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POTICES 

PUBLIC HEALTH SERVICE - OPEN MEETING ON CONFLICTS OF INTEREST I N  CLINICAL 
EVALUATION OF COMMERCIAL PRODUCTS 

"="I P.T. 42;  K.W. 1014004 

Nat iona l  I n s t i t u t e s  o f  Heal th  
Alcohol,  Drug Abuse, and Mental Heal th  Adminis t ra t ion  

SUMMARY: The P u b l i c  Heal th  S e r v i c e  (PHS) recognizes  t h e  need t o  i s s u e  
r e g u l a t i o n s  a d d r e s s i n g  c o n f l i c t - o f - i n t e r e s t  i s sues  t h a t  ar ise  when 
i n v e s t i g a t o r s  conduct ing PHS-supported c l i n i c a l  e v a l u a t i o n s  o f  commercial 
p roducts  have f i n a n c i a l  i n t e r e s t s  i n  t h o s e  products .  b e f o r e  proceeding wi th  
rulemaking, t h e  PHS i n v i t e s  members of t h e  p u b l i c  t o  a t t e n d  a meeting t o  
d i s c u s s  p r i n c i p l e s  and q u e s t i o n s  r e l e v a n t  t o  such r e g u l a t i o n s .  

DATE: November 3 0 ,  1990, 8 : 3 0  a . m .  t o  4130 p.m. 

ADDRESS: 	 Masur Auditorium, C l i n i c a l  Center,  (Bui ld ing  1 0 )
Nat iona l  I n s t i t u t e s  o f  Heal th  
9000 Rockvi l le  Pike 
Bethesda, MD 20892 

FOR FURTHER INFORMATION CONTACT: 


George Galasso,  Ph.D. 

Associa te  D i r e c t o r  f o r  Extramural Affairs  

N I H ,  Bui ld ing  1 ,  Room 152 

9000 Rockvi l le  Pike 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-5356 


SUPPLEMENTAL INFORMATION: 


The PHS s u p p o r t s  c l i n i c a l  t r i a l s  t h a t  invo-le  t h e  e v a l u a t i o n  o f  commercial 

p r o d u c t s  such as drugs,  vacc ines ,  and d e v i c e s .  The e f f i c i e n t  t r a n s f e r  o f  

t h e s e  r e s e a r c h  r e s u l t s  i n t o  commerce i s  e s s e n t i a l  t o  improve h e a l t h  care and 

economic compet i t iveness .  I n  g e n e r a t i n g  new knowledge about a commercial 

product ,  t h e  PHS-supported r e s e a r c h  may affect  t h e  product ' s  va lue  e i t h e r  

favorably  o r  adverse ly .  To t h e  e x t e n t  t h a t  p a r t i c i p a t i n g  i n v e s t i g a t o r s  have 

f i n a n c i a l  i n t e r e s t s  r e l a t e d  t o  commercial p roducts  t h e y  are e v a l u a t i n g  i n  

c l i n i c a l  t r i a l s ,  t h e  r i s k  o f  apparent  o r  a c t u a l  c o n f l i c t s  o f  i n t e r e s t  must be 

addressed by t h e  PHS and t h e  r e s e a r c h  community it s u p p o r t s .  F i n a n c i a l  

hold ings  o f  i n v e s t i g a t o r s  must n o t  i n f l u e n c e  t h e  des ign ,  conduct,  o r  r e p o r t i n g 

o f  such c l i n i c a l  t r i a l s .  


The PHS has  a l r e a d y  i ssued  r e g u l a t i o n s  d e a l i n g  wi th  misconduct i n  s c i e n c e  t o  

p r o t e c t  PHS-supported biomedical and behaviora l  r e s e a r c h  a g a i n s t 

f a l s i f i c a t i o n ,  f a b r i c a t i o n ,  p lag iar i sm o r  o t h e r  p r a c t i c e s  t h a t  s e r i o u s l y 

d e v i a t e  f r o m  commonly accepted pract ices  w i t h i n  t h e  s c i e n t i f i c  community. PHS 

is  c o n s i d e r i n g  i ssuance  o f  a d d i t i o n a l  r u l e s  t o  promote t h e  i n t e g r i t y  of 

PHS-supported c l i n i c a l  t r i a l s  where i n v e s t i g a t o r s  may have f i n a n c i a l  i n t e r e s t s  

t h a t  could a f fec t  o r  g i v e  t h e  appearance o f  a f f e c t i n g  t h e i r  o b j e c t i v i t y . 

Before doing so ,  t h e  PHS and i t s  component agencies ,  t h e  Nat iona l  I n s t i t u t e s  

o f  Heal th  ( N I H )  and t h e  Alcohol, Drug Abuse, and Mental Heal th  Adminis t ra t ion  

(ADAMHA) w i l l  conduct a p u b l i c  meeting t o  d i s c u s s  one approach t o  address ing 

t h e  i s s u e s  involved,  as w e l l  as o t h e r  a l t e r n a t i v e s .  


The proposed approach is o u t l i n e d  i n  t h i s  n o t i c e .  I n  developing t h e  o u t l i n e , 

NIHlADAMHA have taken  i n t o  c o n s i d e r a t i o n  t h e  comments rece ived  on t h e  ear l ie r  

proposed Guide l ines  publ ished i n  t h e  N I H  Guide f o r  Grants  and Cont rac ts ,  Vol. 

18, No. 3 2 ,  September 15, 1989.  The meeting w i l l  p rovide  a forum f o r  p u b l i c  

comments on t h e  proposed approach and t h e  v a r i o u s  i s s u e s  which it a t t a m p t s  t o  

address ,  as w e l l  as an oppor tuni ty  f o r  a l t e r n a t i v e  sugges t ions .  


The meeting w i l l  be  h e l d  on November 3 0 ,  1990 i n  Masur Auditorium on t h e  

campus o f  t h e  N I H .  R e g i s t r a t i o n  is reques ted  a s  s e a t i n g i s  l i m i t e d  t o  

approximately 500 a t t e n d e e s .  To a s s u r e  t h a t  your comments w i l l  be  cons idered  

i n  t h e  event  t h a t  you may n o t  be  a b l e  t o  p r e s e n t  them o r a l l y ,  w r i t t e n  comments 

may be submit ted a t  t h e  r e g i s t r a t i o n  desk.  I n t e r e s t e d  p a r t i e s  may r e g i s t e r  by

c o n t a c t i n g  : 
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Ms. Bonnie Kaps 

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

Bui ld ing  31, Room 5B32 

Bethesda, MD 20892 

Telephoner (301) 402-0854 

FAX: (301) 496-0166 


DISCUSSION TOPICS - CLINICAL PRODUCT EVALUATION 


General P r i n c i p l e s  


o 	 E f f i c i e n t  t ransfer  o f  r e s e a r c h  r e s u l t s  i n t o  commerce is  and w i l l  
con t inue  t o  be e s s e n t i a l  if t h e  United S t a t e s  is t o  main ta in  and 
enhance h e a l t h  care and economic compet i t iveness .  

o 	 P e r t i n e n t  Federa l  s t a t u t e s  provide  g e n e r a l l y  t h a t  t ax- f inanced  
r e s e a r c h  i n s t i t u t i o n s  w i l l  g i v e  h igh  p r i o r i t y  t o  ensu r ing
commerc ia l iza t ion  o f  t h e i r  s c i en t i s t s ’  r e s u l t s  wherever 
a p p r o p r i a t e .  

o 	 The r e s e a r c h  community w i l l  no t  main ta in  p u b l i c  conf idence  wi thout  
r u l e s  t h a t  harmonize t h e  n a t i o n a l  i n t e r e s t ,  i n s t i t u t i o n a l  
i n t e r e s t s ,  and i n d i v i d u a l  i n t e r e s t s .  

o 	 There is  an apparent  need f o r  r u l e s  on c o n f l i c t  o f  i n t e r e s t  t h a t  
w i l l  p r o t e c t  t h e  i n t e g r i t y  of PHS-sponsored c l i n i c a l  t r i a l s  and 
ensu re  t h a t  f i n a n c i a l  i n t e r e s t s  o f  i n v e s t i g a t o r s  w i l l  no t  
compromise t h e  conduct o r  r e p o r t i n g  of such r e s e a r c h .  

o 	 A t  t h e  same t i m e ,  t h e  PHS must s t r i v e  t o  ensure  t h a t  p rocedures  f o r  
p r o t e c t i o n  a g a i n s t  c o n f l i c t  o f  i n t e r e s t  do no t  s t i f l e  t h e  
advancement of  r e s e a r c h  and technology t r a n s f e r ,  which are key 
a s p e c t s  o f  t h e  PHS miss ion .  

o 	 The proposed approach is t o  addres s  p o t e n t i a l  c o n f l i c t s  of i n t e r e s t  
i n  c l i n i c a l  t r i a l s  of  commercial p roduc t s  because o f  t h e  nea r  term 
s i g n i f i c a n c e  f o r  p a t i e n t  c a r e .  

Proposed Approach 

o 	 Require i n s t i t u t i o n s  t o  e s t a b l i s h  procedures  t h a t  ensu re  t h a t  
c l i n i c a l  t r i a l s  suppor ted  by PHS are no t  compromised by
i n a p p r o p r i a t e  f i n a n c i a l  i n t e r e s t s  on t h e  p a r t  o f  i n v e s t i g a t o r s .  

o 	 Covered i n d i v i d u a l s  would inc lude  i n v e s t i g a t o r s  r e s p o n s i b l e  f o r  
des igning ,  conducting o r  r e p o r t i n g  r e s e a r c h  and t h e i r  spouses,
dependents and bus iness  p a r t n e r s .  

o 	 I n s t i t u t i o n s  must s o l i c i t  and review d i s c l o s u r e s  o f  f i n a n c i a l  
i n t e r e s t s  of  i n v e s t i g a t o r s  who w i l l  r e c e i v e  PHS funding f o r  
c l i n i c a l  t r i a l s  of commercial p roduc t s  and where necessary ,  t a k e  
a c t i o n  t o  e l i m i n a t e  or prevent  i nappropr i a t e  f i n a n c i a l  i n t e r e s t s ,
p a r t i c u l a r l y  f i n a n c i a l  i n t e r e s t s  i n  f i r m s  t h a t  manufacture, se l l ,  
o r  o the rwise  have p rope r ty  r i g h t s  i n  t h e  product under s tudy .  

o 	 A f i n a n c i a l  i n t e r e s t  i n  t h e  product under s tudy  may be approved by
t h e  i n s t i t u t i o n  i f  it is judged u n l i k e l y  t o  compromise t h e  des ign ,
conduct,  o r  r e p o r t i n g  o f  t h e  s tudy .  The i n s t i t u t i o n  should  impose
requi rements  t o  minimize even perce ived  c o n f l i c t ,  f o r  example, by
r e q u i r i n g  d i s c l o s u r e  of i n t e r e s t s  i n  r e s u l t i n g  p u b l i c a t i o n s .  

o 	 Investigators/institutions must d i s c l o s e  t o  t h e  PHS a l l  sou rces  o f  
suppor t  f o r  t h e  PHS-supported c l i n i c a l  t r i a l  ( b e f o r e  t h e  award of 
PHS funds  and a f t e r  t h e  award when changes o c c u r ) .  

I s s u e s  

o 	 The overarch ing  i s s u e  is how b e s t  t o  p r o t e c t  t h e  i n t e g r i t y  o f  
r e s e a r c h  while promoting technology t r a n s f e r .  

o 	 Should t h e  b a s i c  r e g u l a t o r y  approach a )  r e q u i r e  d i s c l o s u r e  and 
allow f l e x i b i l i t y  f o r  i n s t i t u t i o n s  t o  t a k e  a p p r o p r i a t e  a c t i o n ,  b)
s ta te  s p e c i f i c  p r o h i b i t i o n s ,  o r  c )  r e q u i r e  d i s c l o s u r e  and d e c i s i o n s  
on a p p r o p r i a t e n e s s  by t h e  funding agency? 

o 	 To what e x t e n t  should c o n f l i c t  o f  i n t e r e s t  r u l e s  a p p l i c a b l e  to 
Federa l  employees, i nc lud ing  t h o s e  a p p l i c a b l e  t o  NIH/ADAMHA s tudy  
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s e c t i o n  members, s e r v e  as a model i n  developing t h e  proposed
requi rements?  (See 45 C.F.R. P a r t  73.) 

A r e  t h e r e  r e g u l a t o r y  frameworks no t  s p e c i f i c  t o  PHS ( e . g . ,  Fede ra l  
S e c u r i t i e s  Laws)  t h a t  are a p p l i c a b l e  t o  t h e  t o p i c ?  o Who a r e  t h e  
most a p p r o p r i a t e  p a r t i e s  t o  determine a c o n f l i c t  o f  i n t e r e s t ?  

Should a l l  forms of f i n a n c i a l  i n t e r e s t s  be reviewed, f o r  example,
e q u i t y ,  s a l a r y ,  o t h e r  payment f o r  s e r v i c e s ,  honora r i a ,  and g i f t s ?  

A r e  t h e r e  minimal l e v e l s  o f  f i n a n c i a l  i n t e r e s t s  which would n o t  
create an  a c t u a l  o r  apparent  c o n f l i c t  o f  i n t e r e s t ?  

Should PHS r e q u i r e  submission and approval  o f  i n s t i t u t i o n a l  
p o l i c i e s  i n  o r d e r  t o  ensure  cons i s t ency  and provide  t e c h n i c a l  
a s s i s t a n c e  where necessary?  

Should PHS r e q u i r e  d i s c l o s u r e  t o  t h e  funding agency o f  approved
f i n a n c i a l  in te res t s ,  i f  any? 

Should t h e r e  be a requirement f o r  p u b l i c  d i s c l o s u r e  of  f i n a n c i a l  
i n t e re s t s ,  f o r  example, i n  p u b l i c a t i o n s ?  

Should t h e r e  be  d i s c l o s u r e  of  t h e  i n v e s t i g a t o r s '  f i n a n c i a l  
i n t e r e s t s  as p a r t  o f  t h e  document seeking  t h e  r e s e a r c h  s u b j e c t s '
informed consent  t o  p a r t i c i p a t i o n  i n  c l i n i c a l  t r i a l s ?  ( I n  t h i s  
r ega rd ,  see t h e  d e c i s i o n  i n  Moore v .  Regents of  Un ive r s i ty  o f  
C a l i f o r n i a ,  271 C a l .  Rpt. 146, 793 P2d 475, 19 USPQ2d 1753 
C a l i f o r n i a  Supreme Court, J u l y  9, 1990). 

Should i n s t i t u t i o n a l  f i n a n c i a l  i n t e r e s t s  be cons idered?  

What should  t h e  remedies be f o r  v i o l a t i o n s ?  

8:30-9 :00 

9:OO-10 :30 

10:30-ll:00 


1 1  :OO-12:30 


1240-1 :30 


1130-2:45 


2:45-3:15 


3:15-4:15 


CONFLICT OF INTEREST 

C l i n i c a l  Evalua t ion  o f  Products  
November 30, 1990 

Masur Auditorium, C l i n i c a l  Center,  NIH 
Pub l i c  Meeting 

I n t r o d u c t i o n  and Opening Remarks 

P r e s e n t a t  i o n s  
9:OO-1O:OO Four P r e s e n t e r s  - 15 minutes each 
1O:OO-10:30 General q u e s t i o n s  and answers 

Coffee 

Comments from t h e  audience concerning a l l  
a s p e c t s  of  t h i s  i s s u e  inc lud ing ,  bu t  no t  l i m i t e d  t o :  

General Po l i cy  - Basic r e g u l a t o r y  approach; r e s p o n s i b i l i t i e s  of  
PHS and i n s t i t u t i o n s ;  r e p o r t i n g  and d i s c l o s u r e s  o f  f i n a n c i a l  
i n t e r e s t s ;  r e s o l u t i o n  of  c o n f l i c t s  o f  i n t e r e s t .  

R e s t r i c t i o n s  - Types of  f i n a n c i a l  i n t e r e s t s ;  minimal l e v e l s ;
waivers .  

Remedies and Sanc t ions  - Federa l  o v e r s i g h t  and r o l e  wi th  r e s p e c t  
t o  i n s t i t u t i o n s ;  enforcement a g a i n s t  i n v e s t i g a t o r s .  

Audience comments - 3-5 minutes each .  


Lunch. 


Comments cont inued .  


Coffee.  


Comments cont inued .  


Conclusion. 
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NATIONAL INSTITUTES OF HEALTH AND THE FOOD AND DRUG ADMINISTRATION NATIONAL 
WORKSHOPS ON **PROTECTIONOF HUMAN SUBJECTS" 

P.T. 42;  K.W.  0783005 

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

The Nat iona l  I n s t i t u t e s  o f  Heal th  ( N I H )  and t h e  Food and Drug Adminis t ra t ion  
(FDA) are cont inuing  t o  sponsor a series of  workshops on 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  a n  i n t e r e s t  i n  r e s e a r c h  involv ing  human s u b j e c t s .  The meetings
should 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  persons c u r r e n t l y  s e r v i n g  o r  about t o  
begin  s e r v i n g  as a member o f  an I R B .  I s s u e s  d iscussed  a t  t h e s e  workshops are 
r e l e v a n t  t o  a l l  o t h e r  P u b l i c  Heal th  Serv ice  agencies .  The c u r r e n t  schedule  
i n c l u d e s  t h e  fo l lowing:  

I .  SOUTHEAST WORKSHOP 

DATES: December 6-7 ,  1990 

WORKSHOP SITE: 

The Hotel  Nikko A t l a n t a  

3300 Peacht ree  Road 

A t l a n t a ,  GA 30305 


SPONSORS: 

Emory U n i v e r s i t y  School o f  Medicine 

1 4 4 0  C l i f t o n  Road 

A t l a n t a ,  GA 30322 


Moorehouse School of  Medicine 

720 Westview Drive,  S.W. 

A t l a n t a ,  GA 30310 


REGISTRATION CONTACT: 

Office o f  Continuing Medical Education 

Emory U n i v e r s i t y  School o f  Medicine 

1440 C l i f t o n  Road, N.E.  

( 107  WHSCAB 1 

A t l a n t a ,  GA 30322 

Telephone: ( 4 0 4 )  727-5695 


TOPIC: " P r o t e c t i o n  of Human S u b j e c t s  i n  Research: D i f f i c u l t  B i o e t h i c a l  

I ssues"  


11. SOUTHWEST WORKSHOP 

DATES: February 4-5 ,  1991 

WORKSHOP SITE: 

Meridien Hotel 

50 Third  S t r e e t  

San Franc isco ,  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 Franc isco  

Box 0400 

San Franc isco ,  CA 94143 


REGISTRATION CONTACT: 

Ms. P h y l l i s  Colber t  

Workshop Contact 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 Franc isco  

Box 0400  

San Francisco,  CA 94143 

Telephone: ( 4 1 5 )  476-1881 


TOPIC: "The Use of Human S u b j e c t s  i n  Research: AIDS a s  a Model of 

Complexity" 


111. MIDEAST WORKSHOP 

DATES: March 4-5 ,  1991 
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WORKSHOP SITE: 

Fr iday  Center 

Laure l  H i l l  Parkway

Chapel H i l l ,  NC 27599-1020 


SPONSORS: 

Unive r s i ty  o f  North Caro l ina  a t  

300 Bynum H a l l  

Chapel H i l l ,  NC 27599-4100 


Shaw Unive r s i ty 

118 E .  South S t r e e t  

Rale igh ,  NC 27611 


REGISTRATION CONTACT: 

Mr. A 1  Dawson 

Directo r  

Fr iday  Center 

Laure l  H i l l  Parkway

C .  B.  1020 

Chapel H i l l ,  NC 27599-1020 

Telephone: (919) 962-1106 


Chapel H i l l  

TOPIC: "Problems i n  I n t e r p r e t i n g  t h e  Federa l  Code f o r  t h e  P r o t e c t i o n  of Human 
Sub jec t s "  

I V .  MIDWEST WORKSHOP 

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


WORKSHOP SITE: 

Hyde Park H i l t o n  

4900 Lake Shore Drive 

Chicago, I L  60615 


SPONSORS : 

Unive r s i ty  o f  Chicago

970 E a s t  58 th  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 

95th  S t r e e t  a t  King Drive 

Chicago, I L  60628 


REGISTRATION CONTACT: 

Mr. Arnold L .  Aronoff 

Assoc ia t e  D i r e c t o r  

Facu l ty  and Admin i s t r a t ive  S e r v i c e s  

Unive r s i ty  Research Adminis t ra t ion  

Unive r s i ty  o f  Chicago

970 E a s t  58 th  S t r e e t  

Chicago, I L  60637 

Telephone: (312) 702-8669 


TOPIC: "Cu l tu ra l  D i v e r s i t y ,  E t h i c s ,  and Research: A Workshop on Human 

Sub jec t  P ro tec t ions"  


NIHIFDA have planned 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  

par t s  of t h e  United S t a t e s .  For f u r t h e r  in format ion  r ega rd ing  t h e s e  workshops 

c o n t a c t  : 


Darlene Marie Ross 

Executive A s s i s t a n t  f o r  Education 

Div i s ion  o f  Human Sub jec 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  Health 

9000 Rockvi l le  P ike  

Bldg. 31, Room 5B43B 

Bethesda, MD 20892 

Telephone: (301) 496-8101 
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NOTICES OF AVAILABILITY (RFPs AND RFAs) 

PRODUCTION AND DELIVERY OF SCHISTOSOMA MANSONI 

RFP AVAILABLE: RFP-NIH-NIAID-DIR-91-24 

P.T. 34; K.W. 0780005 

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

The Nat iona l  I n s t i t u t e  o f  Al le rgy  and I n f e c t i o u s  Diseases h a s  a requirement 

f o r  t h e  product ion  and d e l i v e r y  o f  a d u l t  worms, s p o r c y s t s ,  and cercariae o f  

Schistosoma mansoni. The s u c c e s s f u l  o f f e r o r  must be a b l e  t o  d e l i v e r  worms and 

cercariae t o  t h e  N I H  campus w i t h i n  one hour a f te r  t h e y  have been h a r v e s t e d .  

Approximately 6 ,000  mature S .  mansoni s h a l l  be r e q u i r e d  each week. When 

d i f f e r e n t  i s o l a t e s  are reques ted  a t  t h e  same t i m e ,  t h e  t o t a l  number o f  worms 

a n d l o r  mice per fused  p e r  week f o r  t h e  worms w i l l  n o t  exceed 6,000 worms o r  t h e  

number o f  m i c e  needed t o  o b t a i n  6 , 0 0 0  a d u l t  worms ( 6 0  mice). Approximately 

1,000,000 cercariae s h a l l  be r e q u i r e d  each week. Cercar iae ,  eggs,  and 

s p o r o c y s t s  s h a l l  be l i v e  upon r e c e i p t .  One f ixed-pr iced  award is 

contemplated.  It i s  a n t i c i p a t e d  t h a t  t h i s  c o n t r a c t  w i l l  be  awarded f o r  one 

y e a r  wi th  f o u r  one-year o p t i o n s  t o  cont inue  t h i s  c o n t r a c t .  Any c o n t r a c t  

awarded w i l l  be s u b j e c t  t o  DHHS r e g u l a t i o n s  regard ing  t h e  use  of animals  i n  

r e s e a r c h .  Any r e s p o n s i b l e  source  may submit a proposa l  which s h a l l  be 

cons idered  by t h e  Government. 


RFP-NIH-NIAID-DIR-91-24 w i l l  be  i s s u e d  on o r  about October 29, 1990. 

Proposa ls  w i l l  be due f o r t y - f i v e  days t h e r e a f t e r .  


To r e c e i v e  a copy o f  t h i s  RFP, p l e a s e  supply t h i s  o f f i c e  with a r e q u e s t  i n  

w r i t i n g  and two se l f -addressed  mai l ing  l a b e l s  addressed t o  t h e  o f f i c e  l i s t e d  

below: 


Ms. Grace A.  Bruce 

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

Contrac t  Management Branch, N I A I D  

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

Westwood Bui ld ing ,  Room 707 

5333 Westbard Avenue 

Bethesda, MD 20892 d 

T h i s  advert isement  does n o t  commit t h e  Government to make an award. 


PROTECTIVE EFFECTS OF PATTERNED ELECTRICAL STIMULATION ON THE DEAFENED 

AUDITORY SYSTEM 


RFP AVAILABLE: NIH-NIDCD-91-01 

P.T. 34; K.W. 0715050, 0745047 

Nat iona l  I n s t i t u t e  on Deafness and Other Communication Disorders  

The Nat iona l  I n s t i t u t e  o f  Deafness and Other Communication Disorders  ( N I D C D ) ,
N I H ,  h a s  a requirement t o  e v a l u a t e  t h e  p o s s i b i l i t y  t h a t  chronic  e l ec t r i ca l  
s t i m u l a t i o n  of s e l e c t e d  p o r t i o n s  o f  t h e  a u d i t o r y  system can maintain t h e  
anatomical  and p h y s i o l o g i c a l  v i a b i l i t y  o f  d e a f f e r e n t e d  a u d i t o r y  nerve axons 
and t h e i r  c e l l  bodies  i n  a manner compatible  wi th  f u t u r e  implanta t ion  o f  a 
f u n c t i o n a l  a u d i t o r y  p r o s t h e s i s .  

P a s t  s t u d i e s  supported by N I D C D  and i t s  predecessor ,  t h e  Nat iona l  I n s t i t u t e  of 
Neurological  and Communicative Disorders  and St roke ,  have supported t h e  
development o f  e s s e n t i a l l y  a l l  a s p e c t s  o f  a u d i t o r y  p r o s t h e s e s .  These have 
included t h e  e v a l u a t i o n  o f  t h e  s a f e t y  o f  chronic  implanta t ion  and e l e c t r i c a l  
s t i m u l a t i o n  o f  t h e  cochlea .  For t h e  most p a r t ,  t h e s e  components were designed
f o r  permanent implanta t ion  i n  a d u l t s .  Recent ly  t h e  N I D C D ,  through t h e  Neural 

! P r o s t h e s i s  Program, has  supported s t u d i e s  o f  problems t h a t  a r e  unique t o  
i 	 implants  i n  c h i l d r e n .  S p e c i f i c a l l y ,  t h e  e f fec ts  o f  head growth and r e c u r r e n t  

o t i t i s  media have been eva lua ted  i n  young animals .  

Recent ly ,  r e s e a r c h  i n  deafened k i t t e n s  has  suggested t h a t  s p a t i a l l y  and 
tempora l ly  p a t t e r n e d  e l ec t r i ca l  s t i m u l a t i o n  wi th  m u l t i e l e c t r o d e  c o c h l e a r  
implants  does indeed provide s e l e c t i v e  p r o t e c t i o n  t o  a u d i t o r y  gangl ion c e l l s  
and t h e i r  axons i n  t h e  cochlea .  The purpose o f  t h i s  proposed s tudy  i s  t o  
confirm t h i s  e f fec t  and, i f  r e a l ,  t o  opt imize i t .  It i s  p o s s i b l e  t h a t  t h i s  
could l e a d  t o  a method of e x t r a c o c h l e a r  s t i m u l a t i o n  f o r  p r o t e c t i o n  of t h e  deaf  
human cochlea  i n  t h e  per iod  between t h e  d i a g n o s i s  o f  deafness  and t h e  
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imp lan ta t ion  o f  a coch lea r  implant.  Th i s  is e s p e c i a l l y  appea l ing  i n  t h e  young

deaf c h i l d  where a de lay  i n  imp lan ta t ion  may be  d e s i r a b l e .  


The c o n t r a c t o r  w i l l  b e  r e q u i r e d  t o  come t o  Bethesda y e a r l y  t o  p r e s e n t  p rogres s  

on t h e i r  work a t  t h e  Neural P r o s t h e s i s  Workshop sponsored by t h e  Neural 

P r o s t h e s i s  Program. 


It is a n t i c i p a t e d  t h a t  one award w i l l  b e  made under t h i s  RFP f o r  a th ree -yea r 

per iod .  


T h i s  is  no t  a Request f o r  Proposa ls .  RFP No. NIH-NIDCD-91-01 w i l l  be i s s u e d  

on o r  about October 26, 1990, with responses  due December 21, 1990. 


To receive a copy of t h e  RFP, p l e a s e  submit a w r i t t e n  r e q u e s t  t o  t h e  fo l lowing 

addres s ,  and supply t h i s  o f f i c e  with two ( 2 )  s e l f - addres sed  mai l ing  l a b e l s :  


Cont rac t ing  Officer 

C o n t r a c t s  Management Branch, DEA 

Nat iona l  I n s t i t u t e  o f  Neurological Disorders  and S t roke ,  N I H  

Federa l  Bui ld ing ,  Room 901 

7550 Wisconsin Avenue 

Bethesda, MD 20892 


A t t e n t i o n :  RFP No. NIH-NIDCD-91-01 


A l l  r e s p o n s i b l e  sou rces  may submit a proposa l  which s h a l l  be cons idered  by t h e  

Government. 


CLINICAL COORDINATING CENTER FOR A CHILDHOOD ASTHMA MANAGEMENT PROGRAM 

RFP AVAILABLE: NHLBI-HR-90-12 

P.T. 34, AA; K.W. 0715013, 0785035, 0755018 

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

The purpose o f  t h i s  s o l i c i t a t i o n  is  t o  e s t a b l i s h  a c l i n i c a l  c o o r d i n a t i n g  
c e n t e r  f o r  a c o l l a b o r a t i v e  s tudy  of  a Childhood Asthma Management Program
(CAMP). The o b j e c t i v e  o f  t h i s  program is  t o  determine, i n  a popu la t ion  of  5-9 
yea r  o l d  c h i l d r e n  wi th  asthma, i f  r e g u l a r  use  of  e i t h e r  of  two t y p e s  of 
anti-inflammatory medica t ions  ( i n h a l e d  c o r t i c o s t e r o i d s  o r  cromolyn sodium),
compared t o  r e g u l a r  b ronchod i l a to r  medication and t o  each o t h e r ,  r e s u l t s  i n  
g r e a t e r  l ung  f u n c t i o n  and less  b ronch ia l  hyper respons iveness  over a f ive -yea r
pe r iod .  The program w i l l  r e q u i r e  a c l i n i c a l  c o o r d i n a t i n g  c e n t e r  (CCC)  t o  
c o l l e c t  d a t a  from approximately 8 p a r t i c i p a t i n g  c l i n i c a l  c e n t e r s ,  each 
s tudy ing  a minimum o f  132 c h i l d r e n  wi th  asthma aged 5-9 y e a r s ,  i nc lud ing  44 
from minor i ty  groups,  e . g . ,  Blacks,  Hispanics  and Native Americans, over a 6 
1/2 yea r  p e r i o d .  The coord ina t ing  c e n t e r  w i l l  be r e s p o n s i b l e  f o r :  ( 1 )
c o o r d i n a t i n g  and p a r t i c i p a t i n g  i n  t h e  development, p r e p a r a t i o n ,  and 
maintenance of  t h e  s tudy  p r o t o c o l ,  r e p o r t i n g  forms, and manual o f  o p e r a t i o n s ,
and p r i n t i n g  and d i s t r i b u t i o n  of t h e s e  documents; (2) des ign ing  a system f o r  
c o l l e c t i o n  and management of d a t a  wi th  feedback systems f o r  q u a l i t y  c o n t r o l ;  
(3) a r rang ing  and a t t e n d i n g  meetings of  t h e  p r i n c i p a l  i n v e s t i g a t o r s  from each 
c l i n i c a l  c e n t e r ,  and t a k i n g  and d i s t r i b u t i n g  minutes o f  t h e  meetings; (4)
developing procedures  f o r  s t a n d a r d i z a t i o n  o f  pulmonary f u n c t i o n  t e s t i n g ;  (5)
coord ina t ing  and t r a i n i n g  a p p r o p r i a t e  s ta f f  i n  implementing s tudy
i n t e r v e n t i o n s ,  i nc lud ing  a d m i n i s t r a t i o n  of  medica t ions ,  h e a l t h  educa t ion  
p r o t o c o l s ,  and procedures for measurement o f  pulmonary func t ion ;  ( 6 )  t r a i n i n g
c l i n i c a l  c e n t e r  s t a f f  i n  e n t e r i n g  d a t a  through a d i s t r i b u t e d  d a t a  e n t r y
system, i f  a p p r o p r i a t e ,  and completion o f  s tudy  forms; ( 7 )  randomizing
s u b j e c t s  t o  t r ea tmen t  groups and monitoring s u b j e c t  r ec ru i tmen t ;  ( 8 )  a s s u r i n g  
prompt accumulation, e n t r y ,  and e d i t i n g  of s tudy  d a t a ;  ( 9 )  communicating wi th  
t h e  c l i n i c a l  c e n t e r s  concerning missing, de layed ,  incomplete,  o r  e r roneous  
d a t a ;  ( 1 0 )  o b t a i n i n g  and p rocess ing  l a b o r a t o r y  r e p o r t s ,  i f  a p p r o p r i a t e ;  (11 )
s t o r i n g  blood samples from s u b j e c t s  and o b t a i n i n g  a p p r o p r i a t e  ana lyses ;  (12 )
p repa r ing  s t a t i s t i c a l  r e p o r t s  on a q u a r t e r l y  b a s i s  and, as needed, t o  monitor 
s tudy  p rogres s ,  q u a l i t y  of  d a t a ,  c l i n i c a l  c e n t e r  performance; (13 )  submission 
o f  weekly r ec ru i tmen t  r e p o r t s  t o  t h e  P r o j e c t  Officer; ( 1 4 )  i n t e r a c t i n g  wi th  
t h e  P r o j e c t  Officer on i s s u e s  r e l a t i n g  t o  s tudy  des ign ,  s tudy  conduct,  and 
d a t a  a n a l y s i s ;  (15) ana lyz ing  d a t a  from t h e  beginning  o f  d a t a  c o l l e c t i o n  
through t h e  end of t h e  s tudy;  (16)  completing a n a l y s i s  o f  s tudy  d a t a ;  and 117)
a s s i s t i n g  i n  t h e  p r e p a r a t i o n  of s c i e n t i f i c  r e p o r t s  f o r  p u b l i c a t i o n  and 
p r e s e n t a t  i o n .  

Th i s  announcement is no t  a r eques t  f o r  proposa l  (RFP). It i s  a n t i c i p a t e d  t h a t  
RFP NHLBI-HR-90-12 w i l l  be a v a i l a b l e  on o r  about November 1 ,  1990, wi th  
p roposa l s  due on February 28, 1991. Copies o f  t h e  RFP may be ob ta ined  by 
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submi t t i ng  a w r i t t e n  r e q u e s t  a long  wi th  t h r e e  (3) se l f - addres sed  ma i l ing 

l a b e l s  t o :  


Pamela S. Randall  

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

Cont rac t s  Opera t ions  Branch, DEA 

Westwood Bui ld ing ,  Room 654 

5333 Westbard Avenue 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-7334 


The I n s t i t u t e  expec t s  t o  make one award from t h i s  s o l i c i t a t i o n .  


HINORITY FELLOWSHIPS FOR DOCTORAL AND/OR POSTDOCTORAL T R A I N I N G  I N  

NEUROSCIENCES 


RFA AVAILABLE: MH-91-01 


P.T. 22, FF; K.W. 0720005, 1002030 


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


Appl i ca t ion  Rece ip t  Date: January  10,  1991 


The Minor i ty  Fellowship Program (MFP) of t h e  Nat iona l  I n s t i t u t e  o f  Mental 

Hea l th  is designed t o  f a c i l i t a t e  t h e  e n t r y  o f  minor i ty  s t u d e n t s  i n t o  mental 

h e a l t h  careers wi th  t h e  long-term goa l  o f  i n c r e a s i n g  t h e  number o f  minor i ty 

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

and t e a c h  i n  t h e  neu rosc i ences .  


Three awards w i l l  be made f o r  n a t i o n a l  programs t o  be adminis te red  by

p r o f e s s i o n a l  a s s o c i a t i o n s ,  academic i n s t i t u t i o n s ,  o r  o t h e r  e l i g i b l e 

o r g a n i z a t i o n s ,  o r  by any combination o f  t h e  fo rego ing .  Domestic p u b l i c  o r  

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

may app ly .  


The Na t iona l  I n s t i t u t e  of Mental Heal th  w i l l  accept  a p p l i c a t i o n s  on t h e  

r e c e i p t  d a t e  of  January  10, 1991. App l i ca t ions  r ece ived  a f t e r  t h i s  d a t e  w i l l  

be r e t u r n e d  wi thout  review. I t  i s  e s t ima ted  t h a t  approximately $750,000 is 

a v a i l a b l e  i n  f i s ca l  yea r  1992 f o r  t h r e e  MFPs f o r  Doctora l  and P o s t d o c t o r a l  

T r a i n i n g  i n  t h e  Neurosciences.  


Appl i can t s  are encouraged t o  c o n t a c t  I n s t i t u t e  s ta f f  be fo re  apply ing  f o r  a n  

award : 


S t a n l e y  F. Schneider ,  Ph.D. 

Assoc ia t e  D i r e c t o r  f o r  Research Tra in ing  and Career Development

Div i s ion  of  Basic Bra in  and Behavior Sc iences  

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

5600 F i s h e r s  Lane 

Rockv i l l e ,  MD 20852 

Telephone: (301) 443-4347 


MOLECULARLY TARGETED APPROACHES TO ANTIVIRAL THERAPY DEVELOPMENT 

RFA AVAILABLE: AI-91-01 

P.T. 34; K.W. 0740012, 1002008, 1002045 

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 

L e t t e r  o f  I n t e n t  Rece ip t  Date: November 28, 1990 
App l i ca t ion  Rece ip t  Date: January  17, 1991 

The Na t 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  ( N I A I D )  i n v i t e s  
g r a n t  a p p l i c a t i o n s  f o r  r e s e a r c h  t h a t  a p p l i e s  an  unders tanding  of  t h e  molecular 
b io logy  o f  v i r u s  r e p l i c a t i o n  and pa thogenes is  t o  t h e  development of  a n t i v i r a l  
a g e n t s  t h a t  are t a r g e t e d  t o  i n h i b i t  s p e c i f i c  v i r a l  f u n c t i o n s .  Therapeut ic  and 
p r o p h y l a c t i c  a g e n t s  ( o t h e r  t h a n  vacc ines )  t h a t  s p e c i f i c a l l y  i n h i b i t  v i r u s  
r e p l i c a t i v e  f u n c t i o n s  without i n t e r f e r i n g  wi th  normal c e l l u l a r  p rocesses  are 
likely t o  provide  s i g n i f i c a n t  c l i n i c a l  b e n e f i t s  with minimal t o x i c i t y .
Research on any v i r u s  t h a t  is  a human pathogen o r  t h a t  s e r v e s  as a model f o r  a 
human pathogen, except f o r  human immunodeficiency v i r u s  ( H I V )  andfor  o t h e r  
r e t r o v i r u s e s ,  i s  an  a p p r o p r i a t e  s u b j e c t  f o r  a p roposa l .  Research on H I V  
a n t i v i r a l  a g e n t s  is  t h e  s u b j e c t  o f  a s e p a r a t e  i n i t i a t i v e .  
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RESEARCH GOALS AND SCOPE 

The purpose o f  t h i s  Request f o r  App l i ca t ions  (RFA) is  t o  s t i m u l a t e  r e s e a r c h  i n  
I 	

t h e  development of novel  molecular ly  t a r g e t e d  approaches t o  a n t i v i r a l  t h e r a p y .
Th i s  i nc ludes  s t r a t e g i e s  f o r  bo th  t h e  des ign  o f  novel s p e c i f i c  a g e n t s  and 
development of  methods f o r  s e l e c t i v e  drug  d e l i v e r y .  The s t r a t e g i e s  proposed):[(d
should involve  a molecular r a t i o n a l e  f o r  a n t i c i p a t e d  a n t i v i r a l  a c t i v i t y
without s i g n i f i c a n t  concomitant c e l l u l a r  and/or organism t o x i c i t y .  The 

) , 


p r e p a r a t i o n  and t e s t i n g  of d e r i v a t i v e s  o f  p rev ious ly  i d e n t i f i e d  nuc leos ide  
analogue a n t i v i r a l  a g e n t s  does no t  c o n s t i t u t e  a novel  approach. I n v e s t i g a t o r s
w i l l  choose t h e  v i r u s  and system t h e y  p r e f e r  f o r  t h e s e  s t u d i e s ,  bu t  t h e  
s e l e c t e d  v i r u s  should  e i t h e r  be a c l i n i c a l l y  important human pathogen o r  s e r v e  
as a model f o r  a human v i r a l  pathogen. P o s s i b l e  cho ices  inc lude ,  bu t  are no t  
l i m i t e d  t o r  h e p a t i t i s  B,  C, and D v i r u s ,  papi l lomavi rus ,  cytomegalovirus,
he rpes  simplex v i r u s ,  v a r i c e l l a  z o s t e r  v i r u s ,  i n f l u e n z a  v i r u s e s ,  r e s p i r a t o r y
s y n c y t i a l  v i r u s ,  pa ra in f luenza ,  r o t a v i r u s ,  coxsack iev i rus ,  and r h i n o v i r u s .  
The development o f  agen t s  i n h i b i t o r y  t o  H I V  and o t h e r  r e t r o v i r u s e s  is  t h e  
focus  o f  a s e p a r a t e  RFA and, t h e r e f o r e ,  p roposa l s  t o  t a r g e t  H I V  w i l l  n o t  be 
accepted  i n  response  t o  t h i s  i n i t i a t i v e .  

MECHANISM OF SUPPORT 

Award(s1 w i l l  be made as Cooperative Agreements. These are assistance 
r e l a t i o n s h i p s  wi th  s u b s t a n t i a l  involvement o f  N I A I D  s t a f f .  U n i v e r s i t i e s ,
medical c o l l e g e s ,  h o s p i t a l s ,  and l a b o r a t o r i e s  o r  o t h e r  p u b l i c ,  p r i v a t e ,  o r  
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 .  

This  RFA is  a one-time s o l i c i t a t i o n .  N I A I D  a n t i c i p a t e s  making t e n  to f i f t e e n  
awards as a r e s u l t  o f  t h i s  RFA. However t h e s e  a n t i c i p a t e d  awards are 
dependent upon 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 and upon t h e  a v a i l a b i l i t y  o f  funds .  The e a r l i e s t  p o s s i b l e
award d a t e  is  June 1 ,  1991. It is  t h e  i n t e n t  o f  N I A I D  t o  fund a group o f  
p roposa l s  t h a t  w i l l  ensu re  t h a t  a v a r i e t y  of  approaches and v i r u s  systems w i l l  
be i n v e s t i g a t e d .  

INQUIRIES 

I n v e s t i g a t o r s  s eek ing  informat ion  r e l e v a n t  t o  t h i s  RFA should c o n t a c t  D r .  

Cathe r ine  Laughlin a t  t h e  addres s  below. Requests f o r  cop ie s  o f  t h e  complete 

RFA and q u e s t i o n s  r ega rd ing  review procedures  should  be addressed  t o  D r .  

Preb le  a t  t h e  a d d r e s s  below. 


D r .  O l i v i a  P r e b l e  

Chief ,  Microbiology and Immunology Review S e c t i o n  

Program and P r o j e c t  Review Branch 

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 

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

Westwood Bui ld ing ,  Room 3A10 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-8208 


Dr. Cather ine  Laughlin 

Chief ,  A n t i v i r a l  Research Branch 

Div i s ion  of  Microbiology and I n f e c t i o u s  Diseases 

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

Westwood Bui ld ing ,  Room 753 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-8285 


CARDIOVASCULAR DEVICE-CENTERED INFECTIONS 


RFA AVAILABLE: HL-90-09-H 

P.T. 3 4 ;  K.W. 0715040, 0740035, 0715125 

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

L e t t e r  of I n t e n t  Rece ip t  Date: December 3 ,  1990 
Appl i ca t ion  Rece ip t  Date: January 14 ,  1991 

The Devices and Technology Branch o f  t h e  Div i s ion  o f  Heart and Vascular 
Diseases, Na t iona l  Heart, Lung, and Blood I n s t i t u t e  (NHLBI) ,  N I H ,  and t h e  
S e c t i o n  of Bioengineer ing  and Environmental Systems, Nat iona l  Sc ience  
Foundation (NSF), t h e  a v a i l a b i l i t y  of  Request f o r  App l i ca t ionsannounce a 
(RFA)  on t h e  above s u b j e c t .  App l i ca t ions  a r e  i n v i t e d  f o r  
i n t e r d i s c i p l i n a r y  r e s e a r c h  on t h e  mechanisms, prevent ion ,
i n f e c t i o n s  deve loping  i n  and around permanently implanted 
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dev ices  such as t o t a l  a r t i f i c i a l  h e a r t s ,  v e n t r i c u l a r  assist dev ices ,  and 

p r o s t h e t i c  h e a r t  va lves .  


Molecular approaches t o  t h e  l i f e  sciences and medical s c i e n c e s  and new 

eng inee r ing  t echn iques  are encouraged. These may d e a l  wi th  t h e  n a t u r e  o f  t h e  

molecular i n t e r a c t i o n  between b a c t e r i a l  surface components, t h e  b i o m a t e r i a l  

surface, and molecules mediating b a c t e r i a l  adhesion, growth, and c o l o n i z a t i o n  

on b i o m a t e r i a l s .  Other approaches based on r e c e n t  advances i n  molecular and 

computational b io logy  are encouraged. Research u t i l i z i n g  NSF suppor t  must 

have a s u b s t a n t i v e  b ioeng inee r ing  component. The eng inee r ing  c o n t r i b u t i o n  may

i nc lude  mathematical  modeling, i n s t rumen ta t ion ,  t i s s u e  engineer ing ,  or any

o t h e r  eng inee r ing  approach t h a t  may r e l a t e  t o  ca rd iovascu la r  device-centered  

i n f e c t i o n s .  Research p r o j e c t s  i nvo lv ing  human s u b j e c t s ,  animal models, or 

o t h e r  exper imenta l  approaches may be focused on: ( 1 )  t h e  e t i o l o g y , 

pathogenes is ,  and n a t u r a l  h i s t o r y  o f  device-centered  i n f e c t i o n s ,  i n c l u d i n g  t h e  

r e l a t i o n s h i p  t o  thromboembolism; (2) e l u c i d a t i o n  o f  p o s s i b l e  p red i spos ing 

f a c t o r s  f o r  t h e i r  development; and/or (3) p o t e n t i a l  approaches t o  improved

preven t ion  and t r ea tmen t  o f  such i n f e c t i o n s .  


I n  any s t u d i e s  invo lv ing  human s u b j e c t s ,  women and minor i ty  i n d i v i d u a l s  should  

be  inc luded  i n  t h e  s tudy  popula t ion ;  o therwise  a c l e a r  r a t i o n a l e  f o r  t h e i r  

exc lus ion  must be provided i n  t h e  a p p l i c a t i o n .  Minority i n s t i t u t i o n s  are 

encouraged t o  apply ,  and o t h e r  i n s t i t u t i o n s  are encouraged t o  e s t a b l i s h  

c o l l a b o r a t i v e  arrangements w i th  minor i ty  i n s t i t u t i o n s .  


It is a n t i c i p a t e d  t h a t  up t o  f i v e  awards w i l l  be made 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 o f  

t h e  a p p l i c a t i o n s  r ece ived  and on t h e  a v a i l a b i l i t y  o f  funds.  A l e t t e r  o f  

i n t e n t  i s  r eques t ed  by December 3, 1990, and t h e  dead l ine  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 January  14, 1991. The e a r l i e s t  award d a t e  f o r  s u c c e s s f u l  

a p p l i c a n t s  w i l l  be i n  J u l y  1, 1991. 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  on ly  f o r  r e s e a r c h  of very  unusual mer i t ,  need, and promise. 

P o t e n t i a l  a p p l i c a n t s  should c o n t a c t  e i t h e r  o f  t h e  i n d i v i d u a l s  des igna ted  below 

f o r  t h e  f u l l  RFA document, which inc ludes  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  : 


Paul Didisheim, M.D.  Norman Caplan

Nat iona l  Heart, Lung, and Nat iona l  Sc ience  Foundat i on  


Blood I n s t i t u t e  1800 G S t r e e t  
Fede ra l  Bui ld ing ,  Room 312 Washington, D . C .  20550 
7550 Wisconsin Avenue Telephone: (202) 357-7955 
Bethesda, MD 20892 
Telephone: (301) 496-1586 

CLINICAL TRIAL PLANNING GRANT FOR DIGESTIVE AND NUTRITIONAL DISEASES 

RFA AVAILABLE: DK-91-02 

P.T. 34; K.W. 0755015, 0715085, 0715135, 0710095 

Nat iona l  I n s t i t u t e  of D i a b e t e s  and Diges t ive  and Kidney Diseases 

App l i ca t ion  Rece ip t  Date: January  22, 1991 

PURPOSE 

The Div i s ion  o f  D iges t ive  Diseases  and N u t r i t i o n  o f  t h e  Nat iona l  I n s t i t u t e  o f  
Diabe tes  and Diges t ive  and Kidney Diseases  ( N I D D K )  i n v i t e s  a p p l i c a t i o n s  f o r  
P lanning  Grants (R21) t o  suppor t  t h e  development o f  s i n g l e  c e n t e r  o r  
m u l t i c e n t e r  c l i n i c a l  t r i a l s  i n  d i g e s t i v e  and n u t r i t i o n a l  d i s e a s e s .  Areas o f  
p a r t i c u l a r  importance inc lude  o b e s i t y ,  inflammatory bowel d i s e a s e ,  i r r i t a b l e  
bowel syndrome, h e l i c o b a c t e r  p y l o r i ,  primary b i l i a r y  c i r r h o s i s ,  and s c l e r o s i n g
c h o l a n g i t i s .  It is  a n t i c i p a t e d  t h a t  t h r e e  p lanning  g r a n t  awards w i l l  be made. 

BACKGROUND 

Recent advances i n  b a s i c  biomedical r e s e a r c h  have provided new i n s i g h t s  i n t o  

t h e  pa thogenes is  o f  many n u t r i t i o n a l  and d i g e s t i v e  d i s e a s e s .  These advances 

have l e d  t o  new p o s s i b i l i t i e s  f o r  t h e r a p e u t i c  i n t e r v e n t i o n s  i n  t h e s e  d i s e a s e s .  

N e w  t h e r a p i e s  o r  i n t e r v e n t i o n s  a r e  b e s t  eva lua ted  i n  p rospec t ive ,  randomized 

c o n t r o l l e d  c l i n i c a l  t r i a l s .  However, t h e  p lanning ,  des ign ,  conduct, and 

a n a l y s i s  o f  c l i n i c a l  t r i a l s  a r e  d i f f i c u l t .  Each s t e p  i n  t h e  p rocess  r e q u i r e s 

major commitment o f  e f f o r t  and t ime,  f i n a n c i a l  suppor t ,  and m u l t i d i s c i p l i n a r y 

e x p e r t i s e .  A s  a consequence, o p p o r t u n i t i e s  can be l o s t  t o  i d e n t i f y  and e

r i g o r o u s l y  e v a l u a t e  important new t h e r a p e u t i c  p o s s i b i l i t i e s .  
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I n  t h e  area o f  d i g e s t i v e  d i s e a s e s  and n u t r i t i o n  t h e r e  a r e  s e v e r a l  d i s e a s e s  o r  
c o n d i t i o n s  t h a t  warran t  s t u d i e s  of new t h e r a p e u t i c  i n t e r v e n t i o n s .  D iges t ive
and n u t r i t i o n a l  d i s e a s e s  o r  cond i t ions  o f  importance f o r  which t h e r e  are 
c u r r e n t l y  no s a t i s f a c t o r y  long-term t h e r a p i e s  inc lude  s e v e r e  o b e s i t y ,
inflammatory bowel d i s e a s e ,  i r r i t a b l e  bowel syndrome, primary b i l i a r y
c i r r h o s i s ,  and s c l e r o s i n g  c h o l a n g i t i s .  These are important c o n d i t i o n s  t h a t  
affect  many Americans and cause  cons ide rab le  morbid i ty  and m o r t a l i t y .  Primary
b i l i a r y  c i r r h o s i s ,  f o r  example, is an autoimmune d i s e a s e  o f  t h e  l i v e r  t h a t  
l a r g e l y  affects  women and l e a d s  slowly bu t  inexorably  t o  c i r r h o s i s  and d e a t h  
from l i v e r  f a i l u r e .  Primary b i l i a r y  c i r r h o s i s  is t h e  l e a d i n g  s i n g l e
i n d i c a t i o n  f o r  l i v e r  t r a n s p l a n t a t i o n  i n  a d u l t s .  Despi te  t h e s e  features,  t h e r e  
is c u r r e n t l y  no the rapy  of proven b e n e f i t  f o r  primary b i l i a r y  c i r r h o s i s .  I n  
r e c e n t  y e a r s ,  s e v e r a l  s m a l l  c l i n i c a l  t r i a l s  i n  primary b i l i a r y  c i r r h o s i s  have 
r e p o r t e d  some b e n e f i t  of s e v e r a l  agen t s  i nc lud ing  ursodeoxycholic a c i d ,
ch lorambuci l ,  cyc lospor ine  A, methot rexa te ,  prednisone, and c o l c h i c i n e .  While 
r e s u l t s  from s e v e r a l  o f  t h e s e  s t u d i e s  have been promising, t h e y  have no t  been 
convinc ing  enough t o  provide  f i r m  guidance f o r  t he rapy  o f  p a t i e n t s  wi th  t h i s  
important d i s e a s e .  It is obvious, however, t h a t  one o r  s e v e r a l  o f  t h e s e  
a g e n t s  cou ld  be  adequate ly  eva lua ted  i n  a proper ,  l a r g e ,  m u l t i c e n t e r  
randomized c o n t r o l l e d  t r i a l .  

C l i n i c a l  T r i a l  Planning Grants have been designed t o  a i d  i n v e s t i g a t o r s  i n  
des ign ing  c l i n i c a l  t r i a l s  i n  important areas o f  d i g e s t i v e  and n u t r i t i o n a l  
d i s e a s e s .  These Planning Grants w i l l  suppor t  t h e  development o f  a c l i n i c a l  
t r i a l  r e s e a r c h  p l a n .  This  g r a n t  also prov ides  a means f o r  e a r l y  pee r  review 
of t h e  r a t i o n a l e  and need f o r  t h e  t r i a l .  

OBJECTIVES AND SCOPE 

The o v e r a l l  goa l  of t h i s  Request f o r  App l i ca t ions  (RFA) i s  t o  encourage
exper ienced  c l i n i c a l  i n v e s t i g a t o r s  i n  d i g e s t i v e  d i s e a s e s  t o  under take  
p r o s p e c t i v e ,  randomized, c o n t r o l l e d ,  s i n g l e - c e n t e r  o r  m u l t i c e n t e r  t r ia ls  i n  
t h e  t r ea tmen t  o f  d i g e s t i v e  and n u t r i t i o n a l  d i s e a s e s .  

The N I D D K  C l i n i c a l  T r i a l  Planning Grant has  been des igned  t o  h e l p  suppor t  t h e  
e x t e n s i v e  p lanning  t h a t  should precede any well-designed s i n g l e - c e n t e r  o r  
m u l t i c e n t e r  t r i a l .  The g r a n t  provides  a mechanism f o r  e a r l y  pee r  review o f  
t h e  r a t i o n a l e  and need f o r  t h e  t r i a l  as w e l l  as suppor t  f o r  t h e  development o f  
a d e t a i l e d  Manual of Procedures.  I n  a d d i t i o n ,  a l i m i t e d  number o f  p a t i e n t s  
can be r e c r u i t e d  t o  t e s t  t h e  o p e r a t i o n a l  a s p e c t s  of  t h e  t r i a l .  

I t  is expec ted  t h a t  t h i s  Planning Grant RFA w i l l  be followed by a program 
announcement wi th in  twelve months from t h e  funding o f  g r a n t s  i n  response  t o  
t h i s  i n i t i a l  RFA, f o r  a p p l i c a t i o n s  t o  perform s i n g l e - c e n t e r  o r  m u l t i c e n t e r  
c l i n i c a l  t r i a l s .  App l i ca t ions  i n  response  t o  t h i s  l a t t e r  announcement w i l l  be 
r e q u i r e d  t o  provide  d e t a i l e d  informat ion  r ega rd ing  t h e  r a t i o n a l e ,  exper imenta l
des ign ,  p r o t o c o l s  and procedures,  a n a l y t i c a l  t echn iques ,  f a c i l i t i e s  and 
environment, adequacy of  t h e  proposed a d m i n i s t r a t i v e  procedures ,  and 
c o l l a b o r a t i v e  arrangements f o r  t h e  t r i a l .  A wel l  documented Manual o f  
Procedures w i l l  a l s o  need t o  be p a r t  o f  t h e  l a t t e r  submission. The a c t u a l  
funding  of a s i n g l e  o r  m u l t i c e n t e r  c l i n i c a l  t r i a l  w i l l  be con t ingen t  i n  p a r t  
on t h e  exce l l ence  and f e a s i b i l i t y  of t h e  proposed t r i a l ,  programmatic needs,
and on t h e  a v a i l a b i l i t y  of  des igna ted  funds .  

ELIGIBILITY REQUIREMENTS 

All a p p l i c a n t s  must  be q u a l i f i e d  n u t r i t i o n i s t s ,  g a s t r o e n t e r o l o g i s t s ,
h e p a t o l o g i s t s ,  o r  surgeons wi th  t h e  demonstrated a b i l i t y  t o  r e c r u i t  adequate
numbers o f  p a t i e n t s .  Appl icants  f o r  a P lanning  Grant f o r  a m u l t i c e n t e r  
c l i n i c a l  t r i a l  must  have demonstrated e x p e r t i s e  i n  t h e  many complex features  
o f  conducting a m u l t i c e n t e r  s tudy .  A l l  a p p l i c a n t s  are r e s p o n s i b l e  f o r  
o b t a i n i n g  and main ta in ing  t h e  a p p r o p r i a t e  I n v e s t i g a t i o n a l  New Drug App l i ca t ion
from t h e  Food and Drug Adminis t ra t ion  and t h e  a p p r o p r i a t e  a s su rance  and 
c e r t i f i c a t i o n  from t h e i r  I n s t i t u t i o n a l  Review Boards f o r  Human S u b j e c t s .  Only
c o s t s  t h a t  are no t  u sua l  c o s t s  f o r  t h e  normal care o f  p a t i e n t s  e n t e r e d  i n  t h e  
t r i a l  may be  r eques t ed  as r e s e a r c h  c o s t s  t o  t h e  g r a n t  a p p l i c a t i o n .  

Some o f  t h e  f a c t o r s  upon which review o f  s i n g l e  c e n t e r  o r  m u l t i c e n t e r  P lanning
Grant a p p l i c a t i o n s  w i l l  be eva lua ted  are t h e  fo l lowing :  r a t i o n a l e  f o r  t h e  
proposed c l i n i c a l  t r i a l ;  exper imenta l  des ign  inc lud ing  i d e n t i f i c a t i o n  of 
a p p r o p r i a t e  primary and secondary outcomes o f  t h e  t r i a l ;  p re l imina ry
exper imenta l  p rocedures  and p l a n s  f o r  p a t i e n t  p a r t i c i p a t i o n ;  p re l imina ry  p l a n s
f o r  q u a l i t y  c o n t r o l  and d a t a  a n a l y s i s ;  and p a t i e n t  r ec ru i tmen t  p o t e n t i a l .
Planned p re l imina ry  s t u d i e s  and t h e  pro ' fess iona l  c r e d e n t i a l s  o f  t h e  o r g a n i z e r s
and p a r t i c i p a t i n g  c e n t e r s  should be inc luded .  E s t i m a t e s  o f  p a t i e n t  numbers 
have t o  be based on t h e  b e s t  estimates o f  t h e  expected d i f f e r e n c e s  i n  measured 
end p o i n t s  between c o n t r o l  and t reatment  groups.  
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The N I H  p l a c e s  s p e c i a l  emphasis on t h e  need f o r  i n c l u s i o n  o f  m i n o r i t i e s  and 
women i n  s t u d i e s  of d i s e a s e s  which d i s p r o p o r t i o n a t e l y  affect  them and a l s o  
r e q u i r e s  t h a t  a p p l i c a n t s  g i v e  added a t t e n t i o n ,  where f e a s i b l e  and a p p r o p r i a t e ,  
t o  t h e i r  i n c l u s i o n  i n  o t h e r  c l i n i c a l  s t u d i e s .  For proposed population-based
s t u d i e s  t h a t  i n c l u d e  n e i t h e r  women nor  m i n o r i t i e s ,  a c l e a r  r a t i o n a l e  f o r  n o t  
i n c l u d i n g  them must be provided.  I n  a t tempt ing  t o  inc lude  e i t h e r  group i n  a 
p a r t i c u l a r  s tudy ,  a t t e n t i o n  must be  p a i d  t o  such i s s u e s  as r e s e a r c h  d e s i g n  and 
sample s i z e .  

TERMS OF THE AWARD 

A p p l i c a t i o n s  f o r  s i n g l e  o r  m u l t i c e n t e r  c l i n i c a l  t r i a l  Planning Grants  should  
r e q u e s t  up t o  1 y e a r  d u r a t i o n  and a maximum o f  $50,000 i n  d i r e c t  c o s t .  
Examples o f  t h e  allowed u s e s  o f  t h e s e  funds inc lude :  paying t r a v e l  expenses
o f  c l i n i c i a n s ,  b i o s t a t i s t i c i a n s ,  ep idemiologis t s ,  and o t h e r  e s s e n t i a l  
personnel  who assist i n  t h e  p r e p a r a t i o n  o f  t h e  Manual o f  Procedures;
s u p p o r t i n g  p r e l i m i n a r y  s t u d i e s  t o  r e f i n e  t r i a l  procedures  and document 
r e c r u i t m e n t  p o t e n t i a l ;  paying f o r  s e c r e t a r i a l  a s s i s t a n c e  and o f f i c e  s u p p l i e s ;
and provid ing  c o n s u l t a n t  fees f o r  b i o s t a t i s t i c i a n s ,  bu t  n o t  g e n e r a l l y  f o r  
o t h e r  s c i e n t i f i c  personnel .  Three Planning Grants  may be awarded. Funding
d e c i s i o n s  w i l l  be based i n  p a r t  on r e l a t i v e  meri t  recommendation of t h e  
I n i t i a l  Review Group ( I R G )  and i n  p a r t  on programmatic needs as determined by
t h e  Nat iona l  Diabe tes  and D i g e s t i v e  and Kidney Diseases  Advisory Council  and 
by t h e  s ta f f  o f  t h e  Div is ion  o f  Diges t ive  Diseases  and N u t r i t i o n .  The award 
of a p p l i c a t i o n s  submit ted i n  response t o  t h i s  RFA is cont ingent  on t h e  a c t u a l  
a v a i l a b i l i t y  o f  funds and r e c e i p t  o f  a p p l i c a t i o n s  deemed worthy o f  suppor t  by
t h e  accepted  N I H  p e e r  review process .  

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 R G  convened f o r  t h i s  purpose 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 I D D K .  There w i l l  be a s i n g l e  r e c e i p t  d a t e  
o f  January  22, 1991.  Appl ica t ions  rece ived  a f t e r  t h a t  d a t e  w i l l  be r e t u r n e d .  
E a r l i e s t  funding w i l l  be December 1991. 

METHOD OF APPLYING 

P o t e n t i a l  a p p l i c a n t s  should write 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. 


Tommie S. T r a l k a  

D i r e c t o r ,  C l i n i c a l  T r i a l s  Program

D i v i s i o n  o f  D i g e s t i v e  Diseases and N u t r i t i o n  

Westwood Bldg.,  Rm 3 A - 1 5  

5333 Westbard Ave. 

Bethesda, MD 20892 

Telephone: (301) 496-9717 


O N G O I N G  PROGRAM ANNOUNCEMENTS 

BINORITY H I G H  SCHOOL STUDENT RESEARCH APPRENTICE PROGRAM 

PA: PA-90-35 

P.T. 4 4 ,  FF; K.W. 0710030 

Nat iona l  Center  f o r  Research Resources 

Appl ica t ion  Receipt  Date: November 30, 1990 

T h i s  is a re - i ssuance  of t h e  announcement publ i shed  i n  t h e  N I H  Guide f o r  
Grants  and C o n t r a c t s  da ted  September 18,  1990, Vol. 19,  No. 3 5 .  

BACKGROUND AND OBJECTIVES 

The Nat iona l  Center  f o r  Research Resources (NCRR),  Nat ional  I n s t i t u t e s  o f  
Heal th  ( N I H ) ,  c u r r e n t l y  p l a n s  t o  cont inue  and expand t h e  Minori ty  High School 
S tudent  Research Apprent ice  Program i n  1991.  The purpose o f  t h e  program is  t o  
provide  m i n o r i t y  h i g h  school  s t u d e n t s  wi th  a meaningful exper ience  i n  v a r i o u s  
a s p e c t s  of h e a l t h - r e l a t e d  r e s e a r c h  i n  o r d e r  t o  s t i m u l a t e  t h e i r  i n t e r e s t  i n  
careers i n  s c i e n c e .  

I n  FY 1991,  i n  a d d i t i o n  t o  encouraging i n s t i t u t i o n s  t o  apply f o r  an increased  
number of a p p r e n t i c e s ,  t h e  program is  inc luding  a h igh  school  s c i e n c e  t e a c h e r  
i n i t i a t i v e .  T h i s  new program extens ion  w i l l  a l low t e a c h e r s  who a r e  members o f  
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a minor i ty  group, o r  who t e a c h  a s i g n i f i c a n t  number o f  minor i ty  s t u d e n t s ,  t o  
p a r t i c i p a t e  i n  a summer r e s e a r c h  p r o j e c t  i n  o r d e r  t o  update t h e i r  knowledge
and s k i l l s  i n  modern r e s e a r c h  t o o l s  and t echn iques .  Such a hands-on r e s e a r c h  
exper ience  should s t r e n g t h e n  t each ing  s k i l l s  and provide  t e a c h e r s  t h e  
oppor tun i ty  t o  b r i n g  back t o  t h e  classroom a sense  o f  t h e  excitement o f  
r e s e a r c h ,  which should s t i m u l a t e  s t u d e n t s  t o  pursue s c i e n t i f i c  c a r e e r s .  A6) l onge r  range goa l  is t o  e s t a b l i s h  yea r  round l i n k s  between s c i e n c e  t e a c h e r s ,  
secondary school  s t u d e n t s ,  and biomedical r e s e a r c h e r s .  

P l ease  no te ,  however, t h a t  expansion o f  t h e  program i n  FY 1991 is con t ingen t  
on t h e  a v a i l a b i l i t y  o f  appropr i a t ed  funds.  Thus, a l l o c a t i o n s  may be reduced 
below t h e  r eques t ed  amount. Upon recommendation o f  t h e  Nat iona l  Advisory
Research Resources Council ,  t h e  Center w i l l  g i v e  p re fe rence  i n  making awards 
t o  t h o s e  i n s t i t u t i o n s  t h a t  can suppor t  a summer program having a " c r i t i c a l  
mass" o f  a t  l ea s t  f i v e  o r  s i x  s t u d e n t s .  

ELIGIBILITY 

E l i g i b l e  i n s t i t u t i o n s  are t h o s e  t h a t  were awarded g r a n t s  du r ing  t h e  l a t e s t  
complete Fede ra l  f i sca l  yea r  1990 from e i t h e r  t h e  Biomedical Research Support
Grant (BRSG) Program o r  t h e  Minority Biomedical Research Support (MBRS)
Program. ALL ELIGIBLE INSTITUTIONS, INCLUDING THOSE NOT CURRENTLY FUNDED, ARE 
STRONGLY ENCOURAGED TO APPLY. Only one a p p l i c a t i o n  f o r  t h e  Apprentice Program 
may be submi t ted  by a component o f  an i n s t i t u t i o n  t h a t  i s  t h e  r e c i p i e n t  o f  
bo th  t h e  BRSG and MBRS awards. 

S tuden t s  e l i g i b l e  f o r  suppor t  under t h i s  program are t h o s e  who ( 1 )  i d e n t i f y
themselves as minor i ty  ( i . e . ,  Black, Hispanic ,  American Indian ,  Alaskan 
Nat ive ,  P a c i f i c  I s l a n d e r ,  o r  As ian) ;  (2) are U.S. c i t i z e n s  o r  have a permanent
v i s a ;  and ( 3 )  are e n r o l l e d  i n  h igh  school  du r ing  t h e  1990-91 academic y e a r .
(S tuden t s  who w i l l  g r adua te  from high  school  i n  1991 are e l i g i b l e ,  as is  a 
s t u d e n t  who p a r t i c i p a t e d  i n  a p rev ious  yea r  provided he/she i s  s t i l l  e n r o l l e d  
a t  t h e  h igh  school  l e v e l . )  

MECHANISM OF SUPPORT 

The mechanism o f  suppor t  f o r  t h i s  program w i l l  be t h e  N I H  g ran t - in -a id  (S03).
Awards w i l l  be f o r  one y e a r .  Awards w i l l  be e f f e c t i v e  March 1, 1991,
con t ingen t  upon a v a i l a b i l i t y  o f  appropr i a t ed  funds .  Support w i l l  b e  provided 

(- . a t  a l e v e l  o f  $2 ,000  f o r  each s t u d e n t  a p p r e n t i c e  and $5 ,000  f o r  each h igh
school  s c i e n c e  t e a c h e r .  Funds f o r  ONE h igh  school  s c i e n c e  t e a c h e r  may be 

_. r eques t ed  f o r  EACH FIVE s t u d e n t s  r eques t ed  and m u l t i p l e s  t h e r e o f .  No i n d i r e c t  
c o s t s  w i l l  be p a i d .  D i r e c t  suppor t  must be as s a l a r y ;  s t i p e n d s  are n o t  
allowed. Funds a l l o c a t e d  may a l s o  be u t i l i z e d  f o r  s u p p l i e s ,  ex tending  t h e  
r e s e a r c h  exper ience ,  o r  i f  adequate funds e x i s t ,  f o r  t h e  a d d i t i o n  o f  a s t u d e n t  
a p p r e n t i c e .  However, funds  from t h e s e  g r a n t s  may on ly  be used f o r  t h e  c o s t s  
of  t h e  a p p r e n t i c e  program. The Program D i r e c t o r  is r e s p o n s i b l e  f o r  t h e  
r ec ru i tmen t  and s e l e c t i o n  o f  t h e  a p p r e n t i c e s ,  as w e l l  as t h e  h igh  school  
s c i e n c e  t e a c h e r s ,  and assignment of  each t o  an a p p r o p r i a t e  i n v e s t i g a t o r .  

S tuden t s  : 

Recruitment and s e l e c t i o n  of  s t u d e n t s  should emphasize f a c t o r s  i nc lud ing  t!.e 
s t u d e n t s '  mot iva t ion ,  a b i l i t y ,  s c h o l a s t i c  a p t i t u d e ,  and accomplishments. I n  
a d d i t i o n ,  c o n s i d e r a t i o n  should be given t o  s c i e n c e  t e a c h e r s '  recommendations 
and, where p o s s i b l e ,  t h e  degree o f  p a r e n t a l  commitment. Assignments should be 
made t o  i n v e s t i g a t o r s  involved i n  h e a l t h - r e l a t e d  r e s e a r c h  who are committed t o  
i n c r e a s i n g  t h e  h igh  school  s t u d e n t ' s  unders tanding  o f  r e s e a r c h  and t h e  
t e c h n i c a l  s k i l l s  needed. 

Teachers : 

Recruitment and s e l e c t i o n  c r i t e r i a  should inc lude :  exper ience  and t e a c h i n g
r e s p o n s i b i l i t i e s ,  l e v e l  of  i n t e r e s t  i n  p a r t i c i p a t i n g  i n  a r e s e a r c h  program,
expected impact on t h e i r  t each ing  programs, a b i l i t y  t o  s t i m u l a t e  minor i ty
s t u d e n t s  t o  pursue s c i e n t i f i c  c a r e e r s ,  and f u t u r e  p l a n s  f o r  cont inued
i n t e r a c t i o n  wi th  t h e  r e s e a r c h  i n s t i t u t i o n .  

METHOD OF APPLYING 

E l i g i b l e  i n s t i t u t i o n s  should submit an  a p p l i c a t i o n  c o n s i s t i n g  o f  no more t h a n  
(a) a l e t te r  s t a t i n g  t h e  j u s t i f i c a t i o n  f o r  t h e  number of s t u d e n t  and t e a c h e r  
p o s i t i o n s  r eques t ed  (p re fe rence  w i l l  be g iven  t o  t h o s e  i n s t i t u t i o n s  wi th  a 
demonstrated commitment and a documented h i s t o r y  o f  encouraging s t u d e n t s  t o  

F pursue s c i e n t i f i c  c a r e e r s ) ;  t o g e t h e r  wi th  ( b l  t h e  o r i g i n a l  and one s i g n r d  .and 
L- completed C O P Y  of t h e  Grant App l i ca t ion  Form, PHS 398 (Rev. 10188) f a c e  paye ,  

page 4 "Detailed Budget f o r  F i r s t  12-Month Budget Per iod  Direct Cos t s  Only,"
and c h e c k l i s t  page o n l y .  The r e q u i r e d  pages of  t h e  PHS 398 a p p l i c a t i o n  form 
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-- 

-


lrvr 

V 

should  be completed accord ing  t o  i n s t r u c t i o n s  provided i n  t h e  PHS 398 (Rev.

10/88) k i t  except  f o r  t h e  fo l lowing:  


Face Page: 


Item 1 - Leave b lank .  


Item 2 - Check t h e  box marked "YES" and i n d i c a t e  t h e  announcement t i t l e  as 

"Minority High School S tudent  Research Apprent ice  Program, PA-90-35." 


Items 4, 5 ,  7b, 8, and 1 0  - Not a p p l i c a b l e ;  do n o t  complete.  


I t e m  6, Dates o f  e n t i r e  proposed p r o j e c t  p e r i o d  - Ente r  91-03-31 through 

92-02-29. 


Item 7a - I n s e r t  t h e  t o t a l  d o l l a r  amount o f  t h e  r e q u e s t ,  which is  t h e  sum,

from a p p l i c a t i o n  page 4,  o f  t h e  number o f  s t u d e n t  p o s i t i o n s  r eques t ed  times 

$2,000 p e r  s t u d e n t  and $5 ,000  p e r  t e a c h e r .  


I t e m  14, Organ iza t iona l  component t o  r e c e i v e  c r e d i t  towards a Biomedical 

Research Support  Grant - U s e  t h i s  space  to e n t e r  t h e  code and t h e  BRSG 

component and lo r  MBRS g r a n t  numbers on which e l i g i b i l i t y  f o r  t h i s  Minority 

High School S tudent  Research Apprentice Program a p p l i c a t i o n  are based (no 

c r e d i t  w i l l  be g iven  f o r  t h e  SO3 a p p l i c a t i o n ) .  


Page 4, "Deta i led  Budget f o r  F i r s t  12-Month Budget Per iod  Direct Cos ts  Only" -

Using ONLY t h e  Other Expenses ca tegory ,  e n t e r  on s e p a r a t e  l i n e s  t h e  number o f  

s t u d e n t s  r eques t ed  a t  $2,000 pe r  s t u d e n t  and t h e  number o f  h igh  school  s c i e n c e  

t e a c h e r s  r eques t ed  a t  $5,000 p e r  t e a c h e r .  Not more t h a n  one t e a c h e r  p o s i t i o n  

may be r eques t ed  f o r  each f i v e  s tuden t  p o s i t i o n s  r eques t ed .  En te r  t h e  sum o f  

t h e  amounts r eques t ed  f o r  each under t h e  "TOTALS" column f o r  t h e  Other 

Expenses ca t egory  and under "Tota l  Direct Cos ts  f o r  F i r s t  12-Month Budget

Period" a t  t h e  bottom o f  t h e  page. 


The o r i g i n a l  and one copy of t h e  s igned  Program D i r e c t o r ' s  r e p o r t  and each 

s t u d e n t  and t e a c h e r  r e p o r t  should be submi t ted  wi th  t h e  renewal a p p l i c a t i o n  by

November 30  i n  o r d e r  t h a t  t h e  d a t a  conta ined  i n  t h e s e  r e p o r t s  can be used by

NCRR t o  dec ide  about p o l i c i e s  and f u t u r e  funding f o r  t h e  Minority High School 

Student  Research Apprentice Program. These r e p o r t s  should a l s o  be submi t ted  

at  t h e  same t i m e  even i f  renewal suppor t  is  n o t  r eques t ed .  


I n  any even t ,  a l l  r e p o r t s  i nc lud ing  t h e  F i n a n c i a l  S t a t u s  Report must be 

submi t ted  t o  t h e  N I H  by t h e  g r a n t e e  i n s t i t u t i o n  no l a t e r  t h a n  May 3 1 ,  1991,

u n l e s s  an ex tens ion  o f  t h e  budget pe r iod  end d a t e  h a s  been a u t h o r i z e d  i n  

w r i t i n g  . 

Mail t h e  completed a p p l i c a t i o n  by t h e  November 30, 1990, f i r m  dead l ine  f o r  

r e c e i p t  o f  a p p l i c a t i o n s  t o :  


Office o f  Grants  and Con t rac t s  Management

Nat iona l  Center f o r  Research Resources 

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

Westwood Bui ld ing ,  Room 849 

5333 Westbard Avenue 

Bethesda, MD 20892XX 


I n q u i r i e s  can be made o f  D r .  Mar jor ie  A.  T ing le  a t  t h e  above addres s  o r  by

c a l l i n g  (301 )  496-6743. 


T h i s  program is  desc r ibed  i n  t h e  Cata log  o f  Fede ra l  Domestic Ass i s t ance ,  No. 

13.337, Biomedical Research Suppor t .  Grants  w i l l  be awarded under t h e  

a u t h o r i t y  of t h e  Pub l i c  Health S e r v i c e  A c t ,  S e c t i o n  301 ( a I ( 3 ) ;  Pub l i c  Law 

78-410 (42 USC 241) as  amended, and admin i s t e red  under PHS g r a n t  p o l i c i e s  and 

Federa l  Regula t ions  45 CFR 74 and t h e  Guide l ines  f o r  Minority High School 

Student  Research Apprentice Program. T h i s  program is no t  s u b j e c t  to t h e  

in te rgovernmenta l  review requi rements  o f  Executive Order 12372 o r  Heal th  

Systems Agency review. 


XXTHE MAILING ADDRESS GIVEN FOR SENDING APPLICATIONS TO THE DIVISION OF 

RESEARCH GRANTS OR CONTACTING PROGRAM STAFF I N  THE WESTWOOD B U I L D I N G  IS  THE 

CENTRAL M A I L I N G  ADDRESS FOR THE NATIONAL INSTITUTES OF HEALTH. APPLICANTS WHO 

USE EXPRESS MAIL OR A COURIER SERVICE ARE ADVISED TO FOLLOW THE CARRIER'S 

REQUIREMENTS FOR SHOWING A STREET ADDRESS. THE ADDRESS FOR THE WESTWOOD 

B U I L D I N G  IS :  


5333 Westbard Avenue 

Bethesda, Maryland 20816 
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