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NOTICES 

P r e s o l i c i t a t i o n :  EPIDEMIOLOGIC STUDIES OF HIV-ASSOCIATED MALIGNANCIES 

w RFA: 88-CA-16 

P.T. 34; K.W. 0785055, 0715120, 0411005 
Nat iona l  Cancer I n s t i t u t e  

A n t i c i p a t e d  RFA A v a i l a b i l i t y  Date: September 6, 1988 
A n t i c i p a t e d  App l i ca t ion  Receipt Date: December 19, 1988 

INTRODUCTION 

The purpose of  t h i s  announcement is  t o  a l e r t  t h e  s c i e n t i f i c  community t o  t h e  
proposed r e i s s u a n c e  o f  an RFA f o r  epidemiologic s t u d i e s  t o  e s t a b l i s h  t h e  
inc idence  ra tes ,  n a t u r a l  h i s t o r y ,  and e t i o l o g y  o f  mal ignancies  i n  i n d i v i d u a l s  
a t  r i s k  f o r  human immunodeficiency v i r u s  ( H I V )  i n f e c t i o n .  

RESEARCH GOALS AND SCOPE 

The o b j e c t i v e  of t h e  proposed RFA is  t o  encourage epidemiologic r e s e a r c h  i n t o  
t h e  e t i o l o g y  of HIV-associated mal ignancies .  Ques t ions  of i n t e r e s t  i nc lude :  
whether any epidemiologic r i s k  f a c t o r  p a t t e r n s  o r  l a b o r a t o r y  ana lyses  sugges t  
a mechanism of  ca rc inogenes i s  i n  c o n t r a s t  t o  o t h e r  c l i n i c a l  outcomes o f  H I V  
i n f e c t i o n ;  t h e  r e l a t i o n s h i p  between t h e  s e v e r i t y  and expres s ion  of immune 
a l t e r a t i o n  i n  HIV-infected i n d i v i d u a l s  and development and p rogres s ion  of 
cancer ;  t h e  e f f e c t  o f  h o s t  f a c t o r s  such as h i s t o c o m p a t i b i l i t y  a n t i g e n
polymorphisms on s u s c e p t i b i l i t y  t o  HIV-related malignancies;  t h e  e f f e c t  o f  H I V  
a n t i g e n i c  v a r i a t i o n ,  and c o i n f e c t i o n  wi th  r e l a t e d  r e t r o v i r u s e s  o r  u n r e l a t e d  
v i r u s e s ,  on t h e  development o f  s p e c i f i c  malignancies;  i n t e r n a t i o n a l  v a r i a t i o n  
i n  inc idence  o f  HIV-related malignancies;  t h e  r e l a t i o n s h i p  of  acqui red
immunodeficiency syndrome (AIDS) prophylaxis  and t r ea tmen t s ,  and r e l a t e d  
immune a l t e r a t i o n s ,  t o  tumor development and progress ion;  t h e  l a t e n c y  pe r iod
between exposure t o  i n i t i a t i n g  a g e n t ( s 1  and development of  premalignant
c o n d i t i o n s  o r  malignancy; and t h e  effects of  drug and environmental  exposures .  

W 	 I n v e s t i g a t i o n s  cons idered  respons ive  t o  t h e  proposed RFA inc lude ,  bu t  are no t  
l i m i t e d  to: 

o 	 Epidemiologic s t u d i e s ,  i n  t h e  d i v e r s e  groups a t  r i s k  f o r  H I V  
i n f e c t i o n ,  comparing i n d i v i d u a l s  who develop mal ignancies  t o  t h o s e  
wi th  o t h e r  outcomes of H I V  i n f e c t i o n ;  

o 	 Epidemiologic s t u d i e s  comparing i n d i v i d u a l s  wi th  HIV-associated 
tumors t o  t h o s e  wi th  nonepidemic tumors of  t h e  same pa tho log ic  
type ,  i nc lud ing  t h o s e  occur r ing  i n  o t h e r  immunosuppressed states; 

o 	 Epidemiologic s t u d i e s  of  malignancies occur r ing  i n  
i n d i v i d u a l s  r e c e i v i n g  t r ea tmen t  f o r  AIDS with  p a r t i c u l a r  a t t e n t i o n  
t o  t r e a t m e n t - r e l a t e d  immune a l t e r a t i o n s .  

MECHANISM OF SUPPORT 

The mechanism of  suppor t  f o r  t h i s  RFA w i l l  be t h e  t r a d i t i o n a l  Nat iona l  
I n s t i t u t e s  of  Heal th  ( N I H )  r e s e a r c h  p r o j e c t  g r a n t .  Approximately $1,500,000
w i l l  be se t  a s i d e  i n  FY89 t o  fund a p p l i c a t i o n s  which are submi t ted  i n  response  
t o  t h i s  RFA. Non-profit and f o r - p r o f i t  i n s t i t u t i o n s  are e l i g i b l e  t o  app ly .
Foreign as w e l l  as domestic i n s t i t u t i o n s  are e l i g i b l e .  

The r e i s s u e d  Request f o r  App l i ca t ions  w i l l  be a v a i l a b l e  on o r  about September
6, 1988. Receipt d a t e  f o r  a p p l i c a t i o n s  w i l l  probably be December 19, 1988. 
Awards are planned f o r  June, 1989. 

INQUIRIES 

A copy o f  t h e  p rev ious  RFA d e s c r i b i n g  t h e  r e s e a r c h  g o a l s  and scope, and a copy
of  t h e  r e i s s u e d  RFA when a v a i l a b l e ,  can be obta ined  by sending two 
se l f - addres sed  mai l ing  l a b e l s  t o  I 
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G .  Iris Obrams, M . D . ,  Ph.D. 

Extramural Programs Branch 

Epidemiology and B i o s t a t i s t i c s  Program

Divis ion  o f  Cancer Et io logy 

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

Execut ive P laza  North, Room 535 

Bethesda, Maryland 20892 

Telephone: (301) 496-9600 


DATED ANNOUNCEMENTS (RFPs AND RFAs) 

JMMUNOTOXICOLOGICAL EVALUATION OF AIDS THERAPEUTICS 

RFP AVAILABILE: NIH-ES-88-14 

P.T. 34; K.W. 0715120, 0740020, 1007009 

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

The purpose o f  t h i s  p r o j e c t  is  t o  perform immunotoxicity and myelo toxic i ty
s t u d i e s  on p o t e n t i a l  AIDS t h e r a p e u t i c s .  The c o n t r a c t o r  s h a l l  employ an Immune 
T e s t i n g  Panel provided by t h e  Nat iona l  Toxicology Program t o  examine t h e  
immuno/myelotoxicity of one s e l e c t e d  AIDS t h e r a p e u t i c  i n  normal mice and i n  
mice i n f e c t e d  wi th  a murine r e t r o v i r u s  p e r  year. The Government e s t i m a t e s  
t h a t  a l e v e l  o f  e f f o r t  o f  approximately 0.5 p r o f e s s i o n a l  person years ,  0 . 5  
s e n i o r  t e c h n i c a l  person y e a r s  and 0 . 5  t e c h n i c a l  person y e a r s  p e r  c o n t r a c t  y e a r
w i l l  be r e q u i r e d .  A l l  r e s p o n s i b l e  sources  may submit a proposa l  which s h a l l  
be  cons idered  by t h e  agency. The expected release d a t e  o f  t h e  Request f o r  
p r o p o s a l s  is  J u l y  18, 1988, wi th  proposa ls  due f o r  r e c e i p t  45 days t h e r e a f t e r .  

Requests should r e f e r e n c e  RFP NIH-ES-88-14 and should be forwarded  t o :  

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

C o n t r a c t s  Management Office, OAM 

ATTN: M s .  E l i z a b e t h  B .  Ford 

79 T.W. Alexander Drive,  4401 Bui ld ing 

P.O. Box 12874 

Research T r i a n g l e  Park,  North Caro l ina  27709 


DEVELOPMENT OF DOSAGE FORMS AND DELIVERY SYSTEM$ FOR NEW ANTITUMOR AGENTS 


RFP AVAILABLE: NCI-CM-97576-68 


P.T. 34; K.W. 0740020, 0710130, 0710080 


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


The Developmental Therapeut ics  Program, Div is ion  o f  Cancer Treatment,  Nat iona l  

Cancer I n s t i t u t e ,  is  seeking  c o n t r a c t o r s  t o :  1 )  carry o u t  innovat ive  s t u d i e s  

l e a d i n g  t o  more e f f e c t i v e  approaches f o r  t h e  in t ravenous  d e l i v e r y  o f  compounds

t h a t  p o s s e s s  l i m i t e d  s o l u b i l i t y  and/or s t a b i l i t y ;  and 2 )  develop p a r e n t e r a l 

dosage forms o f  p o t e n t i a l  ant i tumor a g e n t s  t h a t  e x h i b i t  inadequate  s o l u b i l i t y 

and/or s t a b i l i t y  i n  v e h i c l e s  commonly used f o r  in t ravenous  a d m i n i s t r a t i o n .  

Compounds t o  be s t u d i e d  are s e l e c t e d  by t h e  N C I .  Resolu t ion  o f  t h e s e  problems 

r e q u i r e s  approaches more complex t h a n  s imple s o l v e n t  approaches o r  pH

adjustment .  These p r o j e c t s  w i l l  a l s o  r e q u i r e  c o n s i d e r a b l e  pharmaceut ical 

a n a l y s i s  i n c l u d i n g  t h e  development and a p p l i c a t i o n  o f  a s t a b i l i t y  i n d i c a t i n g  

a s s a y .  The fo l lowing  a n a l y t i c a l  ins t rumenta t ion  should be a v a i l a b l e :  

u l t r a v i o l e t ,  i n f r a r e d ,  and pro ton  magnet resonance spectroscopy;  h igh  p r e s s u r e 

l i q u i d  chromatograph with v a r i a b l e  wavelength u l t r a v i o l e t  d e t e c t i o n ,  o p t i c a l 

r o t a t i o n  appara tus  and thermal  a n a l y s i s  equipment. 


The g o a l  o f  t h e  c o n t r a c t  e f f o r t  i s  t o  develop a pharmaceut ical  dosage form 

s u i t a b l e  f o r  in t ravenous  a d m i n i s t r a t i o n .  The Government w i l l  p rovide  c e r t a i n  

t a r g e t  s o l u b i l i t y  and S t a b i l i t y  g o a l s .  The Cont rac tor  w i l l  p r e p a r e  a p i l o t 

batch  (30-100 u n i t s )  of  t h e  f i n i s h e d  dosage form as a product  o f  t h e  

n o n - c l i n i c a l  r e s e a r c h  e f f o r t .  


The P r i n c i p a l  I n v e s t i g a t o r  should have a Ph.D. degree i n  Pharmaceut ical , 

Phys ica l  o r  Medicinal Chemistry, Phys ica l  Pharmacy, o r  Pharmaceutics and have 

a t  least  t h r e e  years of exper ience  i n  t h e  development o f  i n j e c t a b l e  ‘as=
formula t ions .  


The Government a n t i c i p a t e s  m u l t i p l e  c o n t r a c t  awards. O f f e r o r s  must propose a t  

t h e  two and t h r e e  s t a f f - y e a r  l e v e l s .  The P r i n c i p a l  I n v e s t i g a t o r  should devote  
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475 d i r e c t  l a b o r  hours  annual ly  a t  bo th  l e v e l s  o f  e f f o r t .  Cont rac ts  w i l l  be  
awarded on an incrementa l ly  funded b a s i s  f o r  a three-year  p e r i o d  beginning on 
o r  about 6/30/89. 

RFP N O .  NCI-CM-97576-68 w i l l  be i s sued ,  upon w r i t t e n  r e q u e s t ,  on o r  about 
* I d '  	 J u l y  20, 1988, and proposa ls  w i l l  be due October 5, 1988. RFP r e q u e s t s  should 

be addressed t o :  

Karlene W. Ruddy

Contract  S p e c i a l i s t 

Treatment Cont rac ts  Sec t ion ,  RCB 

Nat iona l  Cancer I n s t i t u t e ,  N I H  

B l a i r  Bui ld ing ,  Room 228 

Bethesda, Maryland 20892 

Telephone: (301) 427-8737 


DEVELOPMENT AND PRODUCTION OF PHARMACEUTICAL DOSAGE FORMS 


RFP AVAILABLE: NCI-CM-97577-27 


P.T. 34; K.W. 0740020, 0710130 


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


The Pharmaceutical  Resources Branch (PRB), Developmental Therapeut ics  Program

(DTP), Div is ion  of Cancer Treatment (DCT) ,  Nat iona l  Cancer I n s t i t u t e  ( N C I ) ,  is  

seeking  o r g a n i z a t i o n s  with t h e  c a p a b i l i t y  t o  provide pharmaceut ical  s e r v i c e s  

i n  t h e  fo l lowing  areas: development o f  freeze d r i e d  and l i q u i d  small volume 

p a r e n t e r a l s ;  development o f  t a b l e t  and capsule  s o l i d  o r a l  dosage forms; and 

product ion  of  s t e r i l e  freeze d r i e d  dosage forms, small  forms, volume 

p a r e n t e r a l s ,  t a b l e t s  and c a p s u l e s .  Batch s i z e s  o f  i n j e c t a b l e s  w i l l  be  i n  t h e  

4000-6000 v i a l  range and ba tches  o f  t a b l e t s  and c a p s u l e s  w i l l  l i k e l y  range 

from 1 0 , 0 0 0  t o  50,000 u n i t s .  The Government w i l l  se lect  and provide t h e  

ant i tumor a g e n t s  f o r  dosage form development and product ion .  The dosage forms 

w i l l  be used i n  p r e c l i n i c a l  tox ico logy  e v a l u a t i o n ,  i n  pharmacology s t u d i e s  and 

i n  c l i n i c a l  t r i a l s .  


A s  a minimum requifement ,  t h e  Cont rac tor  and sub-cont rac tor  must be  r e g i s t e r e d 

W 	 with  FDA as a pharmaceut ical  manufacturing f a c i l i t y  f o r  bo th  s t e r i l e  products

and s o l i d  o r a l  dosage forms a t  t i m e  of b e s t  and f i n a l  o f f e r .  Annual work l o a d  
estimates f o r  development are:  i n j e c t a b l e  - 3000 t e c h n i c a l  s t a f f  hours;  and 
o r a l  dosage forms - 1000 t e c h n i c a l  s t a f f  hours  p e r  y e a r .  Annual workload 
estimates f o r  product ion are:  10 i n j e c t a b l e  batches;  and 6 t a b l e t / c a p s u l e s
product ion  runs .  The o r a l  dosage form a s p e c t s  may be subcont rac ted  i n  p a r t  o r  
i n  t o t a l  t o  a manufacturing concern t h a t  meets FDA's Current  Good 
Manufacturing P r a c t i c e  (CGMP) requirements  and i s  a c c e p t a b l e  t o  N C I .  S h e l f  
l i f e  monitor ing o f  product ion  b a t c h e s  w i l l  n o t  be r e q u i r e d .  

Data obta ined  from t h i s  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
submit ted by t h e  Nat iona l  Cancer I n s t i t u t e  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  
l a r g e - s c a l e  dosage form manufacture and a n a l y t i c a l  e v a l u a t i o n  o f  t h e s e  dosage
forms; and 3) be provided to phys ic ians ,  pharmacis ts ,  n u r s e s  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 .  

The Cont rac tor  s e l e c t e d  f o r  t h i s  work must p r e p a r e  a l l  products  i n  accord wi th  
FDA's Current  Good Manufacturing P r a c t i c e  r e g u l a t i o n s  and t h e  Nat ional  Cancer 
I n s t i t u t e ' s  product  s p e c i f i c a t i o n s .  The c o n t r a c t o r  w i l l  be r e s p o n s i b l e  f o r  
t h e  q u a l i t y  c o n t r o l  t e s t i n g  of  a l l  formula t ion  components inc luding  t h e  a c t i v e  
i n g r e d i e n t s ,  e x c i p i e n t s ,  c o n t a i n e r  c l o s u r e  system, as w e l l  as t h e  f i n i s h e d  
products  prepared under t h e  c o n t r a c t .  

A l l  p roducts  w i l l  be l a b e l l e d  and packaged according t o  t h e  Government's 
s p e c i f i c a t i o n s .  Label p r e p a r a t i o n  may be subcont rac ted ,  bu t  l a b e l l i n g  must be 
performed a t  t h e  manufacturing s i t e .  It is a n t i c i p a t e d  t h a t  an incrementa l ly
funded c o n t r a c t  w i l l  be awarded f o r  a p e r i o d  o f  t h r e e  y e a r s  beginning on o r  
about June 15, 1989. 

RFP No. NCI-(31-97577-27 w i l l  be i s sued ,  upon w r i t t e n  r e q u e s t ,  on o r  about J u l y
15, 1988, and proposa ls  w i l l  be due approximately t e n  weeks t h e r e a f t e r .  

Requests f o r  t h i s  RFP must be addressed t o :  
'd 
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Johnny Jordan  

Contrac t  S p e c i a l i s t 

Treatment C o n t r a c t s  Sec t ion ,  RCB 

Nat iona l  Cancer I n s t i t u t e ,  N I H  

Bla i r  Bui ld ing ,  Room 228 

Bethesda, Maryland 20892 

Telephone: (301) 427-8737 


NATIONAL RESEARCH SERVICE AWARD-INSTITUTIONAL GRANTS 


RFA AVAILABLE: 88-DE-7 

P.T. 44; K.W. 0720005, 0502009 

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

App l i ca t ion  Rece ip t  Date: December 1 ,  1988 

AUTHORITY AND PURPOSE 

Under a u t h o r i t y  o f  S e c t i o n  487 of  t h e  Pub l i c  Heal th  Se rv ice  (PHS) A c t  as 

amended (42  USC 2881, t h e  Nat iona l  I n s t i t u t e  of Dental  Research ( N I D R )  w i l l  

award Nat iona l  Research Se rv ice  Award (NRSA) i n s t i t u t i o n a l  g r a n t s  t o  e l i g i b l e 

i n s t i t u t i o n s  t o  develop or enhance r e s e a r c h  t r a i n i n g  o p p o r t u n t i e s  f o r  

i n d i v i d u a l s  s e l e c t e d  by them who wish t o  p repa re  themselves f o r  c a r e e r s  i n  

biomedical and behav io ra l  o r a l  h e a l t h  r e s e a r c h .  With t h i s  Request f o r  

Appl i ca t ions  (RFA), t h e  NIDR is announcing s i g n i f i c a n t  changes i n  both  t h e  

s t r u c t u r e  and t h e  a d m i n i s t r a t i o n  of  i ts  NRSA i n s t i t u t i o n a l  program. These 

changes have been endorsed by t h e  Nat iona l  Advisory Dental  Research Council 

and by t h e  Dental  Research Programs Advisory Committee. Th i s  RFA c o n t a i n s  a 

d e s c r i p t i o n  o f  t h e  new p o l i c i e s  and procedures  and l ists  a r e a s  i n  which 

r e s e a r c h  t r a i n i n g  p roposa l s  are e s p e c i a l l y  encouraged. 


LEVELS OF T R A I N I N G  


Appl i ca t ions  w i l l  be accepted  f o r  p r e d o c t o r a l  and p o s t d o c t o r a l  t r a i n i n g  t o  

meet n a t i o n a l  p r i o r i t i e s  i n  o r a l  h e a l t h  r e s e a r c h .  The N I D R  is r e q u e s t i n g  t h a t  

a p p l i c a n t s  f o r  i n s t i t u t i o n a l  g r a n t s  propose t r a i n i n g  programs i n  which t h e  

t r a i n i n g  is p a r t  o f  a r e s e a r c h  degree program. P r i o r i t y  w i l l  be g iven  t o  uy 


proposa l s  t h a t  o f f e r  d e n t i s t s  t h e  oppor tun i ty  o f  o b t a i n i n g  a Ph.D. degree . 

However, i n  c e r t a i n  cases, p roposa l s  o f f e r i n g  t r a i n i n g  as p a r t  o f  a masters 

degree  program w i l l  be a c c e p t a b l e .  


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


Domestic n o n p r o f i t  p r i v a t e  or p u b l i c  i n s t i t u t i o n s  may apply  f o r  g r a n t s  t o  

suppor t  r e s e a r c h  t r a i n i n g  programs. The a p p l i c a n t  i n s t i t u t i o n  must have t h e  

s t a f f  and f a c i l i t i e s  r e q u i r e d  f o r  t h e  proposed program. The t r a i n i n g  program

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

appointment of  t r a i n e e s  and f o r  t h e  o v e r a l l  d i r e c t i o n  of  t h e  program.

C l i n i c a l  departments or programs should have a s i g n i f i c a n t  r e l a t i o n s h i p  wi th  

b a s i c  s c i e n t i s t s  t h a t  w i l l  a s s u r e  t r a i n e e s  wi th  c l i n i c a l  backgrounds t h e  

oppor tun i ty  t o  a c q u i r e  t h e  necessary  foundat ion  f o r  f u t u r e  i n v e s t i g a t i v e  work. 


GENERAL PROVISIONS 


NRSAs may no t  be used t o  suppor t  s t u d i e s  l e a d i n g  t o  t h e  D.D.S. or o t h e r  

similar  p r o f e s s i o n a l  degrees ,  or t o  suppor t  r e s i d e n c i e s .  S ince  d e n t i s t s  

u s u a l l y  have had l i t t l e  or no p r i o r  r e s e a r c h  t r a i n i n g ,  t h e i r  t r a i n i n g  program 

must have, as a minimum, two y e a r s  of  b a s i c  r e s e a r c h  t r a i n i n g .  


TRAINEE ELIGIBILITY REQUIREMENTS 


The i n d i v i d u a l  t o  be t r a i n e d  must be a c i t i z e n  o r  a non-c i t i zen  n a t i o n a l  of  

t h e  United S t a t e s  or have been l a w f u l l y  admi t ted  f o r  permanent r e s idence .  

Pos tdoc to ra l  i n d i v i d u a l s  must have a D.D.S., D . M . D . ,  or equ iva len t  d e n t a l  

degree  from an a c c r e d i t e d  domestic o r  f o r e i g n  i n s t i t u t i o n .  I n d i v i d u a l s  wi th  a 

r e s e a r c h  d o c t o r a l  degree  (Ph.D. or e q u i v a l e n t )  are expected t o  apply  f o r  t h e  

i n d i v i d u a l  p o s t d o c t o r a l  f e l lowsh ip  award (F32) .  A s  a r u l e ,  t h e y  should no t  be 

appoin ted  t o  t h e  t r a d i t i o n a l  i n s t i t u t i o n a l  t r a i n i n g  g r a n t  (T32).  


PROGRAM STRUCTURE 


The N I D R  does n o t  s e t  any upper l i m i t s  t o  t h e  number o f  p o s t d o c t o r a l  or 

p r e d o c t o r a l  t r a i n e e  p o s i t i o n s  an a p p l i c a n t  may r e q u e s t .  However, t r a i n i n g  

programs wi th  fewer t h a n  f i v e  p o s i t i o n s  f o r  p o s t d o c t o r a l  t r a i n e e s  over t h e  

f i v e  yea r  p e r i o d  w i l l  no t  be funded. The program should be s t r u c t u r e d  i n  such 
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a way t h a t  acceptance  of new p o s t d o c t o r a l  t r a i n e e s  be l i m i t e d  t o  t h e  first 
t h r e e  y e a r s  o f  t h e  f i v e  year  award, i . e . ,  as a minimum, two t r a i n e e s  t h e  f irst  
yea r ,  another  two t h e  second yea r ,  and one t h e  t h i r d  y e a r .  A similar p a t t e r n
i s  t o  be proposed by a p p l i c a n t s  r eques t ing  more than  f i v e  p o s i t i o n s .
Ul t imate ly ,  t h e  number of p o s i t i o n s  awarded w i l l  be dec ided  by t h e  review 

W 	 process ,  program needs,  and a v a i l a b i l i t y  of  funds .  The NIDR w i l l  no t  fund 
more than  one t r a i n i n g  g r a n t  from t h e  same i n s t i t u t i o n  u n l e s s  d i s t i n c t l y
d i f f e r e n t  t r a i n i n g  programs a r e  proposed. 

PERIOD OF SUPPORT 

I n s t i t u t i o n a l  g r a n t s  may be made f o r  compet i t ive  segments o f  5 y e a r s  and are 
renewable. No i n d i v i d u a l  t r a i n e e  may r e c e i v e  more than  5 y e a r s  o f  t o t a l  NRSA 
suppor t  a t  t h e  p r e d o c t o r a l  l e v e l  and 3 y e a r s  o f  aggrega te  NRSA suppor t  a t  t h e  
p o s t d o c t o r a l  l e v e l ,  i nc lud ing  any combination of suppor t  from i n s t i t u t i o n a l  
t r a i n i n g  g r a n t s  and i n d i v i d u a l  f e l lowsh ip  awards, except under c e r t a i n  
c i rcumstances .  Any except ion  t o  t h i s  p o l i c y  r e q u i r e s  a waiver from t h e  N I H .  
D e n t i s t s  r e q u i r i n g  a d d i t i o n a l  t ime t o  complete t r a i n i n g  as a p a r t i c i p a n t  i n  a 
Ph.D. program may a n t i c i p a t e  f avorab le  c o n s i d e r a t i o n  of  a waiver re u e s t ,
con t ingen t  upon c e r t i f i c a t i o n  of  t h e  r e c i p i e n t  's good academic sta n l i n g .  

REVIEW PROCESS 

App l i ca t ions  w i l l  be eva lua ted  for merit by an N I D R  i n i t i a l  review group
( I R G ) .  S i t e  v i s i t s  may be involved. The I R G ,  fo l lowing  t h e i r  assessment o f  
t h e  q u a l i t y  of  t r a i n i n g  g r a n t  a p p l i c a t i o n s  and assignment o f  p r i o r i t y  s c o r e s  
i n d i c a t i v e  o f  merit, w i l l  comment on each a p p l i c a n t ' s  p l a n s  f o r  a t t r a c t i n g
i n d i v i d u a l s  from under represented  minor i ty  groups i n t o  t h e  r e s e a r c h  t r a i n i n g  
program. App l i ca t ions  are t h e n  reviewed by t h e  Nat iona l  Advisory Dental  
Research Council .  Funding d e c i s i o n s  w i l l  be made based on t h e  review groups'
recommendations, t h e  need f o r  r e s e a r c h  personnel  i n  s p e c i f i e d  program areas,
and t h e  a v a i l a b l i l i t y  of  funds.  

REVIEW SCHEDULE 

The N I D R  w i l l  i n i t i a t e ,  wi th  t h i s  RFA, a new p o l i c y  e s t a b l i s h i n g  a s i n g l e
annual NRSA t r a i n i n g  g r a n t  r e c e i p t  d a t e  and review c y c l e  f o r  a l l  new and 
compet i t ive  renewal a p p l i c a t i o n s .  The schedule  f o r  t h i s  f irst  c y c l e  is  
i n d i c a t e d  below. It is designed t o  a l low Program D i r e c t o r s  t i m e  t o  r e c r u i t  
cand ida te s  du r ing  t h e  f a l l  o f  1989 f o r  appointments t o  begin  t h e  fo l lowing  
summer. 

App l i ca t ion  I n i t i a l  Review Council E a r l i e s t  
Rece ip t  Date Meeting Meeting Award Date 

December 1, 1988 	 February/ MayIJune 1989 August 1989 
March 1989 o r  J u l y  1989 

ADDITIONAL INFORMATION 

The NIDR suppor t s  t r a i n i n g  i n  biomedical and behav io ra l  o r a l  h e a l t h  r e s e a r c h .  
Th i s  yea r  we a r e  p a r t i c u l a r l y  i n t e r e s t e d  i n  a p p l i c a t i o n s  proposing t r a i n i n g  i n  
molecular and c e l l u l a r  b io logy  a s  r e l a t e d  t o  s t u d i e s  of  mechanisms under ly ing
development, func t ion ,  d i s e a s e ,  and repair  of o r a l  t i s s u e s .  I n  a d d i t i o n ,  t h e  
N I D R  wishes t o  encourage a p p l i c a t i o n s  f o r  t r a i n i n g  i n  n u t r i t i o n ,  epidemiology,
and i n  neurobiological/neuroanatomical a s p e c t s  o f  o r a l  motor func t ion  and 
o r o f a c i a l  p a i n .  

The HIDR i n t e n d s  t o  i s s u e  an RFA f o r  t h i s  program annua l ly  t o  i n d i c a t e  t h e  
p a r t i c u l a r  a r e a s  of emphasis f o r  which it wishes t o  r e c e i v e  a p p l i c a t i o n s .  It 
is  a n t i c i p a t e d  t h a t  t h e  f u t u r e  a p p l i c a t i o n  r e c e i p t  d a t e  w i l l  be September 10th  
of  each y e a r .  The remainder of  t h e  review and award schedule  w i l l  be 
approximately as i n d i c a t e d  above. 

The e s t ab l i shmen t  of t h e  new format w i l l  r e q u i r e  some realignment o f  e x i s t i n g  
programs. For t h a t  reason ,  N I D R  w i l l  con tac t  a l l  c u r r e n t l y  suppor ted  program
d i r e c t o r s  with i n f o r d a t i o n  about t h e i r  s t a t u s  i n  t h e  nea r  f u t u r e .  However, 
program d i r e c t o r s  whose t r a i n i n g  g r a n t s  are scheduled t o  t e r m i n a t e  on June 30 ,  
1990, should be aware t h a t  t hey  may have t o  meet t h e  December 1, 1988, r e c e i p t
d a t e  dead l ine  i f  t h e y  wish t o  submit a competing renewal a p p l i c a t i o n .  

Complete d e t a i l s  on t h e  mechanism o f  t h e  award, a p p l i c a t i o n  procedure and 
review c r i t e r i a  may be obta ined  from: 
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Thomas M .  Valega, Ph.D. 

S p e c i a l  A s s i s t a n t  f o r  Manpower Development and Tra in ing 

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

Nat iona l  I n s t i t u t e s  of Health 

Westwood Bui ld ing ,  Room 510 

Bethesda, Maryland 20892 

Telephone: (301)  496-6324 


PREVENTION CLINICAL TRIALS UTILIZING I NTERMEDIATE ENDPOINTS AND THEIR 

MODULATION BY CHEMOPREVENTIVE AGENTS 


RFA AVAILABLE: 88-CA-15  

P.T. 34; K.W. 0745055, 0755015, 0710095, 0740020, 0715035 

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

App l i ca t ion  Rece ip t  Date: October 13, 1988 

The Div i s ion  of  Cancer Prevent ion  and Cont ro l  (DCPC) ,  Nat iona l  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  coope ra t ive  agreements t o  suppor t
c l i n i c a l  t r i a l s  which are d i r e c t e d  toward examining t h e  r o l e  of va r ious  
chemopreventive agen t s  and/or d i e t  i n  t h e  p reven t ion  o f  cancer .  Th i s  is a 
follow-up t o  ear l ie r  RFAs which had r eques t ed  g r a n t s ,  and t h e n  l a t e r ,
coope ra t ive  agreement p roposa l s  i n  t h i s  a r e a .  

The major o b j e c t i v e  of t h i s  s o l i c i t a t i o n  i s  t o  encourage cancer  
chemoprevention c l i n i c a l  t r i a l s  which u t i l i z e  biochemical and lo r  b i o l o g i c a l
markers t o  i d e n t i f y  popu la t ions  a t  r i s k  and/or t o  provide  in t e rmed ia t e  
endpoin ts  t h a t  may p r e d i c t  l a t e r  r educ t ion  i n  cancer  inc idence  ra tes .  

These s t u d i e s  may be developed i n  phases,  i nc lud ing  a p i l o t  phase, which could 
l a t e r  proceed t o  a full s c a l e  i n t e r v e n t i o n .  The main emphasis should be on 
sma l l ,  e f f i c i e n t  s t u d i e s  aimed a t  improving f u t u r e  r e s e a r c h  des igns  o f  
chemoprevention t r i a l s ,  p rov id ing  b i o l o g i c  unders tanding  of  what is happening
i n  t h e  t r i a l s ,  or prov id ing  b e t t e r ,  more q u a n t i t a t i v e  and more e f f i c i e n t  
endpoin ts  f o r  t h e s e  t r i a l s .  A f t e r  s u c c e s s f u l  completion o f  t h e  p i l o t  phase;
( i . e .  demonstrated modulation of  marker endpo in t s  by t h e  i n t e r v e n t i o n ) ,
subsequent s t u d i e s  can inc lude  Phase I11 c l i n i c a l  t r i a l s  invo lv ing  t h e  
des igna ted  agent ,  t h e  u t i l i z a t i o n  of t h e  monitoring t e s t  system and a cancer  
i nc idence  or m o r t a l i t y  endpoin t .  

I n v e s t i g a t o r s  may apply  a t  t h i s  t ime f o r  t h e  p i l o t  phase, or submit an 
a p p l i c a t i o n  f o r  both phases .  However, i f  t h e  a p p l i c a t i o n  is  for t h e  p i l o t
phase only,  t h e  proposed s tudy  must d e s c r i b e  i t s  re l evance  t o  a c l i n i c a l  
a p p l i c a t i o n  and u t i l i z e  a chemopreventive agent ,  marker t e s t  system, and s tudy
popu la t ion  which could l a t e r  be t h e  s u b j e c t  of a f u l l  s c a l e ,  double-blind,
randomized, r i s k - r e d u c t i o n  c l i n i c a l  t r i a l .  

App l i can t s  funded under t h i s  RFA w i l l  be suppor ted  through t h e  coope ra t ive  
agreement mechanism. An a s s i s t a n c e  r e l a t i o n s h i p  w i l l  e x i s t  between N C I  and 
t h e  awardees t o  accomplish t h e  purpose of  t h e  a c t i v i t y .  The r e c i p i e n t s  w i l l  
have primary r e s p o n s i b i l i t y  f o r  t h e  development and performance of  t h e  
a c t i v i t y .  However, t h e r e  w i l l  be government involvement wi th  r ega rd  t o :  ( 1 )
a s s i s t a n c e  s e c u r i n g  an I n v e s t i g a t i o n a l  N e w  Drug ( I N D )  approval from t h e  Food 
and Drug Adminis t ra t ion  (FDA); ( 2 )  monitoring of  s a f e t y  and t o x i c i t y ;  (3)
coord ina t ion  and a s s i s t a n c e  i n  o b t a i n i n g  t h e  chemopreventive agent ;  ( 4 )
q u a l i t y  assurance  wi th  r ega rd  t o  t h e  c l i n i c a l  chemis t ry  a s p e c t s  of  t h e  s tudy .
Awards w i l l  no t  be made u n t i l  a l l  arrangements for o b t a i n i n g  t h e  I N D ,  agent ,
and i t s  d e l i v e r y  are completed. F i n a l  awards w i l l  a l s o  cons ide r  n o t  on ly  t h e  
c o s t  o f  t h e  c l i n i c a l  t r i a l  but  a l s o  t h e  c o s t  of  t h e  agent  and i t s  formula t ion  
i f  necessa ry .  

Approximately $1 m i l l i o n  i n  t o t a l  c o s t s  p e r  yea r  f o r  3 y e a r s  w i l l  be committed 
t o  s p e c i f i c a l l y  fund a p p l i c a t i o n s  which a r e  submi t ted  i n  response  t o  t h i s  RFA. 
It is  a n t i c i p a t e d  t h a t  3 t o  5 awards w i l l  be made annua l ly .  Th i s  funding
l e v e l  is  dependent on t h e  r e c e i p t  of a s u f f i c i e n t  number of  a p p l i c a t i o n s  of 
h igh  s c i e n t i f i c  merit.  

Th i s  RFA s o l i c i t a t i o n  r e p r e s e n t s  a s i n g l e  compet i t ion ,  w i th  a s p e c i f i e d
d e a d l i n e  o f  October 13, 1988, f o r  r e c e i p t  o f  a p p l i c a t i o n s .  A l l  a p p l i c a t i o n s
rece ived  i n  response  t o  t h e  RFA w i l l  be reviewed by t h e  same Nat iona l  Cancer 
I n s t i t u t e  I n i t i a l  Review Group ( I R G 9 .  

To ensu re  t h e i r  review, a p p l i c a t i o n s  should be r ece ived  by October 13, 1988. 
App l i ca t ions  r ece ived  a f t e r  t h a t  d a t e  w i l l  no t  be cons idered  under t h i s  RFA. 

*B 
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I n q u i r i e s  may be d i r e c t e d  t o :  


Marjorie  P e r l o f f ,  M . D .  

Chemoprevention Branch 

B l a i r  Bui lding,  Room 616 

National  Cancer I n s t i t u t e  

Bethesda, Maryland 20892-4200 

Telephone: (301) 427-8680 


CARDIAC TRANSPLANT ATHEROSCLEROSIS 


RFA AVAILABLE: 88-HL-18-H 

P.T. 3 4 ;  K.W. 0715040, 0745040, 0745055, 0745065, 0715125, 0415000 
Nat iona l  Heart, Lung, and Blood I n s t i t u t e  

Appl ica t ion  Receipt  Date: December 5, 1988 

The Divis ion  of Heart and Vascular Diseases o f  t h e  Nat iona l  Heart, Lung, and 
Blood I n s t i t u t e  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 o  be considered i n  a s i n g l e
compet i t ion  f o r  f i v e  years '  support  o f  b a s i c  r e s e a r c h  on c a r d i a c  t r a n s p l a n t
a t h e r o s c l e r o s i s .  The emphasis o f  t h i s  program is on e l u c i d a t i n g  t h e  e t i o l o g y
and n a t u r a l  h i s t o r y  o f  t h i s  form of  a t h e r o s c l e r o s i s  which a f fec ts  t h e  a r te r ies  
and a r t e r i o l e s  o f  t h e  t r a n s p l a n t e d  h e a r t .  The u l t i m a t e  g o a l s  are t o  develop
knowledge which w i l l  l e a d  t o  e f f e c t i v e  prevent ion  and/or t r e a t m e n t .  

BACKGROUND 

Cardiac t r a n s p l a n t a t i o n  is now an accepted procedure f o r  t h e  t rea tment  o f  some 
forms o f  end-stage h e a r t  d i s e a s e .  The number o f  c a r d i a c  t r a n s p l a n t  procedures
h a s  increased  d r a m a t i c a l l y  i n  t h e  l a s t  f i v e  y e a r s .  One y e a r  s u r v i v a l  
p o s t - t r a n s p l a n t a t i o n  i s  now 80-90 percent  with combination immunosuppressive
therapy .  Improved immunosuppressive therapy  has  reduced t h e  r i s k s  from 
r e j e c t i o n  and i n f e c t i o n  so t h a t  another  complicat ion,  namely a c c e l e r a t e d  
t r a n s p l a n t  a t h e r o s c l e r o s i s  (ATxA), is emerging a s  t h e  most s i g n i f i c a n t  t h r e a t  
t o  long-term s u r v i v a l  o f  c a r d i a c  t r a n s p l a n t  p a t i e n t s .  The e t i o l o g y  o f  t h i s  
d i s e a s e  i s  unknown a t  t h i s  t i m e .  A popular  t h e o r y  is t h a t  it i s  a 
mani fes ta t ion  o r  r e s u l t  of chronic  r e j e c t i o n .  Another school  o f  thought  i s  
t h a t  t h e  d i s e a s e  is  a s i d e  effect  o f  some immunosuppressant drugs.  Other 
f a c t o r s  may be involved such as hyperl ipidemia or v i r a l  i n f e c t i o n s .  The 
e f f e c t i v e n e s s  o f  drug i n t e r v e n t i o n  wi th  a n t i p l a t e l e t  t h e r a p y  is unresolved a t  
t h i s  t i m e .  

OBJECTIVES AND SCOPE 

The o v e r a l l  g o a l  is  t o  develop knowledge which w i l l  c o n t r i b u t e  t o  
understanding t h e  e t i o l o g y ,  t rea tment  and prevent ion  o f  c a r d i a c  t r a n s p l a n t
a t h e r o s c l e r o s i s .  The r e s e a r c h  s o l i c i t e d  i n  t h i s  RFA concerns t h e  causes  and 
n a t u r a l  h i s t o r y  of t h e  d i s e a s e  as w e l l  as p o s s i b l e  i n t e r v e n t i o n s  i n  t h e  
d i s e a s e  p r o c e s s .  E i t h e r  animal models o r  human p a t i e n t s  may be s t u d i e d .  
However a p p l i c a t i o n s  should n o t  inc lude  c l i n i c a l  t r i a l s .  

MECHANISM OF SUPPORT 

The suppor t  mechanism f o r  t h i s  program w i l l  be t h e  t r a d i t i o n a l ,  i n d i v i d u a l  
r e s e a r c h  g r a n t .  All c u r r e n t  p o l i c i e s  and requirements  t h a t  govern t h e  
r e s e a r c h  g r a n t  programs of t h e  Nat iona l  I n s t i t u t e s  o f  Heal th  w i l l  apply t o  
g r a n t s  awarded under t h i s  RFA. Awards 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  for r e s e a r c h  o f  very  unusual m e r i t ,  need, and promise, and i n  accordance 
wi th  P u b l i c  Heal th  S e r v i c e  p o l i c y  governing such awards. 

Although t h e  f i n a n c i a l  p l a n s  f o r  f i s c a l  year  1989 inc lude  $2,000,000 f o r  t h e  
t o t a l  c o s t s  o f  t h i s  program, award o f  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  o f  funds f o r  t h i s  purpose.  It is a n t i c i p a t e d  t h a t  
approximately s i x  t o  e i g h t  g r a n t s  w i l l  be  awarded under t h i s  program. The 
s p e c i f i c  number t o  be funded w i l l ,  however, depend on t h e  merit and scope of 
t h e  a p p l i c a t i o n s  rece ived  and on t h e  a v a i l a b i l i t y  o f  funds.  

REVIEW PROCEDURES 

A l l  a p p l i c a t i o n s  submit ted i n  response t o  t h i s  RFA w i l l  be eva lua ted  f o r  
s c i e n t i f i c  and t e c h n i c a l  merit by an i n i t i a l  review group, which w i l l  be 
convened f o r  t h i s  purpose,  by t h e  Div is ion  o f  Extramural A f f a i r s ,  N H L B I .  
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METHOD OF APPLYING 

P o t e n t i a l  a p p l i c a n t s  should w r i t e  or phone t h e  i n d i v i d u a l  l i s t e d  below f o r  t h e  
f u l l  RFA document, which i n c l u d e s  i n s t r u c t i o n s  f o r  t h e  submission o f  
a p p l i c a t i o n s  : 

J u d i t h  G .  Massicot,  Ph.D. 
Cardiac Diseases Branch 
Federa l  Bui lding,  Room 3C06 
Nat iona l  I n s t i t u t e s  o f  Heal th  
Bethesda, Maryland 20892 
Telephone: (301)  496-1081 

PROGRAMS OF EXCELLENCE I N  MOLECULAR BIOLOGY 

RFA AVAILABLE: 88-HL-20 

P.T. 34; K.W.  1002008, 0710030, 1002058, 0710060, 0785070, 0715165, 0715165 

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

Appl ica t ion  Receipt  Date: February 10, 1989 

The Nat iona l  Heart, Lung, and Blood I n s t i t u t e  ( N H L B I )  announces t h e  
a v a i l a b i l i t y  o f  a Request f o r  Appl ica t ions  (RFA) i n v i t i n g  g r a n t  a p p l i c a t i o n s  
t o  develop Programs o f  Excel lence i n  Molecular Biology. Each Program o f  
Excel lence w i l l  support  a m u l t i d i s c i p l i n a r y  team o f  independent r e s e a r c h  
i n v e s t i g a t o r s ,  and w i l l  have two major o b j e c t i v e s :  ( 1 )  t o  f o s t e r  u t i l i z a t i o n  
o f  molecular b io logy  approaches i n  important  r e s e a r c h  a r e a s  w i t h i n  t h e  mission 
o f  t h e  Nat iona l  Heart ,  Lung, and Blood I n s t i t u t e  where t h e  use  o f  t h e s e  
t e c h n o l o g i e s  h a s  y e t  t o  be f u l l y  employed; and (2) t o  provide o p p o r t u n i t i e s
for i n v e s t i g a t o r s  who have t h e  p o t e n t i a l  for independent r e s e a r c h  careers to 
become s k i l l e d  i n  t h e  experimental  s t r a t e g i e s  and techniques  of molecular 
b io logy  and t h e i r  a p p l i c a t i o n  t o  r e s e a r c h  r e l e v a n t  t o  t h e  mission of t h e  
I n s t i t u t e .  

A Program o f  Excel lence w i l l  be m u l t i d i s c i p l i n a rfhe t o t a l  s c i e n t i f i c  e f f o r t  
i n  n a t u r e ,  and should be 

designed t o  s h a r e  i d e a s ,  d a t a ,  and f a c i l i t i e s .  
must be  d i r e c t e d  toward a c e n t r a l ,  u n i f y i n g  theme. I n  keeping wi th  t h e  
t r a d i t i o n  o f  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 ,  t h e  NHLBI expec ts  t h e  a p p l i c a n t s  
t o  d e f i n e  t h e i r  own theme and t o  develop t h e  approaches t h a t  would be  used t o  
accomplish t h e  o b j e c t i v e s  o f  t h e  proposed r e s e a r c h  program. 

Each a p p l i c a n t  h a s  c o n s i d e r a b l e  f l e x i b i l i t y  i n  d e v i s i n g  a p l a n  t o  accomplish
t h e  broad o b j e c t i v e s  o f  t h i s  RFA on t h e  b a s i s  o f  t h e  imaginat ion and t a l e n t s  
o f  t h e  i n v e s t i g a t o r s ,  t h e  r e s o u r c e s  and commitment o f  t h e i r  r e s p e c t i v e
i n s t i t u t i o n s ,  and t h e  unique f e a t u r e s  o f  t h i s  RFA. However, i n  o r d e r  t o  
e v a l u a t e  t h e  proposed p l a n s  e f f e c t i v e l y ,  each a p p l i c a t i o n  should inc lude  an 
assessment o f  t h e  a p p l i c a n t  I n s t i t u t i o n ' s  c u r r e n t  r e s e a r c h  a c t i v i t i e s  and how 
t h e s e  w i l l  s e r v e  as a b a s i s  f o r  development o f  a program of  r e s e a r c h  u s i n g
molecular b io logy  approaches,  a d e s c r i p t i o n  o f  t h e  proposed new program g o a l s  
t o  achieve  t h e  i n t e g r a t i o n  o f  molecular b io logy  i n t o  areas r e l a t e d  t o  t h e  
mission o f  t h e  NHLBI by t h e  end o f  a seven y e a r  per iod ,  a d e s c r i p t i o n  of t h e  
s c i e n t i f i c  and a d m i n i s t r a t i v e  p l a n s  t o  a t t a i n  t h e s e  g o a l s ,  and a summary of 
a n t i c i p a t e d  r e s e a r c h  o p p o r t u n i t i e s  and d i r e c t i o n s  t h a t  w i l l  be  made p o s s i b l e
by a Program o f  Exce l lence .  

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  year  1989 inc lude  $5 t o  $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 i s  announcement, award o f  g r a n t s  pursuant  t o  t h i s  RFA is  
cont ingent  upon a v a i l a b i l i t y  o f  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  3-5 g r a n t s  w i l l  be awarded under t h e  program e s t a b l i s h e d  by t h i s  
announcement. The s p e c i f i c  number t o  be funded w i l l ,  however, 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  and t h e  a v a i l a b i l i t y  of funds .  

PROGRAM FEATURES 

To provide  a s u i t a b l e  s t r u c t u r e  f o r  achiev ing  t h e  o b j e c t i v e s  of t h e  RFA, a 
Program o f  Excel lence i n  Molecular Biology w i l l  have t h e  fo l lowing  elements:  

o 	 SEVEN YEAR AWARD8 T h i s  extended p e r i o d  w i l l  enable  a Program o f  
Excel lence t o  be  innovat ive ,  t o  pursue new developments i n  r a p i d l y
advancing areas, t o  embark on t h e  a p p l i c a t i o n  o f  molecular b io logy  
t o  more complex experimental  systems, and t o  develop new 
experimental  models. 

o 	 RECRUIT ESSENTIAL SCIENTIFIC EXPERTISE: I n  o r d e r  t o  provide  t h e  
most e f f e c t i v e  combination o f  s c i e n t i f i c  d i s c i p l i n e s ,  a p p l i c a n t s  

I.-

I -* 
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may reques t  funds  t o  r e c r u i t  f a c u l t y  t o  augment o r  s t r e n g t h e n  t h e  
s k i l l s  and c a p a b i l i t i e s  o f  e x i s t i n g  f a c u l t y .  

o 	 INSTITUTIONAL ENVIRONMENT AND RESOURCES: Appl icants  may r eques t
funds f o r  i n c i d e n t a l  a l t e r a t i o n  and renovat ion  of f a c i l i t i e s  
c o n s i s t e n t  wi th  Pub l i c  Heal th  Se rv ice  p o l i c y ,  as w e l l  as t h e  
purchase o f  equipment needed t o  conduct r e s e a r c h  us ing  t h e  
t e c h n o l o g i e s  o f  molecular b io logy .  

o 	 EXPERIMENTAL DESIGN AND METHODS: I n  an e f f o r t  t o  provide  broader 
degrees  o f  r e s e a r c h  freedom, and t o  encourage innova t ive  
approaches,  t h e  a p p l i c a t i o n  r e q u i r e s  only  a b r i e f  d e s c r i p t i o n  o f  
t h e  p r e f e r r e d  and a l t e r n a t i v e  exper imenta l  approaches, s t r a t e g i e s
and proposed r e s e a r c h  d i r e c t i o n s .  The a p p l i c a t i o n  w i l l  no t  r e q u i r e
s p e c i f i c  d e t a i l s  f o r  i n d i v i d u a l  experiments and p r o t o c o l s .  I n  
a d d i t i o n ,  t h e  a p p l i c a t i o n  w i l l  use a s i m p l i f i e d  budgetary format .  

o 	 SUPPORT FOR NEW INVESTIGATORS: To provide  f o r  t h e  development of  
new r e s e a r c h  workers wi th  s k i l l s  r e q u i r e d  t o  conduct r e s e a r c h  
u t i l i z i n g  t h e  t echno log ie s  of  molecular b io logy ,  a p p l i c a t i o n s  may
inc lude  a r e q u e s t  t o  suppor t  young i n v e s t i g a t o r s  o r  i n v e s t i g a t o r s  
new t o  t h e  d i s c i p l i n e  of  molecular b io logy .  

APPLICATION 

I n  1987, t h e  NHLBI i n i t i a t e d  a two-phase s t r a t e g y  t o  e s t a b l i s h  a network of 
Programs of Excel lence  i n  Molecular Biology t o  s t i m u l a t e  t h e  a p p l i c a t i o n  o f  
molecular b i o l o g i c a l  s t r a t e g i e s  i n  con junc t ion  wi th  o t h e r  p ionee r ing  and 
convent iona l  t echno log ie s .  The I n s t i t u t e  w i l l  complete t h e  e s t ab l i shmen t  o f  
t h i s  program through t h i s  announcement. A similar announcement was r e l e a s e d  
approximately one yea r  ea r l i e r .  This  two-stage p rocess  w a s  designed t o  
provide  i n s t i t u t i o n s  wi th  a d d i t i o n a l  t i m e  t o  augment s c i e n t i f i c  e x p e r t i s e
and/or t o  s o l i d i f y  i n t e r a c t i o n s  among t h e  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 .  N e w  
a p p l i c a t i o n s  and amended a p p l i c a t i o n s  w i l l  be accepted .  

App l i ca t ions  should be submitted on t h e  r e v i s e d  (9186) form PHS 398 accord ing  
t o  t h e  i n s t r u c t i o n s  provided wi th  t h e  form and accord ing  t o  Supplemental
Guide l ines  prepared  by t h e  NHLBI .  Because of  t h e  unique f e a t u r e s  and g o a l s  o f  
t h e  Programs of  Exce l lence ,  a p p l i c a n t s  w i l l  r e q u i r e  t h e s e  Supplemental
Guide l ines  t o  p repa re  an  accep tab le  a p p l i c a t i o n .  

TIMETABLE 

L e t t e r  o f  I n t e n t  

Appl i ca t ion  Rece ip t  Date 

F i r s t  S t age  of  Technica l  Review 

Second S tage  o f  Technica l  Review 

Advisory Council Review 

Award Date 


INQUIRIES 

October 4, 1988 

February 10, 1989 

May 1989 

J u l y  1989 

September 14-15, 1989 

September 30, 1989 


To o b t a i n  c o p i e s  of t h e  d e t a i l e d  RFA and t h e  d e t a i l e d  Supplemental Guide l ines  

(which must be followed i f  an accep tab le  a p p l i c a t i o n  is t o  be submi t ted) 

c o n t a c t  : 


Stephen C .  Mockrin, Ph.D. 

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 s  of  Heal th  

Federa l  Bui ld ing  - Room 4C10 

7550 Wisconsin Avenue 

Bethesda, Maryland 20892 

Telephone: (301) 496-1857 


WPERGLYCEMIA AND CARDIOVASCULAR DISEASE RISK FACTORS: Fie l d  Cen te r sL  

Coordina t ina  Center and SUDDort Labo r a t o r  i e q  


RFA AVAILABLE: 88-HL-11-P 

P.T. 34;  K . W .  0715040, 0411005, 0715075, 1004008 

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

App l i ca t ion  Rece ip t  Date: December 1, 1988 

The C l i n i c a l  and Genet ic  Epidemiology Branch of  t h e  Div i s ion  of  Epidemiology
and C l i n i c a l  App l i ca t ions ,  Nat iona l  Heart, Lung and Blood I n s t i t u t e  ( N H L B I ) ,  
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announces t h e  a v a i l a b i l i t y  of  a Request f o r  App l i ca t ions  (RFA) on t h e  above 

s u b j e c t .  Copies of  t h e  RFA w i l l  be a v a i l a b l e  June  2, 1988, from s t a f f  o f  t h e  

NHLBI . 

This  program w i l l  suppor t  epidemiologic i n v e s t i g a t o r s  and suppor t ing  s t a f f  t o  

c o l l a b o r a t i v e l y  p l a n  and execute  a s tudy  t o  assess t h e  r e l a t i o n s h i p s  between 

glucose  and i n s u l i n  c o n c e n t r a t i o n s  and o t h e r  r i s k  f a c t o r s  f o r  ca rd iovascu la r  

d i s e a s e  (CVD) .  A major aim of  t h e  s tudy  is  t o  employ a common p ro toco l  t o  

assess t h e  a s s o c i a t i o n s  of  i n c r e a s i n g  c o n c e n t r a t i o n s  o f  g lucose  and changing 

l e v e l s  o f  i n s u l i n  and i n s u l i n  r e s i s t a n c e  wi th  l e v e l s  of  o t h e r  CVD r i s k  

f a c t o r s ,  u s ing  a popu la t ion  de r ived  s t r a t i f i e d  sample so t h e r e  a r e  adequate 

numbers t o  assess v a r i a t i o n s  i n  i n d i v i d u a l  CVD r i s k  f a c t o r s  over a range of  

glucose  t o l e r a n c e  from normal through o v e r t  d i a b e t e s .  Th i s  survey w i l l  

provide  i n s i g h t  i n t o  t h e  r easons  f o r  t h e  changing r i s k  o f  CVD at i n c r e a s i n g 

glucose  l e v e l s  and may he lp  t o  e x p l a i n  t h e  apparent  d i f f e r e n c e  i n  t h e  

c o n t r i b u t i o n  of  hyperglycemia t o  t h e  r i s k  o f  CVD i n  men and women. 


I n  view of  t h e  s i z e  o f  t h i s  s tudy  and t h e  a n t i c i p a t i o n  t h a t  some needs w i l l  

no t  be i d e n t i f i e d  u n t i l  t h e  p ro toco l  is  developed, cen t ra l  f u n c t i o n s  of  t h e  

c o l l a b o r a t i v e  a c t i v i t y :  a Coordina t ing  Center ,  a Cen t ra l  Laboratory and an 

Elec t rocard iogram Reading Center,  w i l l  be performed by o r  under t h e  d i r e c t i o n  

of  one o r  more o f  t h e  examination c e n t e r s .  Each F i e l d  Center a p p l i c a n t  is  

i n v i t e d  t o  apply  t o  s e r v e  as one o r  more o f  t h e s e  suppor t  u n i t s  f o r  t h e  s tudy . 

A s e p a r a t e  a p p l i c a t i o n  should be submi t ted  f o r  each suppor t  u n i t .  Appl icants 

should d i s c u s s  t h e  s p e c i a l  f u n c t i o n s  of any proposed suppor t  a c t i v i t y , 

i nc lud ing  methodology and q u a l i t y  c o n t r o l  assessment,  and provide  an e s t ima ted  

t i m e  f o r  t h e  work t o  be completed. 


It is  a n t i c i p a t e d  t h a t  two o r  t h r e e  awards w i l l  be made under t h i s  RFA f o r  a 

t o t a l  o f  approximately 3.5 m i l l i o n  d o l l a r s  ( 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  f o r  f i e l d  centers and a l l  c e n t r a l  f u n c t i o n s )  over  a th ree -yea r  p e r i o d .  


I n t e r e s t e d  i n s t i t u t i o n s  may r eques t  c o p i e s  of  t h e  RFA. 


Requests f o r  cop ie s  o f  t h e  RFA should be addressed  t o :  


P e t e r  J .  Savage, M . D .  

C l i n i c a l  and Genetic Epidemiology Branch 

Div i s ion  o f  Epidemiology and C l i n i c a l  App l i ca t ions 

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

Federa l  Bui ld ing ,  Room 300 

7550 Wisconsin Ave. 

Bethesda, Maryland 20897 

Telephone: (301)  496-4333 


DEVELOPMENT OF SEROLOGICAL TESTS FOR INVASIVE UREAPLASMA UREALYTI CUM 

JNFECTIONS 


RFA AVAILABLE: 88-AI-12 

P . T .  34; K . W .  0715125, 0715220, 0755010, 0760045 

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

Extension o f  Due Date and Award RFA # 88-AI-12, f o r  t h e  Development of  
S e r o l o g i c a l  Tests f o r  Invas ive  Ureaplasma Urealyticum I n f e c t i o n s ,  appeared i n  
t h e  NIH Guide f o r  Grants and Con t rac t s ,  page 4, Vol. 17, No. 18, May 20, 1988,
with  an o r i g i n a l l y  announced due d a t e  o f  J u l y  15, 1988, and an award d a t e  o f  
A p r i l  1, 1989. 

The Nat iona l  I n s t i t u t e  of  A l l e rgy  and I n f e c t i o u s  Diseases  announces t h e  
ex tens ion  of  t h e  due d a t e  f o r  t h e s e  a p p l i c a t i o n s  t o  September 15, 1988. The 
award d a t e  w i l l  be extended t o  J u l y  1, 1989. 

A l l  o f  t h e  known a p p l i c a n t s  have been con tac t ed  by N I A I D  s ta f f  about t h i s  
r e v i s e d  due d a t e .  I n v e s t i g a t o r s  who had no t  p rev ious ly  con tac t ed  N I A I D  about 
t h i s  RFA and submi t ted  t h e i r  a p p l i c a t i o n  on J u l y  15, have t h e  o p t i o n  t o  submit 
supplemental  m a t e r i a l  o r  a r e v i s e d  a p p l i c a t i o n  up t o  September 15, 1988. In 
such i n s t a n c e s ,  t h e  r e v i s e d  a p p l i c a t i o n  o r  supplemental  m a t e r i a l  must be 
mailed d i r e c t l y  t o :  
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Dr. Robert Edelman 

Chief, C l in ica l  and Epidemiological Studies  Branch 

National I n s t i t u t e  o f  Allergy and Infect ions  Diseases 

Program

Building 31, Room 7A52 


-w' 	 Bethesda, Maryland 20892 
Telephone: (301) 496-5893 

The f u l l ,  rev ised  RFA (general description and Guidelines 1 and consultat ion 
may be obtained from Dr. Edelman. 
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