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>PROCEDURE WOTlCE~ 
\ ,,\ \ \ \  \ \ \ \ \  \ \ \ \ \ \ \  

A Procedural n o t i c e  on t h e  above s u b j e c t  w a s  publ ished i n  t h e  NIH Guide 
for Grants and Contmcts, V o l .  9,  No. 2 ,  dated January 25, 1980. Based on 
i n q u i r i e s  received from v a r i o u s  g r a n t e e  i n s t i t u t i o n s ,  i t  has become appa ren t  
t h a t  c l a r i f i c a t i o n  of a major p o i n t  i n  t h e  o r i g i n a l  n o t i c e  i s  necessary.  

Under t h e  s e c t i o n  on F inanc ia l  Management, r e f e rence  w a s  made t o  a s i g n i f i ­
cant a s p e c t  of t h e  change i n  p o l i c y  which permits  t h e  carry-over of unexpended 
funds between competing segments of t h e  p r o j e c t  per iod.  Fu r the r ,  i t  w a s  
i nd ica t ed  t h a t  t h e  funds awarded i n  support  of each budget per iod w i l l  remain 
a v a i l a b l e  f o r  t h e  t o t a l  t i m e  f o r  which support  of a p r o j e c t  has  been approved. 
This language w a s  n o t  intended t o  convey t h e  idea t h a t  N I H  w i l l  now a l low 
automatic carry-over of unexpended funds ( f o r  i nc reased  funding purposes) 
between competing segments of t h e  "new" p r o j e c t  per iod as r ede f ined .  Rather ,  
t h e  p o i n t  t o  be made is that N I H  and t h e  g ran tee  w i l l  now be a b l e  t o  have 
the  same f i s c a l  f l e x i b i l i t y  i n  going from one segment of support  t o  t h e  nex t  
competing segment t h a t  has been a v a i l a b l e  f o r  many y e a r s  i n  going from one 
budget pe r iod  t o  t h e  next budget pe r iod  wi th in  any given p r o j e c t  per iod.  
Previously,  a t  t h e  c l o s e  of t h e  f i n a l  budget per iod of an "old" p r o j e c t  
per iod,  any remaining f r e e  balance w a s  withdrawn and r e v e r t e d  t o  t h e  Federal  
appropr i a t ion  from which t h e  g ran t  had been awarded. 

Considering t h e  t iming of submission, a competing c o n t i n u a t i o n  a p p l i c a t i o n  
(Type 2)  i nc ludes  no Sec t ion  I11 - "F i sca l  Data f o r  Current Budget Period" 
and, accordingly,  no p r e s e n t a t i o n  of an estimated unobl igated balance is  
made. Therefore,  information on unexpended balances from t h e  l a s t  budget 
per iod of t h e  immediately p r i o r  compet i t ive segment of support  w i l l  n o t  be 
a v a i l a b l e  u n t i l  a Report of Expenditures (ROE) is  submit ted - some months 
a f t e r  t h e  competing c o n t i n u a t i o n  award has been made. 

The N I H  Divis ion of F i n a n c i a l  Management i n  processing the ROE'S w i l l ,  
f o r  accounting purposes,  au tomat i ca l ly  move t h e  unexpended balances shown 
on t h e  ROE forward t o  t h e  Type 2 g ran t  account. However, i n  keeping wi th  
what i s  a l r e a d y  s t a t e d  ( a l s o - under t h e  F inanc ia l  Management s e c t i o n  of 
the January 25th issuance)  t h e  o p t i o n s  a v a i l a b l e  t o  NIH awarding components 
on ''when" and "how" t o  u t i l i z e  t h e  balances w i l l  be t h e  same as i n  t h e  
previous approach t o  d e a l i n g  w i t h  noncompeting con t inua t ion  (Type 5) awards. 
The o p t i o n s  are: (1) u s e  t h e  balance f o r  funding o f f s e t  (deduct ion);  o r  
(2) provide increased funding a u t h o r i z a t i o n  e i t h e r  immediately ( through t h e  
issuance of a r ev i sed  award s ta tement)  o r  a t  t h e  t i m e  of processing t h e  nex t  
Type 5 award. 

While i n d i c a t i n g  t h a t  t h e  new concept w i l l  p e r m i t  t h e  same f i s c a l  f l e x i b i l i t y  
i n  moving unexpended balances forward t o  competing c o n t i n u a t i o n  awards as has 
been previously p o s s i b l e  w i t h  noncompeting con t inua t ion  awards, one s i g n i f i ­
can t  procedural d i f f e r e n c e  should be i d e n t i f i e d .  I n  p repa r ing  t h e  Type 5 
a p p l i c a t i o n ,  which inc ludes  t h e  f i s c a l  d a t a  shee t  as Sec t ion  111, t h e  
p r i n c i p a l  i n v e s t i g a t o r  may make a r eques t  t h a t  a l l  o r  p a r t  of t h e  est imated 
unobl igated balance as presented be c a r r i e d  over a s  inc reased  a u t h o r i z a t i o n  
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i n  t h e  subsequent budget pe r iod  f o r  what he/she b e l i e v e s  are j u s t i f i e d  
p r o j e c t  needs. It is  Pub l i c  Heal th  Se rv ice  p o l i c y  t h a t  such r e q u e s t s  .-
a c t u a l l y  be b u i l t  i n t o  t h e  a p p l i c a t i o n .  For reasons i n d i c a t e d  above, such 
an  approach is  no t  p o s s i b l e  i n  d e a l i n g  wi th  a Type 2 a p p l i c a t i o n .  However, 
a p r i n c i p a l  i n v e s t i g a t o r  w i l l  have t h e  o p t i o n  of submi t t i ng  a l e t te r  t o  
t h e  N I H  awarding component a t  an a p p r o p r i a t e  t i m e ,  through t h e  g r a n t e e  
i n s t i t u t i o n ,  documenting t h e  b a s i s  for a ca r ryove r  r e q u e s t .  The t iming 
would normally relate t o  t h a t  p o i n t  when t h e  a c t u a l  unobl igated balance 
i s  known. Such r e q u e s t s  w i l l  be  considered by t h e  awarding components i n  
making t h e i r  determinat ions as t o  a p p r o p r i a t e  u s e  of t h e  balances.  I f  
N I H  elects t o  provide inc reased  funding a u t h o r i z a t i o n  i t  w i l l  be r e f l e c t e d  
i n  an approved budget shown on a Notice of Grant Award. 



N I H  G u i d e  f o r  G r a n t s  and C o n t r a c t s  
V o l .  9, No. 4, M a r c h  14, 1980 

-am** PREVENTIVE ONCOLOGY ACADEMIC AWARD, 

P a g e  Three 

/ / / / / / /

(FOR CLABI.FICATION) 
NATIONAL CANCER I N S T I T U T E  

AppLica&ion nec&p,t date, May 1 ,  7 9 8 0 .  

The Nat ional  Cancer I n s t i t u t e  s eeks  a p p l i c a t i o n s  f o r  t h e  P reven t ive  Oncology 

Academic Award, announced i n  t h e  N I H  Guide f o r  Grants a?ld Contracts, 

Vol. 9, No. 1, January 3, 1980 (pages 63-66). I n  a d d i t i o n  t o  t h e  one-time 

March 1, 1980 a p p l i c a t i o n  r e c e i p t  d a t e  c i t e d  i n  that announcement, N C I  n o t e s  

t h a t  t h e  f i r s t  r e g u l a r ,  annual r e c e i p t  d a t e  w i l l  be  May 1, 1980. Applicants  

d e s i r i n g  a s tar t  d a t e  of Ju ly  1, 1981, should submit a p p l i c a t i o n s  by 

May 1, 1980. 
 For subsequent y e a r s  t h e  r e c e i p t  d a t e  w i l l  be May 1, wi th  a 
start  d a t e  of J u l y  1 of  t h e  fol lowing year .  

SHORT-TERM TRAINING:  STUDENTS I N  HEALTH PROFESSIONAL SCHOOLS 

NATIONAL RESEARCH SERVICE AWARDS 

The N I H  Guide f o r  Grants and Contracts, V o l .  8 ,  No. 13, dated October 26, 1979, 
contained t h e  announcement of a new N I H  program t h a t  would expose t a l e n t e d  
s t u d e n t s  i n  h e a l t h  p r o f e s s i o n a l  schools  t o  t h e  o p p o r t u n i t i e s  i n h e r e n t  i n  
a r e s e a r c h  career. Those planning t o  meet t h e  May 1, 1980 a p p l i c a t i o n  
r e c e i p t  d a t e  f o r  awards t o  be made i n  the Spring of 1981 should write for 
r ev i sed  i n s t r u c t i o n s  designed t o  accompany form PHS 6025 when used f o r  
Short-Term Training: S tuden t s  i n  Heal th  P r o f e s s i o n a l  School. 

Applicat ion forms and i n s t r u c t i o n s  may be obtained from: 

O f f i c e  of Grants I n q u i r i e s  
Divis ion of Research Grants 
Nat ional  I n s t i t u t e s  of Health 
Bethesda, Maryland 20205 

(301) 496-7441 
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REQUEST FOR RESEARCH GRANT APPLICATIONS: RFA 

NIH-NIAID-80-4 

NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES 

TITLE : TROPICAL DISEASE RESEARCH UNITS 

Appfication /teccipX d d e ,  June 76, 1980  

I. BACKGROUND INFORMATION 

The Nat ional  I n s t i t u t e  of Allegy and I n f e c t i o u s  Diseases (NIAID) i n v i t e s  
a p p l i c a t i o n s  f o r  a program p r o j e c t  g ran t  t o  be i n i t i a t e d  FY 1981 f o r  
p a r t i c i p a t i o n  i n  a Trop ica l  Disease Research Unit (TDRU). The I n s t i t u t e  
p l ans  t o  s o l i c i t  a p p l i c a t i o n s  f o r  TDRUs on ly  p e r i o d i c a l l y  and a t  des ig­
nated t i m e s .  

The Tropica l  Disease Research Unit  i s  intended t o  b r ing  toge the r  r e l e v a n t  
biomedical knowledge and technology i n  a m u l t i d i s c i p l i n a r y  a t t a c k  on t h e  
world’s  t r o p i c a l  and p a r a s i t i c  d i seases .  The TDRU is  expected t o  develop 
programs of bas i c  and app l i ed  r e sea rch  i n  one o r  more d i s e a s e  areas 
r e l a t e d  t o  t h e  bas i c  biology and immunology of hos t -pa ras i t e  r e l a t i o n s ,  
pathogenesis ,  improved d i a g n o s t i c  procedures,  immunotherapy and immuno­
prophylaxis ,  chemotherapy and chemoprophylaxis, vec to r  biology and c o n t r o l ,  
and o t h e r  approaches t o  t rea tment  and prevent ion .  

11. SCIENTIFIC PROGRAM REQUIREMENTS 

The complexity of t h e  major t r o p i c a l  d i s e a s e s  is  such t h a t  a mult i -
d i s c i p l i n a r y  a t t a c k i s  d e s i r a b l e .  The primary goa l  of TDRUs is  t o  apply 
r e c e n t l y  developed innovat ive  biomedical technologies  t o  t h e  problems 
of one or more of  the following diseases  of interest  to  NIAID: 
p a r a s i t i c  d i s e a s e s  - malaria, sch is tosomias is ,  f i l a r i a s i s ,  t rypanosomiasis ,  
and le i shmanias i s ;  v i r a l  d i s e a s e s  - arena  v i r u s e s  and s e l e c t e d  t r o p i c a l  
rhabdoviruses;  b a c t e r i a l  d i s e a s e s  - l eprosy  and yaws. The TDRU w i l l  
r ep resen t  a m u l t i d i s c i p l i n a r y  and coopera t ive  program between s c i e n t i s t s  
i n  b a s i c  and app l i ed  f i e l d s  f o r  t h e  s tudy of  one o r  more of t h e s e  major 
d i seases .  Such d i s c i p l i n e s  as biochemistry,  c e l l  b io logy ,  entromology, 
pharmacology, immunology, and g e n e t i c s  should j o i n  those  of pa ras i to logy ,  
v i ro logy ,  and bac te r io logy  i n  seeking new approaches t o  complex and 
r e f r a c t o r y  t r o p i c a l  i n f e c t i o n s .  

This program is  descr ibed i n  t h e  Catalog of Federal  Domestic Assistance 
number 13.856. Awards w i l l  be  made under t h e  a u t h o r i t y  of t h e  Publ ic  Heal th  
Serv ice  A c t ,  T i t l e  111, Sect ion  301 (Publ ic  Law 78-410, as amended; 42 USC 
241) and adminis tered under PHS g ran t  p o l i c i e s  and Federal  Regulat ions 
42 CFR 52 and CFR P a r t  74. This  program is n o t  s u b j e c t  t o  A-95 Clearinghouse 
o r  Heal th  Sys tems  Agency review. 
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A program p r o j e c t  g ran t  is  a mechanism f o r  t h e  suppor t  o f  a broadly based 
m u l t i d i s c i p l i n a r y  r e sea rch  program t h a t  has  a well-defined c e n t r a l  research 
focus o r  ob jec t ive .  This  c o n t r a s t s  w i th  t h e  u s u a l l y  narrower t h r u s t  of 
t h e  t r a d i t i o n a l  i nd iv idua l  r e sea rch  p r o j e c t .  The r e s p o n s i b i l i t y  f o r  
l e a d e r s h i p  of  t h e  program r e s i d e s  wi th  t h e  program d i r e c t o r  (P.D.) who 
must possess  demonstrated s c i e n t i f i c  and a d m i n i s t r a t i v e  competence. 
The program p r o j e c t  g ran t  c o n s i s t s  of a number of  i n t e r r e l a t e d  p r o j e c t s  
t h a t  c o n t r i b u t e  t o  t h e  program o b j e c t i v e .  Each of t h e s e  s c i e n t i f i c a l l y  
mer i to r ious  p r o j e c t s  u s u a l l y  is  under  t h e  l eade r sh ip  of an  e s t a b l i s h e d  
i n v e s t i g a t o r  who would be t h e  p r i n c i p a l  i n v e s t i g a t o r  ( P . I . )  f o r  t h e  
s p e c i f i c  p r o j e c t .  The g r a n t  a l s o  can provide suppor t  f o r  c e r t a i n  common 
re sources  ( co res ) .  Such r e sources  (e.g.  l abo ra to ry  o r  c l in i ca l  f a c i l i t i e s )  
should be u t i l i z e d  by two o r  more p r o j e c t s  w i th in  t h e  program when such 
sha r ing  f a c i l i t a t e s  t h e  t o t a l  r e sea rch  e f f o r t .  I n  a d d i t i o n ,  a program 
p r o j e c t  c o n s i s t s  of  s c i e n t i f i c a l l y  mer i to r ious  p r o j e c t s  whose i n t e r r e l a ­
t i o n s h i p s  w i l l  r e s u l t  i n  a g r e a t e r  c o n t r i b u t i o n  t o  i ts  program goa l s  than 
i f  each p r o j e c t  were pursued ind iv idua l ly .  

DISTINGUISHING FEATURES OF A PROGRAM PROJECT GRANT 

1. 

2.  

3 .  

4. 


5. 


There must be  a un i fy ing  well-defined goa l  o r  problem area o f  research  

t o  which each p r o j e c t  relates and c o n t r i b u t e s  thereby producing a 

r e sea rch  environment t h a t  a l lows  each r e sea rch  e f f o r t  t o  s h a r e  t h e  

c r e a t i v e  s t r e n g t h s  of t h e  o t h e r s .  


The P.D. must possess  recognized s c i e n t i f i c  and a d m i n i s t r a t i v e  

competence. The P.D. must show a s u b s t a n t i a l  commitment of  t i m e  

and e f f o r t  t o  t h e  program and exercise l eade r sh ip  i n  t h e  maintenance 

Lru
of i t s  q u a l i t y  con t ro l .  


Each r e sea rch  p r o j e c t  included i n  t h e  program p r o j e c t  g r a n t  app l i ca ­ 

t i o n  must, as asses sed  by pee r  review, s t and  on i t s  own independent 

sc i en t i - f i c  m e r i t ,  a s  w e l l  as complement o t h e r  p r o j e c t s  whenever 

f e a s i b l e .  


These m u l t i p l e  p r o j e c t s  r e q u i r e  t h e  p a r t i c i p a t i o n  of  i n v e s t i g a t o r s  

i n  s e v e r a l  d i s c i p l i n e s  o r  such persons wi th  s p e c i a l  e x p e r t i s e  i n  

s e v e r a l  areas of  one d i s c i p l i n e .  A l l  i n v e s t i g a t o r s  must c o n t r i b u t e  

t o ,  and share i n ,  t h e  r e s p o n s i b i l i t i e s  of f u l f i l l i n g  t h e  program 

ob j  ective. 

Only i n s t i t u t i o n s  wi th  s t r o n g  ongoing r e s e a r c h  programs and resources  

t h a t  can focus  on a m u l t i d i s c i p l i n a r y  a t t a c k  on t r o p i c a l  d i s e a s e s  

w i l l  be  cons idered  f o r  program p r o j e c t  suppor t  under t h e  p rov i s ions  

of t h i s  program. 


111. METHOD OF APPLYING 

A.  Letter of I n t e n t  

Prospec t ive  a p p l i c a n t s  may submit a b r i e f ,  one-page le t ter  s t a t i n g  
t h e i r  intent t o  submit an  a p p l i c a t i o n  and d e s c r i b i n g  t h e  gene ra l  
area of r e sea rch  t o  be  proposed. The letter o f  i n t e n t  should be 
submitted 60 days p r i o r  t o  t h e  dead l ine  f o r  r e c e i p t  of a p p l i c a t i o n s  W 



N I H  Guide f o r  Grants and Contracts 

Vol.  9,  No. 4,  March 14,  1980 Page Seven 


and should be  addressed t o :  

D r .  Kenneth P h i f e r  

Paras i to logy  Program Of f i ce r  

Molecular Microbiology and Pa ras i to logy  Branch 

Microbiology and I n f e c t i o u s  Diseases Program 

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


and I n f e c t i o u s  Diseases 
Room 737, Westwood Building 
Nat ional  I n s t i t u t e s  of Heal th  
Bethesda, Maryland 20205 

The I n s t i t u t e  r eques t s  such letters only  t o  provide an i n d i c a t i o n  
of t h e  number and scope of  a p p l i c a t i o n s  which w i l l  r e q u i r e  cons idera­
t i o n .  A let ter of i n t e n t  is no t  binding and it  w i l l  no t  e n t e r  i n t o  
t h e  review of  any a p p l i c a t i o n .  

B. Format f o r  Appl ica t ions  

Appl ica t ions  should be  submit ted on Form PHS 398, which is a v a i l a b l e  
from most i n s t i t u t i o n a l  bus iness  o f f i c e s  o r  t h e  Divis ion of Research 
Grants ,  NIH. An Information Brochure on N I A I D  Program P r o j e c t  Grant 
is a v a i l a b l e  and provides  s p e c i a l  i n s t r u c t i o n s  f o r  program p r o j e c t  
g ran t  a p p l i c a t i o n s .  T h i s  brochure may be requested now o r  i n  t h e  
let ter of i n t e n t .  

C. Appl icat ion Procedures  

The submission d a t e  f o r  r e c e i p t  of a p p l i c a t i o n s  has  been set f o r  
June 16, 1980. Therefore ,  let ters of i n t e n t  and receipt of appl ica­
t i o n s  w i l l  be due as s t a t e d  below: 

Letter of  I n t e n t  

A p r i l  lS, 1980 

The. o r t g i n a l  and s i x  ( 6 )  c o p i e s  of 
o r  de l tve red  t o  : 

Appl ica t ion  Receipt  

Appl ica t ions  

June 1 6 ,  1980 

t h e  a p p l i c a t i o n  should be sent 

Div is ion  of Research Grants  
Nat iona l  I n s t i t u t e s  of Heal th  
Room 240,  Westwood Building 
Bethesda, Maryland 20205 

It i s  important t h a t  a b r i e f  covering l e t t e r  accompany t h e  a p p l i c a t i o n  
i n d i c a t i n g  t h a t  i t  is  i n  response t o  t h i s  program announcement. A 
copy of t h e  cover ing  l e t te r  and one a d d i t i o n a l  copy of  t h e  a p p l i c a t i o n  
should be s e n t  t o  D r .  Kenneth P h i f e r .  Appl ica t ions  t h a t  are n o t  
respons ive  t o  the RFA o r  are not received by June 1 6 ,  1980, w i l l  not 
be accepted f o r  review and w i l l  be re turned  t o  t h e  a p p l i c a n t .  
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I V .  REVIEW PROCEDURES AND CRITERIA 

Appl ica t ions  i n  response t o  t h i s  RFA w i l l  be reviewed on a nat ionwide 
b a s i s  i n  competi t ion wi th  each o t h e r ,  and i n  accord wi th  t h e  usual  
Nat ional  I n s t i t u t e s  of Health pee r  review procedures .  They w i l l  f i r s t  
be reviewed f o r  s c i e n t i f i c  and t e c h n i c a l  m e r i t  by a review group composed 
mostly of  non-Federal s c i e n t i f i c  c o n s u l t a n t s  (Microbiology and I n f e c t i o u s  
Diseases  Advisory Committee) i n  November 1980, and then by t h e  Nat iona l  
Advisory Al le rgy  and I n f e c t i o u s  Diseases Council a t  i t s  January 1981 
meeting. 

The program p r o j e c t  g r a n t  a p p l i c a t i o n  should inc lude  a j u s t i f i c a t i o n  f o r  
t h e  appropr i a t eness  of t h a t  g ran t ing  mechanism. Review c r i t e r i a  i nc lude  
eva lua t ion  of  t h e  fol lowing,  n o t  n e c e s s a r i l y  i n  o r d e r  of importance: 

The s c i e n t i f i c  m e r i t  of t h e  program as a whole, as w e l l  as t h a t  
of  each ind iv idua l  p r o j e c t .  Each p r o j e c t  should be suppor t ab le  
on i t s  own m e r i t .  

The s i g n i f i c a n c e o f  t h e  o v e r a l l  program goals  and t h e  development 
of a well-defined c e n t r a l  r e sea rch  focus .  

The cohesiveness  and m u l t i d i s c i p l i n a r y  o r  mul t i f ace t ed  scope of  
t h e  program and t h e  coord ina t ion  and i n t e r r e l a t i o n s h i p s  among t h e  
ind iv idua l  p r o j e c t s  and c o r e ( s ) .  The r e l a t i o n s h i p  of each co re ( s )  
t o  t h e  c e n t r a l  focus of t h e  o v e r a l l  program. 

The q u a l i f i c a t i o n s ,  exper ience ,  and commitment of t h e  i n v e s t i g a t o r s  
wr e spons ib l e  f o r  t h e  ind iv idua l  r e sea rch  p r o j e c t s  o r  c o r e ( s )  and 

t h e i r  c o n t r i b u t i o n  t o  t h e  program, inc luding  t h e i r  a b i l i t y  t o  
devote  adequate  t i m e  and e f f o r t  t o  t h e  program. 

Accomplishments of  t h e  program t o  d a t e  ( f o r  renewal a p p l i c a t i o n s ) .  

The academic and p h y s i c a l  environment i n  which t h e  r e sea rch  w i l l  be 
conducted, i nc lud ing  t h e  a v a i l a b i l i t y  of space ,  equipment, p a t i e n t s ,  
and t h e  p o t e n t i a l  f o r  i n t e r a c t i o n  wi th  a c t i v e  s c i e n t i s t s  from o t h e r  
departments and/or  i n s t i t u t i o n s .  

A sound a d m i n i s t r a t i v e  and o r g a n i z a t i o n a l  s t r u c t u r e  t h a t  f a c i l i t a t e s  
a t ta inment  of  t h e  o b j e c t i v e ( s )  of  t h e  program. 

Arrangements f o r  i n t e r n a l  q u a l i t y  c o n t r o l  of  on-going r e sea rch ,  
a l l o c a t i o n  of funds,  day-to-day managements, i n t e r n a l  communications 
and coopera t ion  among t h e  i n v e s t i g a t o r s  involved i n  t h e  program, 
c o n t r a c t u a l  agreements,  and replacement of t h e  Program Di rec to r ,  
i f  requi red ,  on an i n t e r i m  o r  permanent b a s i s .  

The a p p l i c a t i o n s  rece ived  i n  response t o  t h i s  s o l i c i t a t i o n  w i l l  compete 
f o r  f i s c a l  y e a r  1981 funds.  Because t h e r e  is  cons ide rab le  unce r t a in tv  
as t o  t h e  l e v e l  of funds t h a t  w i l l  be  a v a i l a b l e  then ,  i t  i s  probable  
t h a t  only one award w i l l  be made. The ear l ies t  p o s s i b l e  award d a t e  w i l l  
be A p r i l  1, 1981. 
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REQUEST FOR RESEARCH GRANT APPLICATIONS: RFA 


NIH- N I CHD- C PR- RS-80- 1 


NATIONAL INSTITUTE OF CHILD HEALTH AND HUMAN DEVELOPMENT 


TITLE: HUMAN INFERTILITY 

Application h e c ~ p . tdate, June 7 6, 1980 

I. BACKGROUND INFORMATION 

The Reproductive Sciences Branch (RSB) of t h e  Center f 9 r  Populat ion 
Research a t  t h e  Nat ional  I n s t i t u t e  of Child Heal th  and Human Development 
(CPR/NICHD) i s  i n v i t i n g  r e sea rch  grant  a p p l i c a t i o n s  f o r  i n v e s t i g a t i o n s  
of human i n f e r t i l i t y .  This  is  i ts  second s o l i c i t a t i o n  i n  t h i s  r e sea rch  
area. The f i r s t  s o l i c i t a t i o n  w a s  March 1, 1977. 

The Request f o r  App l i ca t ions  (RFA) is  used when CPR wishes t o  s t i m u l a t e  
i n v e s t i g a t o r  interest i n  a p a r t i c u l a r  r e sea rch  area t h a t  is important 
t o  i ts  mission and when t h e  s o l i c i t a t i o n  i s  n o t  s u i t a b l e  f o r  a Request 
f o r  Proposals  (RFP) under t h e  c o n t r a c t  program which is  usua l ly  q u i t e  
s p e c i f i c .  Appl ica t ions  submitted i n  response t o  an RFA are supported 
through t h e  customary N I H  r e sea rch  p r o j e c t  g ran t  mechanism but  d i f f e r  
from o t h e r  r e sea rch  g r a n t s  i n  t h a t  they are s p e c i f i c a l l y  problem o r i e n t e d .  

The Reproductive Sc iences  Branch suppor ts  r e sea rch  on t h e  biomedical 
a s p e c t s  of reproduct ion.  This  RFA i s  intended t o  encourage c l i n i c i a n s  
and o t h e r  biomedical and behaviora l  s c i e n t i s t s  t o  submit r e sea rch  g r a n t  
proposa ls  designed t o  s tudy  t h e  causes  and t rea tment  of human i n f e r t i l i t y .  

Concern for human i n f e r t i l i t y  has always been wi th in  the mandate of  t h e  
CPR and has  been des igna ted  as a problem of high  p r i o r i t y .  T h i s  r eques t  

I n  t h i sfor a p p l i c a t i o n s  w i l l  be  l i m i t e d  t o  s t u d i e s  i n  men and women. 
s o l i c i t a t i o n  i n f e r t i l i t y  is  def ined  as t h e  i n a b i l i t y  of a couple  t o  
have ch i ld ren  when they wish.  

11. RESEARCH GOALS AND SCOPE 

A number of areas of concern have been i d e n t i f i e d .  

o r a t i o n  among c l i n i c a l  and o t h e r  biomedical o r  behaviora l  s c i e n t i s t s  may 


Appropriate  co l l ab ­

be necessary t o  ach ieve  some of t h e  o b j e c t i v e s  of t h e  RFA. The r e sea rch  
areas f o r  which a p p l i c a t i o n s  are sought are: 

A .  Evaluat ion of c u r r e n t  therapy 

An important source  o f  confusion i n  t h i s  f i e l d  i s  t h e  l a c k  of 
prec is ion  i n  quantifying the effect of t reatment  c u r r e n t l y  employed. 
Modern techniques of epidemiological  and s t a t i s t i c a l  a n a l y s i s  should 
be appl ied  t o  eva lua te  these  methods. 



-- 
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B. Male f a c t o r s  

A v a r i e t y  of c o n d i t i o n s  i n  t h e  male have been i d e n t i f i e d  as  warrant ing 
s p e c l a l  s tudy.  These inc lude  cryptorchidism,  va r i cocoe le  ( p a r t i c u l a r l y  
i t s  incidence and e s t ab l i shmen t  of i t s  t r u e  r e l a t i o n s h i p  t o  m a l e  
i n f e r t i l i t y ) ,  i n f e c t i o n s  (such as mycoplasma and PPLO i n f e c t i o n s ) ,  
congen i t a l  and secondary o c c l u s i o n s  of t h e  male r ep roduc t ive  t r a c t ,  
environmental e f f e c t s  on sperm production ( p a r t i c u l a r l y  t o x i n s ,  drugs,  
and h e a t ) ,  t h e  importance of g e n e t i c  f a c t o r s  i n  abnormal s p e r m  pro­
duct ion (such as poor m o t i l i t y  and necrospermia),  t h e  c o n t r i b u t i o n  
of male f a c t o r s  t o  h a b i t u a l  a b o r t i o n ,  l o c a l  even t s  a f f e c t i n g  s p e r m  
(such a s  c i r c u l a t o r y  changes, l o c a l  endocrine f a c t o r s ,  and enzyme 
d e f e c t s ) ,  autoimmunity, and psychological  f a c t o r s  a f f e c t i n g  sexual  
ac t - iv i ty  and semen q u a l i t y .  

C. Female f a c t o r s  

High p r i o r i t y  problems i n  t h e  female inc lude  s t u d i e s  of t h e  c e r v i x  
(such as t h e  importance of c e r t a i n  i n f e c t i o n s  inc lud ing  mycoplasma 
i n f e c t i o n s ,  mucus product ion,  and t h e  e f f e c t  of cryosurgery and 
o t h e r  t r e a t m e n t s ) ,  t h e  u t e r i n e  environment ( p a r t i c u l a r l y  t h e  
importance of i n f e c t i o n  and e v e n t s  preceding and concurr ing wi th  
imp lan ta t ion ) ,  t uba l  factors  Cpar t i cu la r ly  anatomical  d e f e c t s ,  
b iophys ica l  and biochemical environmental  f a c t o r s ,  i n f e c t i o n ,  t h e  
e f f e c t  of e c t o p i c  pregnancy on subsequent i n f e r t i l i t y ) ,  and s t u d i e s  
of t h e  ovary ( p a r t i c u l a r l y  ova r i an  dysfunct ion,  p o l y c y s t i c  d i s e a s e ,  
and l o c a l  f a c t o r s  such a s  environmental t o x i n s ,  e f f e c t s  of s u r g i c a l  
t reatment ,  e t c . ) .  Other problems i d e n t i f i e d  f o r  s tudy  inc lude  t h e  
importance of psychological  stress i n  producing i n f e r t i l i t y ,  
endometr iosis ,  f a c t o r s  c o n t r o l l i n g  f o l l i c u l a r  atresia and ova r i an  
senescence, and post-contracept ive i n f e r t i l i t y  and h a b i t u a l  a b o r t i o n .  

D. Couple f a c t o r s  

Topics i n  t h i s  ca t egory  inc lude  immunological s t u d i e s  (wi th  emphasis 
on t h e  c l i n i c a l  s i g n i f i c a n c e  of new developments i n  t h i s  f i e l d ) ,  
marital and c o i t a l  problems, and s t u d i e s  of t h e  psychological  e f f e c t s  
of t h e  p rocesses  l ead ing  t o  and involved i n  d i a g n o s i s  and t reatment .  

E. Improved d i a g n o s t i c  and t h e r a p e u t i c  techniques 

Included i n  t h i s  ca t egory  are semen a n a l y s i s  (w i th  e s t ab l i shmen t  of 
cri teria f o r  normal and abnormal f i n d i n g s ,  i nc lud ing  age - spec i f i c  
parameters) ,  new measures of a n a l y s i s  ( i nc lud ing  de te rmina t ion  of 
sperm f e r t i l i z i n g  a b i l i t y  and e v a l u a t i o n  of spermatogenesis by 
morphological and biochemical means), methods f o r  t h e  d e t e c t i o n  of 
f e r t i l i z a t i o n  and implan ta t ion ,  means t o  monitor t h e  mig ra t ion  of 
sperm i n  t h e  female r ep roduc t ive  t r ac t ,  and improved p o s t - c o i t a l  
semen tests. 

*.-

'we 



NIH Guide f o r  Grants and Contracts 
Vol. 9 ,  No. 4, March 14, 1980 

Page Eleven 

tr/ 111. MECHANISM OF SUPPORT 

This announcement is  f o r  a s i n g l e  competi t ion with a s p e c i f i e d  dead l ine  
(June 16 ,  1980) f o r  r e c e i p t  of a p p l i c a t i o n s .  The ear l ies t  requested 
start  d a t e  f o r  t h e  g r a n t s  would be Apr i l  1, 1981. Appl ica t ions  i n  
response t o  t h i s  RFA w i l l  compete f o r  funding i n  t h e  gene ra l ,  ongoing 
r e sea rch  g r a n t  program of NICHD. This  program i s  descr ibed  i n  t h e  Catalog 
of Federal  Ass is tance  number 13.864. Awards w i l l  be made under t h e  
a u t h o r i t y  of t h e  Pub l i c  Heal th  Serv ice  Act, T i t l e  X ,  Sec t ion  1004 
(Publ ic  Law 91-572, as amended; 42 USC 241) and adminis te red  under PHS 
g ran t  p o l i c i e s  and Federal  Regulat ions 42 CFR P a r t  52 and 45 CFR P a r t  74.  
This program is not  s u b j e c t  t o  A-95 Clearinghouse o r  Heal th  Systems 
Agency review. 

I V .  REVIEW PROCEDURES AND C R I T E R I A  

Technical m e r i t  review of a p p l i c a t i o n s  submitted i n  response t o  t h i s  RFA 
w i l l  be managed by t h e  Div is ion  of Research Grants ,  N I H .  The Nat ional  
Advisory Chi ld  Heal th  and Human Development Council w i l l  review t h e  a p p l i ­
c a t i o n s  i n  January 1981, and t h e  ear l ies t  requested s t a r t  d a t e  would be 
Apr i l  1, 1981. Appl ica t ions  w i l l  be reviewed by NICHD s t a f f  f o r  responsive­
ness  t o  t h e  RFA. Appl icants  submi t t ing  a non-responsive a p p l i c a t i o n  w i l l  
be contac ted  and given an oppor tuni ty  t o  withdraw t h e  a p p l i c a t i o n  o r  t o  
have i t  cons idered  a long  w i t h  a l l  o t h e r  u n s o l i c i t e d  g ran t  a p p l i c a t i o n s  i n  
t h e  next  review cyc le .  

Appl ica t ions  w i l l  be  eva lua ted  by t h e  i n i t i a l  review group i n  accordance 
with t h e  usua l  review cri teria f o r  r e sea rch  p r o j e c t  g r a n t s ,  as  fo l lows:  

The re levance  and s i g n i f i c a n c e  of t h e  proposed approach t o  
' t h e  goa l s  descr ibed  i n  t h i s  announcement. 

e The s c f e n t i f i c  m e r i t  of  t h e  proposal :  t h e  ques t ions  proposed 
f o r  s tudy ,  t h e  r e sea rch  des ign ,  t h e  methodology, the a n a l y s i s  
and i n t e r p r e t a t i o n  of  da t a .  

e The r e sea rch  exper ience  and competence of t h e  a p p l i c a n t s  t o  
c a r r y  o u t  t h e  proposed i n v e s t i g a t i o n s ,  inc luding  e x p e r t i s e  i n  
t h e  d i s c i p l i n e s  that  t h e  s tudy may r e q u i r e .  

e 	 Adequacy of  t i m e  ( e f f o r t )  t o  be devoted t o  t h e  p r o j e c t  by 
i n v e s t i g a t o r s  and t echn ica l  s t a f f .  

e Adequacy of c o l l a b o r a t i v e  arrangement ( s ), i f  app l i cab le .  

e Adequacy of  e x i s t i n g  and proposed f a c i l i t i e s  and resources .  

e The c o s t s  i n  r e l a t i o n  t o  t h e  scope of  t h e  p r o j e c t .  
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V. METHOD OF APPLYING 

Appl i ca t ions  should be submitted on form PHS 398, t h e  a p p l i c a t i o n  form 'U 

for t h e  t r a d i t i o n a l  r e sea rch  g r a n t .  This form is  a v a i l a b l e  i n  most 
i n s t i t u t i o n a l  bus iness  o f f i c e s  o r  from t h e  Div i s ion  of Research Grants ,  
N I H .  The convent ional  p r e s e n t a t i o n  f o r  r e s e a r c h  g r a n t  a p p l i c a t i o n s  
should be used. 

The o r i g i n a l  and s i x  (6)  cop ies  of t h e  a p p l i c a t i o n  must be r ece ived  
b e f o r e  5:OO p.m. Eas t e rn  t i m e  on June 16, 1980. Appl i ca t ions  should 
be s e n t  o r  de l ive red  t o :  

D iv i s ion  of Research Grants 
Na t iona l  I n s t i t u t e s  of Heal th  
Room 240, Westwood Building 
5333 Westbard Avenue 
Bethesda, Maryland 20205 

The f a c e  page of t h e  a p p l i c a t i o n  should be l a b e l e d  " I N  RESPONSE TO 

RFA NIH-NICHD-CPR-RS-80-1 HUMAN FERTILITY." One copy of t h e  a p p l i c a t i o n  

should be s e n t  to :  


M s .  J u l i a  Lobotsky 

Reproductive Sciences Branch 

Center f o r  Populat ion Research 

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


and Human Development 
Room C729, Landow Building 
Na t iona l  I n s t i t u t e s  of Hea l th  
Bethesda, Maryland 20205 

STAFF CONTACT 

Ques t ions  r e l a t i n g  t o  t h i s  announcement may be d i r e c t e d  t o  
M s .  J u l i a  Lobotsky (-address above), o r  on (301) 496-6515. 
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CLINICAL INVESTIGATOR AWARD 

NATIONAL HEART, LUNG, AND BLOOD INSTITUTE 

PURPOSE 

The Nat ional  Heart, Lung, and Blood I n s t i t u t e  
a v a i l a b i l i t y  of C l i n i c a l  I n v e s t i g a t o r  Awards. 
award program i s  intended to :  

e encourage newly t r a i n e d  c l i n i c i a n s  t o  

Page T h i r t e e n  

(NHLBI) announces t h e  
The c l i n i c a l  i n v e s t i g a t o r  

develop c l inical  and b a s i c  
r e sea rch  i n t e r e s t s  and s k i l l s  i n  t h e  areas of ca rd iovascu la r ,  
pulmonary, o r  blood d i s e a s e s  and blood resources ;  

0 	 i nc rease  t h e  pool  of  phys ic ian  i n v e s t i g a t o r s  i n  t h e  areas of 
ca rd iovascu la r ,  pulmonary, o r  blood d i s e a s e s  and blood resources .  

These awards provide t h e  oppor tuni ty  f o r  c l i n i c a l l y - t r a i n e d  phys ic ians  
wi th  a commitment t o  r e sea rch  t o  develop i n t o  independent biomedical 
r e sea rch  i n v e s t i g a t o r s .  

The award w i l l  enab le  candida tes  t o  undertake up t o  f i v e  yea r s  of  s p e c i a l  
s tudy and superv ised  experience t a i l o r e d  t o  ind iv idua l  needs wi th  a sponsor 
(o r  sponsors) competent t o  provide research  guidance. This  award i s  in-
tended t o  cover  t h e  t r a n s i t i o n  between pos tdoc to ra l  experience and a career 
i n  independent i n v e s t f g a t i o n .  The c l i n i c a l  i n v e s t i g a t o r  award d i f f e r s  from 
t h e  N I H  Research Career Development Award (RCDA) i n  that it  seeks  t o  develop 
research  a b i l i t y  i n  i n d i v i d u a l s  wi th  a c l i n i c a l  background e a r l y  i n  t h e  
cand ida te ’ s  career r a t h e r  than t o  promote the f u r t h e r  development of  r e sea rch  
s k i l l s  of i n d i v i d u a l s  a l r eady  demonstrating s i g n i f i c a n t  research  achievement. 

BACKGROUND 

Despi te  a r e c e n t  d e c l i n e  i n  t h e  dea th  rate from coronary h e a r t  d i s e a s e ,  
card iovascular  d i s e a s e  cont inues  t o  be t h e  number one cause  of dea th  i n  t h e  
United S t a t e s .  A r t e r i o s c l e r o s i s  and hypertension account f o r  a lmost  one 
m i l l i o n  dea ths  annual ly .  An es t imated  40 m i l l i o n  Americans have d i s e a s e s  
of t h e  h e a r t  and blood vessels, r e s u l t i n g  i n  a l a r g e  burden o f  a c u t e  and 
chronic  i l l n e s s  and d i s a b i l i t y .  Heart and blood vessel d i s e a s e s  c o s t  t h e  
economy more than $50 b i l l i o n  per  year  i n  wages, l o s t  p r o d u c t i v i t y ,  and 
expenses f o r  medical care. 

This  program is  descr ibed  i n  t h e  Catalog of  Federal  Domestic Ass is tance  
numbers 13.837, 13.838, and 13.839. Awards w i l l  be made under t h e  a u t h o r i t y  
of t h e  Publ ic  Heal th  Se rv ice  Act, T i t l e  111, Sect ion  301 (Publ ic  Law 78-410, 
as amended; 42 USC 241)  and adminis tered under PHS g r a n t  p o l i c i e s  and Federa l  
Regulations 42 CFR P a r t  52 and 45 CFR P a r t  74 .  This  program is no t  s u b j e c t  
t o  A-95 Clearinghouse o r  Heal th  Systems Agency review. 
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Diseases of t h e  lung c o n s t i t u t e  a major n a t i o n a l  h e a l t h  problem. An 
es t imated  10  m i l l i o n  Americans, both young and o l d ,  are c u r r e n t l y  a f f e c t e d  
by these  diseases wi th  an annual  es t imated  c o s t  t o  t h e  n a t i o n  of over  
$17 b i l l i o n .  I n  t h e  newborn, t h e  most common cause  of dea th  i s  neona ta l  
r e s p i r a t o r y  d i s t r e s s  syndrome. Neonatal  RDS is  impl ica ted  i n  t h e  develop­
ment of a d u l t  r e s p i r a t o r y  d i s e a s e s  as w e l l .  F i b r o t i c  and immunologic lung  
d i s e a s e s  are major causes  of lung  problems i n  t h e  young a d u l t  and may cause  
chronic  o b s t r u c t i v e  pulmonary d i s e a s e s .  O f  t h e  a d u l t  r e s p i r a t o r y  d i s e a s e s ,  
emphysema and chronic  b r o n c h i t i s  are t h e  major causes  of dea th .  

Asthma, emphysema and chronic  b r o n c h i t i s  r ep resen t  p a r t i c u l a r l y  p re s s ing  
h e a l t h  problems, s i n c e  t h e  dea th  rate and preva lence  of  t h e s e  cond i t ions  
have increased  a t  an  alarming ra te  over  t h e  p a s t  15 yea r s .  A s  a d i s a b l i n g  
d i sease ,  emphysema i s  t h e  t h i r d  l ead ing  cause of worker r e t i r emen t  on 
Socia l  Secur i ty  d i s a b i l i t y  payments. 

Blood and c l o t t i n g  d i s o r d e r s  u n d e r l i e  o r  a re  major c o n t r i b u t o r s  t o  many 
d i s e a s e  processes  and, as a consequence, are major causes  of dea th  and d i s ­
a b i l i t y  i n  the  United States .  No v a l i d  estimate of t h e i r  adverse  economic 
impact can be r e a l i s t i c a l l y  made, s i n c e  d i s o r d e r s  of t h e  blood n o t  on ly  
a f f e c t  t h e  blood i t s e l f ,  bu t  a l l  of  t h e  organs and t i s s u e s  through which 
i t  flows. S imi l a r ly ,  when e s t ima t ing  t h e  economic consequences of a n  inade­

-


quate blood resource  s y s t e m ,  q u a n t i t a t i v e  f i g u r e s  a re  d i f f i c u l t  t o  determine,  
s i n c e  t h e  supply and management of blood and blood products  u n d e r l i e  much 
r o u t i n e  and emergency medical pract ice .  Small bu t  s i g n i f i c a n t  segments 
of t he  populat ion have S i c k l e  C e l l  Disease o r  o t h e r  hemolytic d i s e a s e s .  
The economic impact of t h e s e  d i s o r d e r s  is  s e r i o u s .  

The c l i n i c a l  i n v e s t i g a t o r  award program is  designed t o  encourage r e c e n t l y  
t r a i n e d  phys ic ians  t o  develop t h e i r  c l i n i c a l  and b a s i c  r e sea rch  i n t e r e s t s  
'and r e sea rch  c a p a b i l i t i e s  i n  h e a r t ,  lung ,  o r  blood d i s e a s e  areas. To he lp  
support  t h e  t r a n s i t i o n  from c l i n i c a l  t r a f n i n g  s t a t u s  t o  t h a t  of a product ive  
r e sea rch  i n v e s t i g a t o r ,  t h e  c l i n i c a l  i n v e s t i g a t o r  award w i l l  p rovide  e a r l y  
support  f o r  c l i n i c i a n s  wi th  p o t e n t i a l  f o r  developing i n t o  independent 
r e sea rche r s .  

IMPLEMENTATION 

Beginning i n  F i s c a l  1980, under t h e  a u t h o r i z a t i o n s  i n  Pub l i c  Heal th  Se rv ice  
Act, Sec t ion  301(c) and Sec t ion  413(a) ,  t h e  Nat ional  H e a r t ,  Lung, and Blood 
I n s t i t u t e  has  funded c l i n i c a l  i n v e s t i g a t o r  awards. Each g ran t  w i l l  have a 
du ra t ion  of f i v e  years .  Funding beyond t h e  f i r s t  year  of t h e  g r a n t  w i l l  be  
cont ingent  on s a t i s f a c t o r y  p rogres s  dur ing  t h e  preceding yea r .  

The s t a t u s  of t h e  c l i n i c a l  i n v e s t i g a t o r  award program w i l l  be reviewed fou r  
years from t h e  d a t e  of t h e  f i r s t  awards t o  determine whether t h e  program 
should be cont inued.  I n  a d d i t i o n ,  t o  aseess t h e  e f f e c t i v e n e s s  of t h e  program 
i n  f u l f i l l i n g  i t s  o b j e c t i v e s ,  t h e  I n s t i t u t e  i n t ends ,  a f t e r  completion of each 
g r a n t ,  t o  fo l low t h e  progress  of t h e  r e c i p i e n t  f o r  a per iod  of f i v e  years t o  
determine (1) t h e  i n v e s t i g a t o r ' s  p ro fes s iona l  a f f i l i a t i o n ( s ) ,  (2)  h i s / h e r  
record of subsequent g ran t  o r  c o n t r a c t  suppor t ,  and (3) h i s / h e r  record  o f  
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s c i e n t i f i c  pub l i ca t ions .  I t  i s  a n t i c i p a t e d  t h a t  t h e  experience and r e s u l t s  
achieved by t h e  awardee from t h i s  s p e c i a l  g ran t  program, i n  t h e  major i ty  of 
cases ,  w i l l  provide t h e  b a s i s  f o r  success fu l  compet i t ion i n  t h e  r e g u l a r  
r e sea rch  suppor t  programs of t h e  I n s t i t u t e .  

The r e c e i p t  d a t e  f o r  a p p l i c a t i o n s  w i l l  be August 1, 1980 and on t h a t  d a t e  
each year  t h e r e a f t e r .  They w i l l  be eva lua ted  by an i n i t i a l  review group 
and by t h e  Nat iona l  Heart, Lung, and Blood Advisory Council .  The ear l ies t  
start d a t e  f o r  success fu l  a p p l i c a t i o n s  w i l l  be on Ju ly  1 of each subse­
quent year .  

PROVISIONS OF THE AWARD 

The c l i n i c a l  i n v e s t i g a t o r  awardee w i l l  be supported f o r  a maximum of  f i v e  
years .  All funds must be used t o  support  t h e  o r i g i n a l  awardee. Support 
is based on a fu l l - t ime ,  twelve-month appointment. 
provided s a l a r y  suppor t  of up t o  $25,000 i n  t h e  first year  w i t h  annual  

The awardee w i l l  be 

inc reases  up t o  a c e i l i n g o f  $30,000, p l u s  f r i n g b e n e f i t s .  The a c t u a l  s a l a ry  
must be c o n s i s t e n t  w i t h  t h e  e s t ab l i shed  s a l a r y  s t r u c t u r e  of  t h e  i n s t i t u t i o n  
f o r  persons of equ iva len t  q u a l i f i c a t i o n s ,  experience,  and rank. 

Up t o  a t o t a l  of $10,000 annual ly  may be provided f o r  s u p p l i e s ,  equipment, 
t r a v e l ,  etc. ,  which are  necessary f o r  p u r s u i t  of t h e  awardee's r e sea rch  
program. An a p p r o p r i a t e  sponsor must assume r e s p o n s i b i l i t y  and provide 
guidance f o r  t h e  development of t h e  candida te ' s  research program. 

I n s t i t u t i o n s  may apply f o r  awards on behalf  of named i n d i v i d u a l s  meeting 
t h e  c r i t e r i a  f o r  t h i s  award. Evidence of the commitment of the i n s t i t u t i o n  
and sponsors  t o  t h e  c a n d i d a t e ' s  research  and c a r e e r  development is  t o  be 
included i n  t h e  a p p l i c a t i o n .  

The g ran t  w i l l  be made annual ly  t o  t h e  awardee's pa ren t  i n s t i t u t i o n  f o r  
each of t h e  f i v e  annual  budget per iods .  Costs  allowed may include:  

1. Awardee's Salary 

Up t o  a ma,ximum of  $25,000 i n  t h e  first year  w i th  annual i nc reases  
up t o  a c e i l i n g  of $30,000 f o r  fu l l - t ime  suppor t ;  i n  a d d i t i o n ,  
f r i n g e  b e n e f i t s  w i l l  be provided. I n s t i t u t i o n a l  supplementation 
i s  permi t ted .  

2 .  Research Support  

Up t o  a maximum of $lO,OOO per  yea r .  

0 	 Equipment: s p e c i a l i z e d  r e sea rch  equipment essential  t o  
t h e  proposed program. The a v a i l a b l e  f a c i l i t i e s  should 
inc lude  most of t h e  necessary equipment; 

0 	 Supplies:  consumable s u p p l i e s  essential  t o  t h e  propsed 
pro gram ; 

0 Travel :  domestic t r a v e l  e s s e n t i a l  t o  t h e  proposed program; 
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0 	 Tui t ion  f o r  t r a i n i n g  cour ses :  i f  e s s e n t i a l  t o  t h e  awardee's 
i n d i v i d u a l  r e sea rch  development program; and 

0 	 Other: p u b l i c a t i o n  c o s t s ,  p a t i e n t  c o s t s ,  e tc . ,  necessa ry  
f o r  t h e  r e s e a r c h  program. 

3 .  I n d i r e c t  Costs  

Funds w i l l  be  provided f o r  t h e  reimbursement of a c t u a l  i n d i r e c t  
c o s t s  a t  a rate up t o ,  bu t  n o t  exceeding, 8 pe rcen t  of t h e  t o t a l  
d i r e c t  c o s t s  of each award, exc lus ive  of t u i t i o n ,  f e e s ,  and 
expend i tu re s  f o r  equipment. 

ELIGIBILITY 

1. 	 The award i s  designed t o  provide i n t e n s i v e ,  supervised r e s e a r c h  experience 
f o r  c l i n i c i a n s .  Thus, cand ida te s  are r e s t r i c t e d  t o  those  holding hea l th -
p r o f e s s i o n a l  degrees  i n  t h e  c l i n i c a l  s c i e n c e s  (M.D., D.O. , o r  e q u i v a l e n t ) .  
Candidates o r d i n a r i l y  w i l l  have completed t h e i r  c l i n i c a l  experience by 
t h e  t i m e  t h e  award can be made. O r d i n a r i l y  a cand ida te  i n  t h e  fol lowing 
c a t e g o r i e s  w i l l  n o t  q u a l i f y :  

a> 	wi th  more than 6 years of p o s t d o c t o r a l  experience a t  t h e  t i m e  of 
award; 

b) w i t h  previous independent N I H  r e s e a r c h  support  o r  i t s  equ iva len t ;  

c )  	 wi th  less than t h r e e  years t o t a l  p o s t d o c t o r a l  c l i n i c a l  experience 
a t  t h e  t i m e  of t h e  award. 

I n  excep t iona l  c i rcumstances,  i n d i v i d u a l s  i n  one o r  more of t h e  above 
c a t e g o r i e s  may q u a l i f y  f o r  t h e  award. However, t h e  a p p l i c a n t  must 
provide s u f f i c i e n t  j u s t i f i c a t i o n  f o r  such an except ion.  

Candidates should have broad c l i n i c a l  t r a i n i n g ,  should demonstrate 
i n d i v i d u a l  competence i n  c l i n i c a l  a c t i v i t i e s ,  and should show re sea rch  
p o t e n t i a l  i n  t h e  chosen area o f  i n t e r e s t .  Candidates must p rov ide  
evidence of a s e r i o u s  i n t e n t  f o r  r e s e a r c h  and academic careers. 

2.  	 The g r a n t e e  i n s t i t u t i o n  must be a domestic u n i v e r s i t y ,  medical school ,  
o r  comparable i n s t i t u t i o n  w i t h  s t r o n g ,  we l l - e s t ab l i shed  r e s e a r c h  and 
t r a i n i n g  programs, adequate  numbers of h igh ly  t r a i n e d  f a c u l t y  i n  
c l inical  and b a s i c  departments,  and commitment and c a p a b i l i t y  t o  provide 
guidance t o  c l i n i c a l l y  o r i e n t e d  i n d i v i d u a l s  i n  t h e  development of 
independent r e s e a r c h  careers. 

Candidates must be nominated by an i n s t i t u t i o n  on t h e  b a s i s  of q u a l i f i ­
c a t i o n s ,  i n t e r e s t s ,  accomplishments, mo t iva t ion ,  and p o t e n t i a l  f o r  a 
r e sea rch  career. Evidence of t h e  commitment of t h e  i n s t i t u t i o n  t o  t h e  
c a n d i d a t e ' s  r e s e a r c h  and development must be provided. 

'* 
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uw*' 3 .  	 The candida te  must have a sponsor(s)  o r  adv i so r ( s )  who 1s recognized 
a s  an accomplished i n v e s t i g a t o r  i n  t h e  research  proposed a t  t h e  a p p l i ­
c a n t ' s  i n s t i t u t i o n .  The sponsor must provide:  1 )  h i s / h e r  concept o f  
a development and r e sea rch  plan f o r  t h e  awardee; 2 )  h i s / h e r  curr iculum 
v i t a e  (updated) wi th  complete b ib l iography and r e sea rch  suppor t ;  and 
3)  a le t ter  i n d i c a t i n g  h i s / h e r  eva lua t ion  of t h e  proposed awardee and 
h i s /  her  w i l l i ngness  t o  provide guidance and suppor t .  

4 .  	 The candida te  must provide a d e s c r i p t i o n  of t h e  proposed r e sea rch  and 
c a r e e r  development plan f o r  t h e  f ive-year  per iod of t h e  award. The 
candida te  must be  prepared t o  commit fu l l - t ime  e f f o r t  t o  t h e  o b j e c t i v e s  
of  t h i s  award. I t  is requi red  t h a t  a minimum of 75 percent  e f f o r t  be 
devoted t o  the  r e sea rch  program. The balance of  e f f o r t  can be devoted 
t o  o t h e r  c l i n i c a l  and teaching  p u r s u i t s  on ly  i f  they are consonant w i th  
t h e  program goa l s .  

5. 	 Awardees and t h e i r  sponsors  w i l l  be requi red  t o  submit a special ,  
d e t a i l e d  progress  r e p o r t  a t  t h e  end of t h e i r  t h i r d  yea r  o f  suppor t .  
This  r e p o r t  is t o  conta in  s p e c i f i c  information concerning progress  and 
accomplishments and, i n  p a r t i c u l a r ,  an a p p r o p r i a t e l y  d e t a i l e d  r e sea rch  
plan and pro tocol .  

6 .  	 Candidates m u s t  a g r e e  t o  inform t h e  Nat ional  Heart, Lung, and Blood 
I n s t i t u t e  annual ly  f o r  a per iod  of f i v e  yea r s  subsequent t o  completion 
of  t h e  award about  academic s t a t u s ,  pub l i ca t ions ,  and r e sea rch  g r a n t s  
o r  c o n t r a c t s  rece ived .  

7. 	 Candidates f o r  a n  award must be c i t i z e n s  o r  non-c i t izen  n a t i o n a l s  of 
t h e  United S t a t e s  o r  i t s  possess ions  and t e r r i t o r i e s  o r  must have been 
lawful ly  admit ted t o  t h e  United S t a t e s  f o r  permanent res idence  a t  t h e  
t i m e  of a p p l i c a t i o n .  

APPLICATION 

I 	 Deta i l ed  i n s t r u c t i o n s  f o r  completion of I 
a p p l i c a t i o n s  should be reques ted  from t h e  
NHLBI s t a f f  c o n t a c t s  shown on pages 186r19. 

1 

Appl ica t ions  must be submit ted on form PHS 398 which i s  a v a i l a b l e  a t  t h e  
g ran tee  i n s t i t u t i o n .  The o r i g i n a l  and s i x  ( 6 )  cop ies  of  t h e  a p p l i c a t i o n  
should be c l e a r l y  l abe led  '"HLBI CLINICAL INVESTIGATOR AWARD PROGRAM." 

The chairperson of  t h e  department sponsoring t h e  candida te  should submit 
a signed s ta tement ,  as  p a r t  of  t h e  a p p l i c a t i o n ,  d e t a i l i n g , t h e  departments 
commitment t o  t h e  candida te .  

Completed grant  a p p l i c a t i o n s  should be mailed t o  the Division of Research 
Grants,  Nat ional  I n s t i t u t e s  of Heal th ,  Bethesda, Maryland 20205. Upon 
receipt o f  each a p p l i c a t i o n  a t  N I H ,  a p o s t a l  ca rd  acknowledging receipt 
w i l l  be mailed t o  t h e  a p p l i c a n t .  
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The a p p l i c a n t  should a s k  t h r e e  p re sen t  o r  former supe rv i so r s  or precep to r s
t o  send a le t ter  t o  t h e  Review Branch, Div is ion  of  Extramural A f f a i r s ,  
NHLBI, a t t e s t i n g  t o  h i s / h e r  p o t e n t i a l  f o r  conduct ing independent r e sea rch .  
The a p p l i c a n t  i s  r e spons ib l e  f o r  making necessary  arrangements t o  ensure  
t h a t  t h e  r e fe rence  le t ters  are mailed by t h e  supe rv i so r s /p recep to r s  d i r e c t l y  
t o  t h e  Review Branch. 

Appl ica t ions  f o r  t h i s  award are  due August 1, 1980. The earliest start  
d a t e  f o r  awards is  Ju ly  1, 1981. 

Subsequent compet i t ions  w i l l  occur  on a once-a-year b a s i s  and t h e  r e c e i p t  
d a t e s  w i l l  be  August 1 of  each y e a r .  

REVIEW CRITERIA 

Appl ica t ions  f o r  c l i n i c a l  i n v e s t i g a t o r  awards w i l l  undergo i n i t i a l  m e r i t  
review i n  t h e  Review Branch, Div is ion  of Extramural A f f a i r s ,  NHLBI. 
Secondary review w i l l  be by t h e  Nat iona l  Heart, Lung, and Blood Advisory 
Council. Criteria f o r  review inc lude :  

-


.-

e 

e 

e 

e 

e 

e 

e 

e 

The cand ida te ' s  p o t e n t i a l  f o r  a career i n  independent r e sea rch ;  

The cand ida te ' s  commitment t o  a r e sea rch  career; 

The e l i g i b i l i t y  of t h e  cand ida te  as def ined  i n  t h e  program 
announcement ; 

The o v e r a l l  m e r i t  of  t h e  cand ida te ' s  f ive-year  p l an  f o r  r e s e a r c h  
and t h e  development o f  r e sea rch  s k i l l s ;  

The q u a l i t y  of  t h e  c a n d i d a t e ' s  c l i n i c a l  t r a i n i n g  and exper ience ;  

The i n s t i t u t i o n ' s  a b i l i t y  t o  provide q u a l i t y  f a c i l i t i e s ,  resources ,  
and o p p o r t u n i t f e s  necessary  t o  t h e  cand ida te ' s  r e sea rch  development; 

Presence of h igh ly  t r a i n e d  f a c u l t y  i n  c l i n i c a l  and b a s i c  departments 
re la t ive t o  t h e  area of s tudy;  and 

The a b i l i t y  and p l a n s  of t h e  sponsor ( o r  sponsors)  who w i l l  p rovide  
t h e  candida te  w i t h  t h e  guidance necessary  f o r  career development i n  
research .  

NHLBI STAFF CONTACTS 

I n q u i r i e s  about  t h e  program should be d i r e c t e d  t o :  

Research Tra in ing  and Development O f f i c e r  

DIVISION OF BLOOD DISEASES AND RESOURCES 

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

Room 514A, Federa l  Bui lding 

Bethesda, Maryland 20205 


Telephone: (301) 496-1817 
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Research Tra in ing  and Development O f f i c e r  

DIVISION OF HEART AND VASCULAR DISEASES 

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

Room 3A-08 , Federal  Bui lding 

Bethesda, Maryland 20205 


Telephone: (301) 496-1724 

Research Training and Development O f f i c e r  

DIVISION OF LUNG DISEASES 

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

Room 6A-05, Westwood Bui ld ing  

Bethesda, Maryland 20205 


Telephone: (301) 496-7668 

Letters of r e f e r e n c e  and i n q u i r i e s  regard ing  review procedures  should be  
d i r e c t e d  to :  

Centers  and Spec ia l  P r o j e c t s  Review Sec t ion  

Review Branch, Div is ion  of  Extramural A f f a i r s  

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

Room 553, Westwood Building 

Bethesda, Maryland 20205 


Telephone: (301) 496-7351 
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SENIOR INTERNATIONAL FELLOWSHIPS 

OF THE 

FOGARTY INTERNATIONAL CENTER, N I H  

I N  SPECIAL F I E L D S  

- AGING 

- A R T H R I T I S  

- DIABETES 

- EPILEPSY 

- TROPICAL DISEASES 

A s  p a r t  of i ts Senior  I n t e r n a t i o n a l  Fellowship Program and i n  cooperat ion 
wi th  c e r t a i n  I n s t i t u t e s  of N I H ,  t h e  Fogarty I n t e r n a t i o n a l  Center announces 
t h a t  several Senior I n t e r n a t i o n a l  Fellowship awards w i l l  be  a l l o c a t e d  
each yea r  t o  s p e c i f i e d  f i e l d s  f o r  r e sea rch  and s tudy  abroad. The f i e l d s  
and cooperat ing I n s t i t u t e s  are: 

Aging - Nat iona l  I n s t i t u t e  on Aging 

A r t h r i t i s  - Nat iona l  I n s t i t u t e  of A r t h r i t i s ,  Metabolism, 


and Diges t ive  Diseases 
Diabetes - Nat iona l  In s t i t u t e  of A r t h r i t i s ,  Metabolism, 

and Diges t ive  Diseases 
Epilepsy - National Institute of Neurological and 

Communicative Disorders  and S t roke  
Trop ica l  

Diseases - Nat iona l  I n s t i t u t e  of Allergy and I n f e c t i o u s  
Diseases 

These awards w i l l  be i n  a d d i t i o n  t o  those made under t h e  broad range of 
f i e l d s  of i t s  r e g u l a r  program. The number w i l l  be  dependent upon t h e  
a v a i l a b i l i t y  of s p e c i a l  funds f o r  t h i s  purpose and t h e  merit of a p p l i c a t i o n s .  

The e l i g i b i l i t y  requirements ,  award levels and g e n e r a l  terms are t h e  
same as f o r  r e g u l a r  Senior  I n t e r n a t i o n a l  Fellowships.  

Annual Applicat ion Deadline - October 1 

Annual N o t i f i c a t i o n  of F i n a l  Se lec t ion  Decisions- - A p r i l  

Fellowships may b e  a c t i v a t e d  a t  any t i m e  w i t h i n  12 months of 
issuance of t h e  Notice of Research Fellowship Award (PHS Form 416) 
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Concurrent Applications - An applicant cannot submit concurrent 
applications to both the regular Senior International Fellowship 
Program and the Special Emphasis Fellowship Program. Because of 
the possibility that an application may be approved but cannot 
be funded by the applicant's designated Program, an applicant may 
request consideration by the appropriate administrative agency for 
the alternate Program. Such dual consideration would apply only to 
those applications whose objectives are relevant to either Program. 
Such consideration will be granted only upon written request at the 
time of submission of an application. 

An applicant must be a U.S. citizen or permanent resident, be an experienced 
investigator at mid-career, hold a full-time staff position at a non-Federal 
U . S .  biomedical research or graduate-level educational institution, be 
nominated by the institution, and have an invitation by a foreign host 
institution. Awards are made for periods of 3 to 12 months abroad and 
provide a stipend, travel costs, host institution allowance and a foreign 
living allowance. To be given particular consideration in one of the 
specified fields, the study proposal in the application must be clearly and 
directly related to that field but may range from basic biological mechanisms 
to clinical aspects. 

Individuals interested in being considered for these special Fellowships 

should first familiarize themselves with the general program guidelines 

for Senior International Fellowships. Application kits will be sent only 

to offices of Deans or equivalent institutional officials upon request. 

Information brochures will be sent to individuals upon request. In order 

to assure proper processing, all inquiries and application materials 

submitted should be clearly identified in the following manner: 


"SENIOR INTERNATIONAL FELLOWSHIP - SPECIAL FIELD "( ) * I .  

(name of field) 

Further information may be obtained from: 


Senior International Fellowship Program 

Scholars and Fellowships Program Branch 

Fogarty International Center 

National Institutes of Health 

Bethesda, Maryland 20205 


yp' 
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SENIOR INTERNATIONAL FELLOWSHIPS 

OF THE 

FOGARTY INTERNATIONAL CENTER 

FOR 1981 - 1982 

The Senior  Enterna t iona l  Fellowship Program of t h e  Fogarty I n t e r n a t i o n a l  
Center ,  N I H ,  p rovides  o p p o r t u n i t i e s  t o  non-Federal U.S. biomedical r e sea rch  
and graduate- level  educa t fona l  i n s t i t u t i o n s  t o  nominate outs tanding  s t a f f  
members a t  mid-career, who have demonstrated product ive  scho la r sh ip  and 
have recognized s t a t u r e  i n  t h e i r  p ro fes s ion ,  t o  go abroad t o  s tudy and 
sha re  t h e i r  e x p e r t i s e  as r e p r e s e n t a t i v e s  of t h e  b e s t  i n  t h e  American h e a l t h  
sc iences .  It  i s  intended that t h i s  award be a career-enhancing educa t iona l  
experience wi th  mutual b e n e f f t s  t o  a l l  involved. 

Fellowship awards are made f o r  pe r iods  of 3 t o  12 months f o r  r e sea rch  and 
s tudy i n  the  h e a l t h  sc i ences  a t  fo re ign  hos t  i n s t i t u t i o n s .  An a p p l i c a n t  
m u s t  be a U.S. c i t i z e n  o r  permanent r e s i d e n t ,  have a fu l l - t ime  appointment 
a t  t he  U.S. i n s t i t u t i o n ,  have a t  l eas t  f i v e  yea r s '  experience beyond t h e  
doc to ra t e ,  and possess  t h e  l i n g u i s t i c  s k i l l s  appropr i a t e  t o  t h e  h o s t  i n s t i t u ­
t i o n .  Transpor ta t ion  c o s t s ,  hos t  i n s t i t u t i o n  allowance, s t i p e n d  and fo re ign  
l i v i n g  allowance are provided. 

During t h e  Fellowship per iod  a t  t h e  hos t  i n s t i t u t i o n  t h e  a p p l i c a n t  i s  expected 
t o  pursue a s p e c i f i c ,  well-designed p r o j e c t  of mutual i n t e r e s t  r e l a t e d  t o  
h i s  o r  her  ongoing work as  w e l l  as t o  t h a t  which w i l l  be cont inued upon 
r e t u r n .  The t y p e  of p r o j e c t  would be dependent upon t h e  p r o f e s s i o n a l  d i s c i ­
p l i n e  of t he  a p p l i c a n t ,  such as  bas i c  l abora to ry  o r  c l i n i c a l  r e sea rch ,  d a t a  
c o l l e c t i o n  and a n a l y s i s ,  o r  ope ra t fona l  r e sea rch .  The i n t r i n s i c  t e c h n i c a l  
m e r i t  of t h e  p r o j e c t  is  one of several important f a c t o r s  t o  be cons idered  i n  
eva lua t ing  t h e  t o t a l i t y  of an a p p l i c a t i o n  as t o  i t s  f u l f i l l m e n t  of the basic 
purposes of t h e  Program. The fol lowing f a c t o r s  w i l l  be given weight i n  
review of an  a p p l i c a t i o n  : 

e q u a l i f i c a t i o n s  of the a p p l i c a n t  

e p o t e n t i a l i t y  f o r  career enhancement 

e 	 opportuni ty  f o r  c l o s e ,  i n t e rpe r sona l  
technica l  in te rchange  

e bene f i t  t o  t h e  U.S. nominating i n s t i t u t i o n  

e bene f i t  t o  t h e  fo re ign  hos t  i n s t i t u t i o n  

0 t echnica l  merit and s i g n i f i c a n c e  of t h e  p r o j e c t .  
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Appl ica t ions  cannot  be cons idered  as f u l f i l l i n g  t h e  purposes of t h e  Program 
where t h e r e  is  n o t  a s u f f i c i e n t  per iod o f  t i m e  f o r  in-depth i n t e r a c t i o n  by 
t h e  a p p l i c a n t  w i th  t h e  hos t  i n s t i t u t i o n  o r  where t h e  b e n e f i t  is  p r i m a r i l y  
f o r  on ly  one of t h e  par t ies .  Thus a p p l i c a t i o n s  having any of t h e  fol lowing 
as t h e  major f e a t u r e  cannot  be accepted:  

0 v i s i t s  t o  m u l t i p l e  i n s t i t u t i o n s  f o r  b r i e f  pe r iods  

0 a t t endance  a t  conferences 

e a t tendance  i n  formal t r a i n i n g  cour ses  

0 provis ion  of fu l l - t ime  c l i n i c a l  o r  teaching  s e r v i c e s  

0 completely independent s tudy .  

Appl ica t ion  k i t s  w i l l  be a v a i l a b l e  from March 15 - September 15, 1980 
and w i l l  be  s e n t  on ly  upon r e q u e s t  from t h e  o f f i c e s  of deans o r  equ iva len t  
i n s t i t u t i o n a l  o f f i c i a l s .  Informat ion  brochures  w i l l  be  s e n t  t o  i n d i v i d u a l s  
on reques t .  I n  a d d i t i o n  t o  a p r o j e c t  d e s c r i p t i o n  and o t h e r  suppor t ing  
material, a p p l i c a t i o n s  r e q u i r e  nomination by t h e  U.S. i n s t i t u t i o n  and a 
le t ter  of i n v i t a t i o n  by a f o r e i g n  h o s t  i n s t i t u t i o n .  The dead l ine  f o r  
a p p l i c a t i o n s  is  October 1, 1980 w i t h  s e l e c t i o n  of awards A p r i l  1981. 

Fu r the r  information may be  obta ined  from: 

Senior  I n t e r n a t i o n a l  Fellowship Program 

Scholars  and Fel lowships  Program Branch 

Fo g a r t y  I n t e r n a t i o n a l  Center 

Nati'onal I n s t i t u t e s  of  Heal th  

Bethesda, Maryland 20205 


*-,~ 
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BIOBEHAVIORAL APPROACHES TO THE TREATMENT 

OF HYPERTENSION. NHLBI  

The Behavioral  Medicine Branch of t h e  Natimal Heart, Lung, and Blood 
I n s t i t u t e  wishes t o  encourage c l i n i c a l  r e sea rch  p r o j e c t s  dea l ing  wi th  
eva lua t ion  of combinations of pharmacologic and non-pharmacologic 
t h e r a p i e s  i n  t h e  t rea tment  of pa t ien ts  wi th  diagnosed e s s e n t i a l  hyper-
tens ion  and r eques t s  i n v e s t i g a t o r s  t o  cons ider  applying f o r  r e g u l a r  
r e sea rch  g ran t  suppor t  i n  t h i s  area. 

Pharmacologic an t ihype r t ens ive  therapy has  been p a r t i c u l a r l y  e f f e c t i v e  
i n  reducing blood p res su re  i n  seve re ly  and moderately hyper tens ive  p a t i e n t s .  
L i fe t ime maintenance of  lowered blood p res su re  by pharrnaco~ogicmeans has  
proven p a r t i c u l a r l y  net t lesome,  w i th  long  term ( f i v e  year)  compliance wi th  
drug regimes e s t h t e d  t o  be less than 20% of t h e  t a r g e t  populat ion.  Shor t  
term s i d e  e f f e c t s ,  c o s t  and t h e  unknown long-term impl i ca t ions  o f  l i f e t i m e  
drug regimens have been major c o n t r i b u t o r s  t o  t h e  compliance problem. 

Exercise ,  d i e t ,  r e l a x a t f o n  techniques,  biofeedback, medi ta t ion ,  psycho-
therapy,  as examples of non-pharmacologic approaches,  have been less 
e f f e c t i v e  i n  lower ing  blood p res su re  than pharmacologic agen t s ,  but  
p i l o t  s t u d i e s  have demonstrated t h e i r  p o t e n t i a l  u t i l i t y  i n  ma in ta in ing  
pharmacologically lowered p res su re .  Medication requirements have been 
s i g n i f i c a n t l y  reduced o r  completely e l imina ted  by such procedures .  
Apparently, t h e  combinations of pharmacologic and non-pharmacologic 
the rap ie s  may a l s o  produce a s y n e r g i s t i c  e f f e c t ,  i . e . ,  t h e  non-pharmacologic 
techniques may p o t e n t i a t e  t h e  e f f e c t  of t h e  drugs.  The above i s s u e s  need 
f u r t h e r  exp lo ra t ion  i n  wel l -cont ro l led  s t u d i e s  which can assess t h e  e f f i c a c y  
and prefer red  conf igu ra t ion  o f  "biobehavioral"  approaches t o  t h e  t rea tment  
o f  hypertension. 

This  i s  t h e  f i r s t  o f  t h r e e  announcements of  t h i s  research  i n t e r e s t  t o  be  
made during the  coming year  p r i o r  t o  t h e  regular a p p l i c a t i o n  receipt  dates 
of J u l y  1, 1980 and November 1, 1980. Appl ica t ions  should b e  made i n  t h e  
usua l  manner (except  f o r  t h e  two items noted below), and t h e  r e g u l a r  review 
procedure w i l l  be fQllowed. 

Ind iv idua l s  who submit proposa ls  i n  response t o  t h i s  announcement are asked 
to:  

This  program i s  desc r ibed  i n  the Catalog of  Federa l  Domestic Ass is tance  
number 13.837. Awards w i l l  b e  made under t h e  a u t h o r i t y  of t h e  Publ ic  Heal th  
Se rv ice  Act, Title 111, Sec t ion  301 (Publ ic  Law 78-410, as  amended; 42  USC 
241) and adminis tered under PHS grant  p o l i c i e s  and Federal  Regulat ions 
42 CFR P a r t  52 and 45 CFR P a r t  74. 
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1. 	 U s e  t h e  STANDARD TITLE: “Biobehavioral  Approaches .to t h e  
Treatment of Hypertension” and m a i l  t h e  completed PHS 398 
form d i r e c t l y  t o  t h e  Div is ion  of Research Grants  as  i n s t r u c t e d  
i n  t h e  a p p l i c a t i o n  k i t ;  and 

2. 	 Submit a b r i e f  LETTER OF INTENT s t a t i n g  t h a t  such an a p p l i c a t i o n  
has  been, o r  w i l l  be ,  submit ted.  The l e t t e r  should be  addressed 
t o  : 

Behavioral  Medicine Branch 

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

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

Room 3A-13, Federa l  Bui ld ing  

Bethesda, Maryland 20205 


Quest ions about  t h i s  announcement should be  d i r e c t e d  t o  t h e  Behavioral  
Medicine Branch; te lephone  (301) 496-9380. 

.-
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REQUEST FOR RESEARCH GRANT APPLICATIONS: RFA ’/0 / / / / 8 0 / /ANNOUNCEMENT; 
FDA-BRH-DTMA-80-4 

BUREAU OF RADIOLOGICAL HEALTH, 

FOOD AND DRUG ADMINISTRATION 

TITLE : UTILITY OF DIAGNOSTIC X-RAY EXAMINATIONS 

Application hO2&ipx d d e ,  May 28, 1980 

The Divis ion of  Tra in ing  and Medical Appl ica t ions  (DTMA) of t h e  Bureau of 
Radiological  Heal th  (BRH), Food and Drug Adminis t ra t ion (FDA), conducts  a 
nationwide program t o  reduce unnecessary exposure from the  use  of r ad ia ­
t i o n  i n  t h e  hea l ing  a r t s  wi th  s p e c i a l  emphasis on s t u d i e s  and eva lua t ion  
o f  cond i t ions  of  exposure t o  medical d i agnos t i c  r a d i a t i o n .  The Div is ion  
i d e n t i f i e s  t r ends  i n  medical r a d i a t i o n  p r a c t i c e s  and procedures which 
cause unnecessary p a t i e n t  exposure and p l ans ,  develops,  and implements 
a c t i o n  programs t h a t  encourage improvement i n  r a d i o l o g i c a l  practices t o  
ensure t h a t  r a d i a t i o n  exposure t o  p a t i e n t s  is t h e  minimum c o n s i s t e n t  w i t h  
t h e  h ighes t  s tandards  of medical care. This  reques t  f o r  a p p l i c a t i o n s  
(RFA) i s  intended t o  f o s t e r  r e sea rch  t h a t  w i l l  l e ad  t o  improved r ad io log i ­
cal practices. 

This  RFA w i l l  use  t h e  customary grant-in-aid mechanism which w i l l  be 
governed by t h e  p o l i c i e s  f o r  r e g u l a r  r e sea rch  g ran t s .  The r e s p o n s i b i l i t y  
f o r  planning, d i r e c t i n g ,  and execut ing  t h e  proposed research  p r o j e c t  w i l l  
be s o l e l y  t h a t  of t h e  a p p l i c a n t .  

The p r e s e n t  RFA announcement i s  open t o  a l l  l n t e r e s t e d  i n v e s t i g a t o r s  f o r  
a s i n g l e  competi t ion wi th  a s p e c i f i e d  deadl ine  f o r  r e c e i p t  of a p p l i c a t i o n s .  
I t  is a n t i c i p a t e d  that: a l l  a p p l i c a t i o n s  i n  response t o  the RFA w i l l  be 
reviewed a t  t h e  same time by a s i n g l e  review panel .  The l e g i s l a t i v e  
a u t h o r i t y  f o r  r a d i o l o g i c a l  h e a l t h  g r a n t s  i s  Sec t ion  356(b) ( 2 )  of t h e  
Publ ic  Heal th  Serv ice  A c t .  Grants  w i l l  be adminis tered according t o  t h e  
same p o l i c i e s  as f o r  r e g u l a r  r e sea rch  g r a n t s ,  wi th  a d d i t i o n a l  requirements  
f o r  cooperat ion between i n v e s t i g a t o r s  and s t a f f  o f  t h e  Bureau of Radio-
l o g i c a l  Health.  This program i s  o u t l i n e d  i n  13.103 of t h e  Catalog of 
Federal  Domestic Ass is tance .  

P o t e n t i a l  a p p l i c a n t s  are requested t o  send, by May 1, 1980, a l e t te r  of i n t e n t  
to  submit an app l i ca t ion .  The o r i g i n a l  and s i x  ( 6 )  cop ies  of t h e  a p p l i c a t i o n  
are t o  be s e n t  t o  t h e  Div is ion  of Research Grants by May 28, 1980. A b r i e f  
covering let ter should be enclosed i n d i c a t i n g  t h a t  t he  a p p l i c a t i o n  i s  being 
submitted i n  response t o  t h e  RFA, FDA-BRH-DTMA-80-4: UTILITY OF DIAGNOSTIC 
X-RAY EXAMINATIONS. Appl ica t ions  should be prepared i n  accordance w i t h  t h e  
aims and requirements descr ibed  i n  t h e  fol lowing s e c t i o n s .  
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I. BACKGROUND INFORMATION 

A major c o n t r i b u t o r  t o  t h e  problem of x-ray o v e r u t i l i z a t i o n  i s  a 
l a c k  of s c i e n t i f i c  d a t a  f o r  u s e  by h e a l t h  p r a c t i t i o n e r s  i n  judging 
t h e  circumstances when a p a r t i c u l a r  examination would be l i k e l y  t o  
produce information u s e f u l  f o r  p a t i e n t  management. I n i t i a l  work 
performed i n  t h i s  area by i n d i v i d u a l  c l i n i c i a n s  has y i e lded  promising 
r e s u l t s .  For example, B e l l  and Loop der ived a high-yield c r i t e r i a  
l i s t  a f t e r  review of 1,500 s k u l l  examinations fol lowing trauma. They 
noted t h a t  i f  s k u l l  examinations had been ordered on ly  on p a t i e n t s  
meeting one o r  more of t h e  high-yield c r i te r ia ,  92 of 93 f r a c t u r e s  
would have been de tec t ed .  I n  a d d i t i o n ,  a 29 pe rcen t  r educ t ion  i n  
x-ray examinations would have been achieved without adve r se  e f f e c t  
on p a t i e n t  care. P h i l l i p s ,  i n  applying a refinement of t h e  B e l l  and 
Loop c r i t e r i a  l i s t ,  achieved a 39 percen t  r educ t ion  i n  t h e  use  of 
s k u l l  x-rays, d e s p i t e  a compliance rate among r e f e r r i n g  phys ic i ans  
of only 55 percent .  I n  a d d i t i o n ,  Campbell has  s tud ied  t h e  u s e  of 
pelvimetry,  and Marton has developed cri teria f o r  upper gas t ro ­
i n t e s t i n a l  examinations. (See s e l e c t e d  b ib l iog raphy ,  page 32) 

11. GOALS AND SCOPE 

The o b j e c t i v e  of  t h e  proposed s tudy  is  t o  encourage r e sea rch  t h a t  w i l l  
e v a l u a t e  s e l e c t e d  d i a g n o s t i c  r a d i o l o g i c a l  procedures i n  terms of 
b e n e f i t s  ( c l i n i c a l  p r o d u c t i v i t y  and c o n t r i b u t i o n  t o  p a t i e n t  c a r e )  
and c o s t  (economic c o n s i d e r a t i o n s  and r a d i a t i o n  exposure f a c t o r s ) .  
The fou r  examinations that are of i n t e r e s t  are as fol lows:  

L 

Presurgery c h e s t  x-ray examinations 

P e r i o d i c  c h e s t  x-ray sc reen ing  examinations 

Frequent c h e s t  x-ray examinations i n  i n t e n s i v e  care u n i t s  o r  


o t h e r  h o s p i t a l  departments 
Dental bi tewing examinations 

Presurgery c h e s t  x-ray examinations are used as  a r o u t i n e  sc reen  f o r  
cardiopulmonary d i s e a s e  which could cause complicat ions du r ing  t h e  
admin i s t r a t ion  of a n a e s t h e s i a .  Presurgery c h e s t  x-ray examinations 
may a l s o  b e  performed t o  e s t a b l i s h  a b a s e l i n e  i n  c a s e  of p o s t o p e r a t i v e  
complicat ions o r  as a de fense  i n  p o t e n t i a l  malpractice s u i t s .  Data 
are needed t h a t  w i l l  evaluate t h e  e f f i c a c y  of t h i s  examination among 
groups of p a t i e n t s  about t o  undergo su rge ry .  For example, p re su rge ry  
c h e s t  x-rays may have some impact on t h e  c l i n i c a l  management of 
c h i l d r e n  and t h e  e l d e r l y  b u t  may n o t  on t h e  management of p a t i e n t s  i n  
o t h e r  age  groups. 

P rospec t ive  s t u d i e s  should be d i r e c t e d  toward e s t a b l i s h i n g  r e f e r r a l  
cr i ter ia  o r  a lgo r i thms  f o r  o r d e r i n g  presurgery c h e s t  x-rays. Blue 
Cross/Blue Sh ie ld  has  recommended t h a t  member p l ans  no t  pay f o r  
r o u t i n e  tests ( inc lud ing  d i a g n o s t i c  x-rays) u n l e s s  t h e  tests are  
s p e c i f i c a l l y  ordered by t h e  surgeon. Sound r e f e r r a l  cr i ter ia  can be 
u s e f u l  t o  t h e  physician i n  determining whether o r  n o t  t o  o r d e r  
presurgery c h e s t  x-rays. 
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P e r i o d i c  c h e s t  x-ray screening examinations may be performed on 
hea l thy  people during annual o r  biannual  phys i ca l  checkups. The 
e f f i c a c y  of t h e s e  examinations is  i n  quest ion and s t u d i e s  are  there-
f o r e  needed t h a t  w i l l  e s t a b l i s h  t h e i r  va lue  i n  d e t e c t i n g  d i s e a s e s  
t h a t  might o the rwise  go unnoticed. R e f e r r a l  c r i t e r i a  are needed 
t h a t  w i l l  he lp  t h e  physician determine whether p e r i o d i c  c h e s t  x-ray 
sc reen ing  examinations are u s e f u l  i n  p a t i e n t  management. 

Frequent c h e s t  x-ray examinations are o f t e n  performed i n  i n t e n s i v e  c a r e  
u n i t s  o r  o t h e r  h o s p i t a l  departments.  The e f f i c a c y  of r epea ted  c h e s t  
x-ray examinations on very ill p a t i e n t s  has been quest ioned.  Data a re  
needed t h a t  w i l l  he lp  t o  determine t h e  va lue  o f  d a i l y  o r  more f r e q u e n t l y  
repeated c h e s t  x-ray examinations. Analysis of t h e  d a t a  should r e s u l t  
i n  r e f e r r a l  cr i ter ia  t o  be used by t h e  physician i n  o r d e r i n g  f r e q u e n t  
o r  d a i l y  c h e s t  x-ray examinations on p a t i e n t s  i n  i n t e n s i v e  care u n i t s  
o r  o t h e r  h o s p i t a l  departments. 

The e f f i c a c y  of d e n t a l  bitewing examinations is unc lea r .  There is  no 
gene ra l  agreement among d e n t i s t s  on which p a t i e n t s  should undergo 
d e n t a l  bi tewing examinations,  how o f t e n  bi tewing examinations should 
be performed, o r  whether bitewing examinations should be performed 
i n  combination w i t h  o t h e r  ( p e r i a p i c a l )  d e n t a l  x-ray examinations. 
S tud ie s  should be d i r e c t e d  toward t h e  development of r e f e r r a l  c r i t e r i a  
f o r  u se  by d e n t i s t s  i n  i d e n t i f y i n g  those  p a t i e n t s  who should undergo 
d e n t a l  b i t ewr ing  x-ray examinations. 

The f a c t o r s  t o  be addressed i n  developing s t u d i e s  should inc lude ,  but 
n o t  n e c e s s a r i l y  be l i m i t e d  t o :  

1. Frequency of examination o r  procedure; 
2 .  To ta l  d o l l a r  c o s t s ;  
3. 	 D i s t r i b u t i o n  by populat ion c h a r a c t e r i s t i c s  such as age,  s e x ,  

occupat ion,  and l o c a t i o n ;  
4 .  	 Estimated y i e l d  of examination i n  symptomatic and/or  

asymptomatlc groups; and 
5 .  Contribution of examination to d iagnos i s  and treatment. 

111. MECHANISM OF SUPPORT 

The support  f o r  t h i s  program w i l l  be  t h e  t r a d i t i o n a l  grant- in-aid.  
Applicants  who are expected t o  plan and execute  t h e i r  own r e s e a r c h  
programs, are requested t o  f u r n i s h  an o u t l i n e  of t h e  phases i n t o  
which t h e  program can be l o g i c a l l y  d iv ided ,  t h e i r  own estimates of 
t h e  t i m e  r e q u i r e d  t o  ach ieve  s p e c i f i c  o b j e c t i v e s  of t h e  proposed work, 
and a schedule  f o r  completion of t h e  work. 

Single-year a p p l i c a t i o n s  are encouraged. S t a r t i n g  d a t e s  as e a r l y  as 
September 15,  1980, o r  la ter  may be requested.  

Support of g r a n t s  pursuant  t o  t h i s  r eques t  f o r  a p p l i c a t i o n s  is  con­
t i n g e n t  upon u l t i m a t e  r e c e i p t  of appropriated funds f o r  t h i s  purpose. 
The award o f  g r a n t s  w i l l  be inf luenced by the  amount o f  funds a v a i l a b l e  
t o  t h e  Bureau, by t h e  o v e r a l l  m e r i t  of p roposa l s ,  and by t h e i r  c r i t i c a l  
re levance t o  t h e  program goal .  
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IV. REVIEW PROCEDURES AND CRITERIA 

A. R w i e w  Method 

The a p p l i c a t i o n s  w i l l  be eva lua ted  on a competi t ive b a s i s .  The 
i n i t i a l  s c i e n t i f i c  m e r i t  review w i l l  be  arranged by t h e  Div i s ion  
of Research G.rants, NIH.  

B. Review Criteria 

Applicat ions must be r e spons ive  t o  t h i s  RFA; t h a t  is, they must 
be r e l e v a n t  t o  t h e  g o a l s  of t h i s  program announcement and g u i d e l i n e s .  
App l i ca t ions  judged by FDA n o t  t o  be responsive w i l l  be r e tu rned  
t o  t h e  a p p l i c a n t .  

The f a c t o r s  considered i n  eva lua t fng  each a p p l i c a t i o n  w i l l  be: 

1. S c i e n t i f i c  m e r i t  of t h e  r e s e a r c h  des ign ,  approaches,  and 
methodology; 

2. Methods of ana lyses ;  
3 .  
4 .  

5. 

6 .  A v a i l a b i l i t y  of p a t i e n t s ,  where a p p l i c a b l e ;  

Adequacy of e x i s t i n g  and proposed f a c i l i t i e s  and r e sources ;  
Research expe r i ence  and competence of t h e  s t a f f  t o  conduct 
the proposed investigations; 
Adequacy of t i m e  ( e f f o r t )  t o  be devoted t o  t h e  p r o j e c t  by 
t h e  i n v e s t i g a t o r s  and t h e  t e c h n i c a l  s t a f f ;  

7.  Evidence of i n s t i t u t i o n a l  commitment t o  t h e  program; 
8. Cost reasonableness  of t h e  program; and 
9. Wil l ingness  t o  coope ra t e  w i t h  BRH and coord ina te  wi th  o t h e r  

i n v e s t  i g at o  r s . 
V. METHOD OF APPLYING 

A. Letter of I n t e n t  

P rospec t ive  a p p l i c a n t s  are asked t o  submit a b r i e f  one-page le t ter  
of i n t e n t ,  which should i n c l u d e  a very s h o r t  synopsis  of proposed 
areas of r e s e a r c h  and i d e n t i f i c a t i o n  of any o t h e r  p a r t i c i p a t i n g  
i n s t i t u t i o n s .  This  let ter should be received no later than May 1, 
1980, a t  t h e  fo l lowing  addres s :  

D r .  D e W i t t  Hazzard 

Acting D i r e c t o r  

Extramural Research S t a f f  

OMS, BRH, FDA 

Room HFX-14, Parklawn Building 

5600 F i s h e r s  Lane 

Rockvil le ,  Maryland 20857 


The Bureau r e q u e s t s  such le t ters  only t o  provide an i n d i c a t i o n  of 
t h e  number and scope of a p p l i c a t i o n s  t o  be r ece ived .  A l e t te r  of 
i n t e n t  is  no t  binding,  and i t  w i l l  n o t  e n t e r  i n t o  t h e  review of 
any proposal  subsequent ly  submi t t ed -nor  is i t  a necessa ry  r equ i r e ­
ment f o r  a p p l i c a t i o n .  
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B. Format f o r  App l i ca t ion  

Page Thi r ty  One 

Applicat ions must be submitted on form PHS-398, t h e  a p p l i c a t i o n  
form f o r  t r a d i t i o n a l  r e sea rch  g r a n t s .  These forms are a v a i l a b l e  
a t  a l l  major schools  through whichever o f f i c e  handles  extramural 
funding a c t i v i t i e s ,  o r  d i r e c t l y  from t h e  Div i s ion  of Research 
Grants, N I H .  The convent ional  p r e s e n t a t i o n  i n  format and d e t a i l  
f o r  r e g u l a r  r e sea rch  g r a n t  a p p l i c a t i o n s  should be u t i l i z e d ,  w i t h  
care taken t o  f u l f i l l  t h e  p o i n t s  i d e n t i f i e d  under R e v i e w  Criteria.  
A t t en t ion  is  d i r e c t e d  toward t h e  i n c l u s i o n  of a s ta tement  i n d i c a t i n g  
t h e  w i l l i n g n e s s  of t h e  a p p l i c a n t  t o  work coopera t ive ly  wi th  o t h e r  
p a r t i c i p a n t s  i n  t h e  program and with t h e  Bureau of Radiological  
Health.  

C. Deadline f o r  Submission 

App l i ca t ions  must be received by May 28, 1980. App l i ca t ions  received 
a f t e r  t h i s  d a t e  w i l l  be  r e tu rned .  

D. Appl icat ion Procedure 

The o r i g i n a l  and s i x  (6) cop ie s  of t h e  completed a p p l i c a t i o n  should 
be s e n t  o r  d e l i v e r e d  t o :  

Appl icat ion  Recei pt 

Division of Research Grants 

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

Room 240, Westwood Building 

5333 Westbard Avenue 

Bethesda, Maryland 20205 


Label t h e  o u t s i d e  of t h e  mail ing package and t h e  top  o f  t h e  f a c e  
page "RESPONSE TO RFA, FDA-BRH-DTMA-80-4. 

A b r i e f  cove r ing  l e t te r  must accompany the a p p l i c a t i o n  i n d i c a t i n g  
t h a t  it is submitted i n  response to t h i s  program announcement: 
UTILITY OF DIAGNOSTIC X-RAY EXAMINATIONS. A carbon copy of t h i s  
covering l e t te r  should be s e n t  t o  D r .  D e W i t t  Hazzard a t  t h e  
addres s  s h o w  under i t e m  A. 

E. I n q u i r i e s  

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

M r .  James Morrison, Chief 

Medical Branch 

DTMA, BRH, FDA 

Room HFX-70, Parklawn Building 

5600 F i s h e r s  Lane 

Rockville, Maryland 20857 


Telephone: (301) 443-4600 
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