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NATIONAL WORKSHOPS ON "PROTECTION OF HUMAN SUBJECTSn 

P.T. 4 2 ;  K.W. 0783005 

N a t i o n a l  I n s t i t u t e s  o f  Hea l th  
Food and Drug Admin i s t r a t ion  

The 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 )  and t h e  Food and Drug A d m i n i s t r a t i o n  
(FDA) a r e  c o n t i n u i n g  t o  sponsor  a series o f  workshops on t h e  r e s p o n s i b i l i t i e s
o f  r e s e a r c h e r s ,  I n s t i t u t i o n a l  Review Boards ( I R B s ) ,  and i n s t i t u t i o n a l  
o f f i c i a l s  f o r  t h e  p r o t e c t i o n  o f  human s u b j e c t s  i n  r e s e a r c h .  The workshops are 
open t o  everyone wi th  an  i n t e r e s t  i n  r e s e a r c h  i n v o l v i n g  human s u b j e c t s .  The 
meet ings  shou ld  be  o f  s p e c i a l  i n t e r e s t  t o  t h o s e  pe r sons  c u r r e n t l y  s e r v i n g  or 
about  t o  b e g i n  s e r v i n g  as a member o f  an I R B .  I s s u e s  d i s c u s s e d  a t  t h e s e  
workshops are r e l e v a n t  t o  a l l  o t h e r  P u b l i c  Hea l th  S e r v i c e  a g e n c i e s .  The 
c u r r e n t  s chedu le  i n c l u d e s  t h e  fo l lowing :  

I .  WEST COAST WORKSHOP 

DATES: February  4 - 5 ,  1991 

WORKSHOP SITE: 

Meridien Ho te l  

50 T h i r d  S t r e e t  

San F r a n c i s c o ,  CA 94103 


SPONSOR : 

U n i v e r s i t y  o f  C a l i f o r n i a  a t  San F ranc i sco  

Box 0400 

San F ranc i sco ,  CA 94143 


REGISTRATION CONTACT: 

M s .  P h y l l i s  C o l b e r t  

Workshop Contac t  Person  

U n i v e r s i t y  o f  C a l i f o r n i a  a t  San F ranc i sco  

Box 0400 

San F ranc i sco ,  CA 94143 

Telephone:  ( 4 1 5 )  476-1881 


TOPIC: "The U s e  o f  Human S u b j e c t s  i n  Research:  AIDS as a Model o f  

C omp1ex  ity" 


11. MIDEAST WORKSHOP 

DATES: March 4 - 5 ,  1991 

WORKSHOP SITE: 

Fr iday  Center  

Laure l  Hill Parkway

Chapel Hill, NC 27599-1020 


SPONSORS : 

U n i v e r s i t v  o f  North C a r o l i n a  

300 Bynum- H a l l  

Chapel H i l l ,  NC 27599-4100 


Shaw U n i v e r s i t y 

118 E .  South S t r e e t  

Rale igh ,  NC 27611 


REGISTRATION CONTACT: 

M r .  A 1  Dawson 

D i r e c t o r  

Fr iday  Center  

Laure l  H i l l  Parkwav 

C .  B .  1020 

Chapel H i l l ,  NC 27599-1020 

Telephone:  ( 9 1 9 )  962-1106 


a t  ChaDel H i l l  

TOPIC: " I n t e r p r e t i n g  t h e  Fede ra l  Code f o r  t h e  P r o t e c t i o n  o f  Human S u b j e c t s "  
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111. MIDWEST WORKSHOP 

DATES: A p r i l  11-12, 1991 

WORKSHOP SITE: 

Ramada I n n ?  Lakeshore 

4900 South Lake Shore Dr ive  

Chicago, I L  60615 


SPONSORS : 

U n i v e r s i t y  o f  Chicago 

970 E a s t  5 8 t h  S t r e e t  

Chicago, I L  60637 


Chicago S t a t e  U n i v e r s i t y 

95 th  S t r e e t  a t  King Dr ive  

Chicago, I L  60628 


REGISTRATION CONTACT: 

M r .  Arnold L .  Aronoff 

A s s o c i a t e  D i r e c t o r  

F a c u l t y  and A d m i n i s t r a t i v e  S e r v i c e s  

U n i v e r s i t y  Research Admin i s t r a t ion  

U n i v e r s i t y  o f  Chicago 

970 E a s t  5 8 t h  S t r e e t  

Chicago, I L  60637 

Telephone:  (312)  702-8669 


TOPIC: " C u l t u r a l  D i v e r s i t y ,  E t h i c s ,  and Research:  A Workshop on Human 

S u b j e c t  P r o t e c t i o n "  


NIHIFDA have p lanned  n a t i o n a l  human s u b j e c t  p r o t e c t i o n s  workshops i n  o t h e r  

p a r t s  o f  t h e  Uni ted  S t a t e s .  For f u r t h e r  i n fo rma t ion  r e g a r d i n g  t h e s e  workshops 

c o n t a c t  : 


Darlene  Marie Ross 

Execu t ive  A s s i s t a n t  f o r  Educat ion  

D i v i s i o n  o f  Human S u b j e c t  P r o t e c t i o n s  

Office f o r  P r o t e c t i o n  from Research R i sks  

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

9000 R o c k v i l l e  P ike  

B u i l d i n g  31, Room 5B59 

Bethesda ,  MD 20892 

Telephone:  (301)  496-8101 


SMALL GRANTS PROGRAM - REVISED GUIDELINES 

P.T. 34; K.W.  1014006 

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

The N a t i o n a 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  of  r e v i s e d  g u i d e l i n e s  f o r  t h e  NHLBI Small  Grants  Program

o r i g i n a l l y  announced 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 ,  Vol .  19,  No. 

7, February  16,  1990. Copies  a r e  a v a i l a b l e  from: 


D i r e c t o r  

D i v i s i o n  o f  Ext ramura l  A f f a i r s  

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

Westwood Bu i ld ing ,  Room 7A17 

Bethesda,  MD 20892 

Telephone:  (301)  496-7416 
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NOTICES OF AVAILABILITY (RFPs AND RFAs) 

ALZHEIMER'S DISEASE AND RELATED CEREBRAL DEGENERATIVE DISORDERS 

RFA AVAILABLE : NSAG-91-03 
-I-)' 

P.T. 34; K . W .  0715180, 0705010, 0710010, 1002030, 0755030, 0765033 

N a t i o n a l  I n s t i t u t e  o f  Neuro log ica l  D i s o r d e r s  and S t r o k e  
N a t i o n a l  I n s t i t u t e  on Aging 

Le t t e r  o f  I n t e n t  Rece ip t  Date: A p r i l  1 ,  1991 
A p p l i c a t i o n  R e c e i p t  Date: May 6 ,  1991 

Background 

The D i v i s i o n  o f  Demyelinat ing,  A t roph ic ,  and Dementing D i s o r d e r s  o f  t h e  
Na t iona l  I n s t i t u t e  o f  Neuro log ica l  D i s o r d e r s  and S t r o k e  (NINDS) and t h e  
Neuroscience and Neuropsychology o f  Aging Program o f  t h e  Na t iona l  I n s t i t u t e  on 
Aging ( N I A )  j o i n t l y  announce t h e  a v a i l a b i l i t y  o f  a Request f o r  A p p l i c a t i o n s
(RFA) on Alzhe imer ' s  Disease and R e l a t e d  C e r e b r a l  Degene ra t ive  D i s o r d e r s .  The 
NINDS and N I A  are i n t e r e s t e d  i n  enhancing t h e  suppor t  o f  i n n o v a t i v e  r e s e a r c h  
p r o j e c t s  des igned  t o  e l u c i d a t e  t h e  e t i o l o g y  o r  p a t h o g e n e s i s  o f  c e r e b r a l  
d e g e n e r a t i v e  d i s o r d e r s  such  as  Alzheimer 's  d i s e a s e ,  t o  improve d i a g n o s i s ,  and 
e v e n t u a l l y  t o  p r o v i d e  sound b a s e s  f o r  e f f e c t i v e  t h e r a p y .  Top ics  o f  i n t e r e s t  
i n c l u d e  s t u d i e s  i n  g e n e t i c s ,  mechanisms o f  c e l l  d e a t h ,  ne rve  growth f a c t o r s ,
animal  modeling, neuroimaging, and v a r i o u s  a s p e c t s  o f  d i f f e r e n t i a l  d i a g n o s i s .
A p p l i c a t i o n s  on r e l a t e d  t o p i c s  o r  o t h e r  problem areas are a l s o  encouraged.  

Mechanism of  Support  

The s u p p o r t  mechanism f o r  t h i s  program w i l l  b e  t h e  r e g u l a r  r e s e a r c h  g r a n t
( R o l l .  The I n s t i t u t e s  expec t  t o  make a t  l ea s t  20 awards.  

Review Procedures  

A l l  a p p l i c a t i o n s  shou ld  be  submi t t ed  on form PHS 398 (10/88 r e v i s i o n ) .
A p p l i c a t i o n s  judged by s ta f f  t o  be nonresponsive t o  t h e  RFA w i l l  b e  
a d m i n i s t r a t i v e l y  withdrawn and r e t u r n e d  t o  t h e  a p p l i c a n t .  A l l  a p p l i c a t i o n s  

i4.r,~ 	 t h a t  are complete  and r e s p o n s i v e  t o  t h i s  RFA w i l l  b e  e v a l u a t e d  by an NINDS 
p e e r  review group.  A p p l i c a t i o n s  judged c o m p e t i t i v e  f o r  award w i l l  b e  
subsequen t ly  reviewed by t h e  N a t i o n a l  Advisory Neuro log ica l  D i s o r d e r s  and 
S t r o k e  Counci l  and t h e  N a t i o n a l  Advisory Counci l  on Aging. 

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

RESEARCH STUDIES 


For p r o j e c t s  i n v o l v i n g  c l i n i c a l  r e s e a r c h ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g i v e 

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

p o p u l a t i o n s .  If women o r  m i n o r i t i e s  are n o t  i n c l u d e d  i n  t h e  s t u d y  p o p u l a t i o n s 

f o r  c l i n i c a l  s t u d i e s ,  a spec i f ic  j u s t i f i c a t i o n  f o r  t h i s  e x c l u s i o n  m u s t  be  

prov ided .  A p p l i c a t i o n s  wi thou t  such documentation w i l l  n o t  be  accep ted  f o r  

r ev iew.  


Method o f  A p p l i c a t i o n  


A p p l i c a t i o n s  must be  r e c e i v e d  by May 6, 1991. The review f o r  s c i e n t i f i c  and 

t e c h n i c a l  m e r i t  of  a p p l i c a t i o n s  judged r e s p o n s i v e  t o  t h e  RFA w i l l  t a k e  p l a c e 

i n  J u n e I J u l y  1991 and Counci l  review w i l l  b e  i n  September 1991. Awards w i l l  

beg in  p r i o r  t o  October  1,  1991. 


P o t e n t i a l  a p p l i c a n t s  may r e c e i v e  t h e  f u l l  RFA by E-Guide o r  on r e q u e s t  from: 


Eugene J .  O l i v e r ,  Ph.D. 

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  

D i v i s i o n  o f  Demyelinat ing,  A t roph ic ,  and Dementing D i s o r d e r s  

N a t i o n a l  I n s t i t u t e  o f  Neuro log ica l  D i s o r d e r s  and S t r o k e  

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  

F e d e r a l  B u i l d i n g ,  Room 806  

Bethesda,  MD 20892 

Telephone: (301)  496-1431 
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C a r l  D .  B. Banner,  Ph.11. 

Program D i r e c t o r ,  E t i o l o g y  o f  Alzhe imer ' s  Disease 

Dementias o f  Aging Branch, NNA 

N a t i o n a l  I n s t i t u t e  on Aging

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

B u i l d i n g  31, Room 5 C 3 5  

Bethesda,  MD 20892 

Telephone:  (301) 496-9350 


MANAGEMENT OF ALZHEIMER'S DISEASE SYMPTOMS 


RFA AVAILABLE : NR/AG-9 1-0 1 


P.T.  34; K.W. 0715180, 0785035, 04a40oo 


N a t i o n a l  Cen te r  f o r  Nursing Research 

N a t i o n a l  I n s t i t u t e  on Aging 


Letter o f  I n t e n t  Rece ip t  Date: A p r i l  8, 1991 

A p p l i c a t i o n  Rece ip t  Date:  May 20, 1991 


The Na t iona l  Cen te r  f o r  Nursing Research (NCNR) and t h e  N a t i o n a l  I n s t i t u t e  on 

Aging ( N I A )  i n v i t e  a p p l i c a t i o n s  f o r  R01 r e s e a r c h  p r o p o s a l s  f o r  p r e l i m i n a r y 

i n v e s t i g a t i o n s  t h a t  w i l l  l e a d  t o  l a r g e - s c a l e  c l i n i c a l  s t u d i e s  on t h e  

assessment  and nonpharmacological  management o f  secondary  symptoms e x h i b i t e d  

by p a t i e n t s  w i t h  Alzhe imer ' s  d i s e a s e  and r e l a t e d  d i s o r d e r s  ( A D ) .  The 

Alzheimer ' s  A s s o c i a t i o n  is  c o o p e r a t i n g  w i t h  NCNR and N I A  i n  t h i s  Request f o r  

A p p l i c a t i o n s  (RFA) . 

Estimates i n d i c a t e  t h a t  4 m i l l i o n  Americans p r e s e n t l y  s u f f e r  from Alzheimer 's  

d i s e a s e  o r  r e l a t e d  dement ias .  The impact o f  AD on p a t i e n t s ,  f a m i l i e s ,  and 

s o c i e t y  is s e v e r e  and i.s a n t i c i p a t e d  t o  grow as o l d e r  pe r sons ,  t h e  group most 

a t  r i s k  f o r  AD, c o n t i n u e  t o  i n c r e a s e  i n  number. Although it may n o t  y e t  be 

p o s s i b l e  t o  p r e v e n t ,  t r e a t ,  o r  permanent ly  a l t e r  t h e  c o u r s e  o f  t h e  u n d e r l y i n g 

d i s e a s e ,  i n t e r v e n t i o n s  can be  developed and s y s t e m a t i c a l l y  t e s t e d  t h a t  reduce  

t h e  p a t i e n t ' s  secondary  symptoms and p r e s e r v e  f u n c t i o n .  I n  a d d i t i o n  t o  

c o g n i t i v e  symptoms, non-cogni t ive  secondary  symptoms, which a r e  f r e q u e n t l y  

s e e n  a c r o s s  t h e  c o u r s e  o f  Alzhe imer ' s  d i s e a s e  and p r e s e n t  s i g n i f i c a n t  

management problems,  a r e  o f  s p e c i a l  concern .  These may i n c l u d e ,  bu t  are n o t  

l i m i t e d  t o ,  wandering, d i s t u r b e d  s l e e p ,  pac ing ,  a g i t a t i o n ,  f e e d i n g  and
d r e s s i n g  d i f f i c u l t i e s ,  i n c o n t i n e n c e  and t o i l e t i n g  d i f f i c u l t i e s ,  sc reaming and -.* 

o t h e r  v o c a l i z a t i o n s ,  a g g r e s s i o n  and v i o l e n c e ,  and i n a p p r o p r i a t e  s e x u a l  

b e h a v i o r .  These symptoms n o t  on ly  c o n t r i b u t e  t o  d e c i s i o n s  t o  i n s t i t u t i o n a l i z e  

a f f e c t e d  i n d i v i d u a l s ,  b u t  a l s o  l e a d  t o  t h e  u s e  o f  chemical  and p h y s i c a l 

r e s t r a i n t s .  


While t h e r e  e x i s t s  a g r e a t  d e a l  o f  c l i n i c a l  and a n e c d o t a l  i n fo rma t ion  about  

methods t h a t  can e f f e c t i v e l y  d e a l  w i th  i n d i v i d u a l  symptoms, l i t t l e  d a t a  e x i s t  

t h a t  have been o b t a i n e d  w i t h  t h e  r i g o r  o f  d e s i g n  and p rocedures  o f  t h e  

c o n t r o l l e d  c l i n i c a l  t r i a l .  The re fo re ,  a p p l i c a t i o n s  a r e  s o l i c i t e d  f o r  

p r e l i m i n a r y  i n v e s t i g a t i o n s  and f e a s i b i l i t y  s t u d i e s  t h a t  w i l l  l a y  t h e  

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

t e s t  i n t e r v e n t i o n s  f o r  t h e  management o f  t h e  secondary  symptoms. A p p l i c a t i o n s  

are i n v i t e d  f o r  s u p p o r t  o f  p r o j e c t s  t o  a d d r e s s  i s s u e s  i n c l u d i n g ,  b u t  n o t  

l i m i t e d  t o  : 


t h e  i d e n t i f i c a t i o n  o f  unde r ly ing  f a c t o r s  i n  r e s e a r c h  s u b j e c t s  t h a t  

r e s u l t  i n  b e h a v i o r a l  symptoms and methods t o  a d d r e s s  t h e s e  f a c t o r s .  


t h e  development o f  p r e l i m i n a r y  work and e a r l y  i n v e s t i g a t i o n s  t h a t  

w i l l  l e a d  t o  t h e  nonpharmacologic management and t r e a t m e n t  o f  t h e  

secondary  symptoms e x h i b i t e d  by p a t i e n t s  w i t h  Alzhe imer ' s  d i s e a s e  

and r e l a t e d  d i s o r d e r s .  


p r o v i s i o n  o f  a r i g o r o u s  s c i e n t i f i c  base  t h a t  w i l l  l e a d  t o  

c o n t r o l l e d  c l i n i c a l  t r i a l s  i n  i n s t i t u t i o n a l  o r  n o n i n s t i t u t i o n a l  

s e t t i n g s  by d e l i n e a t i n g  approaches  f o r  t h e  management o f  symptoms,

t h e  d u r a t i o n  o f  change, and t h e  p rocedures  r e q u i r e d  t o  ma in ta in  t h e  

change, i f  p o s s i b l e .  


development o f  i n s t r u m e n t s  t o  a s s e s s  b e h a v i o r a l  problems and 

monitor  changes .  


careful  s c i e n t i f i c  o b s e r v a t i o n s  o f  t h e  n a t u r a l  h i s t o r y /  c l i n i c a l  

c o u r s e  o f  t h e  b e h a v i o r a l  changes t h a t  occur  d u r i n g  t h e  p r o g r e s s i o n  .a 

o f  Alzhe imer ' s  d i s e a s e .  
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MECHANISM OF SUPPORT 

NCNR and N I A  a r e  a l l o c a t i n g  up t o  $75,000 i n  d i r e c t  c o s t s  f o r  each  award f o r  
each  fund ing  y e a r ,  n o t  t o  exceed t h r e e  y e a r s .  The i n t e n t  is  t o  fund t e n  t o  
f i f t e e n  R01 g r a n t s  by September 30, 1991. 

Fol lowing t h e  s t a n d a r d  N I H  p e e r  review p r o c e s s ,  P r i n c i p a l  I n v e s t i g a t o r s  may 
b'' 	submit  t h e i r  a p p l i c a t i o n s  and summary s t a t e m e n t s  t o  t h e  Alzhe imer ' s  

A s s o c i a t i o n  f o r  fund ing  c o n s i d e r a t i o n .  The Alzheimer 's  A s s o c i a t i o n  may fund 
s e l e c t e d  g r a n t s  a t  a maximum l e v e l  of  $45,000 t o t a l  c o s t s  each  y e a r  w i t h  a 10 
p e r c e n t  c e i l i n g  on i n d i r e c t  c o s t s ,  f o r  a maximum o f  t h r e e  y e a r s .  The 
Alzhe imer ' s  A s s o c i a t i o n  p r o j e c t  s t a r t  d a t e s  �or  fund ing  may n o t  c o i n c i d e  wi th  
t h e  NCNR o r  N I A  award d a t e s .  A p p l i c a n t s  may n o t  r e c e i v e  fund ing  from b o t h  N I H  
and t h e  Alzhe imer ' s  A s s o c i a t i o n  f o r  t h e  same a p p l i c a t i o n .  

SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND MINORITIES I N  CLINCAL RESEARCH 
STUDIES 

For  p r o j e c t s  i n v o l v i n g  c l i n i c a l  r e s e a r c h ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g i v e
s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  o f  women and m i n o r i t i e s  i n  s t u d y
p o p u l a t i o n s .  If women o r  m i n o r i t i e s  are n o t  i nc luded  o r  r e p r e s e n t e d  i n  t h e  
s t u d y  p o p u l a t i o n s  f o r  c l i n i c a l  s t u d i e s ,  a s p e c i a l  j u s t i f i c a t i o n  f o r  t h i s  
e x c l u s i o n  o r  i nadequa te  r e p r e s e n t a t i o n  must be  p rov ided .  A p p l i c a t i o n s  wi thou t  
such documentat ion w i l l  n o t  be  accep ted  f o r  review.  

REVIEW PROCEDURES AND CRITERIA 

The i n d i v i d u a l  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 ( r e v i s e d  10188 o r  9 /89)  
must be  used t o  app ly  f o r  t h e s e  g r a n t s .  Upon r e c e i p t ,  a p p l i c a t i o n s  w i l l  be  
reviewed by N I H  s ta f f  f o r  comple teness  and r e s p o n s i v e n e s s .  Incomple te
a p p l i c a t i o n s  w i l l  be  r e t u r n e d  t o  t h e  a p p l i c a n t  wi thout  f u r t h e r  c o n s i d e r a t i o n .  
A p p l i c a t i o n s  n o t  r e s p o n s i v e  t o  t h e  s c i e n t i f i c  i n t e n t  i d e n t i f i e d  i n  t h e  RFA o r  
t o  t h e  timeframe and budget  g u i d e l i n e s  w i l l  be r e t u r n e d  t o  DRG f o r  review wi th  
o t h e r  u n s o l i c i t e d  g r a n t  a p p l i c a t i o n s  d u r i n g  t h e  nex t  a v a i l a b l e  N I H  rev iew 
c y c l e .  

A p p l i c a t i o n s  may b e  s u b j e c t e d  t o  t r i a g e  by a p e e r  review group t o  de te rmine  
t h e i r  s c i e n t i f i c  merit  r e l a t i v e  t o  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  a d m i n i s t r a t i v e l y  withdraw t h o s e  a p p l i c a t i o n s  judged t o  
b e  noncompet i t ive  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  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  comple te ,  r e spons ive ,  and c o m p e t i t i v e  w i l l  b e  

' I-' 	 e v a l u a t e d  i n  accordance  w i t h  t h e  N I H  review c r i t e r i a  f o r  s c i e n t i f i c / t e c h n i c a l
merit by an  a p p r o p r i a t e  p e e r  rev iew group convened by t h e  NCNR and N I A .  The 
second l e v e l  of rev iew w i l l  be  provided  by t h e  NCNR and N I A  Na t iona l  Advisory
Counc i l s  . 
Although n o t  a p r e r e q u i s i t e  f o r  app ly ing ,  p o t e n t i a l  a p p l i c a n t s  a r e  encouraged 
t o  submit  a non-binding l e t t e r  o f  i n t e n t  by A p r i l  8, 1991, t o  John C .  Chah,
PhD, N a t i o n a l  Cen te r  f o r  Nursing Research,  B u i l d i n g  31, Room 5B19, 9000 
R o c k v i l l e  P ike ,  Bethesda ,  MD 20892. The l e t t e r  o f  i n t e n t  should  i n c l u d e  a 
d e s c r i p t i v e  t i t l e  o f  t h e  proposed r e s e a r c h ,  t h e  name, a d d r e s s ,  and t e l e p h o n e
number o f  t h e  P r i n c i p a l  I n v e s t i g a t o r ,  t h e  names of o t h e r  key personnel ,  and 
any o t h e r  p a r t i c i p a t i n g  i n s t i t u t i o n ( s 1 .  A p p l i c a t i o n s  must be  r e c e i v e d  by May
20, 1991. 

P o t e n t i a l  a p p l i c a n t s  are s t r o n g l y  encouraged t o  o b t a i n  t h e  f u l l  Request f o r  
A p p l i c a t i o n s  (RFA) and t o  d i r e c t  i n q u i r i e s  t o :  

.Mary D .  Lucas, PhD, RN 
Ch ie f ,  Acute & Chronic  

I l l n e s s  Branch 
Na t iona l  Cen te r  f o r  Nursing

Research  
Bu i ld ing  31, Room 5 B 0 3  
Bethesda,  MD 20892 
Telephone: (301)  496-0523 

Teresa  S .  Radebaugh, Sc.D. 
Ch ie f ,  Dementias o f  Aging
Neuroscience and 

Neuropsychology o f  Aging
N a t i o n a l  I n s t i t u t e  on Aging
B u i l d i n g  31, Room 5C21 
Bethesda,  MD 20892 
Telephone:  ( 3 0 1 )  496-9350 

Other  i n s t i t u t e s  and a g e n c i e s  are a l s o  i n t e r e s t e d  i n  r e s e a r c h  d e a l i n g  wi th  
Alzhe imer ' s  d i s e a s e  and r e l a t e d  d i s o r d e r s ,  i n c l u d i n g :  

The Na t iona l  I n s t i t u t e  o f  Mental  Hea l th  ( N I M H )  i s  i n t e r e s t e d  i n  r e s e a r c h  
d e a l i n g  w i t h  t h e  b e h a v i o r a l  and emot iona l  consequences of  Alzhe imer ' s  d i s e a s e  
and r e l a t e d  d i s o r d e r s .  The scope o f  N I M H  i n t e r e s t  i s  d e l i n e a t e d  i n  t h e  
announcement "Alzhe imer ' s  Disease Treatment  and Family S t r e s s . "  For more 
in fo rma t ion ,  c o n t a c t  Enid L igh t ,  PhD, N I M H ,  Room 11C-03, 5600 F i s h e r s  Lane,
Rockv i l l e ,  MD 20857, t e l e p h o n e  (301) 443-1185. 
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-- 

The N a t i o n a l  I n s t i t u t e  o f  Neuro log ica l  Disease and S t r o k e  program c o n t a c t  f o r  
Alzheimer 's  d i s e a s e  r e l a t e d  r e s e a r c h  i s  D r .  Eugene J .  O l i v e r ,  NINDS, F e d e r a l  
Bu i ld ing ,  Room 806, Bethesda,  MD 20892, t e l e p h o n e  ( 3 0 1 )  496-1431. 

T h i s  RFA is i n  a d d i t i o n  t o  t h e  ongoing program announcement on "Alzheimer 's  
Disease and R e l a t e d  D i s o r d e r s :  I s s u e s  i n  Careg iv ing , "  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 ,  V o l .  18, No. 6 ,  February 24, 1989, sponsored
by t h e  N a t i o n a l  I n s t i t u t e  on Aging. N a t i o n a l  Cen te r  f o r  Nursing Research,
N a t i o n a l  I n s t i t u t e  o f  Mental Hea l th ,  and t h e  N a t i o n a l  Cen te r  f o r  Hea l th  
S e r v i c e s  Research (now t h e  Agency f o r  Hea l th  Care P o l i c y  R e s e a r c h ) .  

ANALYSES AND PHYSIOLOGY OF ANTICARCINOGENS I N  SOYBEANS 

RFA AVAILABLE: CA-91-06 

P.T. 34; K.W. 0715035, 1007009, 0745027, 0710095 

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

Letter o f  I n t e n t  Rece ip t  Date: March 1 ,  1991 
A p p l i c a t i o n  Rece ip t  Date: A p r i l  29, 1991 

The 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  
( N C I ) ,  i n v i t e s  a p p l i c a t i o n s  f o r  g r a n t s  t o  q u a n t i f y  l e v e l s  o f  t o t a l  and 
i n d i v i d u a l  a n t i c a r c i n o g e n s  i n  soybeans and soy p r o d u c t s  and t o  s t u d y  t h e i r  
a b s o r p t i o n  and metabolism i n  humans. 

BACKGROUND 

Epidemiologic  and animal  s t u d i e s  s u g g e s t  soybean-r ich d i e t s  may r educe  cance r  
r i s k .  P o p u l a t i o n s  consuming predominant ly  p l an t -based  d i e t s ,  f o r  whom legumes
f r e q u e n t l y  r e p r e s e n t  an impor t an t  p r o t e i n  s o u r c e ,  t e n d  t o  have lower r a t e s  o f  
s e v e r a l  c a n c e r s  t h a n  p o p u l a t i o n s  who r e l y  h e a v i l y  on animal  p r o d u c t s .  One 
legume, soybeans,  v i a  a v a r i e t y  of  soy  p r o d u c t s  ( t o f u ,  miso, tempeh, soymilk,
n a t t o ) ,  i s  commonly consumed th roughou t  much o f  E a s t  A s i a  where b r e a s t  and 
c o l o n  c a n c e r  ra tes  are low i n  comparison t o  Western c o u n t r i e s .  Soybeans
c o n t a i n  s e v e r a l  classes o f  compounds i n  p a r t i c u l a r l y  h i g h  c o n c e n t r a t i o n s  w i t h  
demonstrated a n t i c a n c e r  a c t i v i t y ,  such as i s o f l a v o n e s ,  p r o t e a s e  i n h i b i t o r s ,
p h y t o s t e r o l s ,  s a p o n i n s ,  and i n o s i t o l  hexaphosphate .  O the r s  may a l s o  e x i s t .  
Basic r e s e a r c h  on t h e  a b s o r p t i o n  and metabolism o f  t h e s e  compounds i n  humans 
and a c c u r a t e  a n a l y t i c a l  d a t a  on t h e  l e v e l s  o f  t h e s e  compounds i n  commonly
consumed soy  p r o d u c t s  are  needed.  These d a t a  w i l l  h e l p  t o  de t e rmine  t h e  
p o t e n t i a l  impact o f  soybeans on c a n c e r  p r e v e n t i o n .  

The P u b l i c  H e a l t h  S e r v i c e  (PHS) is  committed t o  a c h i e v i n g  t h e  h e a l t i .  promotion
and d i s e a s e  p r e v e n t i o n  o b j e c t i v e s  o f  "Heal thy People  2O0Of1, a PHS-led n a t i o n a l  
a c t i v i t y  f o r  s e t t i n g  p r i o r i t y  areas. T h i s  RFA, "Analyses and Physiology o f  
A n t i c a r c i n o g e n s  i n  Soybeans,'I is r e l a t e d  t o  t h e  p r i o r i t y  area o f  c a n c e r  
p r e v e n t i o n .  

OBJECTIVES AND SCOPE 

The purpose o f  t h i s  Request f o r  A p p l i c a t i o n s  (RFA) i s  t o  s o l i c i t  a p p l i c a t i o n s
from q u a l i f i e d  i n v e s t i g a t o r s  t o  q u a n t i f y  l e v e l s  o f  t o t a l  and i n d i v i d u a l  
a n t i c a r c i n o g e n s  i n  soybeans and soy p r o d u c t s  and t o  s t u d y  t h e i r  a b s o r p t i o n  and 
metabolism i n  humans. The a n a l y t i c a l  work shou ld  f o c u s  o n l y  on t h o s e  
compounds i n  soybeans and soy  p r o d u c t s  t h a t  have demonstrated a n t i c a n c e r  
a c t i v i t y  and are unique t o  soybeans and soy p r o d u c t s  o r  p r e s e n t  a t  
s u b s t a n t i a l l y  h i g h  l e v e l s  ( r e l a t i v e  t o  o t h e r  f o o d s ) .  T o t a l  as w e l l  as 
i n d i v i d u a l  a n t i c a r c i n o g e n s  ( e . g . ,  t o t a l  i s o f l a v o n e s  and i n d i v i d u a l  
i s o f l a v o n e s ,  d a i d z e i n ,  g e n i s t e i n )  shou ld  be  q u a n t i f i e d .  A l l  f a c t o r s  
p o t e n t i a l l y  e f f e c t i n g  a n t i c a r c i n o g e n  l e v e l s / a c t i v i t y  shou ld  be  c o n s i d e r e d  f o r  
i n v e s t i g a t i o n .  

For t h e  c l i n i c a l  work, s t u d i e s  on t h e  a b s o r p t i o n  and metabolism o f  compounds
i n  soybeans and s o y  p r o d u c t s  w i th  demonstrated a n t i c a n c e r  a c t i v i t y  a re  t o  b e  
conducted.  When f e a s i b l e ,  dose-response r e l a t i o n s h i p s  between soy
p r o d u c t / a n t i c a r c i n o g e n  i n t a k e  and a n t i c a r c i n o g e n  l e v e l s  i n  blood and u r i n e ,
and /o r  feces and b i l e  shou ld  b e  conducted.  When a v a i l a b l e ,  b o t h  commonly
consumed soy p r o d u c t s  as w e l l  a s  soybean e x t r a c t s  o r  p u r e  soybean
a n t i c a r c i n o g e n s  shou ld  be  s t u d i e d .  Both long-term f e e d i n g  s t u d i e s ,  i n  which 
a n t i c a r c i n o g e n  l e v e l s  i n  s u b j e c t s  consuming soy p r o d u c t s / e x t r a c t s  ove r  an 
extended p e r i o d  of  t i m e ,  and s h o r t - t e r m  s t u d i e s ,  i n  which a n t i c a r c i n o g e n
l e v e l s  f o r  a minimal p e r i o d  a f t e r  t h e  consumption o f  a s i n g l e  a d m i n i s t r a t i o n  
o f  soy p r o d u c t s ,  e x t r a c t s ,  o r  p u r e  compounds are s t u d i e d ,  are  a p p r o p r i a t e
under  t h i s  RFA. 
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SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND MINORITIES I N  C L I N I C A L  
RESEARCH STUDIES 

For p r o j e c t s  i n v o l v i n g  c l i n i c a l  r e s e a r c h ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g i v e
s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  o f  women and m i n o r i t i e s  i n  s t u d y
p o p u l a t i o n s .  If women o r  m i n o r i t i e s  are n o t  i nc luded  o r  a d e q u a t e l y
r e p r e s e n t e d  i n  t h e  s t u d y  p o p u l a t i o n s  f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c
j u s t i f i c a t i o n  f o r  t h i s  e x c l u s i o n  o r  i nadequa te  r e p r e s e n t a t i o n  must be 
p rov ided .  A p p l i c a t i o n s  wi thou t  such documentation w i l l  no t  be accep ted  f o r  
r ev iew.  

MECHANISM OF SUPPORT 

The s u p p o r t  mechanism f o r  t h i s  program w i l l  b e  t h e  i n d i v i d u a l  r e s e a r c h  g r a n t
( R o l l .  T h i s  RFA i s  a one-time s o l i c i t a t i o n .  Fu tu re  u n s o l i c i t e d  competing
renewal  a p p l i c a t i o n s  w i l l  compete w i t h  a l l  i n v e s t i g a t o r - i n i t i a t e d  a p p l i c a t i o n s
and be  reviewed by t h e  D i v i s i o n  o f  Research Gran t s  ( D R G ) .  Approximately
$900,000 i n  t o t a l  c o s t s  p e r  y e a r  f o r  3 y e a r s  w i l l  b e  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  t h a t  are  submi t t ed  i n  r e sponse  t o  t h i s  RFA. I t  i s  
a n t i c i p a t e d  t h a t  3 t o  4 awards w i l l  b e  made. 

REVIEW PROCESS 

A l l  a p p l i c a t i o n s  submi t t ed  i n  r e sponse  t o  t h i s  RFA w i l l  be 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 an i n i t i a l  review group t h a t  w i l l  be 
convened f o r  t h i s  purpose by t h e  D i v i s i o n  o f  Extramural  Af fa i r s .  Those 
a p p l i c a t i o n s  judged t o  be b o t h  c o m p e t i t i v e  and r e s p o n s i v e  w i l l  be f u r t h e r  
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 an a p p r o p r i a t e  p e e r  review 
group convened 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 C I .  The second 
l e v e l  o f  review by t h e  N a t i o n a l  Cancer Advisory Board c o n s i d e r s  t h e  s p e c i a l
needs o f  t h e  I n s t i t u t e  and t h e  p r i o r i t i e s  o f  t h e  Na t iona l  Cancer Program. 

METHOD OF APPLYING 

P o t e n t i a l  a p p l i c a n t s  are  asked t o  submit a l e t t e r  o f  i n t e n t  and t h a t  i n c l u d e s  
a d e s c r i p t i v e  t i t l e  o f  t h e  proposed r e s e a r c h ,  t h e  name and a d d r e s s  o f  t h e  
p r i n c i p a l  i n v e s t i g a t o r ,  t h e  names o f  o t h e r  key p e r s o n n e l ,  t h e  p a r t i c i p a t i n g
i n s t i t u t i o n s ,  and t h e  number and t i t l e  o f  t h e  RFA i n  r e sponse  t o  which t h e  
a p p l i c a t i o n  i s  b e i n g  s u b m i t t e d .  T h i s  l e t t e r  should be  r e c e i v e d  no l a t e r  than  
March 1 ,  1991. P o t e n t i a l  a p p l i c a n t s  shou ld  wr i te  o r  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:

4' 

Mark J .  Messina, Ph.D., Program D i r e c t o r  

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

9000 R o c k v i l l e  P ike ,  EPN 212C 

Bethesda,  MD 20892 

Telephone:  ( 3 0 1 )  496-8573 


The RFA l a b e l  a v a i l a b l e  i n  t h e  10188 r e v i s i o n  o f  A p p l i c a t i o n  Form 398 must be  

a f f i x e d  t o  t h e  bottom o f  t h e  face page.  F a i l u r e  t o  u s e  t h i s  l a b e l  c o u l d  

r e s u l t  i n  de l ayed  p r o c e s s i n g  o f  t h e  a p p l i c a t i o n  such t h a t  it may n o t  r e a c h  t h e  

r e v i e w  c o m m i t t e e  i n  t i m e  f o r  r ev iew.  


SITES TESTING OSTEOPOROSIS PREVENTIONIINTERVENTION TREATMENTS 


RFA AVAILABLE: AG-91-04 


P.T. 34; K.W. 0705050, 0745027, 0755015, 0710010 


N a t i o n a l  I n s t i t u t e  on Aging 


Letter o f  I n t e n t  Rece ip t  Date: March 15, 1991 

A p p l i c a t i o n  Rece ip t  Date: A p r i l  29, 1991 


The N a t i o n a l  I n s t i t u t e  on Aging ( N I A )  i n v i t e s  a p p l i c a t i o n s  f o r  c o o p e r a t i v e  

agreements  t o  deve lop  and t e s t  i n t e r v e n t i o n s  t o  l e s s e n ,  p r e v e n t ,  o r  r e v e r s e  

loss o f  bone s t r e n g t h  i n  t h e  h i p  t o  r educe  r i s k  of h i p  f r a c t u r e s  i n  o l d e r  

p e r s o n s .  


BACKGROUND, GOALS, SCOPE, AND E L I G I B I L I T Y  REQUIREMENTS 


The enormous p u b l i c  h e a l t h  impact o f  o s t e o p o r o s i s  i s  c o n c e n t r a t e d  h e a v i l y  

among p e r s o n s  65  y e a r s  o l d  and o l d e r .  I n  p a r t i c u l a r ,  t h e  v a s t  m a j o r i t y  o f  h i p 

f r a c t u r e s  occur  i n  t h i s  age r ange .  S e v e r a l  c l i n i c a l  t r i a l s  o f  i n t e r v e n t i o n s  


1'' 	a g a i n s t  o s t e o p o r o s i s  have r e p o r t e d  promising r e s u l t s ,  b u t  t r i a l s  have inc luded  
f e w  s u b j e c t s  o v e r  age  65, f e w  t r i a l s  have s t u d i e d  e f fec ts  on bone d e n s i t y  i n  
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t h e  h i p ,  and no t r i a l s  have adequate  s t a t i s t i c a l  power t o  de t e rmine  t h e  effect  
o f  i n t e r v e n t i o n s  on h i p  f r a c t u r e s  i n  t h i s  p o p u l a t i o n .  

The Request  f o r  A p p l i c a t i o n s  (RFA) s o l i c i t s  p r o j e c t s  which w i l l  t e s t  t h e  
e f f i c a c y  o f  i n t e r v e n t i o n s  ( o r  combina t ions  o f  i n t e r v e n t i o n s )  a g a i n s t
o s t e o p o r o s i s  o f  t h e  h i p  i n  pe r sons  aged 65 o r  o l d e r .  Proposed s t u d i e s  must 
measure effects  i n  t h e  h i p  b u t  may a l s o  i n c l u d e  measures  o f  effects a t
a d d i t i o n a l  s k e l e t a l  s i tes .  S u b j e c t s  f o r  i n c l u s i o n  i n  proposed t r i a l s  must b e  1 

age  65 or o v e r .  S t u d i e s  may a l s o  measure effects  o f  o s t e o p o r o s i s  t r e a t m e n t  on 
f r a c t u r e s  o f  t h e  h i p  and o t h e r  s i t es .  A p i l o t  phase  f o r  s a f e t y  and 
f e a s i b i l i t y  t e s t i n g  and p r o t o c o l  r e f inemen t  o f  i n t e r v e n t i o n  s t u d i e s  may be  
proposed .  The P r i n c i p a l  I n v e s t i g a t o r s  and key s ta f f  of STOPIIT ( S i t e s  T e s t i n g
Os teoporos i s  P r e v e n t i o n / I n t e r v e n t i o n  Trea tmen t s )  p r o j e c t s ,  under  t h e  terms of 
awards,  w i l l  m e e t  w i t h  t h e  N I A  Program Admin i s t r a to r  e v e r y  s i x  months t o  
review t h e  p r o g r e s s  o f  t h e i r  s t u d i e s .  Funds f o r  such t r a v e l  w i l l  be  inc luded  
i n  awards.  

A maximum o f  $550,000 f i rs t  y e a r  t o t a l  ( d i r e c t  p l u s  i n d i r e c t )  c o s t s  may b e  
r e q u e s t e d  p e r  a p p l i c a t i o n  and a t o t a l  o f  no more t h a n  $3.1 m i l l i o n  may b e  
r e q u e s t e d  p e r  a p p l i c a t i o n  f o r  t h e  e n t i r e  p r o j e c t  d u r a t i o n .  T h i s  RFA i s  a 
one-time s o l i c i t a t i o n .  Up t o  $2 .1  m i l l i o n  ( t o t a l  c o s t )  f o r  f i r s t - y e a r  
expenses  and a d d i t i o n a l  approved expenses  f o r  up t o  f i v e  y e a r s  w i l l  be  
committed i n  F i s c a l  Year 1991 t o  fund a p p l i c a t i o n s  i n  r e sponse  t o  t h i s  RFA. 
It is a n t i c i p a t e d  t h a t  up t o  f o u r  awards w i l l  be  made i n  FY 1991. A d d i t i o n a l  
p r o p o s a l s  i n  r e sponse  t o  t h i s  RFA may be  funded i n  F i s c a l  Y e a r  1992 depending 
on q u a l i t y  o f  a p p l i c a t i o n s  and a v a i l a b i l i t y  o f  funds .  I s s u a n c e  o f  awards 
pu r suan t  t o  t h i s  RFA is  c o n t i n g e n t  on t h e  a v a i l a b i l i t y  o f  funds  f o r  t h i s  
purpose .  The ear l ies t  f e a s i b l e  start  d a t e  f o r  t h e  i n i t i a l  awards w i l l  be  
September 30, 1991. 

A p p l i c a n t s  r e spond ing  t o  t h i s  RFA a r e  a l s o  encouraged t o  submit  concur ren t  
companion r e s e a r c h  p r o j e c t  g r a n t  a p p l i c a t i o n s  f o r  s t u d i e s  on t h e  
pa thophys io logy  o f  o s t e o p o r o s i s  i n  advanced age  and t h e  mechanisms a f f e c t i n g  
r e sponse  t o  t r e a t m e n t  i n  o l d e r  pe r sons ,  a s  d e s c r i b e d  i n  N I A  RFA AG-91-08 i n  
t h i s  i s s u e  of  t h e  N I H  Guide f o r  Gran t s  and C o n t r a c t s .  No e l emen t s  o f  t h e s e  
proposed companion s t u d i e s  shou ld  d u p l i c a t e  any elements o f  s t u d i e s  proposed
i n  r e sponse  t o  t h i s  RFA (AG-91-04). 

MECHANISM OF SUPPORT 

Suppor t  o f  t h i s  program w i l l  b e  th rough  c o o p e r a t i v e  agreements  ( U O 1 )  between
each  awardee and N I A .  Under t h e  terms o f  t h e s e  c o o p e r a t i v e  agreements ,  t h e  u 

awardee d e f i n e s  t h e  d e s i g n  and d e t a i l s  o f  t h e  p r o j e c t  under  t h e  terms o f  t h i s  
RFA, r e t a i n s  pr imary  r e s p o n s i b i l i t y  for performance o f  t h e  r e s e a r c h  and f o r  
a n a l y z i n g  and p u b l i s h i n g  r e s u l t s ,  and a g r e e s  t o  a c c e p t  a s s i s t a n c e  from t h e  N I A  
Program A d m i n i s t r a t o r  i n  t h e  f o l l o w i n g :  

o 	 P a r t i c i p a t i o n  i n  t h e  mon i to r ing  o f  i n t e r v e n t i o n  s t u d y  i s s u e s  
r e l a t i n g  t o  r e c r u i t m e n t ,  t r e a t m e n t ,  follow-up, q u a l i t y  c o n t r o l ,  and 
adherence  t o  p r o t o c o l .  

o C o n s i d e r a t i o n  o f  ad jus tmen t s  o f  i n t e r v e n t i o n  s t u d y  d e s i g n s  and 
p r o t o c o l s .  

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

REVIEW PROCEDURES AND CRITERIA 

A p p l i c a t i o n s  w i l l  be  r e c e i v e d  by t h e  N I H  D i v i s i o n  o f  Research  Gran t s  and w i l l  
b e  a s s i g n e d  t o  t h e  N I A .  Responsive a p p l i c a t i o n s  w i l l  be  a s s i g n e d  t o  a s p e c i a l
rev iew group o rgan ized  by N I A .  Fol lowing t h i s  review,  a p p l i c a t i o n s  w i l l  be  
c o n s i d e r e d  by t h e  N a t i o n a l  Advisory Counci l  on Aging. A p p l i c a t i o n s  w i l l  be  
e v a l u a t e d  on customary c r i t e r i a  �or  s c i e n t i f i c  merit  and t h e  adequacy o f  
a p p l i c a n t s ?  p l a n s  f o r  meet ing  t h e  s p e c i a l  program requ i r emen t s  o f  t h i s  RFA. 
A p p l i c a t i o n s  w i l l  be  e v a l u a t e d  r e g a r d i n g  i s s u e s  r e l a t i n g  t o  i n c l u s i o n  o f  women 
and m i n o r i t i e s .  (Note fo l lowing  s p e c i a l  i n s t r u c t i o n s .  1 

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

For p r o j e c t s  i n v o l v i n g  c l i n i c a l  r e s e a r c h ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g i v e
s p e c i a l  a t t e n t i o n  t o  t h e  i n c l u s i o n  o f  women and m i n o r i t i e s  i n  s t u d y
p o p u l a t i o n s .  If women o r  m i n o r i t i e s  a r e  n o t  i nc luded  o r  a d e q u a t e l y
r e p r e s e n t e d  i n  t h e  s t u d y  p o p u l a t i o n s  f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c
j u s t i f i c a t i o n  f o r  t h i s  e x c l u s i o n  o r  inadequa te  r e p r e s e n t a t i o n  must be  
p rov ided .  A p p l i c a t i o n s  wi thou t  such  j u s t i f i c a t i o n  w i l l  n o t  be  accep ted  f o r  
rev iew.  
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METHOD OF APPLYING: A p p l i c a n t s  shou ld  r e q u e s t  t h e  f u l l  RFA from t h e  N I A  s t a f f  
c o n t a c t  l i s t e d  below. A l e t t e r  o f  i n t e n t  t o  submit  an  a p p l i c a t i o n ,  wh i l e  n o t  
r e q u i r e d ,  is  r e q u e s t e d  t o  be  s e n t  t o  t h e  same s ta f f  c o n t a c t  by March 15,  1991. 
The 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  is  A p r i l  29, 1991. The f u l l  RFA may
be  o b t a i n e d  from: 

*-# 	 S t a n l e y  L .  S l a t e r ,  M . D .  
Geriatrics Program
N a t i o n a l  I n s t i t u t e  on Aging
B u i l d i n g  31, Room 5C27 
N a t i o n a l  I n s t i t u t e s  o f  Hea l th  
Bethesda,  MD 20892 
Telephone:  (301)  496-6761 

SITES TESTING OSTEOPOROSIS PREVENTION/INTERVENTION TREATMENTS: COMPANION 
STUDIES OF PATHOPHYSIOLOGY AND MECHANISMS 

RFA AVAILABLE: AG-91-08 

P.T. 34; K.W. 0705050, 0745027, 0710010, 0765035 

N a t i o n a l  I n s t i t u t e  on Aging 

A p p l i c a t i o n  Rece ip t  Date: A p r i l  29, 1991 

BACKGROUND: The N a t i o n a l  I n s t i t u t e  on Aging ( N I A )  h a s  i s s u e d  a Request f o r  
A p p l i c a t i o n s  (RFA): SITES TESTING OSTEOPOROSIS PREVENTION/INTERVENTION
TREATMENTS (STOP/IT) (AG-91-04), s o l i c i t i n g  p r o j e c t s  t o  t es t  t h e  e f f i c a c y  o f  
i n t e r v e n t i o n s  ( o r  combina t ions  o f  i n t e r v e n t i o n s )  a g a i n s t  o s t e o p o r o s i s  i n  t h e  
h i p ,  i n  p e r s o n s  aged 65 o r  more. That  RFA p rov ides  funds  f o r  i n t e r v e n t i o n  
s t u d i e s  o n l y .  Because ev idence  is i n c r e a s i n g  t h a t  t h e  d i s e a s e  p r o c e s s  may
d i f f e r  i n  s i g n i f i c a n t  r e s p e c t s  i n  t h i s  age  range  compared t o  younger ages ,  and 
because  much remains  t o  be  l e a r n e d  about  mechanisms accoun t ing  f o r  t h e s e  
d i f f e r e n c e s ,  N I A  wishes  t o  i n c r e a s e  g a i n s  i n  knowledge from t h e s e  i n t e r v e n t i o n  
s t u d i e s  by s u p p o r t i n g  companion s t u d i e s  t o  e x p l o r e  mechanisms u n d e r l y i n g  t h e  
i n t e r a c t i o n  o f  t h e  d i s e a s e  p r o c e s s  wi th  i n t e r v e n t i o n s  b e i n g  exp lo red  i n  t h e  
c l i n i c a l  t r i a l s  funded under  AG-91-04. The re fo re ,  on ly  i n s t i t u t i o n s  
responding  t o  AG-91-04 may submit  a p p l i c a t i o n s  i n  r e sponse  t o  t h i s  RFA. Those 
n o t  e l i g i b l e  f o r  t h i s  RFA who wish suppor t  f o r  s t u d i e s  on o s t e o p o r o s i s  i n  

' ~ i r ~ f 	advanced age  are encouraged t o  submit  a p p l i c a t i o n s  a t  any r e g u l a r l y  scheduled  
submiss ion  d e a d l i n e ,  as d e s c r i b e d  i n  t h e  NIA/NIAMS program announcement: Type
I1 Os teoporos i s  ( N I H  Guide f o r  Gran t s  and C o n t r a c t s  17, No. 28, September 2 ,
1988) .  

RESEARCH GOALS AND SCOPE: The s c r e e n i n g  and r e c r u i t m e n t  o f  s u b j e c t s  over  age
65, as r e q u e s t e d  i n  AG-91-04, w i l l  p rov ide  o p p o r t u n i t i e s  f o r  s t u d i e s  on t h e  
pa thophys io logy  o f  o s t e o p o r o s i s  i n  advanced age ,  and t h e  mechanisms a f f e c t i n g  
r e sponse  t o  t r e a t m e n t  i n  o l d e r  p e r s o n s .  S t u d i e s  are encouraged on f a c t o r s  
a f f e c t i n g  t h e  p r o g r e s s  o f  t h e  d i s e a s e  i n  women many y e a r s  a f t e r  menopause and 
i n  o l d e r  men, a s  w e l l  as s t u d i e s  o f  f a c t o r s  s p e c i f i c a l l y  a f f e c t i n g  bone loss 
i n  t h e  h i p  i n  t h i s  age r a n g e .  A p p l i c a n t s  responding  t o  t h i s  RFA are a l s o  
i n v i t e d  t o  e x p l o r e  o r  v e r i f y  mechanisms unde r ly ing  t h e  e f fec ts  ( o r  l a c k  o f  
e f fec ts )  o f  i n t e r v e n t i o n s  on bone mass, bone d e n s i t y ,  and/or  bone s t r e n g t h  i n  
o l d e r  p e r s o n s .  Because comorbid i ty  and u s e  o f  m u l t i p l e  med ica t ions  are 
ex t r eme ly  common among pe r sons  ove r  age  65, s t u d i e s  of t h e  impact o f  t h e s e  
compl i ca t ing  f a c t o r s  on t h e  d i s e a s e  p r o c e s s  and r e sponses  t o  i n t e r v e n t i o n s  are 
a l s o  a p p r o p r i a t e .  

MECHANISM OF SUPPORT: Suppor t  o f  t h i s  program w i l l  be  th rough  t h e  P u b l i c  
Hea l th  S e r v i c e  g r a n t - i n - a i d .  Only t h e  R01 g r a n t  mechanism can  be  u s e d .  
Awards w i l l  be a d m i n i s t e r e d  under  PHS g r a n t s  p o l i c y  as s t a t e d  i n  t h e  P u b l i c  
Hea l th  S e r v i c e  Gran t s  p o l i c y  s t a t e m e n t ,  DHHS P u b l i c a t i o n  No. (OASH) 82-50,000,
r e v i s e d  October  1 ,  1990. 

T h i s  RFA i s  a one-time s o l i c i t a t i o n .  Up t o  $1 .2  m i l l i o n  h a s  been set  a s i d e  
f o r  t o t a l  ( d i r e c t  p l u s  i n d i r e c t )  f i r s t - y e a r  c o s t s  and a d d i t i o n a l  approved 
expenses  f o r  up t o  f i v e  y e a r s  t o  fund a p p l i c a t i o n s  submi t t ed  i n  r e sponse  t o  
t h i s  RFA. ( N I A  and t h e  Na t iona l  I n s t i t u t e  o f  A r t h r i t i s ,  Muscu loske le t a l  and 
Sk in  Di seases  w i l l  c o n t r i b u t e  equa l  s h a r e s  o f  t h i s  f u n d i n g . )  No s i n g l e
p r o p o s a l  should  r e q u e s t  more t h a n  $ 1 5 0 , 0 0 0  ( d i r e c t  p l u s  i n d i r e c t  c o s t s )  f o r  
f i r s t - y e a r  expenses .  Fu tu re  y e a r  annual  i n c r e a s e s  w i l l  g e n e r a l l y  be  l i m i t e d  
t o  no more t h a n  f o u r  p e r c e n t .  M u l t i p l e  p r o p o s a l s  may be  submi t t ed  by each 
a p p l i c a n t  i n s t i t u t i o n .  It is  a n t i c i p a t e d  t h a t  approximate ly  8 awards w i l l  be  
made i n  F i s c a l  Year 1991. A d d i t i o h a l  a p p l i c a t i o n s  submi t t ed  i n  r e sponse  t o  
t h i s  RFA may be  funded i n  F i s c a l  Year 1992. The award o f  g r a n t s  pu r suan t  t o  
t h i s  RFA i s  c o n t i n g e n t  on r e c e i p t  of a p p l i c a t i o n s  o f  h igh  s c i e n t i f i c  meri t  and 
t h e  a v a i l a b i l i t y  o f  funds  f o r  t h i s  purpose .  
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SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND MINORITIES I N  CLINICAL 

RESEARCH STUDIES 


For p r o j e c t s  i n v o l v i n g  c l i n i c a l  r e s e a r c h ,  N I H  r e q u i r e s  a p p l i c a n t s  t o  g i v e 

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

p o p u l a t i o n s .  If women or m i n o r i t i e s  are n o t  i n c l u d e d  i n  t h e  s t u d y  p o p u l a t i o n s 

f o r  c l i n i c a l  s t u d i e s ,  a s p e c i f i c  j u s t i f i c a t i o n  f o r  t h i s  e x c l u s i o n  must be “1? 


prov ided .  A p p l i c a t i o n s  wi thou t  such documentat ion w i l l  n o t  be accep ted  f o r  

r ev iew.  


REVIEW PROCEDURES AND C R I T E R I A :  A p p l i c a t i o n s  w i l l  b e  r e c e i v e d  by t h e  N I H  

D i v i s i o n  o f  Research Gran t s  and w i l l  be a s s i g n e d  t o  N I A .  Responsive 

a p p l i c a t i o n s  w i l l  be a s s i g n e d  t o  a s p e c i a l  review group convened by N I A  f o r  

review.  Fol lowing t h i s  review,  a p p l i c a t i o n s  w i l l  be c o n s i d e r e d  by t h e  

N a t i o n a l  Advisory Counci l  on Aging. S c i e n t i f i c  review c r i t e r i a  t o  be used i n  

t h e  e v a l u a t i o n  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  i n  r e sponse  t o  t h i s  RFA are l i s t e d  

i n  t h e  f u l l  RFA. 


METHOD OF APPLYING: A p p l i c a n t s  shou ld  r e q u e s t  t h e  f u l l  RFA from t h e  N I A  s t a f f  

c o n t a c t  l i s t e d  a t  t h e  end o f  t h i s  announcement. A l e t t e r  o f  i n t e n t  t o  submit 

a n  a p p l i c a t i o n ,  w h i l e  n o t  r e q u i r e d ,  i s  r e q u e s t e d  t o  be  s e n t  t o  t h e  same s t a f f  

c o n t a c t  by March 15, 1991. A p p l i c a t i o n s  shou ld  be submi t t ed  on t h e  s t a n d a r d  

PHS 398 a p p l i c a t i o n  form ( r e v i s e d  October 19881, a v a i l a b l e  a t  most 

i n s t i t u t i o n a l  b u s i n e s s  o f f i c e s  and t h e  D i v i s i o n  o f  Research Gran t s ,  N I H , 

t e l e p h o n e  ( 3 0 1 )  496-7441. On i t e m  2 o f  t h e  face page of  t h e  a p p l i c a t i o n , 

a p p l i c a n t s  shou ld  e n t e r :  N I A  (STOP/IT) Companion S t u d i e s ,  AG-91-08. The RFA 

l a b e l  a v a i l a b l e  i n  t h e  10/88 r e v i s i o n  o f  t h e  A p p l i c a t i o n  Form 398 must be  

a f f i x e d  t o  t h e  bottom o f  t h e  face page.  F a i l u r e  t o  u s e  t h i s  l a b e l  cou ld  

r e s u l t  i n  de l ayed  p r o c e s s i n g  o f  t h e  a p p l i c a t i o n  and p r e v e n t  it from r e a c h i n g 

t h e  review committee i n  t i m e  f o r  r ev iew.  The 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  i s  A p r i l  29, 1991. 


The f u l l  RFA may be  o b t a i n e d  from: 


S t a n l e y  L .  S l a t e r ,  M.D. 

Geriatrics Program

N a t i o n a l  I n s t i t u t e  on Aging

Room 5C27, B u i l d i n g  31, N I H  

Bethesda,  MD 20892 

Telephone: ( 3 0 1 )  496-6761 


‘**c 

* U.S.  G.P.0.:1991-281-826:20029 
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