1 1 ,  1988 

The Organ Systems Program th rough  t h e  N a t i o n a l  Cancer I n s t i t u t e  ( N C I ) ,
D i v i s i o n  o f  Cancer P r e v e n t i o n  and C o n t r o l ,  i n v i t e s  g r a n t  a p p l i c a t i o n s  from 
o r g a n i z a t i o n s  which are  c a p a b l e  o f  p a r t i c i p a t i n g  i n  a network o f  r e s e a r c h  
l a b o r a t o r i e s  charged w i t h  c a r r y i n g  o u t  s t u d i e s  on t h e  pha rmacok ine t i c s  and 
pharmacodynamics o f  d rugs  used i n  t h e  i n t r a v e s i c a l  t r e a t m e n t  o f  u r i n a r y
b l a d d e r  c a n c e r .  T h i s  r e q u e s t  f o r  a p p l i c a t i o n s  (RFA) w i l l  be used t o :  ( 1 )
i n i t i a t e  i n t e r - o r g a n i z a t i o n a l  s t u d i e s  o f  t h e  a c t i o n s  o f  i n t r a v e s i c a l  d r u g s  i n  
c l i n i c a l l y  d e r i v e d  b l a d d e r  c a n c e r  c e l l  specimens; (2) i d e n t i f y  and c a r r y  o u t  
l a b o r a t o r y - b a s e d  s t u d i e s  o f  t h e  a c t i o n s  o f  t h e s e  d rugs  i n  b l a d d e r  c a n c e r  c e l l s  
i n  an ima l s  o r  i n  t i s s u e  c u l t u r e  and; ( 3 )  c o o r d i n a t e  r e s o u r c e s  among t h e  
s u c c e s s f u l  a p p l i c a n t  o r g a n i z a t i o n s  f o r  t h e  c o l l e c t i o n  and u s e  o f  e x f o l i a t e d  
b l a d d e r  cance r  c e l l s  and of s u r g i c a l  specimens from p a t i e n t s .  

OBJECTIVE AND SCOPE 

The N C I  p roposes  t o  encourage t h e  development o f  a network of l a b o r a t o r i e s  f o r  
c a r r y i n g  o u t  pha rmacok ine t i c  s t u d i e s  o f  d rugs  used i n  i n t r a v e s i c a l  b l a d d e r  
c a n c e r  t h e r a p y .  O r g a n i z a t i o n s  which q u a l i f y  would have 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  conduct  s t u d i e s  o f  e x f o l i a t e d  c e l l s  and t i s s u e  specimens from 
p a t i e n t s ,  and s t u d i e s  i n v o l v i n g  animal  o r  i n  v i t r o  model sys t ems .  The network 
would have r e s p o n s i b i l i t y  for p l a n n i n g  s t u d i e s  which would make u s e  o f  
c o l l e c t i v e  p a t i e n t  r e s o u r c e s ,  and would have a d v i s o r y  r e s p o n s i b i l i t y  f o r  p i l o t  
o r  l e a d - i n  r e s e a r c h  c a r r i e d  o u t  i n  t h e  l a b o r a t o r i e s  o f  i n d i v i d u a l  members o f  
t h e  network. N C I  a s s i s t a n c e  i n  o r g a n i z i n g  a pha rmacok ine t i c s  network i s  aimed 
a t  encouraging s c i e n t i s t s  i n  r e s e a r c h  l a b o r a t o r i e s  and c a n c e r  c l i n i c s  t o  
c o l l a b o r a t e  and t o  a d d r e s s  t h e  needs o f  t h i s  r a p i d l y  advancing f i e l d  o f  
i n t r a v e s i c a l  d rug  t h e r a p y .  The major g o a l  f o r  t h e  network would be to 
de te rmine  t h e  optimum u s e  of i n t r a v e s i c a l  d r u g  t h e r a p y  t o  i n c r e a s e  s u r v i v a l ,
m a i n t a i n  a f u n c t i o n i n g  b l a d d e r ,  and p r e v e n t  t h e  need f o r  r e c u r r e n t  cys toscopy .  

BACKGROUND 

A t  t h e  time o f  d i a g n o s i s ,  about  70 p e r c e n t  o f  p a t i e n t s  have s u p e r f i c i a l
b l a d d e r  c a n c e r ,  and t h e  remainder  have more advanced d i s e a s e .  The r i s k  f o r  
metastasis f o r  p a t i e n t s  a f t e r  t r e a t m e n t  of s u p e r f i c i a l  b l a d d e r  cance r  i s  l e s s  
t h a n  1 0  p e r c e n t ,  b u t  t h e  r i s k  f o r  appea rance  o f  new tumors f o l l o w i n g  t r e a t m e n t  
is about  SO p e r c e n t .  New o c c u r r e n c e s  o f t e n  are  m u l t i p l e  and t e n d  t o  occur  
more f r e q u e n t l y  w i t h  t i m e .  There is  10  t o  20 p e r c e n t  r i s k  f o r  p r o g r e s s i o n  of 
g r a d e ,  s t a g e  or b o t h  a t  t h e  t i m e  o f  each r e c u r r e n c e .  Such tumors may a r i s e  
from p r o g r e s s i v e  n e o p l a s t i c  growth i n  r e g i o n s  o f  e p i t h e l i a l  h y p e r p l a s i a s ,
a t y p i a  or carcinoma i n  s i t u .  They might also r e s u l t  from i m p l a n t a t i o n  o f  
tumor c e l l s  on u r o t h e l i a l  s u r f a c e s  t h a t  are  t r a u m a t i z e d  d u r i n g  l o c a l  r e s e c t i o n  
or f u l y u r a t i o n .  

Approximately 70 p e r c e n t  o f  b l a d d e r  c a n c e r  p a t i e n t s  a t  d i a g n o s i s  can be  
t r e a t e d  wi th  i n t r a v e s i c a l  d r u g s .  Les ions  which a r e  t r e a t a b l e  i n c l u d e  
low-grade and high-grade p a p i l l a r y  neoplasms and f l a t  carcinoma i n  s i t u .  

Bladder  c a n c e r s  are  h i g h l y  a p p r o p r i a t e  t a r g e t s  f o r  l o c a l i z e d  d rug  t h e r a p y .
I n t r a v e s i c a l  d rugs  have been used wi th  v a r y i n g  d e g r e e s  o f  success t o  t r e a t  

/ 	 e x i s t i n g  b l a d d e r  c a n c e r  l e s i o n s  and t o  p r e v e n t  or d e l a y  r e c u r r e n c e .  
Approaches u s i n g  pha rmacok ine t i c  i n f o r m a t i o n  t o  op t imize  i n t r a v e s i c a l  d rug  
t r e a t m e n t s  f o r  b l a d d e r  c a n c e r  are rud imen ta ry ;  however, knowledge o f  
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pharmacok ine t i c s  h a s  become impor t an t  f o r  t h e  e f f e c t i v e  u s e  o f  s e v e r a l  classes 
o f  c a n c e r  d r u g s  which are  used s y s t e m i c a l l y .  

The pha rmacok ine t i c s  o f  a n t i t u m o r  a g e n t s  have a p p l i c a t i o n  i n  t a i l o r i n g  t h e r a p y  
t o  s p e c i f i c  forms of c a n c e r  and means o f  d rug  d e l i v e r y ,  b u t  t h i s  approach h a s  
y e t  t o  become a s i g n i f i c a n t  c l i n i c a l  t o o l  f o r  b l a d d e r  cance r  i n t r a v e s i c a l  d rug
t h e r a p y .  Study o f  t h e  phLarmacokinetics o f  b l a d d e r  c a n c e r  d r u g s  i n  t h e  
l a b o r a t o r y  coup led  w i t h  t:he a n a l y s i s  c f  c l i n i c a l l y  d e r i v e d  materials from 
s i g n i f i c a n t  p o p u l a t i o n s  o f  p a t i e n t s  r e p r e s e n t s  a n  area o f  r e s e a r c h  where major
e f f o r t  is  needed.  S e v e r a l  d r u g s  are known t o  be e f f e c t i v e  i n  t h e  i n t r a v e s i c a l  
t r e a t m e n t  o f  s u p e r f i c i a l  b l a d d e r  c a n c e r ,  b u t  t h e r e  is  a need f o r  more p r e c i s e
expe r imen ta l  i n f o r m a t i o n  t o  de t e rmine  major advan tages  of  one d rug  ove r  
a n o t h e r ,  w i t h  subsequent  c o n f i r m a t i o n  u s i n g  c l i n i c a l  materials.  

E L I G I B I L I T Y  

It is t h e  i n t e n t  o f  t h i s  RFA t o  i n i t i a t e  network s t u d i e s  by combining
e x p e r t i s e  among o r g a n i z a t i o n s  which a l r e a d y  are c o n t r i b u t i n g  s i g n i f i c a n t l y  t o  
t h e  pha rmacok ine t i c s  o f  c a n c e r  d r u g s .  An o r g a n i z a t i o n  which can  e s t a b l i s h  a 
l i a i s o n  between a pha rmacok ine t i c s  l a b o r a t o r y  and a c l i n i c a l  f a c i l i t y
c u r r e n t l y  invo lved  i n  b l a d d e r  c a n c e r  r e s e a r c h  i s  encouraged t o  respond t o  t h i s  
RFA. A t  t h e  t i m e  o f  submission,  a c o r e  of  q u a l i f i e d  i n v e s t i g a t o r s ,  p a t i e n t
p o p u l a t i o n s  and f a c i l i t i . e s  shou ld  e x i s t  i n  t h e  a p p l i c a n t  o r g a n i z a t i o n  and i t s  
proposed a f f i l i a t e s .  

The s t a f f  o f  a n  a p p l i c a n t  o r g a n i z a t i o n  and its a f f i l i a t e s  shou ld  have 
demonstrated p r o f i c i e n c y  and achievement i n  pha rmacok ine t i c s  i n  c a n c e r  
r e s e a r c h ,  and i n  r e s e a r c h  i n v o l v i n g  t h e  c l i n i c a l  a p p l i c a t i o n  o f  i n t r a v e s i c a l  
t h e r a p y .  The p r i n c i p a l  i n v e s t i g a t o r  shou ld  be r e s p o n s i b l e  f o r  t h e  day-to-day
o p e r a t i o n  o f  a c u r r e n t l y  s u c c e s s f u l  and f u l l y  funded pha rmacok ine t i c s
l a b o r a t o r y .  The r e s p o n s i b i l i t i e s  and a u t h o r i t y  o f  t h e  p r i n c i p a l  i n v e s t i g a t o r
shou ld  be d e s c r i b e d  f u l l y  i n  t h e  a p p l i c a t i o n .  D e s c r i p t i o n s  o f  key p e r s o n n e l
shou ld  i n c l u d e  each i n d i v i d u a l ‘ s  q u a l i f i c a t i o n s ,  s c i e n t i f i c  c o n t r i b u t i o n s ,  
l e v e l  and t y p e  of e f f o r t ,  and r e l e v a n t  p u b l i c a t i o n s .  Mechanisms a v a i l a b l e  f o r  
m u l t i - d i s c i p l i n a r y  i n p u t  i n t o  t h e  proposed pha rmacok ine t i c s  l a b o r a t o r y  shou ld  
be  d e s c r i b e d .  E x p e r t i s e  shou ld  be  a v a i l a b l e  i n  t h e  areas o f  b l a d d e r  oncology,
pa tho logy ,  c e l l  b i o l o g y  and b i o s t a t i s t i c s .  

APPLICATION SUBMISSION AND REVIEW 
For s c i e n t i f i c  merit  r ev iew,  each  a p p l i c a n t  w i l l  be r e q u i r e d  t o  propose an 
area o f  c o l l a b o r a t i v e  r e s e a r c h  f o r  t h e  Network, which would i n v o l v e  s t u d y  o f  
combined p a t i e n t  p o p u l a t i o n s  and u s e  o f  e x f o l i a t e d  c e l l s  or t i s s u e  specimens
from b l a d d e r  c a n c e r  p a t i e n t s .  A l s o ,  each  a p p l i c a n t  w i l l  be r e s p o n s i b l e  f o r  
e l a b o r a t i n g  r e s e a r c h  t o  be  c a r r i e d  o u t  i n  t h e  a p p l i c a n t  o r g a n i z a t i o n ,  which 
would i n v o l v e  animal  models,  c e l l  c u l t u r e  models,  o r  t h e  u s e  o f  c l i n i c a l  
m a t e r i a l s  from p a t i e n t s  a t  t h a t  i n s t i t u t i o n .  The l a t t e r  r e s e a r c h  shou ld  be  
des igned  w i t h  t h e  a i m  (of advancing t h e  c o l l a b o r a t i v e  c a p a b i l i t i e s  o f  t h e  
Pha rmacok ine t i c s  Network. 

A p o t e n t i a l  a p p l i c a n t  o r g a n i z a t i o n  i s  encouraged,  b u t  i s  n o t  r e q u i r e d ,  t o  
submit  a l e t t e r  o f  i n t e n t  and is encouraged t o  c o n s u l t  w i t h  N C I  s t a f f  by
t e l e p h o n e  b e f o r e  s u b m i t t i n g .  The l e t t e r  o f  i n t e n t  i s  r e q u e s t e d  by May 6 ,
1988. I t  w i l l  n o t  e n t e r  i n t o  t h e  review of an a p p l i c a t i o n  submi t t ed  i n  
r e s p o n s e  t o  t h i s  RFA. 

A p p l i c a t i o n s  r e s p o n s i v e  t o  t h i s  RFA w i l l  be reviewed f o r  s c i e n t i f i c  meri t  by 
a n  a p p r o p r i a t e  p e e r  review group composed p r i m a r i l y  o f  non-Federal  e x p e r t s  and 
s e t  up hy t h e  D i v i s i o n  o f  Extramural  A c t i v i t i e s ,  N a t i o n a l  Cancer I n s t i t u t e .  
Reviewers w i l l  c o n s i d e r  each a p p l i c a t i o n  i n  t e r m s  of i t s  p r o j e c t e d  r e s e a r c h  
p l a n s ,  and o f  t h e  proposed means f o r  implementing c o l l a b o r a t i v e  a c t i v i t i e s .  
A p p l i c a n t s  w i l l  b e  reviewed i n  c o m p e t i t i o n  w i t h  each o t h e r  on a na t ionwide  
b a s i s .  T h i s  RFA s o l i c i t a t i o n  i s  a s i n g l e  c o m p e t i t i o n  and h a s  one s p e c i f i c
d e a d l i n e  f o r  r e c e i p t  (of a p p l i c a t i o n s .  

MECHANISM OF SUPPORT 

The s u p p o r t  mechanism f o r  t h i s  program w i l l  be t h e  N I H  i n v e s t i g a t o r - i n i t i a t e d
r e s e a r c h  g r a n t  ( R o l l .  Awards w i l l  be made t o  n o n - p r o f i t  and p r o f i t
o r g a n i z a t i o n s .  A n  a p p l i c a n t  o r g a n i z a t i o n  may app ly  f o r  a p e r i o d  o f  suppor t  o f  
up t o  t h r e e  y e a r s .  Funds, i f  awarded, would s u p p o r t  r e s e a r c h  done 
i n d i v i d u a l l y  by t h e  a p p l i c a n t  o r g a n i z a t i o n  and r e s e a r c h  done c o l l a b o r a t i v e l y
w i t h i n  t h e  network of: p a r t i c i p a t i n g  o r g a n i z a t i o n s .  The awards would a l s o  
s u p p o r t  t r a v e l ,  p l a n n i n g ,  communications and d a t a  management connected w i t h  a 
c o l l a b o r a t i v e  e f f o r t .  

Con t ingen t  upon t h e  c o n t i n u e d  a v a i l a b i l i t y  o f  funds  and dependent upon t h e  
r e c e i p t  o f  a s u f f i c i e n t  number o f  a p p l i c a t i o n s  o f  h i g h  s c i e n t i f i c  m e r i t ,  it i s  
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a n t i c i p a t e d  t h a t  f i v e  awards w i l l  b e  made a t  an annual  o v e r a l l  t o t a l  c o s t  o f  

approx ima te ly  $ 6 0 0 , 0 0 0 .  Be fo re  t h e  end of  t h e  t h r e e - y e a r  p e r i o d  o f  fund ing , 

t h e  Pha rmacok ine t i c s  Network f o r  Bladder  Cancer w i l l  be e v a l u a t e d  by t h e  N C I  

and a means f o r  p o s s i b l e  c o n t i n u e d  o r  expanded s u p p o r t  de t e rmined .  


Reques t s  f o r  c o p i e s  of t h e  RFA i n  i t s  expanded form shou ld  b e  a d d r e s s e d  t o :  


William E .  S t r a i l e ,  Ph.D. 

Cancer C e n t e r s  Branch 

D i v i s i o n  of  Cancer P r e v e n t i o n  and C o n t r o l  

N a t i o n a l  Cancer I n s t i t u t e  

B l a i r  B u i l d i n g ,  Room 727  

Bethesda,  Maryland 20892-4200 

Telcphone: (301 )  427-8818 


- - ~ - -PROSPECTIVE RANDOMIZED STUDIES CORRELATING CURRENT TREATMENT PROCEDURES WITH 
P A I N  R E D U C T I O N  I N  PANCREATIC CANCER PATIENTS 

RFA AVAILABLE: 88 -CA-03  

P.T. 3 4 ;  K . W .  0705025, 0715035, 0415000, 0715150 

N a t i o n a l  Cancer I n s t i t u t e  

A p p l i c a t i o n  R e c e i p t  Date: J u l y  11, 1988 

The Organ Systems Program, th rough  t h e  N a t i o n a l  Cancer I n s t i t u t e  ( N C I ) ,
D i v i s i o n  o f  Cancer P r e v e n t i o n  and C o n t r o l ,  i n v i t e s  r e s e a r c h  g r a n t  a p p l i c a t i o n s
from o r g a n i z a t i o n s  c a p a b l e  and i n t e r e s t e d  i n  p a r t i c i p a t i n g  i n  a Network o f  
c o l l a b o r a t i n g  r e s e a r c h  groups charged w i t h  c a r r y i n g  o u t  s t u d i e s  i n  t h e  
r e d u c t i o n  o f  p a i n  i n  p a n c r e a t i c  c a n c e r  p a t i e n t s .  The N C I  p roposes  t o  
encourage up t o  f i v e  e x i s t i n g  p a i n  r e s e a r c h  groups t o  assemble t h e  e x p e r t i s e
and p a t i e n t s  needed t o  e v a l u a t e  p a n c r e a t i c  c a n c e r  p a i n .  

OBJECTIVE AND SCOPE 

T h i s  Request f o r  A p p l i c a t i o n s  ( R F A )  w i l l  b e  u t i l i z e d  t o  i n i t i a t e  p r o s p e c t i v e ,
randomized s t u d i e s ,  which w i l l  be implemented t h r o u g h  a c o l l a b o r a t i o n  among
t h e  s u c c e s s f u l  a p p l i c a n t  o r g a n i z a t i o n s .  

The main g o a l  o f  t h i s  RFA i s  t o  de t e rmine  which o f  t h e  c u r r e n t l y  used ,  s i n g l e  
o r  combined, p r o c e d u r e s  f o r  t r e a t i n g  p a n c r e a t i c  c a n c e r  p a t i e n t s  are  c o r r e l a t e d  
w i t h  measurable  and s i g n i f i c a n t  p a i n  r e l i e f .  P a i n  and weight l o s s  are common 
symptoms a s s o c i a t e d  w i t h  p a n c r e a t i c  c a n c e r .  P a i n  i s  a c o n s i d e r a b l e  problem i n  
90 t o  100 p e r c e n t  o f  p a t i e n t s  w i t h  t h i s  d i s e a s e  and is  o f t e n  c o n t i n u o u s  and 
s e v e r e .  The m a j o r i t y  o f  p a n c r e a t i c  c a n c e r  p a t i e n t s  s u f f e r  p a i n  from t h e  o n s e t  
o f  t h e i r  diagnosed i l l n e s s .  

For s c i e n t i f i c  merit review,  each a p p l i c a n t  w i l l  b e  r e q u i r e d  t o  propose one 
r e s e a r c h  p r o j e c t  f o r  Network s t u d y ,  and t h i s  shou ld  i n v o l v e  d e s c r i b i n g  how t h e  
r e s e a r c h  might be adapted t o  t h e  c o l l a b o r a t i v e  r e s e a r c h  mode and to t h e  u s e  of 
combined p a t i e n t  p o p u l a t i o n s .  Also,  each a p p l i c a n t  w i l l  b e  r e s p o n s i b l e  f o r  
e l a b o r a t i n g  a second s t u d y ,  e i t h e r  i n  t h e  same area o f  p a i n  r e s e a r c h  o r  i n  a 
d i s s i m i l a r  area, t o  be  c a r r i e d  o u t  t o t a l l y  w i t h i n  t h e  a p p l i c a n t  o r g a n i z a t i o n .
The l a t t e r  s t u d y  shou ld  be  des igned  w i t h  t h e  a i m  o f  advancing a n  a s p e c t  o f  
p a i n  r e s e a r c h  which s u b s e q u e n t l y  might be  a d d r e s s e d  c o l l a b o r a t i v e l y  by t h e  
Network. 

BACKGROUND 

S i n c e  t h e r e  are no treatments f o r  p a n c r e a t i c  c a n c e r  which i n c r e a s e  s u r v i v a l  
s i g n i f i c a n t l y  (5-year  s u r v i v a l  i s  2 p e r c e n t ) ,  and t h e r e  is no known way t o  
p r e v e n t  t h e  d i s e a s e ,  a s p e c i a l  r e s e a r c h  emphasis t o  i d e n t i f y  t h e  b e s t  c u r r e n t  
methods t o  r educe  p a i n  and t h u s  improve t h e  q u a l i t y  o f  l i f e  d e s e r v e s  h i g h
p r i o r i t y  . 
The N C I  r e c o g n i z e s  t h a t  r e s e a r c h  on p a i n  i n  p a n c r e a t i c  c a n c e r  is d i f f i c u l t  t o  
conduc t .  The r e l a t i v e l y  low i n c i d e n c e  o f  t h e  d i s e a s e  combined w i t h  a b r i e f  
s u r v i v a l  r e s u l t s  i n  f e w  s t u d y  s u b j e c t s  becoming a v a i l a b l e  a t  a n  i n s t i t u t i o n  a t  
any s p e c i f i c  t ime. Furthermore,  t h e  complexi ty  of  t h e  d i s e a s e  c o u r s e  e l e v a t e s  
t h e  numbers o f  p a t i e n t s  which would be  r e q u i r e d  f o r  t e s t i n g  hypo theses
a d e q u a t e l y .  An i n t e r - o r g a n i z a t i o n a l  networking e f f o r t  might overcome t h e s e  
d i f f i c u l t i e s  and make p o s s i b l e  t h e  a c c r u a l  o f  s u f f i c i e n t  p a t i e n t s  t o  answer 
d e f i n i t i v e  q u e s t i o n s .  O r g a n i z a t i o n s  w i t h  e s t a b l i s h e d  p a i n  r e s e a r c h  f a c i l i t i e s  
are encouraged t o  t a k e  t h e  l e a d e r s h i p  i n  r e sponse  t o  t h i s  RFA. Such 
o r g a n i z a t i o n s  b e f o r e  a p p l y i n g  are r e q u i r e d  t o  have t h e  c a p a c i t y  f o r  
e s t a b l i s h i n g  l i a i s o n  w i t h  i n v e s t i g a t o r s  i nvo lved  i n  c l i n i c a l  r e s e a r c h  i n  
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c a n c e r ,  i n c l u d i n g  s p e c i f i c  e x p e r t i s e  i n  t h e  t r e a t m e n t  o f  p a n c r e a t i c  c a n c e r .  
The a p p l i c a n t  o r g a n i z a t i o n  o r  i t s  a f f i l i a t e  shou ld  be  invo lved  i n  t r e a t i n g
p a n c r e a t i c  c a n c e r  p a t i e n t s .  A t  t h e  t i m e  o f  submission,  t h e  r e q u i r e d  q u a l i f i e d
i n v e s t i g a t o r s ,  t e c h n i c a l  e x p e r t i s e ,  p a t i e n t  p o p u l a t i o n s ,  and f a c i l i t i e s . s h o u l d  
e x i s t  i n  t h e  a p p l i c a n t  o r g a n i z a t i o n  and i t s  proposed a f f i l i a t e s .  

APPLICATION SUBMISSION AND REVIEW 

A p o t e n t i a l  a p p l i c a n t  o r g a n i z a t i o n  i s  encouraged,  b u t  is n o t  r e q u i r e d ,  t o  
submit  a l e t t e r  o f  i n t e n t ,  and i s  encouraged t o  c o n s u l t  w i t h  N C I  s t a f f  b e f o r e  
s u b m i t t i n g .  Let ters  o f  i n t e n t  are r e q u e s t e d  by May 6 ,  1988. The l e t t e r  o f  
i n t e n t  w i l l  n o t  e n t e r  i n t o  t h e  review o f  a n  a p p l i c a t i o n  submi t t ed  i n  r e s p o n s e  
t o  t h i s  RFA. 

A p p l i c a t i o n s  r e s p o n s i v e  t o  t h i s  RFA w i l l  be reviewed f o r  s c i e n t i f i c  merit by 
an a p p r o p r i a t e  p e e r  review group composed p r i m a r i l y  o f  non-Federal  e x p e r t s  and 
set  up by t h e  D i v i s i o n  o f  Extramural  A c t i v i t i e s ,  N a t i o n a l  Cancer I n s t i t u t e .  
Reviewers w i l l  c o n s i d e r  each a p p l i c a t i o n  i n  terms o f  i t s  p r o j e c t e d  r e s e a r c h  
p l a n s ,  and o f  t h e  proposed means f o r  implementing c o l l a b o r a t i v e  network 
a c t i v i t i e s .  A p p l i c a t i o n s  w i l l  b e  reviewed i n  compe- t i t i on  w i t h  each o t h e r  on 
a na t ionwide  b a s i s .  T h i s  RFA s o l i c i t a t i o n  i s  a s i n g l e  c o m p e t i t i o n  and h a s  one 
s p e c i f i c  d e a d l i n e  f o r  r e c e i p t  o f  a p p l i c a t i o n s .  

MECHANISM OF SUPPORT 

The s u p p o r t  mechanism f o r  t h i s  program w i l l  be t h e  N I H  i n v e s t i g a t o r - i n i t i a t e d
r e s e a r c h  g r a n t  ( R o l l .  Awards may be  made t o  domes t i c  n o n - p r o f i t  and p r o f i t
o r g a n i z a t i o n s .  An a p p l i c a n t  o r g a n i z a t i o n  may a p p l y  f o r  a p e r i o d  o f  s u p p o r t  of 
up t o  t h r e e  y e a r s .  Funds, i f  awarded, would s u p p o r t  r e s e a r c h  r e l a t e d  t o  t h e  
a c t i v i t i e s  of  t h e  c o l l a b o r a t i v e  Network. The awards would a l s o  s u p p o r t
t r a v e l ,  p l a n n i n g ,  communications and d a t a  management connected w i t h  t h e  
network e f f o r t .  

Con t ingen t  upon t h e  a v a i l a b i l i t y  o f  fi:qds and dependent upon t h e  r ece ip t  of a 
s u f f i c i e n t  number o f  a p p l i c a t i o n s  of  h i g h  s c i e n t i f i c  meri t ,  it i s  a n t i c i p a t e d
t h a t  f i v e  awards w i l l  b e  made a t  an annua l  o v e r a l l  t o t a l  c o s t  o f  approx ima te ly
$400,000. Be fo re  t h e  end o f  t h e  t h r e e - y e a r  p e r i o d  o f  fund ing ,  t h e  P a n c r e a t i c  
Cancer P a i n  Network w i l l  b e  e v a l u a t e d  by t h e  N C I  and f o r  p o s s i b l e  

.c 


c o n t i n u e d  o r  expanded s u p p o r t  de t e rmined .  


INQUIRIES 


Reques t s  f o r  c o p i e s  o f  t h e  RFA i n  i ts  expanded form 


W i l l i a m  E. S t r a i l e ,  Ph.D. 

Cancer C e n t e r s  Branch 

D i v i s i o n  o f  Cancer P r e v e n t i o n  and C o n t r o l  

N a t i o n a l  Cancer I n s t i t u t e  

B l a i r  B u i l d i n g ,  Room 727 

Bethesda,  Maryland 20892-4200 

Telephone:  ( 3 0 1 )  427-8818 


NATIONAL COOPERATIVE VACCINE DEVELOPMENT GROUPS FOR 

IMMUNODEFICIENCY SYNDROME 


a means 

shou ld  b e  a d d r e s s e d  t o :  

THE ACQUIRED 

COOPERATIVE AGREEMENT RFA AVAILABLE: NIH-NIAID-88-AI-06 


P.T. 34; K.W.  0740075, 0715120, 1002008, 0710070, 1002045 


N a t i o n a l  I n s t i t u t e  o f  A l l e r g y  and I n f e c t i o u s  Diseases 


RFA A v a i l a b i l i t y  Date: Immediately 

L e t t e r  o f  I n t e n t  Rece ip t  Date: May 15, 1988 

A p p l i c a t i o n  R e c e i p t  Date: J u l y  15, 1988 


The N a t i o n a l  I n s t i t u t e  o f  A.llergy and I n f e c t i o u s  D i s e a s e s  ( N I A I D  1 announces 

t h e  a v a i l a b i l i t y  of an RFA f o r  t h e  fund ing  o f  N a t i o n a l  Coopera t ive  Vaccine 

Development Groups f o r  t h e  Acquired Immunodeficiency Syndrome ( N C V D G ) .  The 

RFA ( a v a i l a b l e  on r e q u e s t )  i n v i t e s  a p p l i c a t i o n s  aimed a t  t h e  development o f  

e f f e c t i v e  v a c c i n e s  f o r  t h e  p r e v e n t i o n  o f  AIDS. S c i e n t i f i c  approaches t o  t h e  

development o f  e f f e c t i v e  AIDS v a c c i n e s  a p p r o p r i a t e  t o  t h e  RFA may range  from 

r e s e a r c h  on whole v i r u s  v a c c i n e s ,  t h rough  t h e  p r o d u c t i o n  o f  p r e p a r a t i o n s  w i t h  

recombinant DNA t e c h n i q u e s  and s y n t h e t i c  approaches ,  t o  t h e  u s e  o f  v i r a l  

v e c t o r s  t o  d e l i v e r  a n t i g e n i c  mater ia l s .  A p p l i c a t i o n s  d i r e c t e d  towards  v a c c i n e  

development f o r  AIDS a s s o c i a t e d  o p p o r t u n i s t i c  i n f e c t i o n s  are  n o t  i n v i t e d .  

Otherwise,  s c i e n t i f i c  appro.aches t o  t h e  development o f  e f f e c t i v e  v a c c i n e s  

a p p r o p r i a t e  t o  t h e  RFA are  ibroad and l i m i t e d  o n l y  by t h e  c r e a t i v i t y  and 
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a b i l i t y  o f  t h e  a p p l y i n g  group t o  e x p l o i t  l e a d s  from b a s i c  s t u d i e s  i n  v i r o l o g y ,
molecu la r  b i o l o g y ,  and immunology. 

Each NCVDG w i l l  b e  assembled by t h e  P r i n c i p a l  I n v e s t i g a t o r  t o  form a 
m u l t i d i s c i p l i n a r y  consort ium r e p r e s e n t i n g  t h e  v a r i o u s  s k i l l s  needed t o  
s u c c e s s f u l l y  d e s i g n  and e v a l u a t e  v a c c i n e  e n t i t i e s  and s t r a t e g i e s  f o r  t h e  
p r e v e n t i o n  of AIDS. Inasmuch as  it i s  u n l i k e l y  t h a t  a l l  of  t h e  o u t s t a n d i n g
t a l e n t s  r e q u i r e d  t o  e x p l o i t  fundamental  l e a d s  from v a r i o u s  s c i e n t i f i c  
d i s c i p l i n e s  w i l l  b e  found i n  a s i n g l e  i n s t i t u t i o n ,  each Group i s  e n v i s i o n e d  as 
b e i n g  m u l t i - i n s t i t u t i o n a l  as w e l l .  Thus each  NCVDG w i l l  be assembled by 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 may c o n s i s t  o f  a number o f  Research P r o j e c t s
r e p r e s e n t i n g  t h e  s c i e n t i f i c  d i s c i p l i n e s  r e q u i r e d  t o  a t t a i n  t h e  Group's g o a l
and o b j e c t i v e s .  The v a r i o u s  Research P r o j e c t s ,  i n c l u d i n g  t h a t  o f  t h e  
P r i n c i p a l  I n v e s t i g a t o r ,  may be  mob i l i zed  from academic o r  r e s e a r c h  
i n s t i t u t i o n s ,  and i n d u s t r y .  I t  i s  expec ted  t h a t  t h e  r a t i o n a l e  f o r  d e s i g n  o f  
p o t e n t i a l  v a c c i n e s ,  t h e  s y n t h e s i s  o r  p r o d u c t i o n  o f  s p e c i f i c  c a n d i d a t e s ,  and 
t h e  models f o r  e v a l u a t i o n  w i l l  o r i g i n a t e  w i t h i n  t h e  Group and be  based on 
l e a d s  from t h e i r  own and o t h e r s '  fundamental  r e s e a r c h .  

Awards w i l l  b e  made as  Coopera t ive  Agreements. A s s i s t a n c e  v i a  a Coopera t ive
Agreement d i f f e r s  from t h e  r e s e a r c h  g r a n t  i n  t h a t  t h e  Government component ( i n
t h i s  i n s t a n c e ,  t h e  N I A I D )  awarding t h e  Coopera t ive  Agreement a n t i c i p a t e s
s u b s t a n t i a l  involvement d u r i n g  performance.  The n a t u r e  o f  N I A I D  s t a f f  
p a r t i c i p a t i o n  i s  d e s c r i b e d  i n  t h e  f u l l  RFA. However, t h e  a p p l y i n g  Group must 
d e f i n e  i t s  o b j e c t i v e s  i n  acco rd  w i t h  i t s  own i n t e r e s t s  and p e r c e p t i o n s  o f  
approaches  t o  v a c c i n e s  f o r  AIDS p r e v e n t i o n .  N I A I D  h a s  s e t  a s i d e  $10  m i l l i o n  
i n  t o t a l  c o s t s  f o r  t h e  i n i t i a l  y e a r ' s  fund ing ;  it is  a n t i c i p a t e d  t h a t  8 t o  10 
awards w i l l  be made. The ear l ies t  s t a r t i n g  d a t e  f o r  t h e  i n i t i a l  annua l  p e r i o d
w i l l  b e  February 1989. 

REVIEW METHOD AND PEER REVIEW CRITERIA 

A p p l i c a t i o n s  t h a t  are incomplete  f o r  review o r  nonrespons ive  t o  t h i s  RFA w i l l  

be sc reened  o u t  by N I H  s t a f f  upon r e c e i p t  and r e t u r n e d  t o  t h e  a p p l i c a n t s 

wi thou t  f u r t h e r  c o n s i d e r a t i o n .  Those a p p l i c a t i o n s  t h a t  are complete  and 

r e s p o n s i v e  may be  s u b j e c t e d  t o  a t r i a g e  by a p e e r  review group t o  de t e rmine  

t h e i r  s c i e n t i f i c  mer i t  r e l a t i v e  t o  t h e  o t h e r  a p p l i c a t i o n s  r e c e i v e d  i n  r e sponse  

t o  t h i s  RFA. The N I H  w i l l  withdraw from c o m p e t i t i o n  t h o s e  a p p l i c a t i o n s  judged 

t o  be noncompe t i t i ve  and n o t i f y  t h e  a p p l i c a n t  and i n s t i t u t i o n a l  b u s i n e s s  

o f f i c i a l .  Those a p p l i c a t i o n s  judged t o  be compe te t ive  w i l l  be f u r t h e r  

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 a Review Committee convened by

t h e  Extramural  A c t i v i t i e s  Program, N I A I D .  The second l e v e l  o f  review w i l l  b e  

prov ided  by t h e  N a t i o n a l  Advisory A l l e r g y  and I n f e c t i o u s  Diseases Counc i l .  


The proposed a p p l i c a n t  i n s t i t u t i o n  w i l l  be r e s p o n s i b l e  f o r  t h e  Group's 

a p p l i c a t i o n .  Awards w i l l  b e  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  on b e h a l f  o f  

t h e  group a s  a whole and n o t  t o  i n d i v i d u a l  Research P r o j e c t s  w i t h i n  t h e  Group.

The a p p l i c a n t  i n s t i t u t i o n  w i l l  p r o v i d e  a C e n t r a l  Opera t ions  O f f i c e  f o r  t h e  

Group. The a p p l i c a n t  i n s t i t u t i o n  w i l l  b e  r e s p o n s i b l e  f o r  t h e  performance o f  

t h e  e n t i r e  Group and w i l l  be a c c o u n t a b l e  f o r  t h e  funds  awarded. The 

p a r t i c i p a t i o n  o f  t h e  Government th rough  t h e  N I A I D  e x t r a m u r a l  s t a f f  i s  aimed a t  

f a c i l i t a t i n g  a c o n c e r t e d  e f f o r t  by t h e  Group. The i n t e r a c t i o n  o f  academic and 

n o n - p r o f i t  r e s e a r c h  i n s t i t u t i o n s  w i t h  commercial o r g a n i z a t i o n s  and Government 

is  expec ted  t o  f a v o r  e f f i c i e n t  development o f  AIDS v a c c i n e s  and w i l l  

f a c i l i t a t e  t h e i r  subsequent  r e f inemen t  and e v a l u a t i o n  i n  c l i n i c a l  t r i a l s .  


For f u r t h e r  i n f o r m a t i o n  and t o  o b t a i n  a copy o f  t h e  complete  RFA, c o n t a c t :  


D r .  Wayne C .  Koff 

N I H .  NIAID, AIDS Program

6003 Execu t ive  B lvd . ,  R m .  234 P 

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

Telephone: ( 3 0 1 )  496-8200 


MENTAL RETARDATION RESEARCH CENTERS 


RFA AVAILABLE: HD-88-10 

P.T. 0 4 ;  K . W .  0715130, 0710030 

N a t i o n a l  I n s t i t u t e  o f  C h i l d  Hea l th  and Human Development 

A p p l i c a t i o n  Rece ip t  Date: J u l y  14,  1988 

Let te r  o f  I n t e n t  Rece ip t  Date: A p r i l  8, 1988 
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The N a t i o n a l  I n s t i t u t e  o f  Ch i ld  H e a l t h  and Human Development ( N I C H D ) ,  t h r o u g h
t h e  Mental R e t a r d a t i o n  and Developmental D i s a b i l i t i e s  Branch (MRDD),  Cen te r  
f o r  Research f o r  Mothers and C h i l d r e n  ( C R M C ) ,  i n v i t e s  r e s e a r c h  c e n t e r  c o r e  
g r a n t  a p p l i c a t i o n s  ( P 3 0 )  t o  deve lop  new knowledge i n  t h e  f i e l d  of  p r e v e n t i o n ,  
t r e a t m e n t ,  and a m e l i o r a t i o n  o f  mental  r e t a r d a t i o n  and developmental
d i s a b i l i t i e s .  Three c e n t e r s  may be  suppor t ed  i n  r e sponse  t o  t h i s  
announcement. 

The p r imary  o b j e c t i v e  o f  t h e  N I C H D  Mental R e t a r d a t i o n  Research C e n t e r s  (MRRCs)
i s  t o  p r o v i d e  s u p p o r t  and f a c i l i t i e s  f o r  a c o h e s i v e ,  i n t e r d i s c i p l i n a r y  program
o f  r e s e a r c h  and r e s e a r c h  t r a i n i n g  i n  mental  r e t a r d a t i o n  and r e l a t e d  a s p e c t s  o f  
human development.  

N I C H D  h a s  suppor t ed  MRRCs t h rough  t h e  p r o v i s i o n  o f  c o r e  g r a n t s  (P30) which 
f a c i l i t a t e  program c o o r d i n a t i o n  and s u p p o r t  c e n t r a l  r e s e a r c h  c o r e  u n i t s .  
Funds f o r  t h e  r e s e a r c h  p r o j e c t s  u s i n g  t h e s e  c o r e  u n i t s  come from independent  
s o u r c e s  i n c l u d i n g  F e d e r a l ,  S t a t e  and p r i v a t e  o r g a n i z a t i o n s .  T h i s  announcement 
s e e k s  a p p l i c a t i o n s  from e x i s t i n g  MRRCs and from o t h e r  comparable i n s t i t u t i o n s  
t h a t  meet t h e  q u a l i f i c a t i o n s  for a program o f  mental  r e t a r d a t i o n  r e s e a r c h .  

BACKGROUND 

A major g o a l  of  t h e  MRDD Branch 's  r e s e a r c h  program i s  t o  p r e v e n t  and/or 

a m e l i o r a t e  mental  r e t a r d a t i o n .  The degree  o f  impairment a s s o c i a t e d  w i t h  

mental  r e t a r d a t i o n  v a r i e s  i n  r e l a t i o n  t o  t h e  c a u s e .  Moderate and more s e v e r e  

mental  r e t a r d a t i o n  o f t e n  r e s u l t s  from problems t h a t  produce profound 

a l t e r a t i o n s  i n  b r a i n  development and/or  f u n c t i o n .  Diminished i n t e l l e c t u a l  and 

a d a p t i v e  c a p a c i t y  can  o f t e n  be  t r a c e d  t o  d e f e c t i v e  genes ,  t e r a t o g e n i c  a g e n t s , 

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

c a u s i n g  b r a i n  damage. A l a r g e r  p r o p o r t i o n  o f  cases o f  mental  r e t a r d a t i o n  i s  

r e l a t e d  t o  env i ronmen ta l  c o n d i t i o n s  and d i s o r d e r s  o f  unknown e t i o l o g y .  These 

complex problems r e q u i r e  i n t e g r a t e d ,  m u l t i d i s c i p l i n a r y  approaches  i n v o l v i n g 

b iomed ica l  and b e h a v i o r a l  s c i e n c e s  i n  a v a r i e t y  o f  s e t t i n g s .  


The purpose  o f  a Mental R e t a r d a t i o n  Research Cen te r  i s  t o  p r o v i d e  a r e s e a r c h  

environment i n  which i n t e r d i s c i p l i n a r y  c o l l a b o r a t i o n  among i n v e s t i g a t o r s  who 

are  working i n  areas o f  r e l e v a n c e  t o  t h e  p r e v e n t i o n  and a m e l i o r a t i o n  o f  mental  

r e t a r d a t i o n  is f a c i l i t a t e d .  Such r e s e a r c h  w i l l  cove r  a broad spectrum o f  

s c i e n t i f i c  approaches  r a n g i n g  from l a b o r a t o r y  r e s e a r c h  on fundamental  

p r o c e s s e s  of abnormal development t o  c l i n i c a l  and e d u c a t i o n a l  r e s e a r c h  i n  

which p e r s o n s  w i t h  mental  r e t a r d a t i o n  are  s t u d i e d .  


It i s  though t  t h a t  major s o l u t i o n s  t o  t h e  problems o f  mental  r e t a r d a t i o n  w i l l  

b e  found as a r e s u l t  o f  m u l t i d i s c i p l i n a r y  c o l l a b o r a t i o n  i n v o l v i n g  a v a r i e t y  o f  

approaches  i n  t h e  Mental R e t a r d a t i o n  Research C e n t e r s .  As a r e s u l t  o f  t h e  

a d m i n i s t r a t i v e  and s c i e n t i f i c  o r g a n i z a t i o n  w i t h i n  a MRRC and a c r o s s  t h e  

network o f  MRRCs, o p p o r t u n i t i e s  f o r  b reak th roughs  w i l l  be enhanced. 


RESEARCH SCOPE 


MRRC Core Gran t s  are i n t e n d e d  t o  b r i n g  t o g e t h e r  i n  a c e n t e r  a v a r i e t y  o f  

d i s c i p l i n e s  t o  work on t h e  common problems o f  mental  r e t a r d a t i o n .  

Consequent ly ,  a p p l i c a t i o n s  for Mental R e t a r d a t i o n  Cen te r  Core Gran t s  (P30) 

shou ld  i n c l u d e  i n v e s t i g a t o r s  s t u d y i n g  a r ange  of  t o p i c s  i n  b a s i c  and c l i n i c a l  

o r  a p p l i e d  r e s e a r c h .  A p p l i c a n t s  are  encouraged t o  i n c l u d e  b o t h  biomedical  and 

b e h a v i o r a l  components from among t h e  f o l l o w i n g  t o p i c s :  


0 Developmental n e u r o b i o l o g i c a l  s t u d i e s  r e l e v a n t  t o  MRDD, 

0 Inborn  e r r o r s  o f  metabolism r e l e v a n t  5 0  MRDD. 

0 G e n e t i c / c y t o g e n e t i c  d i s o r d e r s  a s s o c i a t e d  w i t h  MRDD. 

0 Molecular  b io logy ;  development o f  animal  models.  

0 Toxicology and p h y s i c a l  env i ronmen ta l  f a c t o r s  i n  t h e  


e t i o l o g y ,  t r e a t m e n t  and p r e v e n t i o n  of  MRDD. 
0 I n t e l l e c t u a l ,  b e h a v i o r a l ,  p h y s i c a l  and t h e  

i n t e r g e n e r a t i o n a l  e f f ec t s  o f  m a l n u t r i t i o n .  
0 Developmental pharmacology and psychopharmacology. 
0 I n f e c t i o u s  d i s e a s e s  i n  t h e  e t i o l o g y ,  p r e v e n t i o n  and 

t r e a t m e n t  o f  MRDD. 
0 Diagnos i s .  
0 P e r i n a t a l  problems a s s o c i a t e d  w i t h  MRDD. 
0 P s y c h o b i o l o g i c a l  p r o c e s s e s  i n  MRDD. 
0 P s y c h o l o g i c a l  p r o c e s s e s  i n  MRDD. 
0 E a r l y  i n t e r v e n t i o n  f o r  i n f a n t s  born a t  r i s k .  
0 Behav io ra l  a n a l y s i s  o f  MRDD i n d i v i d u a l s .  
0 Family and community s t u d i e s .  
0 Language and communication o f  MRDD p o p u l a t i o n s .  
0 Learning d i s a b i l i t i e s ,  d y s l e x i a ,  and a t t e n t i o n  d e f i c i t  

d i s o r d e r .  

m 
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o Behavior  i n  r e s i d e n t i a l  and e d u c a t i o n a l  s e t t i n g s .  
o S o c i o e c o l o g i c a l  p r o c e s s e s .  
o Epidemiology o f  MRDD. 

ELIGIBILITY 

Any o f  t h e  f o l l o w i n g  o r g a n i z a t i o n s  are e l i g i b l e  t o  app ly :  Nan-profi t  
b’ 	 o r g a n i z a t i o n s  and i n s t i t u t i o n s ;  S t a t e  and l o c a l  governments and t h e i r  

a g e n c i e s ;  and a u t h o r i z e d  F e d e r a l  i n s t i t u t i o n s .  As s t a t e d  i n  t h e  N I C H D  C e n t e r s  
G u i d e l i n e s ,  t h e  N I C H D  w i l l  n o t  s u p p o r t  more t h a n  one N I C H D  c e n t e r  ( P 3 0 ,  P50)
i n  a g i v e n  department  o r  s p e c i a l t y  u n i t .  

MECHANISM, SCOPE AND SCALE OF SUPPORT 

Mental R e t a r d a t i o n  Research Center g r a n t s  w i l l  b e  suppor t ed  t h r o u g h  t h e  
customary g r a n t - i n - a i d  mechanism. Review o f  a p p l i c a t i o n s  and management o f  
g r a n t s  w i l l  b e  s u b j e c t  t o  a p p l i c a b l e  p o l i c i e s  f o r  NIH r e s e a r c h  c e n t e r  g r a n t s .  

Awards w i l l  be made f o r  a p e r i o d  o f  f i v e  y e a r s .  To be  e l i g i b l e  f o r  award as 
an MRRC, t h e  Cen te r  must p r o v i d e  c o r e  s u p p o r t  f o r  a minimum o f  10 p r o j e c t s
funded from n o n - u n i v e r s i t y  s o u r c e s .  

The t o t a l  d i r e c t  c o s t s  r e q u e s t e d  f o r  t h e  f i r s t  y e a r  may n o t  exceed $500,000 
f o r  new g r a n t s  and n o t  more t h a n  104 p e r c e n t  o f  t h e  l e v e l  recommended f o r  t h e  
p r e v i o u s  budget  p e r i o d  o f  a competing renewal g r a n t .  Budgets o f  a p p l i c a t i o n s
�or new and renewal  s u p p o r t  w i l l  be s t r i n g e n t l y  reviewed w i t h i n  t h e s e  
g u i d e l i n e s .  A p p l i c a t i o n s  w i t h  budget r e q u e s t  exceed ing  t h e s e  g u i d e l i n e s  w i l l  
b e  a d m i n i s t r a t i v e l y  withdrawn by N I C H D  and r e t u r n e d  t o  t h e  a p p l i c a n t .  

ESTIMATED NUMBER OF AWARDS 

T h i s  i s  t h e  second o f  a se r ies  o f  annua l  announcements. P l a n s  are t o  make 
t h r e e  awards i n  f i s ca l  y e a r  1989. 

WHERE COMPLETE RFA MAY BE OBTAINED 

A complete Request f o r  A p p l i c a t i o n s  e n t i t l e d  “Mental R e t a r d a t i o n  Research 
Cen te r s”  and g u i d e l i n e s  conce rn ing  “ N I C H D  Research C e n t e r s  Programs-Center
Core Gran t s  (P30)  may be  o b t a i n e d  from: 

Mental R e t a r d a t  i o n  and Developmental D i s a b i l i t i e s  Branch 
‘lul*u” 	 Cente r  f o r  Research f o r  Mothers and C h i l d r e n ,  NICHD 

Execu t ive  P l a z a  North,  Rm. 631 
6130 Execu t ive  Boulevard 
Bethesda,  Maryland 20892 
Telephone: (301)  496-1383 

T h i s  program i s  d e s c r i b e d  i n  t h e  Ca ta log  o f  F e d e r a l  Domestic A s s i s t a n c e  No. 
13.865 Research f o r  Mothers and C h i l d r e n .  Awards w i l l  b e  made under  t h e  
a u t h o r i t y  o f  t h e  P u b l i c  H e a l t h  S e r v i c e  A c t ,  S e c t i o n  301 ( 4 2  USC241) and 
a d m i n i s t e r e d  under  PHS g r a n t  p o l i c i e s  and F e d e r a l  R e g u l a t i o n s  42 CFR P a r t  52 
and 45 CFR Part 74. T h i s  program i s  n o t  s u b j e c t  t o  review by a H e a l t h  Systems
Agency. 

THE OCULAR COMPLICATIONS OF AIDS 

RFA AVAILABLE: 88-EY-01 

P.T. 34;  K.W. 0715100, 0715120, 0785055, 0755015 

N a t i o n a l  Eye I n s t i t u t e  

A p p l i c a t i o n  R e c e i p t  Date: June  8 ,  1988 

The N a t i o n a l  Eye I n s t i t u t e  i n v i t e s  a p p l i c a t i o n s  �or  a s s i s t a n c e  awards t o  
s u p p o r t  Study Chairman a c t i v i t i e s ,  Coord ina t ing  Cen te r s ,  and Fundus Photograph
Reading C e n t e r s  f o r  c l i n i c a l  t r i a l s  and/or  o t h e r  epidemiology r e s e a r c h  
p r o j e c t s  on t h e  o c u l a r  c o m p l i c a t i o n s  of  AIDS. These awards w i l l  be 
c o o p e r a t i v e  agreements  i n  which s u b s t a n t i a l  involvement w i t h  t h e  funded 
i n v e s t i g a t o r s  by NE1 s t a f f  i s  a n t i c i p a t e d  d u r i n g  performance of t h e  p r o j e c t s .  

BACKGROUND INFORMATION 

Ophthalmic d i s o r d e r s  are commonly a s s o c i a t e d  w i t h  t h e  a c q u i r e d
*w 	 immunodeficiency syndrome (AIDS), and b l i n d n e s s  is among i t s  many t r a g i c

c o m p l i c a t i o n s .  Two o f  t h e s e  ophthalmic c l i n i c a l  m a n i f e s t a t i o n s  occur  i n  
p a t i e n t s  w i t h  AIDS w i t h  s u f f i c i e n t  f r equency  t h a t  f u r t h e r  s t u d y  is war ran ted  
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t h rough  c l i n i c a l  t r i a l s  arid o t h e r  e p i d e m i o l o g i c a l  s t u d i e s .  Cot ton wool s p o t s 

and r e t i n a l  hemorrhages may n o t  a l t e r  v i s u a l  a c u i t y .  However, t h e  p re sence  o f  

t h e s e  r e t i n a l  l e s i o n s  may be r e l a t e d  t o  o t h e r  s y s t e m i c  a l t e r a t i o n s  a s so . c i a t ed  

w i t h  H I V  i n f e c t i o n  and may have p r o g n o s t i c  s i g n i f i c a n c e .  Cot ton wool s p o t s  

are  t h e  most common ophthalmic m a n i f e s t a t i o n  of AIDS, o c c u r r i n g  i n  a t  l e a s t  

65% o f  p a t i e n t s .  I n  AIDS p a t i e n t s ,  c o t t o n  wool s p o t s  a r e  caused by ischemia 

t h a t  r e s u l t s  from damage t o  t h e  c a p i l l a r i e s  o f  t h e  r e t i n a .  The c a u s e  o f  t h e  -sl 


c a p i l l a r y  damage, which p robab ly  o c c u r s  i n  a l l  AIDS p a t i e n t s ,  h a s  n o t  y e t  been 

de te rmined .  


Cytomegalovirus r e t i n i t i s  i s  an o p p o r t u n i s t i c  i n f e c t i o n  o f  t h e  r e t i n a  which 

o c c u r s  predominant ly  i n  immunosuppressed i n d i v i d u a l s  and is  a d i r e c t  v i r a l  

i n f e c t i o n  o f  t h e  r e t i n a  c h a r a c t e r i z e d  by wh i t e  i n f i l t r a t e s  and hemorrhages. 

T h i s  o c u l a r  c o m p l i c a t i o n  o f  AIDS l e a d s  t o  n e c r o s i s  and a t r o p h y  o f  t h e  r e t i n a  

and is t h e  major c a u s e  o f  v i s u a l  loss and b l i n d n e s s  i n  p a t i e n t s  w i t h  AIDS. 

Although it a p p e a r s  t o  occiir i n  t h e  more s e v e r e l y  immunocompromised p a t i e n t s 

w i t h  AIDS, l i t t l e  i s  known about  o t h e r  r i s k  f a c t o r s  t h a t  i n f l u e n c e  t h e  

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


I n  s e v e r a l  small, u n c o n t r o l l e d  t r e a t m e n t  t r i a l s  some a n t i v i r a l  d r u g s  appea r  t o  

f a v o r a b l y  a l t e r  t h e  c l i n i c a l  c o u r s e  o f  cy tomega lov i rus  r e t i n i t i s .  However,

when t h e  t h e r a p y  i s  d i s c o n t i n u e d ,  t h e  cy tomega lov i rus  r e t i n i t i s  h a s  been 

observed t o  r e c u r  i n  v i r t u a l l y  a l l  p a t i e n t s .  I n  view o f  t h e  h i g h  p o t e n t i a l  o f  

v i s u a l  loss and b l i n d n e s s  i n  p a t i e n t s  w i th  cy tomega lov i rus  r e t i n i t i s , 

t h e r a p e u t i c  c l i n i c a l  t r i a l s  t o  c l e a r l y  demons t r a t e  t h e  b e n e f i t s  and r i s k s  o f  

a l t e r n a t i v e  t r e a t m e n t  s t r a t e g i e s  are needed.  


RESEARCH GOALS AND SCOPE 


The g o a l  o f  t h i s  RFA i s  t o  beg in  t o  assist groups o f  c o l l a b o r a t i n g 

i n v e s t i g a t o r s  i n  t h e i r  a t t e m p t s  t o  deve lop  s p e c i f i c ,  d e - t a i l e d  p r o t o c o l s  f o r  

m u l t i c e n t e r  c l i n i c a l  t r i a l s  and/or  o t h e r  e p i d e m i o l o g i c a l  s t u d i e s .  T h i s  w i l l  

be  done by p r o v i d i n g  immediate s u p p o r t  f o r  Study Chairman, Coord ina t ing 

Cente r ,  and Fundus Photograph Reading Cen te r  f u n c t i o n s  t h a t  w i l l  be needed f o r  

t h e s e  efforts. The N E 1  is n o t  r e q u e s t i n g  t h e  submission o f  i n d i v i d u a l  

p a r t i c i p a t i n g  c l i n i c  a p p l i c a t i o n s  a t  t h i s  t i m e .  I t  may do so s u b s e q u e n t l y 

when d e t a i l e d  p r o t o c o l s  are  developed.  


Funded i n v e s t i g a t o r s  w i l l  be expec ted  t o  p r o v i d e  a f o c u s  and c a p a b i l i t y  f o r  

s t i m u l a t i n g  t h e  i n v e s t i g a t o r - i n i t i a t e d  development o f  uniform s t u d y  p r o t o c o l s 

by consensus  among i n t e r e s t e d  i n v e s t i g a t o r s  and f o r  conduc t ing  t h e  spec i f i c  

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

developed.  T h i s  w i l l  i n v o l v e  t h e  p r e p a r a t i o n  o f  d e t a i l e d  manuals o f  o p e r a t i o n 

f o r  each s t u d y ,  e s t i m a t i o n  o f  sample s i z e  r e q u i r e m e n t s ,  p r e p a r a t i o n  o f  d a t a  

q u e s t i o n n a i r e s ,  development o f  q u a l i t y  a s s u r a n c e  programs, development o f  

fundus photograph c l a s s i f i c a t i o n  and g r a d i n g  sys t ems ,  and t h e  development o f  

d a t a  management and ana lys i s ;  sys t ems .  


I n v e s t i g a t o r s  a p p l y i n g  f o r  Study Chairman awards shou ld  have e x p e r t i s e  i n  t h e  

d e s i g n  and conduct  o f  ophthalmic c l i n i c a l  s t u d i e s .  


I n v e s t i g a t o r s  a p p l y i n g  f o r  c o o r d i n a t i n g  c e n t e r  awards shou ld  have e x p e r t i s e  i n  

ophthalmic c l i n i c a l  s t u d i e s  and i n  b i o s t a t i s t i c s ,  epidemiology,  and d a t a  

management/computing. I n v e s t i g a t o r s  shou ld  p r o v i d e ,  a t  a minimum, g e n e r a l 

d e s i g n s  f o r  p o s s i b l e  c l i n i c a l  t r i a l s  and /o r  o t h e r  e p i d e m i o l o g i c a l  s t u d i e s .  

D e t a i l e d  Manuals o f  Opera t ion  are  n o t  r e q u i r e d ;  i f  a v a i l a b l e ,  t h e y  shou ld  be  

submi t t ed  w i t h  t h e  a p p l i c a t i o n .  A c t i v e  c o l l a b o r a t i o n  w i t h  o p h t h a l m o l o g i s t s , 

i n t e r n i s t s ,  and o t h e r  p r o f e s s i o n a l s  i nvo lved  i n  t h e  t r e a t m e n t  o f  p a t i e n t s  w i t h  

AIDS is  expec ted  and encouraged.  Recrui tment  p o t e n t i a l  f o r  proposed s t u d i e s  

shou ld  be  documented. A p p l i c a n t s  shou ld  a l s o  document t h e  i n t e r e s t ,  

c a p a b i l i t i e s ,  and commitment o f  a l l  p o t e n t i a l  p a r t i c i p a t i n g  c l i n i c s  

i d e n t i f i e d ;  l e t t e r s  from p o t e n t i a l  p a r t i c i p a t i n g  c l i n i c  i n v e s t i g a t o r s  shou ld  

be  p rov ided  as p a r t  o f  t h i s  documentat ion.  


I n v e s t i g a t o r s  a p p l y i n g  f o r  Fundus Photograph Reading C e n t e r  awards shou ld  have 

e x p e r t i s e  i n  s t u d i e s  o f  r e t i n a l  d i s e a s e  and i n  t h e  development and u s e  o f  

fundus photograph c l a s s i f i c a t i o n / g r a d i n g  sys t ems .  I n v e s t i g a t o r s  shou ld  

p r o v i d e ,  a t  a minimum, a g e n e r a l  d e s c r i p t i o n  o f  t h e  t y p e  o f  system t h a t  t h e y 

would u s e  t o  c l a s s i f y  and assess changes i n  t h e  development o f  cy tomega lov i rus 

r e t i n o p a t h y  and/or  n o n - i n f e c t i o u s  r e t i n o p a t h i e s .  


MECHANISM OF SUPPORT 


Awards w i l l  b e  made as c o o p e r a t i v e  agreements .  These awards re f lec t  an 

a s s i s t a n c e  r e l a t i o n s h i p  i n  whLich s u b s t a n t i a l  involvement w i t h  t h e  funded 

i n v e s t i g a t o r s  by NE1 s t a f f  i s  a n t i c i p a t e d  d u r i n g  performance o f  t h e  p r o j e c t .  W 


Coopera t ive  agreements  r e s u l t i n g  from t h i s  RFA w i l l  be s u b j e c t  t o  t h e  same 

a d m i n i s t r a t i v e  r e q u i r e m e n t s  p e r t a i n i n g  t o  a l l  a s s i s t a n c e  awards o f  t h e  U.S. 


12 



P u b l i c  Hea l th  S e r v i c e .  The terms and c o n d i t i o n s  o f  NE1 s t a f f  involvement are 
i n c l u d e d  i n  t h e  complete  RFA. 

I t  is  a n t i c i p a t e d  t h a t  up t o  two Study Chairman awards,  two Coord ina t ing
Cen te r ,  and two Fundus Photograph Reading Cen te r  awards w i l l  be made as a 
r e s u l t  o f  t h i s  one-time c o m p e t i t i o n .  Awards w i l l  be made f o r  p r o j e c t  p e r i o d s
o f  f i v e  y e a r s .  Up t o  $3 m i l l i o n  w i l l  be a v a i l a b l e  f o r  t h i s  program i n  F i s c a l  
Year 1988, b u t  t h e  s p e c i f i c  amount and t h e  number o f  awards w i l l  depend on t h e  
merit  and scope  o f  t h e  a p p l i c a t i o n s  r e c e i v e d .  

T ime tab le :  	 A p p l i c a t i o n  r e c e i p t  d a t e  June  8, 1988 
S c i e n t i f i c  merit review J u l y  1988 
N a t i o n a l  Advisory Eye Counci l  review September 15-16, 1988 
A n t i c i p a t e d  award d a t e  September 26, 1988 

REVIEW PROCEDURES 


A l l  a p p l i c a t i o n s  r e spond ing  t o  t h i s  RFA w i l l  b e  reviewed f o r  s c i e n t i f i c  and 

t e c h n i c a l  merit  by a n  i n i t i a l  review group which w i l l  b e  convened by t h e  

Review and S p e c i a l  P r o j e c t s  Officer, N E I ,  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 . 

Second l e v e l  review w i l l  b e  by t h e  N a t i o n a l  Advisory Eye Counc i l .  If a n  

a p p l i c a t i o n  i s  judged un respons ive  t o  t h e  s p e c i f i c  o b j e c t i v e s  o f  t h i s  RFA, t h e  

a p p l i c a n t  w i l l  b e  c o n t a c t e d  and t h e  a p p l i c a t i o n  w i l l  b e  returcec.. 


INQUIRIES 


I n v e s t i g a t o r s  are s t r o n g l y  encouraged t o  c o n t a c t  t h e  NE1  program d i r e c t o r :  


D r .  R icha rd  L .  Mowery

C h i e f ,  C o l l a b o r a t i v e  C l i n i c a l  V i s i o n  Research Branch 

N a t i o n a l  Eye I n s t i t u t e  

B u i l d i n g  31, Room 6A24 

Bethesda,  Maryland 20892 

Telephone: (301)  496-6583 


He w i l l  p r o v i d e  a copy of t h e  complete  RFA p r o v i d i n g  background i n f o r m a t i o n , 

r e s e a r c h  g o a l s  and scope,  t h e  n a t u r e  o f  NE1 s t a f f  p a r t i c i p a t i o n ,  review 

p r o c e d u r e s  and c r i t e r i a ,  and method o f  a p p l y i n g .  


SENIOR FELLOWSHIPS: ARTHRITIS AND MUSCULOSKELETAL AND SKIN DISEASES 


P.T. 22; K . W .  0720005, 0715010, 0715185 

Nat iona l  I n s t i t u t e  o f  A r t h r i t i s  and Muscu loske le t a l  and Sk in  Diseases 

The N a t i o n a l  I n s t i t u t e  o f  A r t h r i t i s  and Muscu loske le t a l  and Sk in  Diseases 
(NIAMS) wishes  t o  re-emphasize i t s  c o n t i n u i n g  s u p p o r t  o f  S e n i o r  Fe l lowsh ips
(F33)  t o  f a c i l i t a t e  r e s e a r c h  t r a i n i n g  f o r  expe r i enced  s c i e n t i s t s  who wish t o  
make major changes i n  t h e  d i r e c t i o n  o f  t h e i r  r e s e a r c h  careers and t o  a c q u i r e  
new r e s e a r c h  c a p a b i l i t i e s .  

NIAMS encourages  a p p l i c a t i o n s  from i n v e s t i g a t o r s  i n  a l l  areas o f  i n t e r e s t  t o  
t h e  I n s t i t u t e .  Fol lowing are s e v e r a l  b road ,  b u t  n o t  complete ,  c a t e g o r i e s  of  
NIAMS r e s e a r c h  i n t e r e s t s :  

1. S t r u c t u r e ,  f u n c t i o n  and phys io logy  o f  c o n n e c t i v e  
t i s s u e ,  j o i n t s ,  muscle, bone, and s k i n  

2 .  Metabolism o f  muscle,  bone, and s k i n  
3. 	Development and g e n e t i c  d i s e a s e s  o f  c o n n e c t i v e  

t i s s u e ,  muscle ,  bone, and s k i n  
4. E x e r c i s e  phys io logy  o f  t h e  m u s c u l o s k e l e t a l  system

and g a i t  a n a l y s i s
5 .  	Rheumatic and c o n n e c t i v e  t i s s u e  d i s e a s e s  and 

d i s o r d e r s  
6 .  Bone d i s e a s e s  and d i s o r d e r s  
7 .  Muscle d i s e a s e s  
8 .  Muscu loske le t a l  d i s o r d e r s  
9 .  S k i n  d i s e a s e s  and d i s o r d e r s  
1 0 .  	Epidemiologic  r e s e a r c h  r e l a t e d  t o  c o n n e c t i v e  

tissue, j o i n t s ,  muscle,  bone, and skirr 

Research t r a i n i n g  may be i n  any s c i e n t i f i c  d i s c i p l i n e  r e l e v a n t  t o  proposed
f u t u r e  r e s e a r c h ,  such as  molecular  b i o l o g y ,  b i o c h e m i s t r y ,  b i o p h y s i c s ,
molecular  g e n e t i c s ,  c e l l  b i o l o g y  o r  immunology. 
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-- 
MECHANISM 


S e n i o r  r e s e a r c h  t r a i n i n g  i s  provided as  a N a t i o n a l  Research S e r v i c e  Award 

(NRSA), s u b j e c t  t o  p r o v i s i o n s  o f  a u t h o r i z a t i o n  l e g i s l a t i o n .  Support  i s  

g e n e r a l l y  f o r  one y e a r ,  a t  a maximal annua l  r a t e  o f  $30,000. Sponsor ing 

i n s t i t u t i o n s  may r e q u e s t  up t o  $ 3 , 0 0 0  p e r  y e a r  t o  d e f r a y  a l l o w a b l e  expenses  of  

t h e  awardee.  


APPLICATION PROCEDURE 


Janua ry  1 0 ,  May 1 0 ,  and September 1 0  2re t h e  annua l  r e c e i p t  d a t e s  f o r  

i n d i v i d u a l  NRSA a p p l i c a t i o n s .  A p p l i c a t i o n  materials and g u i d e l i n e s  are 

a v a i l a b l e  from: 


Office o f  Gran t s  I n q u i r i e s 

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

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

Bethesda,  Maryland 20892 


For f u r t h e r  i n f o r m a t i o n ,  p l e a s e  c o n t a c t  : 


D r .  Richard Lymn

N a t i o n a l  I n s t i t u t e  o f  A r t h r i t i s  and 

Muscu loske le t a l  and S k i n  Diseases 

Westwood B u i l d i n g  Room 4 0 3  

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

Bcthesda,  Maryland 20892 

Telephone:  ( 3 0 1 )  496-7495 


O N G O I N G  PROGRAM ANNOUNCEMENTS 

CUTANEOUS MANIFESTATIONS OF H I V  INFECTION AND AIDS 

P.T.  34;  K.W.  0715120, 0715185 

N a t i o n a l  I n s t i t u t e  o f  A r t h r i t i s  and Muscu loske le t a l  and S k i n  Diseases 

The S k i n  Diseases Program s u p p o r t s  r e s e a r c h  on t h e  s t r u c t u r e ,  f u n c t i o n ,  and 
d i s e a s e s  o f  t h e  s k i n .  T h i s  Program Announcement is t o  encourage submission of  
r e s e a r c h  g r a n t  a p p l i c a t i o n s  i n  t h e  a r e a  o f  cu taneous  m a n i f e s t a t i o n s  o f  H I V  
i n f e c t i o n  and d i s e a s e s ,  i n c l u d i n g  AIDS, t h a t  are caused  by H I V  i n f e c t i o n .  
Research g r a n t  a p p l i c a t i o n s  may be b a s i c ,  c l i n i c a l  o r  e p i d e m i o l o g i c .  Research 
mechanisms t o  s u p p o r t  t h e s e  i n v e s t i g a t i o n s  i n c l u d e  r e g u l a r  r e s e a r c h  g r a n t s
( R o l l ,  C l i n i c a l  I n v e s t i g a t o r  Awards (1{08), F i r s t  Independent  Research and 
T r a n s i t i o n  (FIRST) Awards (R291, and I n d i v i d u a l  N a t i o n a l  Research Awards 
( F 3 2 ) .  

The v a s t  m a j o r i t y  o f  p a t i e n t s  w i t h  AIDS m a n i f e s t  cu taneous  d i s e a s e  a t  some 
t ime d u r i n g  t h e i r  i l l n e s s .  P a t i e n t s  w i t h  H I V  i n f e c t i o n  n o t  meet ing t h e  
c r i t e r i a  f o r  t h e  d i a g n o s i s  o f  AIDS a l s o  f r e q u e n t l y  m a n i f e s t  cu taneous  d i s e a s e .  
I n  a d d i t i o n ,  t h e r e  h a s  been r e c e n t l y  d e s c r i b e d  a n  exanthem t h a t  i s  a s s o c i a t e d  
w i t h  i n i t i a l  H I V  i n f e c t i o n  i n  man; it p r e c e d e s  by weeks t o  months 
s e r o c o n v e r s i o n  t o  H I V  p o s i t i v i t y .  The s k i n  d i s e a s e s  s e e n  i n  H I V  i n f e c t i o n  
i n c l u d e  d i s e a s e s  o f  l e s s  t h a n  c lear -cu t  p a t h o g e n e s i s  i n c l u d i n g  p s o r i a s i s  and 
s e b o r r h e i c  d e r m a t i t i s ,  among o t h e r s ;  i n f e c t i o u s  d i s e a s e s  such  as c a n d i d i a s i s  
and v i r a l  and b a c t e r i a l  i n f e c t i o n s ;  and ma l ignanc ie s ,  p a r t i c u l a r l y  K a p o s i ' s  
sarcoma. 

T h i s  Program Announcement i s  des igned  t o  encourage g r a n t  a p p l i c a t i o n s  t o  
i n v e s t i g a t e  b a s i c ,  c l i n i c a l  and ep idemio log ic  a s p e c t s  o f  t h e s e  d i v e r s e  
cu taneous  m a n i f e s t a t i o n s  o f  H I V  i n f e c t i o n .  P r o j e c t s  may be  o r i e n t e d  
s p e c i f i c a l l y  towards  t h e  cu taneous  m a n i f e s t a t i o n s  o f  H l V  i n f e c t i o n .  They may
a l s o  be  o r i e n t e d  towards u t i l i z i n g  t h e  h i g h  i n c i d e n c e  o f  s k i n  d i s e a s e  i n  t h e  
HIV-infected and AIDS p o p u l a t i o n s  t o  i n v e s t i g a t e  t h e  p a t h o g e n e s i s  o f  t h e  
i d i o p a t h i c  s k i n  d i s e a s e .  Thus, w e  would hope t o  o b t a i n  new in fo rma t ion  
r e l e v a n t  t o  i d i o p a t h i c  s k i n  d i s e a s e s  as  w e l l  as new i n f o r m a t i o n  r e l e v a n t  t o  
t h e  u n d e r s t a n d i n g  o f  t h e  c o e x i s t e n c e  o f  AIDS and s k i n  d i s e a s e .  

An exanthem as  t h e  i n i t i a l  m a n i f e s t a t i o n s  o f  H I V  i n f e c t i o n  h a s  been r e p o r t e d .
T h i s  phenomenon needs t o  be more s p e c i f i c a l l y  d e f i n e d ,  b o t h  as  r e g a r d s  t o  t h e  
m a n i f e s t a t i o n s  o f  t h e  exanthem and i t s  f r equency  and t h e  t ime c o u r s e  between 
t h e  exanthem and s e r o c o n v e r s i o n  t o  H I V  p o s i t i v i t y .  If e s t a b l i s h e d  as  a 
s p e c i f i c  and r e l a t i v e l y  h igh  f r equency  m a n i f e s t a t i o n  o f  i n i t i a l  H I V  i n f e c t i o n ,
t h i s  phenomenon may prove t o  be ex t r eme ly  v a l u a b l e  f o r  t h e  i d e n t i f i c a t i o n  v e r y
e a r l y  i n  t h e  c o u r s e  o f  i n f e c t i o n  o f  HIV-infected i n d i v i d u a l s .  I t  would 
p r o v i d e  a c o h o r t  o f  i n d i v i d u a l s  a p p r o p r i a t e  f o r  t h e  t e s t i n g  o f  t h e r a p e u t i c
modal it i e s  . 

1 4  

.I

-




ELIGIBILITY 

Non-profi t  o r g a n i z a t i o n s  and i n s t i t u t i o n s ,  governments and t h e i r  a g e n c i e s ,
f o r - p r o f i t  o r g a n i z a t i o n s ,  and i n d i v i d u a l s  are e l i g i b l e  t o  a p p l y .  

DEADLINE 
% W V J  

Commencing May 2 ,  1988, a p p l i c a t i o n s  w i l l  be accep ted  i n  acco rdance  w i t h  newly
announced r e c e i p t  d a t e s  f o r  u n s o l i c i t a t e d  AIDS R01 and R29 a p p l i c a t i o n s ,  May 1 ,  
September 1 ,  and January 2 .  P r i n c i p a l  I n v e s t i g a t o r s  who do n o t  wish t o  have t h e i r  
R01 o r  R29 a p p l i c a t i o n s  s u b j e c t e d  t o  e x p e d i t e d  review may submit  a p p l i c a t i o n s  
t o  meet t h e  r e c e i p t  d a t e s  f o r  new a p p l i c a t i o n s  l i s t e d  i n  t h e  a p p l i c a t i o n  k i t  398 
(Rev. 9 / 8 6 ) .  A p p l i c a n t s  f o r  t h e  KO8 o r  F32 awards shou ld  submit  a p p l i c a t i o n s  t o  
meet t h e  r e c e i p t  d a t e s  l i s t e d  i n  t h e  i n s t r u c t i o n s  f o r  t h o s e  mechanisms. 

REVIEW PROCEDURES AND CRITERIA 

A p p l i c a t i o n s  shou ld  be  submi t t ed  on Form PIIS-398 o r  416-1 which are a v a i l a b l e  
i n  t h e  i n s t i t u t i o n ' s  c o l l a b o r a t i v e  r e s e a r c h  o r  b u s i n e s s  o f f i c e .  A d d i t i o n a l  
a p p l i c a t i o n  k i t s  may b e  o b t a i n e d  from t h e  Office o f  Gran t s  I n q u i r i e s ,  D i v i s i o n  
of Research G r a n t s  ( D R G ) ,  N I H .  The p h r a s e  "Prepared i n  Response t o  Research 
Gran t s  Announcement on llCutaneous M a n i f e s t a t i o n s  o f  H I V  I n f e c t i o n  and AIDS" 
shou ld  be typed  on l i n e  2 o f  t h e  f i rs t  page o f  t h e  a p p l i c a t i o n  form 398 o r  
i tem 3 o f  t h e  form 416-1. The o r i g i n e l  and 32 c o p i e s  o f  an R01 o r  R29 
a p p l i c a t i o n  s u b m i t t e d  f o r  e x p e d i t e d  review,  o r  t h e  o r i g i n a l  and 6 c o p i e s  f o r  
normal r e c e i p t  d a t e s  of R01, R29 o r  K O 8  a p p l i c a t i o n s ,  o r  t h e  o r i g i n a l  and 2 
c o p i e s  o f  a f e l l o w s h i p  a p p l i c a t i o n  shou ld  be  s e n t  t o :  

A p p l i c a t i o n  R e c e i p t  Office 
D i v i s i o n  o f  Research Gran t s  
N a t i o n a l  I n s t i t u t e s  of  Hea l th  
Westwood B u i l d i n g ,  Room 240 
Bethesda,  Maryland 20892nn 

A p p l i c a t i o n s  i n  r e s p o n s e  t o  t h i s  s o l i c i t a t i o n  w i l l  b e  reviewed on a na t ionwide  
b a s i s  i n  c o m p e t i t i o n  w i t h  o t h e r  r e s e a r c h  g r a n t  a p p l i c a t i o n s ,  and, when 
r e q u e s t e d ,  i n  acco rd  w i t h  t h e  e x p e d i t e d  N I H  p e e r  review p r o c e d u r e s  f o r  AIDS 
r e l a t e d  r e s e a r c h .  

A p p l i c a t i o n s  w i l l  f i rst  be  reviewed f o r  t e c h n i c a l  merit by i n i t i a l  review 
' l u r * W  	 groups and t h e n  by t h e  N a t i o n a l  Advisory Counc i l .  The review c r i t e r i a  

c u s t o m a r i l y  employed by t h e  N I H  f o r  r e g u l a r  r e s e a r c h  g r a n t  a p p l i c a t i o n s  w i l l  
p r e v a i l .  

A p p l i c a n t s  from i n s t i t u t i o n s  which have a General  C l i n i c a l  Research Cen te r  
( G C R C )  funded by t h e  N I H  D i v i s i o n  o f  Research Resources  may wish t o  i d e n t i f y
t h e  Cen te r  f o r  conduc t ing  t h e  proposed r e s e a r c h .  I n  suchas a r e s o u r c e  
case, a l e t t e r  o f  agreement from t h e  Program D i r e c t o r  o f  t h e  GCRC 
i n c l u d e d  w i t h  t h e  a p p l i c a t i o n  material .  

A l l  PHS and N I H  g r a n t  p o l i c i e s  gove rn ing  r e g u l a r  r e s e a r c h  p r o j e c t
t o  a p p l i c a t i o n s  r e c e i v e d  i n  response t o  t h i s  program announcement. 

For  f u r t h e r  i n f o r m a t i o n  c o n t a c t :  

D r .  Alan N .  Moshell  

D i r e c t o r ,  S k i n  Diseases Program

N a t i o n a l  I n s t i t u t e  o f  A r t h r i t i s  and 

Muscu loske le t a l  and Sk in  Diseases 

Westwood B u i l d i n g ,  Room 4 0 5  

Bethesda, Maryland 20892 

Telephone: ( 3 0 1 )  496-7326 


a 
shou ld  be  

g r a n t s  a p p l y  

XXTHE MAILING ADDRESS GIVEN FOR SENDING APPLICATIONS TO THE DIVISION OF 
RESEARCH GRANTS OR CONTACTING PROGRAM STAFF I N  THE WESTWOOD B U I L D I N G  IS  THE 
CENTRAL MAILING ADDRESS FOR THE NATIONAL INSTITUTES OF HEALTH. APPLICANTS WHO 
USE EXPRESS MAIL OR A COURIER SERVICE ARE ADVISED TO FOLLOW THE CARRIER'S 
REQUIREMENTS FOR SHOWING A STREET ADDRESS. THE ADDRESS FOR THE WESTWOOD 
B U I L D I N G  I S :  

5333 Westbard Avenue 
Bethesda,  Maryland 20816 
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