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NEW PHS 398 APPLICATION FORM - CLARIFICATION 

A n o t i c e  published i n  t h e  June 6 ,  1980 N I H  Guide for Grants and Contracts, 
V o l .  9 ,  No. 8 ,  page 1, s t a t e d  that t h e  new g ran t  a p p l i c a t i o n  form PHS 398 
is  now a v a i l a b l e  and should be used f o r  r e sea rch  g r a n t  a p p l i c a t i o n s .  This  
i s  t o  c l a r i f y  that t h e  new form w i l l  be  used by PHS r e s e a r c h  agenc ie s ,  
beginning wi th  t h e  October-November 1980 r e c e i p t  d a t e s .  

r, ,I H 0 0 /  

NEW INDIVIDUAL NRSA APPLICATION FORM (PHS 416-1) ;WOTICE’,
‘ I / / / / , /  

The new i n d i v i d u a l  Nat ional  Research Se rv ice  Award r e sea rch  f e l lowsh ip  
a p p l i c a t i o n  form (PHS 416-1 r ev i sed  November 1979) is  now a v a i l a b l e  and 
should be used f o r  t h e  October 1, 1980 r e c e i p t  d a t e .  

Five o r  fewer cop ie s  of t h e  new N I H  a p p l i c a t i o n  k i t  may be ob ta ined  by 
w r i t i n g  t o  t h e  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 Heal th ,  Bethesda, Maryland 20205. Requests f o r  
more than f i v e  c o p i e s  should be forwarded t o  t h e  Chief,  O f f i c e  S e r v i c e  
Branch, Divis ion of Research Grants,  Nat ional  I n s t i t u t e s  of Hea l th ,  Bethesda, 
Maryland 20205. 

The Alcohol, Drug Abuse, and Mental Heal th  Adminis t ra t ion and t h e  Divis ion 
of Nursing, Heal th  Resources Adminis t ra t ion,  a l s o  provide support  through 
Nat ional  Research S e r v i c e  Awards. For information and new a p p l i c a t i o n  k i t s  
i n  t h e s e  areas, c o n t a c t  t h e  a p p r o p r i a t e  agency. 

Copies of t h e  o l d  form, PHS 416-1 r ev i sed  June 1976, and t h e  Fac i l i t i es  and 
Commitment Statement,  PHS 416-2 r ev i sed  January 1975, should be d i sca rded .  

. 
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REVISED APPLICATIONS 


Page Three 

/ / / / /  //, 

’’.MOTICE; 
The l a t e s t  i n s t r u c t i o n s  (10/79) f o r  PHS 398, Grant Appl ica t ion ,  s t a t e  
t h e  fol lowing f o r  rev ised  a p p l i c a t i o n s :  

I I  When a rev ised  a p p l i c a t i o n  i s  submitted t o  r ep lace  a p r i o r  ve r s ion ,  
provide a s ta tement  be fo re  t h e  RESEARCH PLAN of t h e  a p p l i c a t i o n  spec i fy
ing  what s i g n i f i c a n t  changes have been made. Inc lude  a d d i t i o n s ,  d e l e t i o n s ,  
r e v i s i o n s ,  and any responses  t o  cri t icisms i n  t h e  previous summary state
ment. These changes must be f u r t h e r  i d e n t i f i e d  by a p p r o p r i a t e  unde r l in ing ,  
indent ing  o r  changing of typography wi th in  t h e  t e x t .  When a COMPETING 
CONTINUATION o r  SUPPLEMENTAL a p p l i c a t i o n  has been r ev i sed ,  t h e  PROGRESS 
REPORT should inco rpora t e  any work done since t h e  p r i o r  ve r s ion  w a s  sub
m i t  t ed .  ’’ 

If a rev ised  a p p l i c a t i o n  does no t  s a t i s f y  t h e s e  requirements ,  t h e  Refe r r a l  
Branch of t h e  Divis ion of  Research Grants w i l l  r e t u r n  t h e  a p p l i c a t i o n  with-
o u t  f u r t h e r  review. 



NIH Guide for Grants and Contracts 

V O l ,  9, No. 9, July 18, 1980 Page F i v e  


NRSA SUPPORT AND PAYBACK GUIDELINES 


The fo l lowing  gu ide l ines  were developed i n  response t o  r e q u e s t s  by Nat iona l  
Research Se rv ice  Award (NRSA) r e c i p i e n t s  f o r  c l a r i f i c a t i o n  as t o  (1) grounds 
f o r  waiver of  t h e  s t a t u t o r y  l i m i t s  on du ra t ion  of NRSA suppor t ;  and ( 2 )  t h e  
range of a c t i v i t i e s  accep tab le  as payback se rv ice .  These gu ide l ines  are 
a p p l i c a b l e  t o  t h e  programs of t h e  Nat ional  I n s t i t u t e s  of Heal th ,  t h e  Alcohol, 
Drug Abuse, and Mental Heal th  Adminis t ra t ion,  and t h e  Div is ion  of Nursing of 
t h e  Heal th  Resources Adminis t ra t ion.  

I. LENGTH O F  TRAINING 

The NRSA A c t  amendments of  1978 provide t h a t  t h e  per iod  of  any award 
t o  an ind iv idua l  may n o t  exceed (a )  f i v e  yea r s  i n  t h e  aggrega te  f o r  
p redoc to ra l  t r a i n i n g ,  and (b) t h r e e  years  i n  t h e  aggrega te  f o r  post-
d o c t o r a l  t r a i n i n g ,  u n l e s s  t h e  Sec re t a ry  (o r  designee)  a l lows  an  
extension.  

A. Grounds f o r  Approving Extension o f  Support Per iod 

1. Tra inees  r e q u i r i n g  a d d i t i o n a l  t i m e  t o  complete p redoc to ra l  

2. 

3 .  

t r a i n i n g  e i ther  as a p a r t i c i p a n t  i n  a combined M.D./Ph.D. 
program o r  t o  undertake a d d i t i o n a l  NRSA-supported t r a i n i n g  
fo l lowing  undergraduate  support  i n  t h e  Minori ty  Access t o  
Research Careers (NARC) Program may a n t i c i p a t e  f avorab le  
cons ide ra t ion  of a reasonable  r eques t  f o r  waiver of  t h e  
t i m e  l i m i t a t i o n ;  t h i s  a c t i o n  i s  cont igent  upon c e r t i f i c a t i o n  
of t h e  r e c i p i e n t ' s  good academic s tanding .  

Requests f o r  a d d i t i o n a l  time w i l l  a l s o  be cons idered  i f  an 
unan t i c ipa t ed  event  unavoidably has  a l t e r e d  t h e  planned cour se  
of the r e s e a r c h  t r a i n i n g ;  t h e  i n t e r r u p t i o n  has s i g n i f i c a n t l y  
d e t r a c t e d  from t h e  n a t u r e  o r  q u a l i t y  of t h e  planned r e sea rch  
t r a i n i n g ;  and i f  a short a d d i t i o n a l  per iod of t r a i n i n g  would 
permit  completion o f  t h e  t r a i n i n g  as planned. Such e v e a t s  
i nc lude  sudden e f f e c t i v e  l o s s  of  t h e  p recep to r ' s  services o r  
an acc iden t ,  i l l n e s s ,  o r  o t h e r  unavoidable pe r sona l  s i t u a t i o n ,  
which prevents  a t r a i n e e  o r  f e l low from pursuing h i s  o t h e r  
r e sea rch  t r a i n i n g  i n  an e f f e c t i v e  manner f o r  a s i g n i f i c a n t  
per iod of t i m e .  Requests f o r  ex tens ion  of  suppor t  w i l l  a l s o  
be cons idered  i f  a s h o r t  a d d i t i o n a l  per iod would provide  t h e  
t r a i n e e  o r  f e l l o w  an  oppor tuni ty  t o  use  an excep t iona l  t r a i n i n g  
resource.  

Requests t h a t  do n o t  arise from circumstances cons idered  i n  
(1) o r  (2) w i l l  be gran ted  only  i f  they are accompanied by an 
except i o n a l l y  s t r o n g  j u s t  i f  ica t ion.  
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B.  Procedure f o r  Request ing an  Extension 

Requests f o r  ex tens ion  must be  made i n  w r i t i n g  by t h e  t r a i n e e  
o r  f e l low and addressed  t o  t h e  awarding u n i t .  The t r a i n e e ' s  
program d i r e c t o r ,  o r  i n  t h e  c a s e  of  f e l lowsh ips ,  t h e  sponsor ,  
must endorse t h e  r eques t  c e r t i f y i n g  t h e  need f o r  a d d i t i o n a l  t i m e .  
The r eques t  must i n c l u d e  a sound suppor t ing  j u s t i f i c a t i o n  and 
s p e c i f y  t h e  amount of a d d i t i o n a l  t i m e  f o r  which approval  i s  sought .  

11. PAYBACK 

A s  a cond i t ion  o f  NRSA suppor t  t h e  r e c i p i e n t s  a g r e e  t o  engage i n  
r e s e a r c h  o r  t each ing  f o r  s p e c i f i e d  p e r i o d s  of  t i m e  fol lowing termina
t i o n  of  such suppor t .  I f  t h e  t r a i n e e  o r  f e l low i s  unable  t o  o b t a i n  
employment i n  r e s e a r c h  o r  t each ing ,  al ternate service may be  sub
s t i t u t e d  i f  au tho r i zed  by t h e  S e c r e t a r y  ( o r  des ignee ) .  

A. Timing of  t h e  S e r v i c e  Ob l iga t ion  

Rec ip ien t s  must begin t o  under take  t h e  o b l i g a t e d  service wi th in  
two yea r s  a f t e r  t e rmina t ion  of  NRSA suppor t .  Rec ip i en t s  may 
r eques t  an  ex tens ion  of t h i s  i n t e r v a l ;  e .g . ,  t o  a l l o w  t h e  phys ic ian  
t o  complete res idency  t r a i n i n g ,  o r  t h e  g radua te  s t u d e n t  t o  complete 
degree  requirements .  The r eques t  must be made i n  w r i t i n g  t o  t h e  
awarding u n i t ,  s p e c i f y i n g  t h e  e x t e n s i o n ' s  purpose and t h e  t i m e  
r equ i r ed  f o r  accomplishment. 

B.  Service Acceptable  as Hea l th  Research o r  Teaching 

1. 	 The NRSA payback o b l i g a t i o n  may be  s a t i s f i e d  by e i t h e r  s e r v i n g  
i n  a f u l l - t i m e  p o s i t i o n  i n  which h e a l t h - r e l a t e d  biomedical  o r  
behav io ra l  r e s e a r c h  and/or  t each ing  c o n s i t i t u t e s  t h e  primary 
act i v it y ; 

o r  i f  n o t  s e r v i n g  i n  a fu l l - t ime  p o s i t i o n  of  t h i s  k ind ,  engaging 

i n  such r e sea rch  and/or  t each ing  f o r  pe r iods  t h a t  average  more 

than  20  hours/week of a work yea r .  


I f  t h e  l a t t e r ,  each  a c t i v i t y  must be  desc r ibed  and c e r t i f i e d  

by t h e  a p p r o p r i a t e  supe rv i so r .  


For t h e  purposes  o f  NRSA, r e s e a r c h  i s  de f ined  as  a c t i v i t y  which 

involves  t h e  des ign  of  experiments ,  development of  p r o t o c o l s  

and c o l l e c t i o n  and i n t e r p r e t a t i o n  of  d a t a .  On t h e  o t h e r  hand, 

r e sea rch  suppor t  f u n c t i o n s  are n o t  inc luded;  e . g . ,  r o u t i n e  l ab - 

o r a t o r y  a n a l y s e s ,  managerial  and a d m i n i s t r a t i v e  a c t i v i t i e s ,  a 

t e c h n i c a l  adv i so ry  r o l e  on development o r  market ing of  products .  

Such research-support  func t ions  may be cons idered  a s  s a t i s f y i n g  

t h e  a l t e r n a t i v e  service o b l i g a t i o n ,  bu t  on ly  f o r  i n d i v i d u a l s  n o t  

t r a i n e d  a s  hea l th -ca re  p r o f e s s i o n a l s ,  and on ly  f o r  t hose  who have 

been au tho r i zed  t o  under take  a l t e r n a t i v e  s e r v i c e .  (See below.) .ta 
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2.  	 The r e sea rch  s e t t i n g  may be i n  t h e  academic, governmental, o r  
p r i v a t e  ( inc lud ing  i n d u s t r i a l )  sector--domestic o r  f o r e i g n .  
The academic s e c t o r  i nc ludes  u n i v e r s i t i e s ,  p r o f e s s i o n a l  s choo l s ,  
r e sea rch  i n s t i t u t e s ,  teaching h o s p i t a l s ,  c o l l e g e s ,  high schoo l s ,  
s choo l s  f o r  t h e  handicapped, etc. ,  domestic o r  f o r e i g n .  

3 .  	 The range of a c t i v i t i e s  accep tab le  as t e a c h i n g  w i l l  t ake  i n t o  
account t h e  c e r t i f y i n g  i n s t i t u t i o n ' s  p o l i c y  i n  t h e  d e f i n i t i o n  
of t each ing  r e s p o n s i b i l i t i e s .  Teaching ac t iv i t i e s  w i l l  be 
accepted only i f  they t a k e  place i n  an organized educa t iona l  
o r  o t h e r  i n s t r u c t i o n a l  environment. 

4 .  	 Payback c r e d i t  f o r  r e sea rch  and teaching ac t iv i t i e s  undertaken 
by t h e  r e c i p i e n t  a f t e r  t e rmina t ing  NRSA suppor t ,  but  wh i l e  
s t i l l  i n  t r a i n i n g  s t a t u s  (e.g. ,  ac t iv i t ies  as  graduate  s t u d e n t ,  
r e s i d e n t ,  o r  c l i n i c a l  f e l l o w ) ,  i s  s u b j e c t  t o  t h e  fol lowing 
l i m i t a t i o n s :  

- C r e d i t  f o r  s e r v i c e  w i l l  be given only i n  i n s t a n c e s  where t h e  
proposed t each ing  and/or  r e sea rch  ac t iv i t i e s  inc lude  responsi
b i l i t i e s  t h a t  d h t i n g u i s h  them from ac t iv i t i e s  r equ i r ed  of 
t r a i n e e s  and which r e q u i r e  20 hours o r  more p e r  week. For 
graduate  s t u d e n t s  t h e  d i s t i n g u i s h i n g  f e a t u r e  may be assignment 
of r e s p o n s i b i l i t y  a s  teaching a s s i s t a n t  o r  l a b o r a t o r y  i n s t r u c t o r ,  
o r  r e s p o n s i b i l i t y  f o r  conduct of r e sea rch ;  f o r  r e s i d e n t s  and 
c l i n i c a l  f e l lows  t h e  d i s t i n g u i s h i n g  f e a t u r e  may be t each ing  
r e s p o n s i b i l i t y  o t h e r  than c l i n i c a l  supe rv i s ion ,  o r  responsi
b i l i t y  f o r  conduct of r e s e a r c h  t h a t  i s  n o t  a requirement of 
res idency t r a i n i n g .  

- Without such d i s t i n g u i s h i n g  r e s p o n s i b i l i t i e s ,  t h e  d i s s e r t a t i o n  
r e s e a r c h  of g radua te  s t u d e n t s  o r  t h e  c l i n i c a l  supe rv i s ion  
chkracter is t ic  of residency or  c l i n i c a l  fe l lowship  training 
are unacceptable  as payback service. I n  every i n s t a n c e  t h e  
s tandard r e p o r t i n g  on payback a c t i v i t i e s  must be accompanied 
by a l e t te r  from t h e  supe rv i so r  that i d e n t i f i e s  t h e  kind and 
extent (hours/week) of t h e  d i s t i n g u i s h i n g  r e s p o n s i b i l i t i e s .  
These must average more than 20 hours/week of a work yea r .  

- I n  no i n s t a n c e  w i l l  s t a t u s  as "graduate studen t 'I, "resi d  en t 'I, 
o r  " c l i n i c a l  fellow" per se be accepted as a f u l l - t i m e  posi
t i o n  t h a t  q u a l i f i e s  as p a 3 a c k  s e r v i c e .  

C. A l t e r n a t i v e  S e r v i c e  

1. 	 The NRSA l e g i s l a t i o n  makes p rov i s ion  f o r  d i scha rge  of t h e  
payback o b l i g a t i o n  through s e r v i c e  o t h e r  than r e sea rch  o r  
teaching.  Before a s p e c i f i c  proposal  f o r  a l t e r n a t i v e  s e r v i c e  
can be considered,  however, t h e  law r e q u i r e s  t h a t  a determina
t i o n  must be made that no s u i t a b l e  r e s e a r c h  o r  t each ing  posi
t i o n  i s  a v a i l a b l e  t o  t h e  i n d i v i d u a l .  A l t e r n a t i v e  s e r v i c e  i s  
thus  no t  a t  t h e  o p t i o n  of t h e  i n d i v i d u a l .  
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2 .  	 To r e q u e s t  a de te rmina t ion  t h a t  no s u i t a b l e  r e s e a r c h  o r  
t each ing  p o s i t i o n  i s  a v a i l a b l e ,  t h e  former NRSA r e c i p i e n t  
shall addres s  a l e t t e r  t o  t h e  awarding u n i t  supplying 
information on a t  l eas t  t h e  following: 

- h i s / h e r  a i m s  i n  undertaking t h e  NRSA-supported t r a i n i n g ;  
- t h e  e x t e n t  t o  which t h e s e  a i m s  w e r e  r e a l i z e d ;  
- documentation of s t e p s  taken t o  s e c u r e  a p o s i t i o n  i n  

h e a l t h  r e s e a r c h  and/or  t each ing ,  i nc lud ing  documentation 
of responses  from p r o s p e c t i v e  employers; 

- any c o n s t r a i n t s  on t h e  r ange  of employment o p p o r t u n i t i e s  
which could be cons ide red ;  e . g . ,  t h o s e  from family 
o b l i g a t i o n s  o r  l o c a t i o n  of spouse 's  employment. 

To t h i s  t h e  i n d i v i d u a l  should add any o t h e r  c o n s i d e r a t i o n  
that governed t h e  cho ice  o f  employment. 

3 .  Acceptable A l t e r n a t i v e  S e r v i c e  

a. 	 For t h o s e  t r a i n e d  t o  provide h e a l t h  care d i r e c t l y  t o  
ind iv idua l  s: 

Former NRSA r e c i p i e n t s  so t r a i n e d  who have been au tho r i zed  
t o  undertake alternative service may d i s c h a r g e  t h e  o b l i 
g a t i o n  e i t h e r  by service as a member of t h e  Nat ional  Hea l th  
S e r v i c e  Corps (NHSC) o r  by p r a c t i c e  w i t h  a Hea l th  Mainten- ** 
ance Organizat ion (HMO) t h a t  m e e t s  c e r t a i n  criteria.* 
Information as t o  o p p o r t u n i t i e s  f o r  service of e i t h e r  kind 
is  a v a i l a b l e  from t h e  O f f i c e  of t h e  Regional Hea l th  Admini
s t r a t o r ,  i n  t h e  Regional O f f i c e s  of t h e  Department o f  
Hea l th  and Human Services. I f  needed, a s s i s t a n c e  i n  con
t a c t i n g  t h e s e  o f f i c e s  is  a v a i l a b l e  from s t a f f  o f  t h e  
awarding I n s t i t u t e  . 

n o tb. 	 For those  - t r a i n e d  t o  provide h e a l t h  care d i r e c t l y  t o  
i n d i v i d u a l s  : 

Such former NRSA r e c i p i e n t s  may be a u t h o r i z e d  to  unde r t ake  
a l t e r n a t i v e  s e r v i c e  t o  d i scha rge  t h e  payback o b l i g a t i o n  
by engaging i n  a h e a l t h  a c t i v i t y  a p p r o p r i a t e  t o  h i s / h e r  
level o f  t r a i n i n g .  The Committee Report t h a t  accompanied 
t h e  1978 ex tens ion  of t h e  NRSA a u t h o r i t y  r e i t e r a t e d  
Congressional i n t e n t  t o  keep t h i s  o p t i o n  as broad as poss i 
b l e .  I n  a d d i t i o n  t o  examples given above i n  S e c t i o n  11 B1, 
h e a l t h - r e l a t e d  a c t i v i t i e s  which might be cons ide red  i n c l u d e ;  
e. g . ,  counse l ing ,  h e a l t h  planning,  and community h e a l t h  
educat ion.  

*An HMO " to  which payments may be made under Sec t ion  1867 of T i t l e  XVIII 
of t h e  Soc ia l  S e c u r i t y  Act, and which s e r v e s  an underserved popu la t ion  
( a s  de f ined  i n  Sec t ion  1302 ( 7 )  of t h e  Act . . . )"  
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D. Waiver of t h e  Payback Obl iga t ion  

The r e g u l a t i o n s  make provis ion  f o r  waiver of  o b l i g a t i o n  i n  t h e  
event  of permanent and t o t a l  d i s a b i l i t y ,  and f o r  waiver of t h e  
f i n a n c i a l  o b l i g a t i o n  i n  cases where repayment would r e s u l t  i n  
s u b s t a n t i a l  hardship t o  t h e  ind iv idua l .  Such r eques t s  should 
be made i n  w r i t i n g  t o  the awarding I n s t i t u t e .  

Requests f o r  po l i cy  c l a r i f i c a t i o n  i n  ind iv idua l  
c a s e s  should be addressed t o  t h e  suppor t ing  
I n s t i t u t e .  Requests of  a d d i t i o n a l  copies  o f  t h e  
gu ide l ines  should be addressed t o  the Of f i ce  of 
Grants I n q u i r i e s ,  Div is ion  of Research Grants ,  
N I H ,  Bethesda, Maryland 20205. 

Suggest ions f o r  a d d i t i o n a l  payback ques t ions  to  
be  addressed i n  any r e v i s i o n  of t h e  g u i d e l i n e s  
may be addressed t o  t h e  A s s x i a t e  Di rec to r  f o r  
Extramural Research and Tra in ing ,  N I H ,  Bethesda, 
Maryland 20205. 
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REQUEST FOR RESEARCH GRANT APPLICATIONS: RFA 

NIH-NCI-DCCP-CPC-80-6 

NATIONAL CANCER INSTITUTE 

TITLE: INTERSPECIES COMPARISONS I N  CARCINOGENESIS 

Appe-icaLion /receipX date, Novembcx 7 ,  7960 

The Divis ion of Cancer Cause and Prevent ion (DCCP) o f  t h e  Nat ional  Cancer 
I n s t i t u t e  (NCI) i n v i t e s  g r a n t  a p p l i c a t i o n s  from i 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  both b a s i c  and app l i ed  s t u d i e s  intended t o  provide i n s i g h t s  and 
approaches t o  an understanding of similarities and d i f f e r e n c e s  i n  t h e  
response t o  chemical carcinogens,  between experimental  animals and humans. 
I n  t h i s  context  t h e r e  i s  an intended emphasis on: ( a )  t h e  u s e  of a c c e s s i b l e  
human cel ls ,  t i s s u e s ,  body f l u i d s ,  and e x c r e t a ,  and (b) s t u d i e s  which focus 
on q u a n t i t a t i v e  r e l a t i o n s h i p s  r e l a t i v e  t o  t h e  ca rc inogenes i s  process .  

Grants are awarded on ly  t o  n o n p r o f i t  o r g a n i z a t i o n s  and i n s t i t u t i o n s ,  govern
ments and t h e i r  agencies ,  and occas iona l ly  t o  i n d i v i d u a l s .  This t ype  of 
g r a n t  s o l i c i t a t i o n  ( t h e  RFA) i s  u t i l i z e d  when i t  is  d e s i r e d  t o  encourage 
i n v e s t i g a t o r - i n i t i a t e d  r e s e a r c h  p r o j e c t s  i n  areas of s p e c i a l  importance t o  
t h e  Nat ional  Cancer Program. Applicants  funded under t h e  RFA are supported

piul' 	 through t h e  customary N I H  grant-in-aid,  i n  accordance wi th  PHS p o l i c i e s  
a p p l i c a b l e  t o  Research P r o j e c t  Grants t nc lud ing  cost-shar ing.  However, t h e  
RFA s o l i c i t a t i o n  r e p r e s e n t s  a s i n g l e  competi t ion,  w i th  a s p e c i f i e d  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 .  A l l  a p p l i c a t f o n s  received i n  response t o  t h e  
RFA w i l l  be reviewed by t h e  same National  I n s t i t u t e s  of Heal th  (NIH) I n i t i a l  
R e v i e w  Group. 

The p resen t  RFA announcement is  f o r  a s i n g l e  competi t ion w i t h  a s p e c i f i e d  
dead l ine  of November 1, 1980, f o r  r e c e i p t  of a p p l i c a t i o n s .  Applicat ions 
should be prepared and submitted i n  accordance wi th  t h e  a i m s  and r equ i r e 
ments descr ibed i n  t h e  fol lowing s e c t i o n s :  

I. BACKGROUND INFORMATION 
11. OBJECTIVE AND SCOPE 

111. MECHANISM OF SUPPORT 
I V .  REVIEW PROCEDURES AND CRITERIA 

V. METHOD OF APPLYING 
V I .  INQUIRIES 

This program is  desc r ibed  i n  t h e  Catalog of Federal  Domestic Ass i s t ance  
number 13.393, Cancer Cause and Prevent ion Research. Awards are  under 
a u t h o r i z a t i o n  of t h e  Pub l i c  Heal th  Se rv ice  A c t ,  Sec t ion  301(c) and Sec t ion  
402 (Public L a w  78-410, as amended; 42 USC 241;  42 USC 282)  and adminis tered 
under PHS g r a n t  p o l i c i e s  and Federal  Regulations 42 CFR P a r t  52 and 45 CFR 
P a r t  7 4 .  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. 

c 
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I. BACKGROUND 

The i n i t i a t i v e  f o r  t h i s  RFA d e r i v e s  from t h e  d e s i r e  of  t h e  Nat ional  
Cancer I n s t i t u t e  (NCI) t o  encourage s t u d i e s  t h a t  are suppor t ive  of 
t h e  Environmental P ro tec t ion  Agency (EPA) i n  t h e  area of Risk Assessment. 
I n  t h i s  r ega rd ,  t h e r e  i s  a need t o  develop s c i e n t i f i c a l l y  sound method
ology f o r  t h e  e x t r a p o l a t i o n  o f  ca rc inogenes i s  da t a  der ived  from s t u d i e s  
on experimental  animals ,  t o  humans. 

Es tab l i shed  s imi la r i t i es  between t h e  a c t i o n  of chemical carc inogens  i n  
experimental  animals  and i n  people ,  a re  l a r g e l y  represented  by t h e  
q u a l i t a t i v e  f ind ing  t h a t  n e a r l y  a l l  of  t h e  chemical subs tances  i d e n t i 
f i e d  as being carc inogenic  i n  humans, are a l s o  carc inogenic  i n  one o r  
more species of  experimental  animals .  Also,  i t  would a p p e a r  t h a t  t h e  
metabolism of  chemical carc inogens  i n  human t i s s u e s  i s ,  i n  gene ra l ,  
q u a l i t a t i v e l y  s i m i l a r  t o  t h a t  observed i n  s t u d i e s  on t i s s u e s  der ived  
from experimental  animals;  however, t h i s  i s  based on r e l a t i v e l y  l i t t l e  
da ta .  Other e f f o r t s  a t  e x t r a p o l a t i o n  between s p e c i e s  soon encounter  
an a c u t e  sho r t age  of information,  p a r t i c u l a r l y  as relates t o  q u a n t i t a t i v e  
r e l a t i o n s h i p s ,  e .g . ,  q u a n t i t a t i v e  r e l a t i o n s h i p s  between DNA-adducts and 
t h e  ca rc inogenes i s  process .  Much a d d i t i o n a l  r e sea rch  i s  judged t o  be 
needed i f  w e  a re  t o  achieve  even a moderate l e v e l  of conf idence  i n  t h e  
e x t r a p o l a t i o n  of experimental  animal d a t a  on chemical ca rc inogenes i s ,  
t o  humans. 

11. OBJECTIVES AND SCOPE 

The r e sea rch  encompassed by t h e  p re sen t  RFA relates t o  both  b a s i c  and 
appl ied  s t u d i e s  intended t o  provide  i n s i g h t s  and approaches t o  an under
s t a n d h g  of  s imi la r i t i es  and d i f f e r e n c e s  i n  t h e  response t o  chemical 
carcinogens,  between experimental  animals and humans, w i t h  an emphasis 
on t h e  use  of a c c e s s i b l e  human c e l l s ,  t i s s u e s ,  body f l u i d s ,  and excreta 
and on s t u d i e s  which focus on q u a n t i t a t i v e  r e l a t i o n s h i p s  r e l a t i v e  t o  
t h e  ca rc inogenes i s  process .  

Appl ica t ions  submit ted i n  response t o  t h i s  RFA should be respons ive  t o  
one o r  more t o p i c s  selected from Categor ies  1 and/or  2: 

Category 1. Use of  human c e l l s / t i s s u e s / b o d y  f l u i d s / e x c r e t a  i n  chemical 
carc inogenes is  r e sea rch  on one o r  more of t h e  fol lowing:  pathways of 
metabolism of chemical carc inogens ;  t h e i r  a c t i v a t i o n  i n a c t i v a t i o n  ; 
t h e  formation and r e p a i r  of  t h e i r  adducts  w i t h  informat iona l  c e l l u l a r  
macromolecules; t h e i r  pharmacodynamics i n  ce l l ,  t i s s u e ,  and organ 
c u l t u r e ;  t h e i r  induct ion  of mutagenesis and malignant t ransformat ion  
i n  ce l l ,  t i s s u e ,  and organ c u l t u r e ;  t h e  d e t e c t i o n  and q u a n t i t a t i o n  of 
t h e i r  adducts  wi th  t i s s u e  nuc leoph i l e s  i n  body f l u i d s  and excreta of 
humans exposed t o  low l e v e l s  of carcinogens i n  t h e  work-place, o r  by 
way of therapy o r  analogous circumstance.  It is  h ighly  d e s i r a b l e  t h a t  
t h e s e  s t u d i e s  on specimens der ived  from humans be accompanied by compara
t i v e  s t u d i e s  on coun te rpa r t  specimens der ived  from experimental  animals .  
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Category 2. Comparative In te r -Spec ies  and/or  In t ra -Spec ies  s t u d i e s  on 
experimental  animals  wi th  r e s p e c t  t o  one o r  more of t h e  fol lowing:  
e f f e c t s  of d i f f e r e n t  doses  of chemical carcinogens on rates and path-
ways of metabolism, inc luding  s t u d i e s  under cond i t ions  of chronic  
exposure; q u a l i t a t i v e  and q u a n t i t a t i v e  s t u d i e s  on r e l a t i o n s h i p s  of  
adduct formation t o  chemical carc inogenes is ;  ex i s t ence  o f  p r o p o r t i o n a l i t y  
of b l o o d / t i s s u e  l e v e l s  of carcinogen t o  dose; r e l a t i o n s h i p  of  blood l e v e l  
of  carcinogen t o  carc inogenic  response; development o f  improved a n a l y t i 
c a l  procedures,  s u f f i c i e n t l y  s e n s i t i v e  t o  q u a n t i t a t e  very  small concentra
t i o n s  of chemical carc inogens  and t h e i r  me tabo l i t e s ,  f o r  use  i n  s t u d i e s  
on chronic  a d m i n i s t r a t i o n  of  chemical carcinogens t o  experimental  animals .  

I n  s t u d i e s  involv ing  t h e  admin i s t r a t ion  of chemical carc inogens  to  
experimental  animals ,  t h e  agen t ( s )  used should be chosen from among 
those  which are o rgan ic  compounds, are p resen t  i n  t h e  human environment, 
and are known t o  be  carc inogenic  f o r  humans o r  f o r  experimental  animals,  
o r  f o r  both.  The cho ice  of  experimental  an imal (s )  should be from among 
those  commonly used i n  ca rc inogen ic i ty  t e s t i n g .  

111. MECHANISM OF SUPPORT 

This  RFA w i l l  use  t h e  t r a d i t i o n a l  Nat ional  I n s t i t u t e s  of  Heal th  grant-in-
a i d .  Respons ib i l i t y  f o r  t h e  planning,  d i r e c t i o n ,  and execut ion  of  t h e  
proposed r e sea rch  w i l l  be s o l e l y  t h a t  o f  t h e  a p p l i c a n t .  The t o t a l  pro
jec t  per iod f o r  a p p l i c a t i o n s  submitted i n  response t o  t h e  p re sen t  RFA 
should n o t  exceed f i v e  years .  The i n t e n t  i s  t o  fund m u l t i p l e  p r o j e c t s ,  
w i t h  t o t a l  c o s t s  amounting t o  approximately $2.0 m i l l i o n  f o r  t h e  f i r s t  
y e a r .  This  funding l e v e l  i s  dependent on t h e  r e c e i p t  of a s u f f i c i e n t  
number of  a p p l i c a t i o n s  of h igh  s c i e n t i f i c  m e r i t .  Also, a l though t h i s  
program i s  provided f o r  i n  t h e  f i n a n c i a l  p l ans  of t h e  Nat iona l  Cancer 
I n s t i t u t e ,  t h e  award of g r a n t s  pursuant  t o  
t h e  a v a i l a b i l i t y  of funds f o r  t h i s  purpose. 

I V .  REVIEW PROCEDURES AND CRITERIA 

A. Review Method 

Each a p p l i c a t i o n  submit ted i n  response 
by: (1) an a p p r o p r i a t e  review panel  of 
Grants,  Nat iona l  I n s t i t u t e s  of  Heal th ,  
Advisory Board. All a p p l i c a t i o n s  w i l l  
t ive b a s i s .  

B .  R e v i e w  Criteria 

t h i s  RFA is  cont ingent  upon 

t o  t h e  RFA w i l l  be reviewed 
t h e  Div is ion  of  Research 

and (2)  t h e  Nat iona l  Cancer 
be eva lua ted  on a competi-

Appl ica t ions  must be respons ive  t o  t h i s  RFA, i n  t h e  sense  of  being 
d i r ec t ed  towards t h e  a t ta inment  of t h e  s t a t e d  programmatic goa l s  and 
f a l l  wi th in  one o r  both of  t h e  s p e c i f i e d  r e sea rch  c a t e g o r i e s  ( s e e  
'11. OBJECTIVES AND SCOPE), I f  t h e  a p p l i c a t i o n  is  judged by t h e  
Nat ional  Cancer I n s t i t u t e  n o t  t o  be respons ive ,  t h e  a p p l i c a n t  w i l l  
have t h e  oppor tuni ty  of  having t h e  a p p l i c a t i o n  cons idered  a long  with 
o t h e r  u n s o l i c i t e d  a p p l i c a t i o n s  rece ived  by t h e  Nat iona l  I n s t i t u t e s  
of Heal th  i n  t h e  review c y c l e  which is  c u r r e n t  a t  t h a t  t i m e .  
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The f a c t o r s  considered i n  e v a l u a t i n g  each response t o  t h i s  RFA 
+-

w i l l  be : 

1. S c i e n t i f i c  m e r i t  of r e s e a r c h  approach, des ign ,  and methodology. 
2 .  	 Research experience and competence 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  

and s t a f f  t o  conduct t h e  proposed s t u d i e s .  
3 .  	 Adequacy of time ( e f f o r t )  which t h e  P r i n c i p a l  I n v e s t i g a t o r  and 

s t a f f  would devote  t o  t h e  proposed s t u d i e s .  
4 .  	 Adequacy of ex i s t ing /p roposed  f a c i l i t i e s  and r e sources .  

App l i ca t ions  which s p e c i f y  a proposed u s e  of human c e l l s / t i s s u e s /  
f l u i d s / e x c r e t a ,  need t o  provide a s su rance  and d e t a i l s  concerning 
t h e  n a t u r e ,  source,  and a v a i l a b i l i t y  of t h o s e  specimens. 

5 .  	 Adequacy of p r a c t i c e s ,  procedures ,  and f a c i l i t i e s  re la t ive t o  
t h e  s a f e  handl ing and u s e  of chemical carcinogens.  

V. METHOD OF APPLYING 

A. Format of ADDlications 

App l i ca t ions  must be submit ted on form PHS 3 9 8 ,  t h e  a p p l i c a t i o n  form 
f o r  r e s e a r c h  p r o j e c t  g r a n t s .  App l i ca t ion  k i t s  are a v a i l a b l e  a t  most 
i n s t i t u t i o n a l  bus iness  o f f i c e s ,  or may be obtained f r o m  the Div i s ion  
of Research Grants ,  NIH.  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  a p p l i c a b l e  t o  r e g u l a r  r e s e a r c h  g r a n t  a p p l i c a t i o n s  should 
be followed, and t h e  requirements  s p e c i f i e d  under R e v i e w  Cri ter ia  
(IV. B.)  must be f u l f i l l e d .  The words "PROPOSAL I N  RESPONSE TO RFA: 
INTERSPECIES COMPARISONS I N  CARCINOGENESIS" must be typed i n  bold .I* 

le t ters  a c r o s s  t h e  f a c e  page of t h e  a p p l i c a t i o n .  

B ,  Appl icat ion Procedure 

The completed o r i g i n a l  a p p l i c a t i o n  and s ix  ( 6 )  c o p i e s  should be s e n t  
o r  d e l i v e r e d  to :  

D iv i s ion  of Research Grants 
Na t iona l  I n s t i t u t e s  of Health 
Room 2 4 0 ,  Westwood Building 
5333 Westbard Avenue 
Bethesda, Maryland 20205 

To ensu re  t h e i r  review, a p p l i c a t i o n s  must be r ece ived  by c l o s e  of 
bus iness ,  November 1, 1980. App l i ca t ions  received a f t e r  t h a t  d a t e  
w i l l  be r e tu rned .  Also, t h e  Div i s ion  of Research Grants  (DRG) w i l l  
n o t  accep t  any a p p l i c a t i o n  i n  response t o  t h i s  announcement, t h a t  i s  
t h e  same as one c u r r e n t l y  being considered by any o t h e r  N I H  awarding 
u n i t .  A copy of t h e  a p p l i c a t i o n  should also be s e n t  t o  D r .  Domanski 
a t  t h e  addres s  shown below. 
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VI. INQUIRIES 

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

D r .  Thaddeus J. Domanski 

Chemical and Physical  Carcinogenesis Branch 

Div i s ion  of Cancer Cause and Prevent ion 

National  Cancer I n s t i t u t e  

Room 8C-2 9 ,  Landow Building 

Bethesda , Maryland 202 05 


Telephone: (301) 496-9448 
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RESEARCH GRANTS IN THE NEUROPHYSIOLOGY OF 

COGNITIVE PROCESSESy NATIONAL INSTITUTE OF 

NEUROLOGICAL AND COMMUNICATIVE DISORDERS AND STROKE 

The Fundamental Neurosciences Program (F")of t h e  Nat ional  I n s t i t u t e  of 
Neurological and Communicative Disorders  and S t roke  (NINCDS) encourages t h e  
submission of a p p l i c a t i o n s  f o r  r e sea rch  g r a n t s  i n  t h e  neurophysiology of 
c o g n i t i v e  processes .  

PURPOSE AND SCOPE 

This  announcement is  intended t o  s t i m u l a t e  new approaches t o  t h e  experimental  
and conceptual'  aspects of r e sea rch  on those  types of c o g n i t i v e  p rocesses  
which can be s tud ied  a t  t h e  n e u r a l  level i n  both animal and human re sea rch .  
A primary g o a l  should be t o  c h a r a c t e r i z e  t h e  sources  and t i m e  cour se  of n e u r a l  
a c t i v i t y  (where f e a s i b l e  i n  i t s  r e l a t i o n  t o  u n i t  a c t i v i t y )  r e l a t e d  t o  t h e s e  
processes .  

P r o j e c t s  of t h e  fol lowing types i l l u s t r a t e  t h i s  area: 

1. Animal r e sea rch  

a) 	 Involving innova t ive  methods and concepts f o r  t h e  d e f i n i t i o n  and 
a n a l y s i s  of c o g n i t i v e  processes  i n  experiments t h a t  are designed 
i n  response t o  new knowledge about t h e  nervous system. 

b) 	 Applying r e c e n t l y  e s t a b l i s h e d  knowledge about  c o g n i t i v e  p rocesses  
i n  humans t o  t h e  design of neurophysiological  experiments i n  animals.  

c) 	 Requiring c o l l a b o r a t i o n  between s c i e n t i s t s  who are e x p e r t  i n  t h e  
c o g n i t i v e  sciences and those who are expe r t  i n  the neurob io log ica l  
sciences. 

2. Human r e s e a r c h  

a )  	 Developing new methods, concepts ,  and paradigms f o r  r e s e a r c h  on 
cogniti-ve p rocesses  that l e a d  s p e c i f i c a l l y  toward s t u d i e s  of the 
underlying n e u r a l  ac t iv i t ies .  

b) 	 Applying r e c e n t  advances i n  neurobiology t o  experiments u s ing  c l i n i c a l  
neurophysiological  and /o r  neuropsychological approaches t o  t h e  study 
of c o g n i t i v e  p rocesses .  

This program i s  desc r ibed  i n  t h e  Catalog of Federal  Domestic Assis tance,  number 
13.854, Fundamental Neurosciences Research. Grants w i l l  be awarded under t h e  
a u t h o r i t y  of t h e  P u b l i c  Heal th  Se rv ice  Act, T i t l e  111, Sec t ion  301 (Pub l i c  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 
Federal  Regulat ions 42 CFR P a r t  52 and 4 5  CFR P a r t  7 4 .  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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c) 	 Bringing e x p e r t s  i n  n.eurobiologica1 r e s e a r c h  i n t o  c o l l a b o r a t i o n  
wi th  c o g n i t i v e  s c i e n t i s t s .  

APPLICATION AND REVIEW PROCEDURES 

App l i ca t ions  should be prepared on form PHS 398 fol lowing i n s t r u c t i o n s  
contained i n  t h e  a p p l i c a t i o n  k i t .  App l i ca t ion  k i t s  are a v a i l a b l e  a t  most 
i n s t i t u t i o n a l  bus iness  o f f i c e s  o r  from t h e  Divis ion of Research Grants .  
The a p p l i c a t i o n s  w i l l  be judged s o l e l y  on s c i e n t i f i c  m e r i t  i n  accord w i t h  
N I H  p o l i c y  and procedures invo lv ing  pee r  review. I n i t i a l  review w i l l  be  
by t h e  a p p r o p r i a t e  s tudy  s e c t i o n  of t h e  Div i s ion  of Research Grants.  The 
f i n a l  review w i l l  be  by t h e  Na t iona l  Advisory Neurological  and Communicative 
Disorders  and S t roke  Council .  App l i ca t ions  judged more r e spons ive  t o  program 
i n t e r e s t s  of o t h e r  I n s t i t u t e s  w i l l  be a s s igned  accordingly.  

Deadline d a t e s  f o r  t h e  r e c e i p t  of t h e  a p p l i c a t i o n s  are March 1, J u l y  1, 
and November 1. 

The phrase "PREPARED I N  RESPONSE "0 NINCDS INVITATION FOR RESEARCH GRANTS I N  
THE NEUROPHYSIOLOGY OF COGNITIVE PROCESSES" should be typed a c r o s s  t h e  top  
of t h e  f i r s t  ( f ace )  page of  t h e  a p p l i c a t i o n .  The o r i g i n a l  and s i x  (6) cop ie s  
of  t h e  a p p l i c a t i o n  should be mailed t o  t h e  fo l lowing  addres s :  

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 
Bethesda, Maryland 20205 

One copy of t h e  a p p l i c a t i o n  is  t o  be s e n t  t o  t h e  addres s  below. Also, f o r  
f u r t h e r  information a p p l i c a n t s  may c o n t a c t :  

D r .  W. Watson A l b e r t s  

Deputy D i r e c t o r  

Fundamental Neurosciences Program 

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


and Communicative Disorders  and S t roke  
Room 916, Fede ra l  Bui lding 
7550 Wisconsin Avenue 
Bethesda, Maryland 20205 

Telephone: (301) 496-1447 
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* / / / / / / / / /  / /

’ANNOUNCEMENT1’/// / I / / // /  / 

The r ap id  evo lu t ion  and complexity of blood banking has c r e a t e d  a s i g n i f i c a n t  
need f o r  expansion of r e sea rch  i n  areas r e l a t e d  t o  t r ans fus ion  practices 
as  w e l l  as i n  d i s c i p l i n e s  r e l a t e d  t o  t h e  development of and use  of blood 
resources .  Enormous o p p o r t u n i t i e s  exis t  f o r  fundamental, c l in ica l ,  and 
app l i ed  r e sea rch  r e l a t e d  t o  t h e s e  s u b j e c t s .  Examples are: 

Fundamental r e sea rch  - s t r u c t u r e  and biochemistry of red  cel ls ,  leukocytes ,  
and p l a t e l e t s  as r e l a t e d  t o  t h e i r  a b i l i t y  t o  su rv ive  i n  s t o r a g e  and i n  t h e  
t r ans fused  r e c i p i e n t ;  understanding t h e  b a s i s  of coagula t ion  and b leeding  
problems so as  t o  permit  more e f f e c t i v e  component therapy;  improved blood-
r e c i p i e n t  s a f e t y  through inc reased  knowledge concerning the e l imina t ion  of 
t ransfus ion- t ransmi t ted  v i r u s e s ;  p revent ion  of  alloimmunization by improved 
understanding of  immunologic parameters  i n f luenc ing  c o m p a t i b i l i t y  between 
donor and t h e  r e c i p i e n t  of whole blood and i ts  components; development of  

*w‘ 	 e f f e c t i v e  blood s u b s t i t u t e s  inc luding  oxygen-transporting materials and 
s y n t h e t i c  volume expanders;  and t r a n s p l a n t a t i o n  immunology and immunogenetics. 

C l i n i c a l  and app l i ed  r e sea rch  - techniques t o  improve donor r ec ru i tmen t ;  
improved methods for plasma- and cy taphe res i s ;  development o f  improved 
materials f o r  s t o r a g e  of blood and blood components i n  t h e  l i q u i d  and f rozen  
states; e luc fda t ion  of cr i ter ia  f o r  opt imal  and s a f e  use  of  whole blood trans-
fus ions  and blood components; b e t t e r  compa t ib i l i t y  t e s t i n g ;  and improvements 
i n  t he  l o g i s t i c  and a d m i n i s t r a t i v e  a s p e c t s  of blood c e n t e r  and t r a n s f u s i o n  
service ope ra t ions .  

I n  s p i t e  of i n t e r e s t  i n  and awareness of t h e  problems i n  t h e  blood banking 
area, t h e  Div is ion  of Blood Diseases and Resources (DBDR) receives few 
re sea rch  g ran t  a p p l i c a t i o n s  r e l a t i n g  t o  t h e  cons ide ra t ions  l i s t e d  above. 
S ince  gaps i n  knowledge are known t o  be  ex tens ive  and techniques  f o r  
s o p h i s t i c a t e d  r e sea rch  are a v a i l a b l e ,  i t  would a p p e a r  t h a t  few i n d i v i d u a l  
s c i e n t i s t s  are aware o f  t h e  o p p o r t u n i t i e s  a v a i l a b l e  f o r  progress  i n  the 
blood t r ans fus ion  sc i ences .  

This program i s  descr ibed  i n  t h e  Catalog of Federal  Domestic Ass is tance  number 
13.839,  Blood Diseases and Resources Research. Awards w i l l  be  made under t h e  
a u t h o r i t y  o f  t h e  Publ ic  Heal th  Se rv ice  Act, T i t l e  111, Sec t ion  301 (Publ ic  Law 
78-410,  as amended; 42 USC 2 4 1 )  and adminis tered 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 Par t  7 4 .  NRSA 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  Se rv ice  Act,  Sec t ion  4 7 2 ,  
42 USC 291-1, and adminis te red  under PHS g r a n t s  po l i cy  and Federal  Regulat ions 
42 CFR P a f t  66.  This  program is  no t  sub jec t  t o  A-95 Clear inghouse o r  Heal th  
Systems Agency review. 
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PURPOSE .)*. 
The DBDR has a mandate t o  f o s t e r  and support  r e s e a r c h  c o n t r i b u t i n g  toward 
t h e  s c i e n c e  base needed t o  enhance t h e  a b i l i t y  of blood t r a n s f u s i o n  s e r v i c e s  
t o  func t ion  as  c e n t e r s  of knowledge i n  t h e  c o l l e c t i o n ,  f r a c t i o n a t i o n ,  hand-
l i n g ,  and use  of one of our  c o u n t r y ' s  most v a l u a b l e  n a t u r a l  r e sources .  To 
i n c r e a s e  t h a t  s c i e n c e  base,  t r a i n e d  p r o f e s s i o n a l  personnel  are r e q u i r e d .  
Consequently, t h e  DBDR announces a SPECIAL EMPHASIS RESEARCH AREA (SERA) f o r  
t h e  Development o f  I n v e s t i g a t o r s  i n  t h e  BLOOD TRANSFUSION SCIENCES. SERA i s  
intended t o :  

encourage q u a l i f i e d  i n d i v i d u a l s  a t  d i f f e r e n t  levels of p r o f e s s i o n a l  
development t o  d i r e c t ,  o r  r e d i r e c t ,  t h e i r  r e s e a r c h  i n t e r e s t s  and 
s k i l l s  toward t h e  blood t r a n s f u s i o n  s c i e n c e s ,  

provide support  f o r  q u a l i f i e d  i n d i v i d u a l s  a t  d i f f e r e n t  levels of 
p r o f e s s i o n a l  development t o  pursue a program of r e s e a r c h  i n  v a r i o u s  
fundamental and c l i n i c a l  r e s e a r c h  d i s c i p l i n e s  r e l a t e d  t o  t h e  blood 
t r a n s f u s i o n  s c i e n c e s  and toward r e s e a r c h  i n  t h e  l o g i s t i c  and 
a d m i n i s t r a t i v e  aspects of blood c e n t e r  and blood t r a n s f u s i o n  service 
o p e r a t i o n s ,  and 

create a pool o f  h igh ly  q u a l i f i e d  i n v e s t i g a t o r s  w i th  experience and 
s k i l l s  i n  blood t r a n s f u s i o n  sc i ences .  

The % requirement i n  t h e  development of i n v e s t i g a t o r s  under SERA is that 
- anda n a p p l i c a n t  should r e c e i v e  r e s e a r c h  expe r i ence  - i n s t r u c t i o n  under t h e  
supe rv i s ion  o f ,  o r  i n  a s s o c i a t i o n  wi th ,  s c i e n t i s t s  knowledgeable i n  t h e  blood-
banking d i s c i p l i n e s  and pu r sue  r e s e a r c h  which i s  a p p l i c a b l e  --t o  blood banking-
problems. A l i s t  of  r e s e a r c h  areas which are a p p r o p r i a t e  f o r  t h e  development 
of s c i e n t i s t s  under SERA is included under "BACKGROUND." These areas, however, 
are intended t o  be examples on ly  and are n o t  meant t o  exclude o t h e r  t o p i c s  
r e l a t e d  t o  blood banking. 

MECHANISMS OF SUPPORT 

Programs f o r  t h e  development of i n v e s t i g a t o r s  i n  blood t r a n s f u s i o n  sciences 
r e s e a r c h  should f a c i l i t a t e  t h e  movement of i n d i v i d u a l s  a t  va ry ing  levels o f  
r e s e a r c h  e x p e r t i s e  i n  t h e  biomedical s c i e n c e s  i n t o  i n v e s t i g a t i v e  careers i n  
t h e  blood banking area. The goa l  of t h i s  s p e c i a l  e f f o r t  is t o  r e c r u i t  invest i 
g a t o r s  and provide an  o r i e n t a t i o n  f o r  s c i e n t i s t s  n o t  now working i n  t h e  f i e l d ,  
and t o  encourage them t o  undertake r e s e a r c h  p r o j e c t s  which w i l l  advance t h e  
s t a t e -o f - the -a r t  i n  t h e  blood t r a n s f u s i o n  s c i e n c e s .  The number of new awards 
made each year  w i l l  depend on t h e  a v a i l a b i l i t y  of funds. 

The programs summarized below may be used f o r  t h e  support  of i n d i v i d u a l s  i n  
t h e  SPECIAL EMPHASIS RESEARCH AREA f o r  t h e  Development of I n v e s t i g a t o r s  i n  
t h e  BLOOD TRANSFUSION SCIENCES. 

1) NRSA ( Ind iv idua l  and I n s t i t u t i o n a l )  

Provides  pos tdoc to ra l  support  f o r  i n d i v i d u a l s  a t  v a r i o u s  l e v e l s  of career 
development who wish t o  r e c e i v e  a d d i t i o n a l  experience and i n s t r u c t i o n  i n  
biomedical and behav io ra l  r e s e a r c h  i n  t h e  blood t r a n s f u s i o n  s c i e n c e s .  
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A. Ind iv idua l  Fellowship 

0 Stipend i s  $13,380-$18,780 relative t o  0-7 o r  more yea r s  of 
r e l e v a n t  pos tdoc to ra l  experience.  

0 Train ing  per iod is  no t  less than one y e a r  nor  more than 
t h r e e  years .  

0 Stipend supplementation is  allowed from non-federal  funds.  
0 I n s t i t u t i o n a l  allowance of up t o  $5,000 may be reques ted  t o  

def ray  t r a i n e e  expenses (e.g.,t u i t i o n  and f e e s ,  medical insurance ,  
r e sea rch  supp l i e s  and equipment, and t r a v e l  t o  s c i e n t i f i c  meet ings) .  

0 	 One year  of payback f o r  NIH-financed t r a i n i n g  is  requ i r ed  f o r  
each year  of t r a i n i n g  rece ived  by teaching and/or  conduct ing 
research .  

0 Receipt  d a t e s  f o r  a p p l i c a t i o n s  are: S t a r t i n g  d a t e s  are: 

February 1 August/September 
June 1 JanuarylFebruary 
October 1 May/ June 

0 Award is  based on p e e r  review and n a t i o n a l  compet i t ion.  

B. I n s t i t u t i o n a l  Tra in ing  Grants 

0 

a 

0 

0 

0 

0 

0 

0 

5-Year awards are made t o  i n s t i t u t i o n s  on behalf  o f  a t r a i n i n g  

program d i r e c t o r ,  

Candidate s e l e c t i o n  r e s u l t s  from l o c a l  review e s t a b l i s h e d  by 

t r a i n i n g  program d i r e c t o r  a t  t h e  g ran tee  i n s t i t u t i o n .  

Stipend i s  $13,380-$18,780 relative t o  0-7 o r  more yea r s  

of  r e l evan t  pos tdoc to ra l  experience.  

Train ing  per iod i s  n o t  less than one year  no r  more than 

t h r e e  years .  

Stipend supplementation i s  allowed from non-federal  funds.  

I n s t i t u t i o n a l  allowance of up t o  $5,00O/trainee may be  reques ted  

t o  de f ray  t r a i n e e  expenses (e.g.,t u i t i o n  and fees, m e d i c a l  

insurance ,  r e sea rch  s u p p l i e s  and equipment, and travel to 

s c i e n t i f i c  meet ings) .  I n d i r e c t  c o s t s  of  8 pe rcen t  on t o t a l  

d i r e c t  c o s t s  o r  a c t u a l  ra te ,  whichever i s  less, may be reques ted .  

One y e a r  of payback f o r  NIH-financed t r a i n i n g  is  requ i r ed  f o r  

each year  of t r a i n i n g  rece ived  by teaching  and/or  conduct ing 

research .  

Receipt  d a t e s: Advisory Council Review: S t a r t i n g  da te s :  


February 1 October J u l y  1 
June 1 February J u l y  1 
October 1 h Y  J u l y  1 
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NRSA f o r  Senior  Fellows 

Provides  support  t o  experienced s c i e n t i s t s  having a t  l eas t  7 yea r s  of 

r e l evan t  pos t -doc tora l  r e sea rch  o r  p r o f e s s i o n a l  experience who wish 

t o  make major changes i n  t h e  d i r e c t i o n  of t h e i r  s c i e n t i f i c  c a r e e r s  o r  

wish t o  enhance and e n l a r g e  t h e i r  r e sea rch  c a p a b i l i t i e s .  


e Stipend may be nego t i a t ed  up t o  $30,00O/year. 

e Train ing  per iod  i s  one t o  two y e a r s .  

e Stipend supplementat ion i s  allowed from non-federal  funds.  


I n s t i t u t i o n a l  allowance of up t o  $5,000 may be reques ted  t o  de f ray  

t r a i n e e  expenses (e.g., t u i t i o n  and f e e s ,  medical insurance ,  r e sea rch  

s u p p l i e s  and equipment, and t r a v e l  t o  s c i e n t i f i c  meet ings) .  

One year  of  payback f o r  NIH-financed t r a i n i n g  is requi red  f o r  each 

year  of t r a i n i n g  rece ived  by teaching  and/or  conducting r e sea rch .  


e Receipt d a t e s  f o r  a p p l i c a t i o n s  are: S t a r t i n g  d a t e s  are:  

February 1 August/September 
June 1 JanuaryfFebruary 
October 1 May/ June 

Award i s  based on peer  review and n a t i o n a l  compet i t ion.  

3) Clinical  I n v e s t i g a t o r  Awards (CIA) f o r  Phys ic ians  

Provides  suppor t  t o  newly t r a i n e d  phys ic i ans ,  u sua l ly  a f t e r  they have 
completed no t  less than  t h r e e  years of c l i n i c a l  experience no r  more 
than s i x  yea r s  of t o t a l  pos tdoc to ra l  c l i n i c a l  and r e sea rch  exper ience  
by t h e  t i m e  an  award i s  made t o  encourage development of  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  toward a career i n  blood t r a n s f u s i o n  sc ience .  

e 	 Sa la ry  is  up t o  $25,000 and f r i n g e  b e n e f i t s  f o r  f i r s t  yea r ,  w i th  
annual  i n c r e a s e s  up t o  $30,000 and f r i n g e  b e n e f i t s .  
Research suppor t  i s  provided f o r  up t o  $10,00O/year. 
Tra in ing  per iod  is  f i v e  yea r s .  
Sa l a ry  supplementat ion is  allowed from non-federal  funds.  
I n d i r e c t  c o s t s  of 8 percent  on t o t a l  d i r e c t  c o s t s  o r  a c t u a l  ra te ,  
whichever i s  less, may be reques ted .  
No payback i s  requ i r ed .  
Annual r e c e i p t  d a t e  i s  August 1 f o r  s t a r t i n g  d a t e  of  J u l y  1 t h e  
fo l lowing  yea r .  
Award i s  based on pee r  review and n a t i o n a l  compet i t ion.  

Future  cons ide ra t ions  f o r  SuDDort 

The NRSA and CIA programs suggested f o r  suppor t  under t h e  SERA: BLOOD 
TRANSFUSION SCIENCES r e p r e s e n t  an i n i t i a l  s t e p  towards achiev ing  independent 
i n v e s t i g a t o r s h i p  i n  t h i s  important  r e s e a r c h  area. The i n v e s t i g a t o r  should 
then  be adequate ly  prepared t o  compete f o r  a N e w  I n v e s t i g a t o r  Research Award 
(NIRA). The N I R A  program he lps  t o  b r i d g e  t h e  t r a n s i t i o n  from t r a i n i n g  s t a t u s  
t o  t h a t  of independent i n v e s t i g a t o r .  The NIRA provides  suppor t  f o r  t h r e e  
y e a r s ,  a f t e r  which t h e  i n v e s t i g a t o r  should be a b l e  t o  compete s u c c e s s f u l l y  -
f o r  a r e g u l a r  r e sea rch  g r a n t .  
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Applicat ions : 

Applicat ion forms and d e t a i l e d  i n s t r u c t i o n s  s p e c i f i c  t o  t h e  above 
summarized programs should be r eques t ed  from: 

Fann Harding, Ph.D. 

S p e c i a l  A s s i s t a n t  t o  t h e  D i r e c t o r  

Division of Blood Diseases and Resources 

National  Heart, 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 

Bethesda, Maryland 20205 


Telephone: (301) 496-1817 

P 
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ASSESSMENT OF HEALTH CARE TECHNOLOGIES 

NATIONAL CENTER FOR HEALTH CARE TECHNOLOGY 

I. BACKGROUND INFORMATION 

The Nat iona l  Center f o r  Heal th  Care Technology (NCHCT o r  Center) is  
a new o rgan iza t ion  wi th in  t h e  Department of  Heal th  and Human Se rv ices  
(HHS o r  Department) and is  p a r t  of  t h e  Of f i ce  of Heal th  Research, 
S t a t i s t i c s ,  and Technology (OHRST) i n  t h e  Of f i ce  of  t h e  A s s i s t a n t  
Sec re t a ry  f o r  Heal th  (OASH),-Public Heal th  Se rv ice  (PHS). The NCHCT 
w a s  e s t a b l i s h e d  i n  accordance wi th  the  p rov i s ions  of t h e  "Health Se rv ices  
Research, Heal th  S t a t i s t i c s ,  and Heal th  Care Technology A c t  of  1978," 
Publ ic  Law 95-623. The l a w  ca l l s  upon t h e  Sec re t a ry ,  a c t i n g  through 
t h e  Center ,  t o  undertake and support  a v a r i e t y  of programmatic a c t i v i t i e s  
d i r e c t e d  a t  improving t h e  understanding of t h e  i s s u e s  and consequences 
a s s o c i a t e d  wi th  t h e  development and a p p l i c a t i o n  of technology i n  h e a l t h  
care. 

The NCHCT is  mandated t o  undertake and support  assessments  of  h e a l t h  
care technologies ,  and research ,  demonstrat ions,  and eva lua t ions  concern
ing  h e a l t h  care technology. Publ ic  Law 95-623 broadly d e f i n e s  t h e  t e r m  
"hea l th  care technology" t o  inc lude  "any d i s c r e t e  and i d e n t i f i a b l e  regimen 
o r  modal i ty  used t o  diagnose and t reat  i l l n e s s ,  p revent  d i s e a s e ,  maintain 
p a t i e n t  well-being, o r  f a c i l i t a t e  t h e  p rov i s ion  of  h e a l t h  care se rv ices . "  
The o b j e c t i v e  of  a- technology assessment is  t o  arrive a t  t h e  b e s t  c u r r e n t  
judgment on t h e  s a f e t y ,  e f f i c a c y  and e f f e c t i v e n e s s  of  a p a r t i c u l a r  h e a l t h  
care technology, as w e l l  a s  i t s  s o c i a l ,  economic, and e t h i c a l  impacts.  

Biomedical r e sea rch  o f t e n  l e a d s  t o  t h e  development o f  new technologies  
which are shown t o  be  s a f e  and e f f i c a c i o u s  under very  p re sc r ibed  (e .g . ,  
IIlaboratory")  cond i t ions .  Often t h e s e  developments are d i f f u s e d  rapidly 
i n t o  t h e  very d i v e r s e  cond i t ions  of medical p r a c t i c e  without adequate  pre
p a r a t i o n  and f u l l  understanding of t h e  medical,  s o c i a l ,  e t h i c a l  and economic 
impl i ca t ions  f o r  i n d i v i d u a l s  and soc ie ty .  There is a l s o  evidence t h a t  some 
technologies  have cont inued t o  be used even though it has become apparent  
t h a t  they are o f  marginal  va lue ,  outmoded, o r  even harmful.  A s  h e a l t h  c a r e  
grows more s o p h i s t i c a t e d ,  so, a l s o ,  must t h e  mechanisms f o r  a s s e s s i n g  t h e  
technologies  which have become an  inc reas ing ly  v i t a l  component i n  t h i s  growth. 

This  announcement is  intended t o  provide i n t e r e s t e d  p a r t i e s  w i th  back-
ground information concerning t h e  genera l  o r i e n t a t i o n  of t h e  NCHCT's 
r e sea rch  program, and t o  c a l l  a t t e n t i o n  t o  a number of important areas 
i n  which t h e  Center seeks  t o  s t i m u l a t e  innovat ive  and t imely  research .  

11. RESEARCH GOALS AND SCOPE 

This  is t h e  NCHCT's  f i r s t  announcement f o r  r e sea rch  g r a n t  a p p l i c a t i o n s .  
It  w i l l  be followed by a d d i t i o n a l  announcements and s o l i c i t a t i o n s  i n  
t h e  f u t u r e .  This announcement is intended t o  s t i m u l a t e  r e sea rch ,  
demonstrat ions,  and eva lua t ions  i n  t h e  fol lowing gene ra l  areas: 
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1) 	 The development and t e s t i n g  of methodologies f o r  a s s e s s i n g  t h e  
s a f e t y ,  e f f i c a c y ,  and e f f e c t i v e n e s s  o f  p a r t i c u l a r  h e a l t h  care 
t echno log ie s ,  and t h e i r  s o c i a l ,  economic, and e t h i c a l  impacts.  

2) 	 Focused assessments  o r  a n a l y s e s  of p a r t i c u l a r  aspects of a h e a l t h  
care technology, e . g . ,  i t s  e f f e c t i v e n e s s  o r  i t s  s o c i a l ,  economic 
o r  e t h i c a l  imp l i ca t ions .  

These two areas r e f l e c t  in p a r t  t h e  requirements of Pub l i c  Law 95-623, 
and are t h e  i n i t i a l  p r i o r i t y  areas of t h e  Center and i t s  adv i so ry  
Nat ional  Council on Heal th  Care Technology (Council) f o r  r e s e a r c h ,  
demonstrations,  and e v a l u a t i o n s  i n  t h e  f i e l d  of h e a l t h  care technology. 
These areas do n o t ,  however, exhaust  t h e  r e s e a r c h  and r e l a t e d  i n t e r e s t s  
of t h e  Center.  Although h i g h e s t  p r i o r i t y  w i l l  be given t o  t h e  areas 
s p e c i f i e d  i n  t h i s  announcement, i nnova t ive  and f e a s i b l e  proposals  on 
t o p i c s  n o t  e x p l i c i t l y  covered h e r e i n  w i l l  a l s o  r e c e i v e  c o n s i d e r a t i o n  
f o r  funding. 

The fol lowing d i s c u s s i o n  h i g h l i g h t s  t h o s e  areas of r e s e a r c h ,  demonstration, 
and e v a l u a t i o n  t h a t  w i l l  be  given t h e  h i g h e s t  p r i o r i t y  f o r  funding by t h e  
NCHCT. 

A. 	 Development and t e s t i n g  of methodologies f o r  a s s e s s i n g  t h e  s a f e t y ,  
e f f i c a c y ,  and e f f e c t i v e n e s s  of p a r t i c u l a r  h e a l t h  care t echno log ie s ,  
and t h e i r  s o c i a l - economic- and e t h i c a l  i m D a c t s .  

The c u r r e n t  s t a t e -o f - the -a r t  of h e a l t h  care technology assessment 
i s  l i m i t e d  by conceptual ,  methodological,  and d a t a  problems which 
c o n s t r a i n  t h e  product ion of u s e f u l  e v a l u a t i v e  information.  Accord
i n g l y ,  t h e  i n v e s t i g a t o r ( s )  should a i m  t o  develop and d e f i n e  a 
methodology that has p o t e n t i a l  f o r  widespread and u n i v e r s a l  a p p l i c a t i o n .  

Examples of t h e  areas where r e s e a r c h  i s  needed inc lude :  

Methods f o r  a s s e s s i n g  r a p i d l y  changing t echno log ie s  

Measures of e f f e c t i v e n e s s ,  r i s k ,  b e n e f i t  and c o s t  

Economic e v a l u a t i o n  of d i a g n o s t i c  procedures 

Short-term outcome measures i n  e v a l u a t i n g  t h e r a p e u t i c  
e f f e c t i v e n e s s  

Improved methods of u s ing  e x i s t i n g  d a t a  sou rces  f o r  technology 
assessment 

S t r a t e g i e s  f o r  information r e t r i e v a l  a p p l i c a b l e  t o  technology 
assessment 
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B. 	 Focused assessments  o r  ana lyses  of p a r t i c u l a r  a s p e c t s  of  h e a l t h  care 
technologies ,  e .g . ,  e f f e c t i v e n e s s  o r  s o c i a l ,  economic, o r  e t h i c a l
3. 


The s t u d i e s  envis ioned i n  t h i s  ca tegory  would focus on one o r  more 
p a r t i c u l a r  a s p e c t s ,  of t h e  sub jec t  technology, e .g . ,  t h e  s a f e t y ,  
e f f i c a c y ,  e f f e c t i v e n e s s  o r  s o c i a l ,  economic, o r  e t h i c a l  impact of  
t h e  technology. These s t u d i e s  would focus  on those  a s p e c t s  of a 
technology f o r  which indepth  assessments  o r  ana lyses  are p a r t i c u l a r l y  
e s s e n t i a l  f o r  h e a l t h  care po l i cy  decisionmaking. 

The fo l lowing  l i s t  of p r i o r i t y  candida te  t o p i c s  f o r  technology assess
ments was developed by t h e  NCHCT based on recommendations from i t s  
advisory  bodies.  The l i s t  i l l u s t r a t e s  t h e  types  of  t o p i c s  t o  which 
t h e  Center w i l l  be  devot ing  a t t e n t i o n  i n  the coming yea r s .  

a 

a 

a 

a 

0 

a 

a 

a 

a 

a 

a 

a 

a 

a 

Maternal serum a lpha- fe topro te in  test f o r  p r e n a t a l  d e t e c t i o n  of 
f e t a l  neu ra l  tube  d e f e c t s  

Coronary bypass surgery  

To ta l  knee replacements  

Ultrasound f o r  c a r d i a c  d iagnos is  

Cerebra l  bypass surgery  f o r  treatment of s t r o k e  

P o s i t r o n  emission t r a n s a x i a l  tomography (P.E.T.T.) 

Heart t r a n s p l a n t s  

Cardiac nuc lea r  imaging 

Renal d i a l y s i s  and kidney t r a n s p l a n t a t i o n  i n  end-stage r e n a l  
disease (ESRD) 

E l e c t r o n i c  f e t a l  monitor ing (EFM) 

Computed axial  tomography (CT scanning);  head and body 

Barium enema 

Endoscopy i n  upper G I  hemorrhage 

Sku l l  f i l m s  

Continuous flow a n a l y s i s  

Electroencephalography 
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111. MECHANISM OF SUPPORT 
-r 

I V .  

The support  mechanism f o r  t h i s  program w i l l  be t h e  grant- in-aid.  
Support of g r a n t s  pursuant  t o  t h i s  program announcement is  con t ingen t  
upon u l t i m a t e  r e c e i p t  of appropr i a t ed  funds f o r  t h i s  purpose. The 
award of g r a n t s  w i l l  be in f luenced  by t h e  amount of funds a v a i l a b l e  
t o  t h e  Center,  t h e  o v e r a l l  m e r i t  of  po rposa l s ,  and t h e  r e l evance  t o  
program goa l s .  

E l i g i b i l i t y .  App l i ca t ions  may be submitted by any 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 ,  agency o r  o r g a n i z a t i o n s ,  such as  a c o l l e g e  o r  
u n i v e r s i t y ,  h o s p i t a l ,  o r  u n i t  of S t a t e  ( o r  U.S. t e r r i t o r y )  and l o c a l  
government. Grants may a l s o  be awarded t o  i n d i v i d u a l s .  Profitmaking 
o r g a n i z a t i o n s  are n o t  e l i g i b l e .  

S t a r t  Date. The a n t i c i p a t e d  s t a r t - u p  d a t e  f o r  t h e  f i r s t  awards i s  
A p r i l  1, 1981. 

Plan f o r  Financing. It  i s  expected t h a t  t h e  range o f  t o t a l  d i r e c t  c o s t s  
of i n d i v i d u a l  p r o j e c t s  supported by t h e  NCHCT w i l l  be  approximately 
$35,000-$250,000/year. 

Applicable  P o l i c y  and Regulat ions.  The g r a n t  mechanism f o r  t h e  NCHCT 
i s  au tho r i zed  by Sec t ion  309 of t h e  Pub l i c  Heal th  S e r v i c e  A c t ,  as amended 
by t h e  "Health Se rv ices  Research, Heal th  S t a t i s t i c s ,  and Hea l th  Care 
Technology A c t  o f  1978,"  P u b l i c  Law 95-623. Grants w i l l  be  admin i s t e red  
under PHS g r a n t  p o l i c i e s  and Federal  Regulat ions 42 CFR P a r t  52. This  Wfli 

program i s  n o t  s u b j e c t  t o  A-95 Clearinghouse o r  Heal th  Systems Agency 
review. This  program is  desc r ibed  i n  t h e  Catalog of Federal  Domestic 
Ass i s t ance ,  number 13.986, Assessment of Heal th  Care Technologies.  

REVIEW PROCEDURES AND CRITERIA 

App l i ca t ions  submit ted i n  response t o  t h i s  program announcement w i l l  be  
processed f o r  t h e  NCHCT by t h e  Divis ion of Research Grants ,  N I H .  (Th i s  
a d m i n i s t r a t i v e  arrangement n e c e s s i t a t e s  adherence on t h e  p a r t  of t h e  
NCHCT t o  t h e  submission and review schedules  s p e c i f i e d  by t h e  DRG. The 
schedule  i s  set f o r t h  i n  S e c t i o n  V, METHOD OF APPLYING, fo l lowing) .  Upon 
r e c e i p t ,  t h e s e  a p p l i c a t i o n s  w i l l  be reviewed by t h e  DRG f o r  responsiveness  
t o  t h i s  announcement. App l i ca t ions  judged responsive w i l l  b e  r e f e r r e d  f o r  
review t o  an a p p r o p r i a t e  I n i t i a l  R e v i e w  Group (Study Sec t ion )  and t o  t h e  
Council. 

Criteria f o r  Review. I r r e s p e c t i v e  of t h e  amount of t h e  r eques t ed  budget,  
a l l  reviewers  w i l l  t a k e  i n t o  account , when a p p r o p r i a t e ,  t h e  fo l lowing  
f a c t o r s  : 

1. 	 The r e l evance  of t h e  proposal  t o  t h e  scope and o b j e c t i v e s  
provided i n  t h i s  announcement. 

2. 	 The s i g n i f i c a n c e  and o r i g i n a l i t y  from a s c i e n t i f i c  and t e c h n i c a l  
s t andpo in t  of t h e  g o a l s  o f  t h e  p r o j e c t .  * m , .  
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3. 	 The adequacy of t h e  methodology proposed t o  c a r r y  o u t  t h e  
p r o j e c t  . 

4. 	 The a v a i l a b i l i t y  o f  d a t a  o r  t h e  proposed p lan  t o  c o l l e c t  d a t a  
where i t  is  e s s e n t i a l  t o  t h e  a n a l y s i s .  

5 .  	 The adequacy and appropr i a t eness  of  t h e  p lan  f o r  organiz ing ,  
ca r ry ing  o u t ,  and completing t h e  p r o j e c t  w i th in  t h e  proposed 
time per iod .  

6 .  	 The q u a l i f i c a t i o n s  o f  t h e  p r i n c i p a l  i n v e s t i g a t o r  (s) and proposed 
s t a f f .  

7.  	 The adequacy of f a c i l i t i e s  and o t h e r  resources  t o  assist i n  
ca r ry ing  o u t  t h e  p r o j e c t .  

8. 	 The reasonableness  of  t h e  proposed budget i n  r e l a t i o n  t o  t h e  
p r o j e c t .  

Consequences of  nonresponsiveness t o  t h i s  announcement. Appl ica t ions  
that  are judged nonresponsive t o  t h i s  announcement w i l l  be re turned  t o  
t h e  app l f can t s .  

V. METHOD OF APPLYING 

Except f o r  a p p l i c a t i o n s  from S t a t e  and l o c a l  governments, a l l  a p p l i c a t i o n s  
must be  submit ted qn fom PHS 398, t h e  a p p l i c a t i o n  for t h e  t r a d i t i o n a l  
r e sea rch  g ran t .  Appl ica t ion  k i t s  are gene ra l ly  a v a i l a b l e  i n  t h e  bus iness  
o r  g r a n t s  and c o n t r a c t s  o f f i c e s  a t  most academic and r e sea rch  i n s t i t u t i o n s ,  
o r  from t h e  Div is ion  of Research Grants ,  Nat iona l  I n s t i t u t e s  of  Heal th .  
"he 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  
grant a p p l i c a t i o n s  should be  u t i l i z e d ,  w i th  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 Criteria f o r  R e v i e w ,  i n  Sec t ion  I V ,  preceding. 

Applicants  from S t a t e  and l o c a l  governments are requ i r ed  t o  submit a p p l i 
c a t i o n s  on form PHS-5161-1, Appl ica t ion  f o r  Federa l  Ass is tance  (noncon
s t r u c t i o n  Programs) t o  t h e  a p p r o p r i a t e  address .  

Appl ica t ions  w i l l  be  processed by t h e  Div is ion  of Research Grants ,  N I H ,  
and r e f e r r e d  f o r  review t o  an  a p p r o p r i a t e  I n i t i a l  R e v i e w  Group (Study 
Sec t ion ) ,  which meets t h r e e  (3) time a yea r ,  and t o  t h e  Council ,  which 
meets a t  least fou r  ( 4 )  times a yea r  and whose subcommittees may meet on 
an ad hoc b a s i s  as necessary .  

Approximately 6-7 months should be allowed between t h e  dead l ine  f o r  sub-
mission of t h e  a p p l i c a t i o n s  and the des i r ed  s t a r t i n g  d a t e  of  t h e  g r a n t .  
The 'submission and review schedule  is  as fol lows:  
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DRG Submission* Study Sec t ion  
Dead1i n e  Review 

J u l y  1 October 
November 1 March 
March 1 June 

*For new r e s e a r c h  g ran t  a p p l i c a t i o n s  only .  

Nat ional  Council  on 
..C

Heal th  Care Technoloev Review 

JanuaryIFebruary 
WY 
September/October 

Subsequent a p p l i c a t i o n s  f o r  
competing con t inua t ion  w i l l  be submit ted i n  accordance wi th  t h e  schedule  
p re sc r ibed  by t h e  DRG. 

An o r i g i n a l  and s i x  ( 6 )  cop ies  o f  t h e  a p p l i c a t i o n  should be s e n t  o r  
de l ive red  t o  : 

Divis ion  of  Research Grants  
Nat iona l  I n s t i t u t e s  of  Heal th  
Room 2 4 0 ,  Westwood Bui ld ing  
5 3 3 3  Westbard Avenue 
Bethesda, Maryland 20205 

A b r i e f  cover ing  le t ter  should 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  i s  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 copy of  t h e  a p p l i c a t i o n  should be s e n t  t o :  

Norman W .  Weissman, Ph.D. 

Associa te  D i rec to r  f o r  Extramural Programs 

Nat iona l  Center f o r  Heal th  Care Technology 

Room 1 7 A 2 9 ,  Parklawn Building 

5600 F i s h e r s  Lane 

Rockvi l le ,  Maryland 20857 


The words " I N  RESPONSE TO NCHCT PROGRAM ANNOUNCEMENT: ASSESSMENT OF HEALTH 
CARE TECHNOLOGIES" must be  typed i n  bold l e t te rs  a c r o s s  t h e  t o p  of  t h e  f a c e  
page of  t h e  a p p l i c a t i o n .  

V I .  IDENTIFICATION OF CONTACT POINT 

I n q u i r i e s  concerning t h i s  announcement may be d i r e c t e d  to :  

Norman W. Weissman, Ph.D. a t  t h e  above addres s  o r  by te lephone  
( 3 0 1 )  443-1820 ( c o l l e c t  c a l l s  w i l l  no t  be accep ted ) .  
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RESEARCH FELLOWSHIPS TO SWEDEN , SWITZERLAND , 'AMOUWCEYEMT j'8 8 / / / 0 8 I I ' 

AND FRANCE, FOGARTY INTERNATIONAL CENTER 

The Fogarty I n t e r n a t i o n a l  Center ,  Nat iona l  I n s t i t u t e s  o f  Heal th ,  has  been 
asked t o  announce t h a t  t h e  Swedish Medical Research Council ,  t h e  S w i s s  
Nat iona l  Science Foundation, and t h e  French Nat iona l  I n s t i t u t e  of  Heal th  
and Medical Research (INSERM) w i l l  each make a v a i l a b l e  i n  1981 several 
r e s e a r c h  f e l lowsh ips  t o  q u a l i f i e d  U.S. biomedical s c i e n t i s t s .  These 
f e l lowsh ips  w i l l  p rovide  pos tdoc to ra l  t r a i n i n g  i n  b a s i c  o r  c l i n i c a l  areas 
of  medical research .  

Appl icants  must be U.S. c i t i z e n s  and must have been engaged i n  independent 
r e spons ib l e  r e sea rch  i n  one o f  t h e  h e a l t h  s c i e n c e s  f o r  a t  least 2 of  t h e  
l a s t  4 years .  Appl icants  a l s o  must provide  evidence of acceptance  by a 
hos t  t r a i n i n g  i n s t i t u t i o n  and preceptor .  It is  t h e  a p p l i c a n t ' s  r e s p o n s i b i l i t y  
t o  a r r ange  f o r  h i s  r e sea rch  t r a i n i n g  w i t h  t h e  p recep to r  and t o  p re sen t  i n  h i s  
a p p l i c a t i o n  a complete and e x p l i c i t  p l an  f o r  r e s e a r c h  t r a i n i n g .  

Appl ica t ion  materials may be  obta ined  from: 

The I n t e r n a t i o n a l  Research Fellowship 
Program Branch 

Fogarty I n t e r n a t i o n a l  Center  
Nat iona l  I n s t i t u t e s  of  Heal th  
Room 615, Bui ld ing  38A 
Bethesda, Maryland 20205 

Completed appl ica t ' -ns  should be  mailed o r  d e l i v e r e d  t o  t h e  Fogarty 
I n t e r n a t i o n a l  C e n t e r  a t  t h e  aforementioned addres s  by December 1, 1980. 
Appl ica t ions  w i l l  be rev2ewed for s c i e n t i f i c  m e r i t  by t h e  Div is ion  o f  
Research Grants  and forwarded to  Sweden, Swi tzer land ,  o r  France,  as 
appropr i a t e ,  f o r  f i n a l  s e l e c t i o n  and award i n  la te  sp r ing  o r  midsummer 
1981. All correspondence concerning t h e s e  f e l lowsh ips  must be  c l e a r l y  
maked as "SWEDISH MEDICAL RESEARCH COUNCIL FELLOWSHIP," "SWISS NATIONAL 
SCIENCE FOUNDATION FELLOWSHIP , I '  o r  "INSERM FELLOWSHIP . I '  

U' 
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PEPTIDE PURIFICATION 
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The Nat ional  Bureau of  Standards has  developed methodology t o  ana lyze  t h e  
p u r i t y  of s y n t h e t i c  pept ides .  

A d e t a i l e d ,  technical r e p o r t  on t h e  a n a l y s i s  of ANGIOTENSIN I* and o t h e r  
pep t ides  of b i o l o g i c a l  i n t e r e s t ,  such as, 

0 MET- and LEU-ENKEPHALIN 

0 SUBSTANCE P 

0 SOMATOSTATIN 

0 ELEDOISIN 

0 LUTEINIZING HORMONE RELEASING HORMONE (LRH) 


is  a l s o  p r e s e n t l y  a v a i l a b l e .  S i n g l e  cop ie s  of t h e  r e p o r t  e n t i t l e d  
"Development of a Standard Reference Material f o r  Angiotensin I" 
(NBSIR 1/79-1947) are a v a i l a b l e  f r e e  of charge.  

I n v e s t i g a t o r s  i n t e r e s t e d  i n  t h e  r e p o r t  o r  i n  pep t ide  s t anda rds  should 
write to :  

D r .  S .  A .  Margolis 

Center  f o r  Ana ly t i ca l  Chemistry 

N a  t iona1 M e a  surement Labo ra t ory 

Nat iona l  Bureau of Standards 

Washington, D.C. 20234 


*Pur i f ied  under in te ragency  agreement w i t h  t h e  Nat iona l  Heart, Lung, and 
Blood I n s t i t u t e  . 
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RESEARCH RELATED TO HEALTH EFFECTS 

OF MOUNT ST. HELENS VOLCANO 

The Nat iona l  I n s t i t u t e s  of  Heal th  announces a s p e c i a l  r e c e i p t  d a t e  of 
October 1, 1980 f o r  r e sea rch  g r a n t  a p p l i c a t i o n s  r e l a t e d  t o  t h e  h e a l t h  
e f f e c t s  o f  t h e  Mount S t .  Helens Volcano. Appl ica t ions  rece ived  on t h i s  
d a t e  w i l l  be reviewed f o r  s c i e n t i f i c  m e r i t  by t h e  Div is ion  of  Research 
Grants;  I n s t i t u t e  assignment w i l l  be based on t h e  r e sea rch  o b j e c t i v e s  of  
t h e  a p p l i c a t i o n .  Secondary review by t h e  I n s t i t u t e  Advisory Council  w i l l  
be  scheduled f o r  January 1981. The ear l ies t  p o s s i b l e  s t a r t i n g  d a t e  f o r  
a p p l i c a t i o n s  which r e c e i v e  a mer i to r ious  ranking w i l l  be A p r i l  1, 1981. 

Appl ica t ions  should be  submit ted on Form PHS-398, t h e  a p p l i c a t i o n  form f o r  
t h e  t r a d i t i o n a l  r e sea rch  g ran t  which may be obta ined  a t  I n s t i t u t i o n  busi
n e s s  o r  r e sea rch  o f f i c e s .  I f  form 398 i s  n o t  a v a i l a b l e  a t  t h e  I n s t i t u t i o n ,  
i t  may be obta ined  by con tac t ing :  

Div is ion  of Research Grants  
Adminis t ra t ive  Branch 
Room 449, Westwood Building 
5333 Westbard Avenue 
Bethesda, Maryland 20205 

Telephone: (301) 496-7591 

The convent iona l  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 ran t  a p p l i c a t i o n s  should be  u t i l i z e d .  

The f a c t o r s  considered i n  t h e  s c i e n t i f i c  m e r i t  eva lua t ion  of each app l i ca 
t i o n  w i l l  be  i d e n t i c a l  t o  t h o s e  used i n  t r a d i t i o n a l  N I H  r e sea rch  g r a n t  
a p p l i c a t i o n  eva lua t ion ,  inc luding  t h e  s c i e n t i f i c ,  t e c h n i c a l  o r  medical 
s i g n i f i c a n c e  and o r i g i n a l i t y  of  t h e  proposed r e sea rch ;  appropr i a t eness  
and adequacy of  t h e  experimental  approach and methods used; q u a l i f i c a t i o n s  
and exper ience  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  and s t a f f  i n  t h e  area of  t h e  
proposed research;  reasonable  a v a i l a b i l i t y  of resources ;  reasonableness  o f  
t h e  proposed budget and du ra t ion ;  and where an  a p p l i c a t i o n  involves  a c t i v i 
t ies  t h a t  could have an  adverse  e f f e c t  upon humans, animals ,  o r  t h e  environ
ment, t h e  adequacy of  t h e  proposed means f o r  p r o t e c t i n g  a g a i n s t  such  e f f e c t s .  

The completed a p p l i c a t i o n  and s i x  (6) cop ie s  should be s e n t  o r  d e l i v e r e d  no 
l a t e r  than  October 1, 1980 t o :  

Div is ion  o f  Research Grants  
Nat 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 
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The f a c e  page of t h e  a p p l i c a t i o n  should i n d i c a t e  i n  i t e m  2 that i t  is 
submit ted i n  response t o  t h i s  program announcement: "Health E f f e c t s  of  
M t .  St. Helens Volcano." 

This  w i l l  be t h e  only  s p e c i a l  dead l ine  f o r  r e sea rch  a p p l i c a t i o n s  r e l a t e d  t o  
t h e  volcano. Appl ica t ions  rece ived  a f t e r  t h e  October 1, 1980 d a t e  w i l l  be 
processed accord ing  t o  t h e  r egu la r  N I H  review cyc le s .  

Research a p p l i c a t i o n s  r e l a t e d  t o  t h e  M t .  S t .  Helens Volcano a l r eady  submit ted 
t o  meet t h e  June 1 / J u l y  1, 1980 dead l ine  may be l e f t  i n  f o r  compet i t ion 
through t h e  r e g u l a r  N I H  review c y c l e  o r  may be withdrawn and resubmit ted on 
o r  be fo re  October 1, 1980 i f  more t i m e  i s  needed f o r  p repa ra t ion  of t h e  
s c i e n t i f i c  documentation. To withdraw an  a p p l i c a t i o n  c o n t a c t  D r .  Henry Roscoe, 
Chief ,  R e f e r r a l  Of f i ce ,  DRG (301) 496-7447. 

-mi 
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