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PROPOSALS INVOLVING RECOMBINANT DNA 


THIS I S  A REPUBLICATION OF A PROCEDURE NOTICE THAT APPEARED I N  THE 
NIH GUIDE FOR GRANTS AND CONTRACTS, V o l .  8 ,  No. 9 ,  July 6, 1979, 
W I T H  THE EXCEPTION OF THE LAST PARAGRAPH, WHICH HAS BEEN REVISED. 

The cu r ren t  N I H  Guidel ines  f o r  Research Involving Recombinant DNA 
Molecules, The Adminis t ra t ive P r a c t i c e s  Supplement, and announcements 
of modi f ica t ions  and changes t o  t h e  Guidelines are a v a i l a b l e  from t h e  
Of f i ce  of Recombinant DNA Act ivi t ies ,  Nat ional  I n s t i t u t e s  of Heal th ,  
Bethesda, Maryland 20205. A l l  r e sea rch  involving recombinant DNA tech­
niques which is  supported by t h e  Nat ional  I n s t i t u t e s  of Heal th  (NIH) must 
m e e t  t he  requirements of t h e s e  Guidel ines ,  which w e r e  developed i n  response 
t o  t h e  concerns of  t h e  s c i e n t i f i c  and t h e  l a y  communities about t h e  poss i ­
b l e  e f f e c t s  of recombinant DNA research .  Their  purpose i s  t o  spec i fy  
p r a c t i c e s  f o r  t h e  cons t ruc t ion  and handling of recombinant DNA molecules 
and organisms o r  v i r u s e s  conta in ing  recombinant DNA. A s  def ined by t h e  
Guidelines "recombinant DNA" corresponds t o  (1) molecules which are con­
s t r u c t e d  o u t s i d e  l i v i n g  cells by j o i n i n g  n a t u r a l  o r  s y n t h e t i c  DNA segments 
t o  DNA molecules that can r e p l i c a t e  in a l i v i n g  ce l l ;  o r  ( 2 )  DNA molecules 
which r e s u l t  from t h e  r e p l i c a t i o n  of a molecule descr ibed  i n  (1) above. 

Several  types of  s t u d i e s  involving recombinant DNA are exempt from the 
Guidel ines  whi le  o t h e r s  are p roh ib i t ed  by t h e  Guidelines.  For t h e  remainder 
i t  i s  requi red  that t h e  a p p l i c a n t  organiza t ion  shall e s t a b l i s h  and implement 
p o l i c i e s  t h a t  provide f o r  t h e  s a f e  conduct of t h e  research  i n  f u l l  conformity 
wi th  t h e  Guidelines.  This  r e s p o n s i b i l i t y  inc ludes  e s t a b l i s h i n g  an I n s t i t u ­
t i o n a l  Biosafe ty  Committee t o  review a l l  recombinant DNA r e sea rch  t o  be 
conducted a t  o r  sponsored by t h e  app l i can t  organiza t ion ,  and t o  approve 
those  p r o j e c t s  i t  f i n d s  are i n  conformity wi th  t h e  Guidelines.  For each 
approved p r o j e c t ,  a v a l i d  Memorandum of Understanding and Agreement s h a l l  
be submitted f o r  review by t h e  N I H  Of f i ce  of Recombinant DNA A c t i v i t i e s .  
The Memorandum of Understanding and Agreement is considered approved a f t e r  
acceptance by t h e  N I H  O f f i c e  of  Recombinant DNA A c t i v i t i e s .  

Grant a p p l i c a t i o n  forms are being r ev i sed  t o  inc lude  a check block i n d i c a t i n g  
whether o r  n o t  recombinant DNA r e sea rch  s u b j e c t  t o  N I H  Guidel ines  is  
involved. Un t i l  such t i m e  as t h e s e  forms are a v a i l a b l e ,  t h e  a p p l i c a t i o n s  
concerned should show i n  c a p i t a l  letters a t  t h e  bottom of t h e  f i r s t  page 
"THIS APPLICATION INVOLVES RECOMBINANT DNA RESEARCH SUBJECT TO N I H  
GUIDELINES." Labeling t h e  f a c e  page of t h e  a p p l i c a t i o n  w i l l  assist i n  
expedi t ing  t h e  processing of t h e  app l i ca t ion .  

Consult s ec t ion  11-c of t h e  Adminis t ra t ive P r a c t i c e s  Supplement, June 1979,  
f o r  procedures f o r  submit t ing a Memorandum of Understanding and Agreement 
f o r  d i f f e r e n t  c l a s s e s  of  g ran t  a p p l i c a t i o n s  and awards. 
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REQUEST FOR RESEARCH GRANT APPLICATIONS: RFA 


N IH-NIAI 0-80-1 

NATIONAL INSTITUTE O F  ALLERGY AND INFECTIOUS DISEASES 


TITLE: ASTHMA A N D  ALLERGIC DTSEASE C E N T E R S  FOR 
ZMWiVODEATOLOGIC S T U D I E S  

Application receipt date, Febmmy 25, 2980 

The Nat ional  I n s t i t u t e  of  Allergy and In fec t ious  Diseases ( N I A I D )  i n v i t e s  
a p p l i c a t i o n s  f o r  g r a n t s  t o  be i n i t i a t e d  during FY 1980 f o r  p a r t i c i p a t i o n  
i n  t h e  ongoing A s t h m a  and A l l e r g i c  Disease Centers  (AADC) program f o r  
s t u d i e s  s p e c f f i c a l l y  d i r e c t e d  t o  a l l e r g i c  and immunologic a s p e c t s  of s k i n  
d iseases .  

BACKGROUND INFORMATION 

A. AADC Program 

The Allergy and C l i n i c a l  Immunology Branch of t h e  Immunology, A l l e r g i c  
and Immunologic Diseases Program of N I A I D  sponsors fundamental and 
c l i n i c a l  r e sea rch  g r a n t s  and c o n t r a c t s  and t h e  procurement and d i s t r i ­
but ion of r e sea rch  r e fe rence  reagents  concerned wi th  asthma, a l l e r g i c ,  
and immunologic d i s e a s e s  and w i t h  relevant mechanisms of h y p e r s e n s i t i v i t y  
and inflammation. This reques t  f o r  a p p l i c a t i o n s  is  intended t o  encourage 
t h e  development of proposa ls  from c l i n i c a l  i n v e s t i g a t i v e  groups i n  immuno­
dermatiology meeting t h e  criteria and requirements f o r  a n  A s t h m a  and 
Al l e rg i c  Disease Center.  

Since i t s  incept ion  i n  1971, t h e  AADC program has p rogres s ive ly  expanded 
wi th  t h e  gradual  a d d i t i o n  of new Centers  on an  open a p p l i c a t i o n  basis. 
I n  accordance wi th  e s t a b l i s h e d  po l i cy  announced i n  t h e  N I H  &<de for  
&ants and Contracts, Vol. 7 ,  No. 8 ,  p. 1, June 9,  1978, proposals  f o r  
AADCs are rece ived  only  p e r i o d i c a l l y  and a t  designated t i m e s .  Appli­
c a t i o n s  f o r  both renewal of e x i s t i n g  AADCs and c r e a t i o n  of  new Center 
programs w i l l  be  expected t o  compete f o r  funds a v a i l a b l e  through t h e  
p e r i o d i c a l l y  announced awards. 

The AADC program c u r r e n t l y  c o n s i s t s  of 15 Centers.  Each year  several are 
scheduled t o  terminate and may compete for renewal. During FY 1980, i n  
add i t ion  t o  t h e  scheduled awards f o r  4 A s t h m a  and A l l e r g i c  Disease Centers 
( p e r  RFA announcement Vol. 8 ,  No. 8, June 5 ,  1979, page l l ) ,  N I A I D  
expects  t o  make 2 a d d i t i o n a l  awards f o r  new AAIICs wi th  programs spec i f ­
i c a l l y  d i r e c t e d  t o  t h e  s tudy of a l l e r g i c  and immunologic aspects of 
sk in  d i so rde r s .  

L e g i s l a t i v e  a u t h o r i t y  f o r  t h i s  program i s  found i n  Sec t ion  301 of t h e  Publ ic  
Heal th  Serv ice  Act (Publ ic  L a w  78-410, 42 USC 241). The Catalog of Federal  
Domestic Ass is tance  Number is  13.855. Awards w i l l  be  adminis tered under PHS 
g ran 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  74. 



-- 
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NIAID's fundamental o b j e c t i v e  i n  cont inuing t h e  AADC program remains 

unchanged - t h e  acce le ra t ed  a p p l i c a t i o n  of emerging knowledge from 

immunology and o t h e r  r e l evan t  biomedical s c i ences  t o  c l i n i c a l  i n v e s t i - 1p 


ga t ions  of asthma, a l l e r g i c  d i s e a s e s ,  and h y p e r s e n s i t i v i t y  d i s o r d e r s .  

The r e q u i s i t e  f a c t o r s  wi th in  a p a r t i c i p a t i n g  i n s t i t u t i o n  a re  q u a l i t y  

research  i n  b a s i c  s c i ences  and c l i n i c a l  i n v e s t i g a t i o n ;  adequate  c l i n i c a l  

f a c i l i t i e s ;  access t o  appropr i a t e  p a t i e n t  s tudy popula t ions ;  s t a f f  

e x p e r t i s e  i n  d i agnos i s  and management of as thamatic  and a l l e r g i c  

p a t i e n t s ;  and a s u i t a b l e  academic / inves t iga t ive  s e t t i n g  designed t o  

favor  mu1t i d i s c  i p l  i na ry  i n t e r a c t  ion .  


B. S tudies  i n  Immunodermatology 

A s  a product of  both b a s i c  and c l i n i c a l  i n v e s t i g a t i o n s ,  t h e  r o l e  of 
hypersens i t  l v i t y  and immune-related inflammatory mechanisms has  become 
inc reas ing ly  ev iden t  i n  d i s o r d e r s  of t h e  sk in .  The r ecogn i t ion  of t h e  
socio-economic impact of  a l l e r g i c  s k i n  d i s o r d e r s  has  provided ano the r  
s t imulus  t o  f u r t h e r  major e f f o r t s  i n  t h i s  f i e l d .  A s  a r e s u l t ,  a l l e r g i c -
immunologic r e sea rch  in Dermatology i s  inc reas ing  a t  many u n i v e r s i t i e s  
and medical c e n t e r s .  

C l i n i c a l  immunologists are i n  a p o s i t i o n  t o  t ake  advantage of  t h e  
ready access of  t h e  s k i n  f o r  i n . v i v o  s t u d i e s  of immune mechanisms 
o p e r a t i v e  i n  both  l o c a l  l e s i o n s  and systemic immunopathologic d i s e a s e s  
wi th  man i fe s t a t ions  a t  cutaneous sites. 

N I A I D  views w i t h  favor  t h e  en t r ance  of r e sea rche r s  from immunobiology, 
immunochemistry, and immunogenetics i n t o  c l i n i c a l l y  r e l e v a n t  s t u d i e s  
l ead ing  t o  advances i n  t h e  d i agnos i s ,  prevent ion,  and t rea tment  of 
a l l e r g i c  and immunologic d i seases .  These s t u d i e s  i n  s k i n  d i s e a s e s  
would be c o n s i s t e n t  w i t h  our  programmatic i n t e r e s t s  and ac t iv i t i e s  i n  
t h e  mission of t h i s  I n s t i t u t e  of Al le rgy  and I n f e c t i o u s  Diseases. 

RESEARCK GOALS AND SCOPE 

A s  a fundamental p r e r e q u i s i t e ,  t h e r e  should be an i n d i c a t i o n  by t h e  
sponsoring u n i v e r s i t y  o r  medical i n s t i t u t i o n  of i ts  preparedness  t o  
commit resources  t o  i n s u r e  t h e  development and ope ra t ion  of t h e  
proposed c e n t e r  f o r  a l l e r g i c  and/or  immunologic s k i n  d i s o r d e r s .  

A prospec t ive  c e n t e r  should be i n  a p o s i t i o n  t o  b r ing  d i v e r s e  i n s t i t u ­
t i o n a l  s t r e n g t h s  t o  bear  upon t h e  study of  major problems i n  a l l e r g i c  
sk in  d i s e a s e ( s )  and/or  pathophysiologic  mechanisms under ly ing  these  
d i so rde r s .  P r e r e q u i s i t e s  are experience,  o r i e n t a t i o n ,  l abo ra to ry  and 
c l i n i c a l  f a c i l i t i e s ,  s c i e n t i f i c  and p ro fes s iona l  s t a f f ,  support  person­
n e l ,  and t h e  e x p e r t i s e  t o  design and execute  p ro toco l s  r ep resen t ing  a 
mul t i face ted  long-term approach t o  immunodennatology. 

The i n s t i t u t i o n ' s  achievements i n  b a s i c  s c i ence  and c l i n i c a l  r e sea rch  
should have reached t h a t  s t a g e  of development where l a b o r a t o r y  techniques 
and f ind ings  can be expanded and i n t e g r a t e d  a t  t h e  c l i n i c a l  l e v e l  w i t h  
t h e  u l t ima te  goal  of developing new and improved methods f o r  d i agnos i s ,  
prevent ion,  and t rea tment  of  a l l e r g i c  o r  immunologic s k i n  d i s e a s e s .  

WLI. 
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4. 	 S u i t a b l e  s u b j e c t s  f o r  s tudy wi th in  t h e  provis ions  of t h i s  program 
may inc lude  those  r e l evan t  to :  

a. 	 The s tudy of  immune mechanisms incu taneous  d i so rde r s ;  t h e  
a p p l i c a t i o n  of i n v e s t i g a t i v e  approaches i n  biochemistry,  
microbiology, gene t i c s ,  pathology and pharmacology t o  humoral 
and cell  mediated func t ions  a s soc ia t ed  wi th  involvement of t h e  
sk in .  

b. 	 Stud ies  t o  i d e n t i f y  d i s o r d e r s  and t h e i r  mechanisms where s k i n  
may be pr imar i ly  involved as t a r g e t  t i s s u e  by immune humoral 
and/or c e l l u l a r  r e a c t a n t s ,  o r  where cells of  t h e  integument may 
se rve  as  n a t u r a l  sources  of s p e c i f i c  an t igens  i n  immune processes  
(erythema nodosum, erythema multiforme, pemphigus, bu l lous  
pemphigoid, d e r m a t i t i s  h e r p e t i f o m i s ,  herpes  g e s t a t i o n i s ,  lupus  
erythematosus, v i r a l  exanthems and v a s c u l i t i d e s )  . 

c. 	 Stud ies  t o  d i f f e r e n t i a t e  a l l e r g i c  s k i n  d i s o r d e r s  t h a t  arise as a 
r e s u l t  o f  : 

(a) IgE r e l a t e d  mechanisms. 

(b) C e l l  mediated immunity/delayed h y p e r s e n s i t i v i t y .  

(c) Inflammation emerging from a c t i v a t i o n  of  t h e  complement 


cascade and t h e  effects of  chemical mediators ,  i n  o rde r  
t o  e f f e c t  corresponding methods of  t reatment .  

d.  	 Atopic d e r m a t i t i s  - defin!-tion of poss ib l e  i n t e r a c t i n g  e t i o l o g i e s  
(e .g . ,  immediate h y p e r s e n s i t i v i t y ,  T ce l l  d i s o r d e r s ,  neurogenic 
abnormal i t ies ,  environmental i r r i t a n t s  and gene t i c  p red i spos i t i on )  
t h a t  may in f luence  t h e  development and course  of a l l e r g i c  eczema 
as a m u l t i f a c t o r i a l  d i sease .  

e. 	 Urticaria and angiodema - i n v e s t i g a t i o n s  t o  d e t e c t  and de f ine  
those  a l l e r g e n i c  t r i g g e r s ,  neurogenic f a c t o r s ,  chemical mediators ,  
immunoglobulines and immune complexes, complement d e f i c i e n c i e s  , 
and abnormal i t ies  of t h e  microc i rcu la t ion  t h a t  r e s u l t  i n  hetero­
geneous d i s o r d e r s  of  i d e n t i c a l  c l i n i c a l  p re sen ta t ion .  

f .  	 Contact h y p e r s e n s i t i v i t y  - f u r t h e r  e f f o r t s  t o  d e l i n e a t e  t h e  n a t u r e  
o f  normal components of  t h e  sk in  that can be converted t o  a n t i -
genic determinants  as a r e s u l t  o f  i n t e r a c t i o n  of cutaneous cel ls  
wi th  s e n s i t i z i n g  agen t s  and t h e  determinat ion o f  c r i t i ca l  s t r u c t u r a l  
c h a r a c t e r i s t i c s  of t hese  agents ,  i n  o r d e r  t h a t  manufacturers can 
be guided i n  t h e  development of s a f e r  products  f o r  human usage. 

g. 	 In fec t ion  - s t u d i e s  d i r e c t e d  t o  immune responses  t o  both pathogenic 
and saprophyt ic  f l o r a  of t he  sk in  i n  o r d e r  t o  understand and 
c o n t r o l  primary i n f e c t i o n s  and hype r sens i t i v i ty  r eac t ions  due t o  
an t igens  der ived  from b a c t e r i a ,  v i r u s e s ,  fungi ,  and paras i t ic  
organisms. 
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5. 	 Animal models w i l l  be  considered accep tab le  as a pa r t i a l  segment 
o r  ad junc t  t o  a Cen te r ' s  program only  i f  i n  support  of a major 
p r o j e c t  of t h e  c e n t e r .  

6 .  	 A Center should n o t  r e l y  upon its a b i l i t y  t o  conduct r e sea rch  a c t i v i t y  
s o l e l y  wi th in  t h e  conf ines  of a s i n g l e  d i s c i p l i n e ,  b u t  r a t h e r  should 
have e s t a b l i s h e d  p a r t i c i p a t o r y  a s s o c i a t i o n s  of workers i n  p e r t i n e n t  
biomedical f i e l d s  and medical s p e c i a l t i e s ,  e.g. , immunobiology, bio­
chemistry,  microbiology, gene t i c s  , pathology, physiology, pharmacology, 
b i o s t a t i s t i c s ,  b io ins t rumenta t ion  and computer sc ience ;  and the  c l i n i c a l  
s u b s p e c i a l t i e s ,  e .g . ,  a l l e r g y ,  c l i n i c a l  immunology, dermatology, rheuma­
tology,  i n f e c t i o u s  d i s e a s e s ,  etc. 

7. 	 More than  one avenue of r e sea rch  may be pursued wi th in  a c e n t e r  wi th  
provis ion  f o r  u n i f i e d  ope ra t ion  and coord ina t ion  of component p r o j e c t s  
and c o l l a b o r a t i v e  i n v e s t i g a t o r s .  

a .  	 Designation of a Center Di rec tor  should be based upon accomplishments 
as a s e n i o r  s c i e n t i s t  and a b i l i t y  t o  assume both  l eade r sh ip  of t h e  
i n v e s t i g a t i v e  group and r e s p o n s i b i l i t y  f o r  s c i e n t i f i c ,  p r o f e s s i o n a l ,  
and a d m t n i s t r a t i v e  func t ions .  

9 .  	 The Center D i rec to r  w i l l  be expected t o  communicate f r e e l y  w i t h  N I A I D  
and o t h e r  W C Centers  f o r  e f f e c t i v e  exchange of new informat ion ,  t o  
i n t e r a c t  wi th  s c i e n t i s t s  working i n  o t h e r  Centers on r e l a t e d  inves t iga ­
t i v e  problems, and t o  present  progress  r e p o r t s  and s h a r e  experimental  
d a t a  w i t h  o t h e r  Centers  through s c i e n t i s t  exchanges and a t tendance  a t  
N I A I D  sponsored meetings.  I(ti 

MECHANISMS OF SUPPORT 

I n  f i s c a l  year  1980, t h e  N I A I D  p lans  t o  award two A s t h m a  and A l l e r g i c  Disease 
Center g r a n t s  f o r  immunodermatology. Each g ran t  w i l l  have a du ra t ion  of not  
more than f i v e  yea r s  bu t  may be renewed, depending on program needs a t  t h a t  
t i m e  and compet i t ive  review. Funding beyond t h e  f i r s t  year  o f  t h e  gran t  w i l l  
be cont ingent  upon s a t i s f a c t o r y  progress  during t h e  preceding year .  

Grant funds may be u t i l i z e d  t o  support  t h e  r e sea rch  act ivi t ies  of s c i e n t i f i c  
and p ro fes s iona l  personnel ,  admin i s t r a t ion ,  consu l t a t ion  services, c e n t r a l  
support  services, equipment, supp l i e s ,  t ravel,  and pub l i ca t ion  c o s t s .  
Support f o r  r e sea rch - re l a t ed  c o s t s  of p a t i e n t  involvement and medical c a r e  
may be au thor ized .  S ince  t h e  program cannot provide funds f o r  new construc­
t i o n ,  adequate  phys i ca l  f a c i l i t i e s  must be a v a i l a b l e  f o r  t h e  primary needs 
of t h e  Center.  However, moderate a l t e r a t i o n s  o r  renovat ions  t o  enhance 
c l i n i c a l  f a c i l i t i e s  may be allowed if they are necessary t o  m e e t  o b j e c t i v e s  
of t h e  Cen te r ' s  program. 

Only those i n s t i t u t i o n s  t h a t  can demonstrate exce l lence  i n  both bas i c  and 
c l i n i c a l  areas and can d i r e c t  t h e i r  resources  toward a mul t i f ace t ed  a t t a c k  
on immunodermatology can be supported under t h e  provis ions  of t h i s  RFA. 
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REVIEW PROCEDURES AND CRITERIA 

Applicat ions must be received by February 15, 1980. 
i n i t i a l  review by t h e  Allergy and C l i n i c a l  Immunology Research Committee 

They w i l l  undergo 

i n  spr ing  1980 and subsequent review by t h e  Nat ional  Advisory Allergy 
and In fec t ious  Diseases Council i n  summer 1980. September 1, 1980 w i l l  
be the  earliest s t a r t i n g  d a t e  f o r  success fu l  a p p l i c a n t s .  

Criteria f o r  Review 

The c e n t e r  g ran 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 ia teness  of that g ran t ing  mechanism. Review c r i t e r i a  inc lude  
eva lua t ion  of t h e  fol lowing,  n o t  necessa r i ly  i n  o rde 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 tab le  
on i t s  own m e r i t .  

The s i g n i f i c a n c e  of 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 c o r e ( s )  
t o  the  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 ,  experience,  and commitment of t h e  i n v e s t i g a t o r s  
respons ib le  f o r  t h e  ind iv idua l  research  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 time and e f f o r t  t o  t h e  program. 

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

The academic and phys ica l  environment i n  which t h e  r e sea rch  w i l l  be  
conducted, inc luding  the 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 rgan iza t iona l  s t r u c t u r e  that 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 cooperat 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, 
con t r ac tua l  agreements, and replacement of t h e  Center D i rec to r ,  
i f  requi red ,  on an i n t e r i m  o r  permanent b a s i s .  

CONSEQUENCES OF LACK OF RESPONSIVENESS TO THE RFA OR LATE SUBMISSION 

Formal a p p l i c a t i o n s  t h a t  are n o t  responsive t o  t h e  RFA o r  are no t  received 
by February 15, 1980, w i l l  n o t  be accepted f o r  review and w i l l  be re turned  
to  the  app l i can t .  
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METHOD OF APPLYING 

For prel iminary screening  by N I A I D  s t a f f ,  a "letter of i n t e n t "  must f i r s t  
be prepared by t h e  p rospec t ive  Center Di rec tor .  

Letters of i n t e n t  should cover t h e  fol lowing po in t s :  

1. 


2. 

3 .  

4. 

5. 

6 .  

7. 


8.  

A b r i e f  d e s c r i p t i o n  of t h e  intended p r o j e c t ;  

The academic p o s i t i o n s  and major r e sea rch  i n t e r e s t s  of t h e  
Center Di rec tor  and p ro fes s iona l  s t a f f  proposed f o r  t h e  A s t h m a  
and A l l e r g i c  Disease Center; 

A b r i e f  d e s c r i p t i o n  or re ference  t o  publ ished research  works by 
the  i n v e s t i g a t o r s  i n  a l l e r g y ,  immunology and dermatology; 

A b r i e f  d e s c r i p t i o n  of ongoing b a s i c  immunological and c l in i ca l  
research  r e l a t i n g  t o  a l l e r g y  and dermatology; 

A d e s c r i p t i o n  of a v a i l a b l e  l abora to ry  f a c i l i t i e s ;  

A d e s c r i p t i o n  of a l l  c l in ic  f a c i l i t i e s  a v a i l a b l e  f o r  u s e  by 
t h e  proposed center; 

Spec i f i c  information on t h e  i n s t i t u t i o n ' s  p re sen t  p a t i e n t  load  
and p r o j e c t i o n s  f o r  p a t i e n t  involvement i n  c l i n i c a l  i n v e s t i g a t i o n ;  

Proposed c o l l a b o r a t i v e  arrangements wi th  o t h e r  area l a b o r a t o r i e s  
and i n v e s t i g a t o r s  and d e l i n e a t i o n  of t h e  r o l e s  and i n t e r a c t i o n  
of t h e  p r i n c i p a l  i n v e s t i g a t o r s  and c o l l a b o r a t o r s .  

-.. 

.Ilf 

Letters of  i n t e n t  are due no la ter  than December 15, 1979, and upon r e c e i p t  
w i l l  be screened by N I A I D  s t a f f  t o  determine t h e  e l i g i b i l i t y  and s u i t a b i l i t y  
of t he  pro jec ted  proposa ls  for t h e  A s t h m a  and A l l e r g i c  Disease Centers  
program. 

Based upon t h e  le t ter  of i n t e n t ,  p o t e n t i a l  a p p l i c a n t s  w i l l  be promptly 
advised whether or n o t  t h e i r  proposal  i s  found t o  be wi th in  t h e  r e sea rch  
goa ls  and scope of t h e  program as def ined  i n  t h i s  RFA. Applicants  w i l l  
then have an oppor tuni ty  t o  c o r r e c t  d e f i c i e n c i e s  o r  weaknesses and t o  
r e s t r u c t u r e  t h e i r  submissions accordingly.  

Before prepar ing  an  a p p l i c a t i o n ,  t h e  prospec t ive  a p p l i c a n t  should r eques t  
from N I A I D  program s t a f f  a copy of t h e  N I A I D  Information Brochure on 
Program P r o j e c t s  which con ta ins  d e t a i l s  on t h e  requirements f o r  mul t i -
d i s c i p l i n a r y  g ran t  a p p l i c a t i o n s  and t h e  review c r i t e r i a .  

U s e  t h e  s tandard  r e sea rch  g ran t  a p p l i c a t i o n  form PHS 398 which is a v a i l a b l e  
i n  i n s t i t u t i o n a l  Appl ica t ion  Control  Of f i ces  o r  may be obtained from t h e  
Divis ion of Research Grants.  I n  a d d i t i o n  t o  fol lowing accompanying format 
i n s t r u c t i o n s  f o r  t h e  development of a Center a p p l i c a t i o n ,  inc lude  expanded 
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material l i s t e d  above under the  e i g h t  po in t s  f o r  t h e  "letter of  i n t e n t . "  
For purposes of i d e n t i f i c a t i o n  and processing t h e  words "ASTHMA AND 
ALLERGIC DISEASE CENTER" should be typed on t h e  f a c e  page of t h e  a p p l i c a t i o n  
and a b r i e f  covering le t ter  should be a t tached  i n d i c a t i n g  submission i s  i n  
response t o  t h i s  N I A I D  announcement. 

Forward t o  : 

Division of Research Grants 
Nat ional  I n s t i t u t e s  of Heal th  
Room 240, Westwood Building 
Bethesda, Maryland 20205 

Please  forward a copy (not  t h e  o r i g i n a l )  of t h e  cover  le t ter  and t h e  
a p p l i c a t i o n  f a c e  page to :  (1) Chief,  Allergy and C l i n i c a l  Immunology 
Branch, t o  alert N I A I D  t o  t h e  submission of t h e  proposal ,  and ( 2 )  Chief ,  
Program and P r o j e c t  Review Branch, N I A I D ,  Room 7 0 4 ,  Westwood Building,  
Nat ional  I n s t i t u t e s  of Heal th ,  Bethesda, Maryland 20205. 

I n q u i r i e s  and letters should be d i r e c t e d  and addressed to :  

Robert Goldstein,  M.D.,  Ph.D. 

Chief,  Allergy and C l i n i c a l  Immunology Branch 

National  I n s t i t u t e  of Allergy and 


I n f e c t i o u s  Diseases 
Room 755 , Westwood Building 
Nat ional  I n s t i t u t e s  of .Heal th  
Bethesda, Maryland 20205 

Telephone: (301) 496-7104 



NIH Guide f o r  Grants and Cont rac ts  Page Eleven 
Vol, 8, No. 14, November 16 ,  1979 

ACQUIRED CRANIOFACIAL DEFECTS 

RESEARCH GRANT APPLICATIONS 

SOUGHT BY THE 

NATIONAL INSTITUTE OF DENTAL RESEARCH 

The National  I n s t i t u t e  of Dental  Research (NIDR) has  a cont inuing i n t e r e s t  
i n  l abora to ry  and c l i n i c a l  r e sea rch  which is re l evan t  t o  acquired c ran io­
f a c i a l  de fec t s .  General areas of concern are t h e  e f f e c t s  of trauma on 
appearance, func t ion ,  and growth of t h e  c r a n i o f a c i a l  region.  O f  p a r t i c u l a r  
i n t e r e s t  are epidemiological  s t u d i e s  r e l a t e d  t o  an  understanding of t h e  
n a t u r e  and t h e  ex ten t  of t h e  problem of traumatic i n j u r y  t o  t h e  cranio­
f a c i a l  s t r u c t u r e s .  S tud ie s  having p o t e n t i a l  f o r  improving t reatment  of 
i n j u r i e s  and a l l e v i a t i n g  t h e  impact of a b l a t i v e  surgery involv ing  these  
s t r u c t u r e s  are encouraged. This re sea rch  may inc lude  such areas as  
emergency care, d i agnos t i c  techniques,  s u r g i c a l  methods, secondary infec­
t i o n ,  and s t u d i e s  of wound hea l ing ,  inc luding  basic research .  Applicants  
are a l s o  encouraged t o  address  t h e  behavioral  r e sea rch  problems of  acquired 
f a c i a l  disf igurement .  S i m i l a r l y  more knowledge is  needed on t h e  a s soc ia t ed  
speech d i s a b i l i t y  and treatment, as w e l l  as growth of t h e  in ju red  c h i l d .  
N I D R  i s  a l s o  i n t e r e s t e d  i n  s t u d i e s  of b ioma te r i a l s  and p r o s t h e t i c  proce­
dures  used i n  t h e  r e h a b i l i t a t i o n  of  p a t i e n t s  w i th  acquired c r a n i o f a c i a l  
de fec t s .  

The deadl ines  f o r  t h e  r e c e i p t  of r e sea rch  g ran t  a p p l i c a t i o n s  by t h e  Divis ion 
of Research Grants are  March 1, J u l y  1, and November 1. Review and award 
of  such a p p l i c a t i o n s  w i l l  be  through t h e  u s u a l  NIH procedures governing 
research  p r o j e c t  g ran t s .  

I n q u i r i e s  regarding t h i s  program may be addressed t o  : 

D r .  Richard L. Chr is t iansen ,  Chief ,  o r  

D r .  J e r r y  D. Niswander 

Cran io fac i a l  Anomalies Programs Branch-EP 

National  I n s t i t u t e  of Dental Research 

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

Room 5 2 0 ,  Westwood Building 

Bethesda, Maryland 20205 


Telephone: (301) 496-7807 

This program i s  described i n  the Catalog of Federal  Domestic Ass is tance  
Number 13.842.  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 
2 4 1 )  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 .  
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BURN AND TRAUMA RESEARCH AND RESEARCH TRAINING 

APPLICATIONS SOUGHT BY 
_ - -

NATIONAL INSTITUTE O F  GENERAL MEDICAL SCIENCES 

The National I n s t i t u t e  o f  General Medical Sciences (NIGMS) wishes t o  
emphasize i t s  program i n t e r e s t  i n  r e sea rch  and r e sea rch  t r a i n i n g  and 
i n v i t e s  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  t o  expand t h e  b a s i c  
knowledge of t h e  body's t o t a l  response t o  a c c i d e n t a l  i n j u r y  inc luding  
bum in ju ry .  

I. BACKGROUND INFORMATION 

Trauma, inc luding  b u m s ,  i s  t h e  f o u r t h  l ead ing  cause  of dea th  i n  t h e  
United S t a t e s  and t h e  number one k i l l e r  i n  t h e  1-44 yea r  age  group. 
Each year  more than 10  m i l l i o n  Americans are involved i n  acc iden t s  
of whom 100,000 d i e  and 400,000 endure some degree  of permanent i n j u r y .  
During t h e  f i r s t  24 hours a f t e r  i n j u r y ,  systemic responses f r equen t ly  
culminate in  r e s p i r a t o r y  and card iovascular  c o l l a p s e ,  metabolic dys­
func t ion ,  and overwhelming i n f e c t i o n ,  a l l  of which can l e a d  t o  dea th  
o r  d i s a b i l i t y .  I n  o r d e r  t o  inc rease  t h e  s u r v i v a l  rate, i t  i s  e s s e n t i a l  
t o  d i scove r  t h e  underlying pathophysiologic mechanisms f o r  these 
d is turbances .  

CI. GOAL AND SCOPE 

The NIGMS invites a p p l i c a t i o n s  f o r  support  o f  r e sea rch  and r e sea rch  
t r a i n i n g  r e l a t i n g  t o  b a s i c  s t u d i e s  of t h e  underlying mechanisms of 
t h e  body's systemic response t o  trauma and burns. Coordinated b a s i c  
and c l i n i c a l  i n v e s t i g a t i o n s  are intended t o  f o s t e r  more r a p i d  app l i ca ­
t i o n  t o  p a t i e n t s  of r e sea rch  advances i n  t h e  areas of biochemistry,  
physiology, cel l  biology, biomedical engineer ing ,  and behav io ra l  s c i ences .  
Examples of s e l e c t e d  t o p i c s  inc lude  the  following: 

0 	 Flu id  ba lance  s t u d i e s :  i d e a l  composition, t o x i c i t y ,  and 
sodium con ten t ,  and t h e  pos t  r e s u s c i t a t i v e  e f f e c t s .  

0 Fac to r s  l ead ing  t o  a l t e r e d  vascu la r  permeabi l i ty .  

0 	 Release of media tors  from cel l  i n j u r y  dur ing  s e p t i c  and 
b u m  shock. 

This program i s  descr ibed  i n  t h e  Catalog of Federal  Domestic Ass is tance ,  
13.821. 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  Pub l i c  Heal th  Se rv ice  
A c t ,  Sec t ion  301(c) and Sec t ion  444; Publ ic  Law 78-410, as amended; 42  USC 
241; 42 USC 2893. Publ ic  Health Se rv ice  Act, Sec t ion  472; Pub l i c  Law 78-410, 
as amended: 42 USC 2891-1. Grants w i l l  be administered under PHS g r a n t s  
p o l i c i e s  and Federal  Regulations 42  CRF P a r t  52, 45 CFR P a r t  74 and 42  CFR 
P a r t  6 6 ,  a s  app l i cab le .  
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0 Immunosuppressive agen t s  and t h e i r  r o l e  i n  i n f e c t i o n s .  

'Mi 

0 Mechanisms t o  s t i m u l a t e  hos t  defenses  p r i o r  t o  i r r e v e r s i b l e  
s e p s i s .  

0 	 Hormonal imbalance fol lowing i n j u r y  and i t s  e f f e c t s  on 
metabolism. 

0 Mechanisms involved i n  producing a p r o t e i n  c a t a b o l i c  s t a t e  
a f t e r  i n j u r y .  

0 Tools f o r  t h e  d i agnos i s  of parenchymal damage fol lowing smoke 
i n h a l a t i o n .  

Appl ica t ions  i n  response t o  t h i s  announcement are n o t  l i m i t e d  t o  t h e  
spec i f ic  t o p i c s  mentioned above. 

111. MECHANISMS OF SUPPORT, F U N D I N G  

The NIGMS w i l l  accept  a p p l i c a t i o n s  for research  c e n t e r  g r a n t s ,  
program p r o j e c t  g r a n t s ,  r e sea rch  p r o j e c t  g r a n t s ,  r e sea rch  career 
development awards, new i n v e s t i g a t o r  awards, and i n s t i t u t i o n a l  and 
ind iv idua l  pos tdoc to ra l  Nat iona l  R e s e a r c h  Se rv ice  A w a r d s  w i t h  the  
fol lowing s t i p u l a t i o n s .  

Research Center Grants (?Sa> are intended t o  f o s t e r  c o l l a b o r a t i o n  between 
b a s i c  and c l i n i c a l  s c i e n t i s t s  on a v a r i e t y  of c l o s e l y  i n t e r r e l a t e d  
r e sea rch  p r o j e c t s  which are focused on so lv ing  biomedical problems i n  It 

t h e  f i e l d  of b u m s  and trauma. A r e sea rch  c e n t e r  g ran t  a p p l i c a t i o n  
should c o n s i s t  of f i v e  t o  e i g h t  p r o j e c t s  w i th  a t o t a l  budget n o t  exceed­
ing  $500,000 ( d i r e c t  c o s t s )  p e r  year .  A le t ter  of i n t e n t  should be  
submitted a t  least t h r e e  months p r i o r  t o  formal submission of an  a p p l i ­
ca t ion .  (For a d d i t i o n a l  information consu l t  t h e  N I H  a i d e  for Grants 
and Contracts, V o l .  7 ,  No. 4 ,  March 10, 1978).  Deadlines f o r  r e c e i p t  
of  a p p l i c a t i o n s  are February 1, June 1, and October 1. 

Program P r o j e c t  Grants (Pol)  f o s t e r  co l l abora t ion  of several inves t iga­
t o r s  w i th  d i f f e r i n g  e x p e r t i s e  r e l a t e d  t o  a s p e c i f i c  problem t h a t  thus 
may be solved more exped i t ious ly .  They are usua l ly  i n v e s t i g a t o r -
i n i t i a t e d  and are smaller i n  scope and budget than t h e  average  r e sea rch  
c e n t e r  g ran t .  Applicants  should a v a i l  themselves of s t a f f  consu l t a t ion  
p r i o r  t o  submission. (For a d d i t i o n a l  information c o n s u l t  t h e  N I H  Guide 
for Grants and Contracts, V o l .  8, No. 1, January 19 ,  1979).  Deadline 
f o r  r e c e i p t  of a p p l i c a t i o n s  are February 1, June 1, and October 1. 

Research P r o j e c t  Grants  (RO1) provide oppor tuni ty  f o r  a broad range of 
indepth s t u d i e s  on s p e c i f i c  aspects of b u m s  and trauma such as bio­
chemical and phys io logica l  changes induced by severe i n j u r y ,  t h e  funda­
mental  a s p e c t s  of  wound hea l ing  and b i o l o g i c a l  r e p a i r ,  n u t r i t i o n a l  
requirements of p a t i e n t s ,  f a c t o r s  lead ing  t o  l i f e - t h r e a t e n i n g  i n f e c t i o n s ,  
and r e h a b i l i t a t i o n  of  t h e  in ju red .  Deadlines f o r  r e c e i p t  of a p p l i c a t i o n s  
are March 1, Ju ly  1, and November 1. 
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Research Career Development Awards (RCDA) are given only t o  ind iv idua l s  
who wish t o  develop careers d i r ec t ed  toward br idging  t h e  gap between 
b a s i c  and c l i n i c a l  sc iences .  Candidates f o r  t h e s e  awards must be 
a c t i v e l y  engaged i n  research  but  a t  a l e v e l  which r e q u i r e s  a d d i t i o n a l  
experience i n  an a c t i v e  research  environment before  being considered 
independent s c i e n t i s t s .  Since t h e  rank of a s s o c i a t e  professor  o r  t h e  
success fu l  compet i t ion f o r  more than one s u b s t a n t i a l  research  g ran t  
u s u s a l l y  i n d i c a t e s  t h a t  t h e  candidates  have been judged t o  be independent 
i n v e s t i g a t o r s ,  p reference  i n  s e l e c t i o n  of NIGMS awardees w i l l  be  given 
t o  i n d i v i d u a l s  whose achievements a t  t h e  t i m e  o f  a p p l i c a t i o n  have no t  
been so recognized. (For a d d i t i o n a l  information consu l t  t h e  N I H  Guide 
f o r  Grants and Contracts, Vol. 6 ,  Nos. 11, June 3, 1977). Deadlines 
f o r  r e c e i p t  of a p p l i c a t i o n s  are February 1, June 1, and October 1. 

Spec ia l  Grants f o r  New I n v e s t i g a t o r s  cR23) are o f f e r e d  t o  phys ic ians  
i n  an a t tempt  t o  f a c i l i t a t e  t h e  t r a n s i t i o n  from resea rch  t r a i n i n g  t o  
product ive s c i e n t i f i c  i n v e s t i g a t i o n  i n  t h e  f i e l d  of  b u m s  and trauma. 
The g ran t  i s  given i n  t h e  amount of $30,000 annual ly  f o r  a t h r e e  year  
per iod.  (For a d d i t i o n a l  information consu l t  t h e  N I H  Guide for Grants 
and Contracts, Vol. 6 ,  No. 11, June 3, 1977). Deadline f o r  r e c e i p t  of 
a p p l i c a t i o n s  are March 1, J u l y  1, and November 1. 

Ind iv idua l  and I n s t i t u t i o n a l  Pos tdoc tora l  Nat iona l  Research Serv ice  
Awards ( i n s t i t u t i o n a l  t r a i n i n g  grant  o r  i nd iv idua l  fe l lowship)  are. .  . .  
r e sea rch  t r a i n i n g  programs f o r  pos tdoc to ra l  s c i e n t i s t s  intended t o  
enhance t h e i r  c a p a b i l i t y  of advancing t h e  knowledge of t h e  body's 

'1-f 	 complex r e a c t i o n  t o  b u m s  and trauma. The superv isory  s t a f f  of such 
t r a i n e e s  should inc lude  trauma surgeons and/or  burn s p e c i a l i s t s  as  
w e l l  a s  b a s i c  s c i e n t i s t s  and emphasis w i l l  be placed on bas i c  t r a i n i n g  
f o r  a t  least  two yea r s  i n  such departments as physiology, immunology, 
biochemistry,  and microbiology, (For a d d i t i o n a l  information consul t  
t h e  N I H  Guide for Grants and Contracts, Vol. 6 ,  No. 3, February 4 ,  1977). 
Deadlines f o r  r e c e i p t  of  a p p l i c a t i o n s  are February 1, June 1, and 
October 1. 

The support  mechanisms r e f e r r e d  t o  i n  t h i s  announcement w i l l  be  grants- in-aid 
and such g r a n t s  are cont ingent  upon a v a i l a b i l i t y  of appropr ia ted  funds f o r  
t h i s  purpose. Funding beyond t h e  f irst  year  w i l l  be  cont ingent  on satis­
f a c t o r y  p rogres s  during t h e  preceding year .  

I V ,  REVIEW PROCEDURES AND CRITERIA 

A. 	 Appl ica t ion  Review. Upon r e c e i p t  a l l  a p p l i c a t i o n s  w i l l  be ass igned 
by t h e  Divis ion of Research Grants according t o  accepted Refe r r a l  
Guidel ines  t o  an i n i t i a l  review group f o r  assessment of s c i e n t i f i c  
m e r i t  and t o  t h e  NIGMS f o r  f i n a l  review by i t s  Nat iona l  Advisory 
Council . 

B .  R e v i e w  C r i t e r i a  

Appl ica t ions  f o r  research  c e n t e r  g r a n t s  should be preceded by 
le t ters  of i n t e n t  which should inc lude  t h e  fol lowing i t e m s :  

U' 
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1. 	 How a re sea rch  c e n t e r  gran t  would f u l f i l l  t h e  above s t a t e d  
purpose of an NIGMS c e n t e r  gran t .  

2. A s ta tement  of t h e  s c i e n t i f i c  focus  o r  un i fy ing  theme. 

3 .  	 The r e sea rch  goa l s  w i t h  i d e n t i f i c a t i o n  of t h e  proposed 
ind iv idua l  p r o j e c t s .  

4 .  	 The o v e r a l l  goal  and how each ind iv idua l  p r o j e c t  w i l l  
c o n t r i b u t e  t o  it. 

5. The names and c u r r i c u l a  v i tae  of r e spons ib l e  i n v e s t i g a t o r s .  

6 .  Exis t ing  research  resources  and requested renovat ions.  

7. A n  estimate of  t h e  necessary l e v e l  of  support .  

Applicants  f o r  program p r o j e c t  g r a n t s  should consu l t  w i t h  program s t a f f  
and provide s i m i l a r  information p r i o r  t o  formal submission. 

The o t h e r  types  of a p p l i c a t i o n s  previously mentioned must be r e l evan t  t o  
t h e  goa l s  of t h i s  announcement. The f a c t o r s  considered i n  eva lua t ing  a l l  
a p p l i c a t i o n s  are: 

1. The s c i e n t i f i c  m e r i t  of  t h e  research .  

2. 	 The q u a l i f i c a t i o n s  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 
proposed s t a f f  t o  c a r r y  out  t h e  r e sea rch  o b j e c t i v e s .  

3 .  	 A s t rong  commitment by t h e  a p p l i c a n t  i n s t i t u t i o n  t o  provide 
p a t i e n t  beds, l abo ra to ry  f a c i l i t i e s ,  and t h e  personnel  
requi red  f o r  t h e  p a r t i c u l a r  type of a p p l i c a t i o n  submitted.  

4 .  	 Appropriateness  of t h e  du ra t ion  of t h e  p r o j e c t  i n  r e l a t i o n  
t o  t h e  proposed research.  

V. METHOD OF APPLYING 

Appl ica t ions  must be submitted on t h e  appropr i a t e  form f o r  t h e  award 
mechanism, i , e . ,  	Research g r a n t s  - PHS 398 

Research career development awards - PHS 398 
New i n v e s t i g a t o r  awards - PHS 398 
NRSA i n s t i t u t i o n a l  award - PHS 6025 
NRSA ind iv idua l  fe l lowship  - PHS 416 

These forms may be obtained from t h e  a p p l i c a n t  i n s t i t u t i o n ' s  bus iness  
o f f i c e  o r  by w r i t i n g  t o :  

Off ice  of Grant 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 

'I" 
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* 	,I The f a c e  page of t h e  o r i g i n a l  copy and t h e  f o l d e r  i n  which i t  i s  
s e n t  should be c l e a r l y  l a b e l l e d  "NIGMS BURN AND TRAUMA PROGRAM." 

I d e n t i f i c a t i o n  of contac t  po in t .  All i n q u i r i e s  and correspondence 
should be addressed to:  

Ass i s t an t  Di rec tor  f o r  C l i n i c a l  Research 

National  I n s t i t u t e  of General Medical Sciences 

Room 925, Westwood Building 

5333 Westbard Avenue 

Bethesda, Maryland 20205 


Telephone: (301) 496-7373 



-- 

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  P a g e  N i n e t e e n  
v o l ,  8 ?  No: 14,  November  16 ,  1979 

METHODS FOR QUANTIFYING THE S I Z E  AND EVALUATING 

THE FUNCTION OF ISCHEMIC AND INFARCTED MYOCARDIUM 	 I / / / / / / / / / / /

'AWWOUWCEMERT;NATIONAL HEART, LUNG, AND BLOOD I N S T I T U T E  '/0 0 / / 1 0  0 0 / 

I n  1971, t h e  Nat ional  Heart, Lung, and Blood I n s t i t u t e  (NHLBI) i n i t i a t e d  
a research  program f o r  t h e  development and assessment of methods f o r  
quant i fy ing  t h e  s i z e  o f  ischemic,  i n f a r c t e d ,  hea l ing ,  and/or  s ca r r ed  
myocardium, s u i t a b l e  f o r  u se  i n  t h e  c l inical  s e t t i n g .  The program w a s  
compet i t ive ly  expanded and renewed in  1975 f o r  t h e  development of methods 
which would be  u s e f u l  in t h e  eva lua t ion  of t h e  a c u t e l y  ill p a t i e n t ,  and 
w a s  aga in  compet i t ive ly  renewed i n  1977, w i th  10.awards made f o r  t h e  
development and u t i l i z a t i o n  of va r ious  radiopharmaceut icals  and t h e  
eva lua t ion  o f  e l ec t roca rd iog raph ic  techniques ., 
I n  t h e  p a s t ,  t h e  program has  supported r e sea rch  p r o j e c t s  which have 
developed and eva lua ted  several techniques f o r  quan t i fy ing  i n f a r c t  and 
ischemic zone s i z e ,  ranging from l abora to ry  i n  v i t r o  and i n  vivo animal 
s t u d i e s  t o  t h e  use  of t h e  techniques i n  t h e  c l inical  s e t t i n g  of a c u t e  
myocardial  i n f a r c t i o n  both  i n  t h e  a c u t e  s ta te  and dur ing  recovery.  Some 
examples of t h e s e  are e l ec t roca rd iog raph ic  mapping, serial serum enzyme 
measurements, assessment of ischemic zone s i z e  w i t h  t ha l l i um 201 and 
q u a n t i f i c a t i o n  of infarct s i z e  wi th  technicium 99 pyrophosphate. 

*ll-C 	 More r e c e n t l y  i n i t i a t e d  i n v e s t i g a t i v e  techniques have broadened t h i s  
scope through t h e i r  p o t e n t i a l  f o r  t h e  assessment of  phys io logic  and 
metabol ic  dysfunct ion.  Among t h e s e  are, but  no t  n e c e s s a r i l y  l i m i t e d  t o  
t h e  following: computerized tomography us ing  c o n t r a s t  agen t s ,  two­
dimenseonal echacardfography, multi-gated blood pool scanning, pos i t ron  
l a b e l l i n g  and imaging us ing  carbon-11 f a t t y  a c i d s  and ni t rogen-13 amino 
a c i d s  and nuc lea r  magnetic reasonance technique involv ing  phosphorous-31 
and carbon-13. 

The NHLBI cont inues  t o  be i n t e r e s t e d  i n  a broad scope of i n v e s t i g a t i o n s  
t o  d e t e c t  and quan t i fy  t h e  s i ze  of ischemic o r  i n f a r c t e d  myocardium 
d i r e c t l y  o r  through t h e  eva lua t ion  of r eg iona l  v e n t r i c u l a r  func t ion  and 
t o  expand our  knowledge of  t h e  pathophysiology of t h e s e  d i s o r d e r s .  Some 
methods may be 0; s i g n i f i c a n t  d i agnos t i c  u s e  i n  t h e  a c u t e  s ta te  of myo­
c a r d i a l  i n f a r c t i s i i  and cktring recovery.  They may a l s o  be of cons iderable  
use  i n  t h e  earlier d e t e c t i o n  of sub -c l in i ca l  s t a g e s  of ischemic h e a r t  
d i sease ,  i n  t h e  serial eva lua t ion  of  t he rapeu t i c  i n t e r v e n t i o n s  t o  l i m i t  
t he  s i z e  of ischemic and i n f a r c t e d  myocardium, and i n  t h e  serial  assessment 
of chronic  d i s e a s e  states. Some of t h e s e  methods - o r  new methods not  y e t  
developed - may be  of s i g n i f i c a n t  va lue  through t h e i r  accuracy,  reproduci­
b i l i t y ,  s p e c i f i c i t y ,  and s e n s i t i v i t y ,  ease of use  and economy. 

This program is  descr ibed  i n  t h e  Catalog of Federal  Domestic Assis tance 
Number 13.837. 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  Health 
Service Act, T i t l e  111, Sect ion  301 (Publ ic  Law 78-410, as  amended; 42  USC 

%df 241) 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 CRF P a r t  74. 
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The I n s t i t u t e  encourages i n v e s t i g a t o r s  t o  submit g ran t  a p p l i c a t i o n s  t o  
develop and eva lua te ,  i n  t h e  l abora to ry  o r  c l i n i c a l  s e t t i n g ,  o r  both,  
a method(s) f o r  quant i fy ing  t h e  s i z e  and eva lua t ing  t h e  func t ion  of 
ischemic and/or  i n f a r c t e d  myocardium. Such techniques should have t h e  
p o t e n t i a l  c a p a b i l i t y  of a s s e s s i n g  and/or  p r e d i c t i n g  derangments i n  myo­
c a r d i a l  func t ion ,  such as segmental w a l l  motion abnormal i t ies  and dyskines is ,  
a l t e r a t i o n s  i n  v e n t r i c u l a r  s t r o k e  volume and e j e c t i o n  f r a c t i o n  and d i s tu rb ­
ances i n  t h e  metabol ic  energy genera t ion  and u t i l i z a t i o n  systems. This 
l i s t i n g  i s  intended only  t o  provide examples. 

Applicat ion Submission and R e v i e w  

Applicat ion r e c e i p t  d a t e s  are t h e  r egu la r  a p p l i c a t i o n  r e c e i p t  d a t e s  of 
March 1, J u l y  1, and November 1. Appl ica t ions  rece ived  a f t e r  any one 
r e c e i p t  d a t e  are considered and reviewed toge the r  w i th  those  received by 
t h e  next  r e c e i p t  d a t e .  The earliest p o s s i b l e  award date i s  approximately 
n i n e  months a f t e r  t h e  r e c e i p t  da te .  

Applicants  should u s e  t h e  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  form PHS 398 
which i s  a v a i l a b l e  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 a l  a p p l i c a t i o n  c o n t r o l  
o f f i c e  o r  from t h e  Divis ion of Research Grants,  NIH. A program announcement 
i s  designed t o  focus a t t e n t i o n  upon a t o p i c  o r  problem and is  n o t  intended 
t o  discourage i n v e s t i g a t o r s  from t h e i r  p u r s u i t  of promising ideas  i n  r e l a t e d  
o r  un re l a t ed  top ic s .  However, in  o r d e r  t o  i d e n t i f y  responses  t o  t h i s  
announcement, t h e  statement "SUBMITTED I N  RESPONSE TO NHLBI PROGRAM ANNOUNCE­
MENT ON METHODS FOR QUANTIFYING THE SIZE AND EVALUATING THE FUNCTION OF 
ISCHMIC AND INFARCTED MYOCARDIUM" should be w r i t t e n  a t  t h e  top  of t h e  f a c e  
shee t  of those  g ran t  a p p l i c a t i o n s  conforming t o  t h e  t o p i c s  i d e n t i f i e d  t h e r e i n .  
The completed a p p l i c a t i o n  should be  mailed t o  : 

Division of Research Grants  
Room 240, Westwood Building 
Nat ional  I n s t i t u t e s  of Heal th  
Bethesda, Maryland 20205 

The Divis ion of Research Grants w i l l  a s s i g n  a p p l i c a t i o n s  t o  s tudy s e c t i o n s  
f o r  review according t o  t h e  N I H  process  f o r  r e g u l a r  research  g ran t  appl i ­
c a t i o n s .  Approved a p p l i c a t i o n s  w i l l  compete f o r  a v a i l a b l e  funds wi th  a l l  
o t h e r  approved g ran t  a p p l i c a t i o n s  ass igned  t o  t h e  Nat ional  Heart, Lung, 
and Blood I n s t i t u t e .  

Addi t iona l  information may be obtained by con tac t ing :  

D r .  Richard P. Schwarz, Jr. 

Cardiac Diseases Branch 

Division of Heart and Vascular Diseases 

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

Room 3C06, Federal  Bui lding 

Bethesda, Maryland 20205 


Telephone: 496-1081 
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The Nat ional  I n s t i t u t e  of Child Heal th  and Human Development (NICHD) 
carries a primary r e s p o n s i b i l i t y  f o r  t h e  conduct and support  of bas i c ,  
c l i n i c a l  and appl ied  biomedical, s o c i a l ,  and behaviora l  research  i n  
mental r e t a r d a t i o n  and r e l a t e d  a s p e c t s  of human development. 

I n  t h e  f u l f i l l m e n t  of t h i s  mandate, t h e  NICHD recognizes  t h e  c r i t i c a l  
r o l e  of behaviora l  and s o c i a l  sciences i n  t h e  prevent ion and ameli­
o r a t i o n  of mental r e t a r d a t i o n ,  d e l i n e a t i o n  of causes  and processes  of 
dysfunct ion,  and development of treatment modal i t ies .  

GOALS AND SCOPE 

This  announcement is  intended t o  encourage t h e  s t imu la t ion  and expan­
s i o n  of r e sea rch  i n t o  social-environmental  f a c t o r s  a f f e c t i n g  behavior 
and development i n  t h e  mental ly  r e t a rded ,  t h e  interact ive e f f e c t  of 
b io log ic  and s o c i a l  f o r c e s  on c o g n i t i v e  development and s o c i a l  compe­
tence and t h e  e f f e c t  of  mental r e t a r d a t i o n  on i n t e r p e r s o n a l  r e l a t i o n -
s h i p s  and a t t i t u d e s .  

I n  support  of t h e  development of research  ac t iv i t i e s  s p e c i f i e d  below, 
t h e  NICHD has  sought t h e  advice  and guidance of the scientific C O ~ ~ U ­

n i t y  through c o n s u l t a t i o n  and conferences on important issues  and gaps  
i n  knowledge on t h e  behavioral  and s o c i a l  a s p e c t s  of mental re ta rda­
t ion .  The areas se l ec t ed  f o r  emphasis i n  encouraging r e sea rch  grant  
a p p l i c a t i o n s  are: 

A. Prevent ion of MR i n  Children f r o m  Psychosocial ly  Disadvantaged Homes 

The l a r g e  major i ty  of re ta rded  persons have no demonstrable c e n t r a l  
nervous system damage and are heavi ly  concentrated i n  subsegments 
of our  most disadvantaged populat ion.  The f a m i l i e s  are gene ra l ly  
cha rac t e r i zed  by low i n t e l l i g e n c e  i n  mothers and s i b l i n g s .  Child-
focussed s t r a t e g i e s  and o t h e r  models f o r  i n t e r v e n t i o n  have, thus  
f a r ,  proven only  marginal ly  success fu l  i n  s u s t a i n i n g  i n t e l l e c t u a l  

This program is  descr ibed i n  t h e  Catalog of Federal  Domestic Ass is tance  
Number 13.865. 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  Health 
Serv ice  Act,  T i t l e  111, Sect ion 301 (Publ ic  L a w  78-410, as  amended; 42 USC 

”C41) 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  7 4 .  
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gains  over  time. S tud ie s  a r e  needed to determine t h e  processes  and 
mechanisms wi th in  t h e  family environment t h a t  depress  i n t e l l e c t u a l  
development and impair adapt ive  behavior and how pa ren t s  can be  
helped t o  become more e f f e c t i v e  agents  f o r  teaching and s o c i a l i z a t i o n  
in t h e s e  ch i ld ren .  

B. 	 Impact on Development and Behavior of Recent Trends and Changes 
i n  Living Arrangements and Spec i f i c  S e t t i n g s  f o r  Retarded Persons 

I n  v i e w  of t h e  n a t i o n a l  commitment t o  i n t e g r a t e  r e t a rded  persons 
i n t o  community l i f e ,  i t  is  e s s e n t i a l  t h a t  t hese  programmatic 
e f f o r t s  proceed from a sound, s c i e n t i f i c  base. To achieve  t h i s  
goal  more s a t i s f a c t o r i l y  than a t  p re sen t ,  s t u d i e s  are needed t o  
determine: 

1. 


2. 

3 .  

4 .  

The s p e c i f i c  behaviora l  o r  p e r s o n a l i t y  traits  o r  family and 
environmental v a r i a b l e s  and t h e i r  i n t e r a c t i o n s  which can be 
used t o  p r e d i c t  success fu l  community adjustment.  

The impact of mainstreaming on t h e  self-concepts ,  behavior 
patterns, coping s k i l l s  and adjustment of r e t a rded  persons; 
the effect on teacher  and parental a t t i t u d e s  and expec ta t ions ;  
and t h e  e f f e c t  of stigma and labelling processes .  

The e f f e c t  of a l t e r n a t i v e  p a t t e r n s  of community care (own homes, 
group care, apartment l i v i n g ,  f o s t e r  family homes, small group 
s t r u c t u r e s  and v a r i a t i o n s  i n  grouping arrangements) on t h e  
development and behavior of subgroups of r e t a rded  persons.  

The degree t o  which oppor tun i t i e s  are  a c t u a l l y  provided t o  
subgroups of t h e  re ta rded  and t h e  r e l a t i o n s h i p  of such "normal­
iz ing" experiences  t o  subsequent behavior and development, 
family a t t i t u d e ,  and community acceptance.  

C. I n t e rven t ion  wi th  Children a t  B io log ica l  Risk f o r  Retardat ion 

Children s u f f e r i n g  from such complicat ions of pregnancy as anoxia ,  
premature pregnancy, o r  low b i r thweight ,  and i n  t h e  absence of 
severe neuro logica l  damage, develop normally i n  average homes. 
However, such c h i l d r e n  when r a i sed  i n  se r ious ly  disadvantaged 
f a m i l i e s  are h ighly  vulnerable  t o  mental  r e t a r d a t i o n ,  l e a r n i n g  
problems and o t h e r  behavior d i so rde r s .  S tud ie s  a re  needed t o  
determine t h e  e f f e c t s  of such cond i t ions ,  inc luding  prolonged c a r e  
i n  i n t e n s i v e  c a r e  u n i t s ,  on parent-chi ld  i n t e r a c t i o n s ,  cogn i t ive  
and s o c i a l  development i n  t h e s e  c h i l d r e n  and t h e  kind of post-
na ta l  experiences  t h a t  might prevent  t h e s e  adverse  outcomes. 

D. 	 The Ef fec t  of Mental Retardat ion on Caretaking Behavior and 
In t e rpe r sona l  Rela t ionships  

An i nc reas ing  range of persons--single pa ren t s ,  f o s t e r  parents ,  
group home ope ra to r s ,  apartment supe rv i so r s ,  ward a t tendants - -
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are involved i n  care tak ing  r e s p o n s i b i l i t y  f o r  re ta rded  persons.  
There i s  l imi t ed  information on how such c a r e t a k e r s  perce ive  and 
i n t e r a c t  wi th  r e t a rded  persons,  t h e i r  mot iva t ions ,  d e s i r a b l e  per­
s o n a l i t y  t r a i t s  f o r  ca re t ake r  r o l e s  and t h e  e f f e c t  of ca re t ake r  
a t t i t u d e s  and behavior on development. 

E .  	 Development of Methodologies f o r  Assessing t h e  E f f e c t s  of Soc ia l  
Environment on Cognit ive and Social/Emotional Development of 
Retarded Children 

S tud ie s  are  needed on t h e  n a t u r e  of t h e  processes  t h a t  c o n s t i t u t e  
cogn i t ive  development and dysfunct ion i n  r e t a rded  ch i ld ren  and 
t h e  s o c i a l  environmental f a c t o r s  which in f luence  them. Work could 
inc lude  e a r l y  and more p r e d i c t i v e  measures of cogni t ion ;  language 
and s o c i a l  competence; improved methods f o r  measuring mother-child 
i n t e r a c t i o n s ;  information processing;  l ea rn ing  s t r a t e g i e s .  Environ­
mental  f a c t o r s  could focus on parent-chi ld  dyads,  family systems 
and s o c i a l  i n s t i t u t i o n s .  

F. 	 The Impact of Teratogens on Behavior, Cogni t ions and Soc ia l  
Funct ioning 

The ex tens ive  use  and misuse of pharmaceutical  drugs,  chemical 
agents ,  and a lcohol  during pregnancy are known t o  have t e ra togen ic  
e f f e c t s  on o f f s p r i n g ,  r e s u l t i n g  i n  a v a r i e t y  of congeni ta l  malfor­
mations and physiologic  abnormal i t ies .  However, such exposure i n  
less seve re  form may r e s u l t  i n  i n t e l l e c t u a l  and behaviora l  impair­
ment without evidence of morphological change, as i n  cases of low 
lead  l e v e l s .  S tud ie s  are  needed t o  i d e n t i f y  t e r a togen ic  substances 
t h a t  can be r e l a t e d  t o  depressed mental performance and d isordered  
behavior.  

G.  	 The Role of Genetics i n  t h e  Learning and Behavior of Persons wi th  
Spec i f i c  Mental Retarda t ion  Syndromes 

Knowledge about gene t i c  i n f luences  i n  human i n t e l l i g e n c e  and behavior 
is  s t i l l  fnconclusive,  Some forms of mental  r e t a r d a t i o n  which are 
manifested l a t e r  i n  childhood have s t rong  gene t i c  components. 
There 2 s  a l s o  some evidence that c e r t a i n  types  of l ea rn ing  d i so rde r s  
a r e  assocra ted  wfth s p e c i f i c  syndromes and chromosomal abnormal i t ies .  
E luc ida t ion  of such gene-behavior r e l a t i o n s h i p s  could have meaningful 
imp l i ca t ions  f o r  t h e  development of s p e c i a l  educat ion technologies .  

111. MECHANISMS OF SUPPORT AND FUNDING 

The support  f o r  t h i s  program w i l l  be  the  t r ?d i t i . ona l  8I.H research  p r o j e c t  
g ran t .  Applicants  are  expected t o  p l an  and execute  t h e i r  own research  
programs. Support of g r a n t s ,  pursuant  to t h i s  announcement, i s  cont in­
gent upon budget c a p a b i l i t i e s .  
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I V .  REVIEW PROCEDURES AND CRITERIA 

A. Appl icat ion Review 

Upon r e c e i p t ,  a l l  a p p l i c a t i o n s  w i l l  be  ass igned  by t h e  Divis ion of 
Research Grants according t o  accepted Refe r r a l  Guidel ines  t o  an 
I n i t i a l  Review Group f o r  s c i e n t i f i c  m e r i t  review and t o  an appro­
p r i a t e  ' I n s t i t u t e  o r  Divis ion f o r  f i n a l  review by t h e i r  Nat ional  
Advisory Council/Board. 

B. R e v i e w  Criteria 

Appl ica t ions  must be r e l evan t  t o  t h e  goa l s  of  t h i s  announcement. 
The f a c t o r s  considered i n  eva lua t ing  a p p l i c a t i o n s  are: 

1. 	 S c i e n t i f i c  m e r i t  of t h e  research  des ign ,  approaches,  and 
m e t  hod0 logy ; 

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

3 .  	 Q u a l i f i c a t i o n s  and experiences 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 proposed staff for the conduct of the proposed investi­
gat ions ; 

4 .  	 Reasonableness of t h e  budget and d u r a t i o n  i n  r e l a t i o n  t o  
t h e  proposed research;  

5 ,  Adequacy of time t o  be devoted by proposed p r o j e c t  s t a f f .  

V. METHOD OF APPLYING 

A. Appl icat ion Procedure 

U s e  t h e  s tandard  r e sea rch  grant  a p p l i c a t i o n  form PHS 398. I f  
t h e  i n s t i t u t i o n ' s  Business Of f i ce  o r  Cen t ra l  Applicat ion Control 
Of f i ce  does n o t  have t h i s  form, a copy can be  requested by wr i t i ng  
t o  t h e  Of f i ce  of Grants I n q u i r i e s ,  Div is ion  of Research Grants ,  
Nat iona l  I n s t i t u t e s  of Heal th ,  o r  by c a l l i n g  (301) 496-7441. 

Type t h e  phrase  "NICHD BEHAVIORAL AND SOCIAL SCIENCE RESEARCH I N  
MENTAL RETARDATION" on t h e  f a c e  page of t h e  a p p l i c a t i o n .  Enclose 
a covering l e t te r  s t a t i n g  that t h e  a p p l i c a t i o n  i s  i n  response t o  
t h i s  announcement. Send t h e  NICHD a copy (see below). 

Follow t h e  i n s t r u c t i o n s  wi th  t h e  a p p l i c a t i o n  form PHS 398, making 
s u r e  t h a t  i t e m s  noted i n  Sect ion I V  of t h i s  announcement are 
covered appropr i a t e ly .  Forward t o :  

Divis ion of Research Grants  
Nat ional  I n s t i t u t e s  of Heal th  
Room 2 4 0 ,  Westwood Building 
Bethesda, Maryland 20205 

.,*" 
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Receipt d a t e s  f o r  research  grant  a p p l i c a t i o n s  i n  response t o  
t h i s  announcement are no l a t e r  than: March I., Ju ly  1, and 
November 1. 

V I .  INQUIRIES AND CORRESPONDENCE 

I n q u i r i e s  	and correspondence should be  d i r e c t e d  to :  

Center f o r  Research for Mothers 
and Children 

Nat iona l  I n s t i t u t e  of Child Heal th  
and Human Development 

7910 Woodmont Avenue 
Landow Building 
Bethesda, Maryland 20205 



-**fl 

'*' 

NIH Guide f o r  Grants and Contracts  

v o l ,  8, No, 14, November 16 ,  1979 Page Twenty seven 


BIOMEDICAL RESEARCH SUPPORT GRANT 

DIVISION OF RESEARCH RESOURCES 

The Biomedical Research Support Grant (BRSG) Program i s  s p e c i f i c a l l y  
designed t o  complement o t h e r  forms of  biomedical r e sea rch  support .  Its 
main t h r u s t  is t o  s t r eng then ,  balance,  and s t a b i l i z e  pub l i c  hea l th-
supported biomedical and behaviora l  research  s t u d i e s  t h a t  develop new 
knowledge about fundamental p rocesses  r e l a t e d  t o  h e a l t h .  A d i s t i ngu i sh ­
ing  f e a t u r e  of t h i s  program is that i t  provides  oppor tuni ty  f o r  t h e  g ran tee  
i n s t i t u t i o n  t o  exercise on- s i t e  judgment i n  dec i s ions  regarding emphasis 
and s p e c i f i c  d i r e c t i o n  of t h e i r  research  ac t iv i t ies .  It enables  i n s t i t u ­
t i o n s  t o  respond quick ly  and e f f e c t i v e l y  t o  new o p p o r t u n i t i e s  and unpre­
d i c t a b l e  requirements,  t o  enhance c r e a t i v i t y ,  t o  encourage innovat ion,  t o  
provide f o r  p i l o t  s t u d i e s  and i n i t i a l  support  of new i n v e s t i g a t o r s ,  and t o  
improve research  resources--both phys ica l  and human. Awards are used to 
support  short-term, nonrecurr ing,  low-cost o r  c o r e  resource  support  needs 
that are n o t  f e a s i b l y  o r  appropr i a t e ly  supported by o t h e r  PHS grant  programs 

Heal th  p ro fes s iona l  schools ;  academic i n s t i t u t i o n s  o t h e r  than h e a l t h  
p ro fes s iona l  schools ;  h o s p i t a l s ;  s ta te  and municipal h e a l t h  agencies;  and 
non-profi t  non-academic r e sea rch  organiza t ions  that have received a mini-
mum of t h r e e  a l lowable  PHS biomedical and/or  hea l th - r e l a t ed  behavioral  
research  g ran t s ,  t o t a l i n g  $200,000 ( inc luding  d i r e c t  and i n d i r e c t  c o s t s ) ,  
awarded during FY 1979 (October 1, 1978 through September 30, 1979) are 
e l i g i b l e  t o  apply f o r  an FY 1980 BRSG. Federal  i n s t i t u t i o n s  and i n s t i t u ­
t i o n s  loca t ed  i n  a fo re ign  country are not  e l i g i b l e .  

BRSG a p p l i c a t i o n s  w i l l  be  mailed on o r  about November 30 t o  a l l  c u r r e n t  
BRSG gran tees  and t o  those  i n s t i t u t i o n s  t h a t  appear t o  be e l i g i b l e  accord­
ing  t o  NIH/PHS records.  

If an i n s t i t u q i o n  b e l i e v e s  t h a t  i t  is e l i g i b l e  t o  apply for a BRSG and does 
n o t  r ece ive  an a p p l i c a t i o n  by December 10, p l e a s e  w r i t e  o r  ca l l :  

Biomedical Research Support Program 

Division of  Research Resources 

Off i ce  of Grants and Cont rac ts  Management 

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

Bethesda, Maryland 20205 


Telephone: (301) 496-5131 
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EXTENSION OF DEADLINES FOR BIOPHARMACEUTICS / / f f f f /, 

RFAs (HFD 79-3 and 79-4) WOTICE~ 

Vol. 8, No. 12, dated September 26, 1979, of t h e  N I H  Guide for Grants and 
Contracts included two FDA WAS e n t i t l e d  "The B i o a v a i l a b i l i t y  and 
Pharmacokinetics of Oral Dosage Forms i n  Newborn and I n f a n t  Human Pa t i en t s "  
on page 35 and "The Pharmacokinetics arid B i o a v a i l a b i l i t y  of Drugs i n  
Disease S ta t e s "  on page 39 w i t h  app l i ca t ion  r e c e i p t  d a t e s  of November 15, 
1979. 

The deadl ines  f o r  t h e s e  two RFAs are hereby extended t o  December 15, 1979, 
t o  provide a d d i t i o n a l  time f o r  responses.  

41,s. GOVERNMENT PRINTING OFFICE: 1979 311-215/11 1 -3  


