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NOTICES 

APPLICATIONS INVOLVING HUMAN SUBJECTS - I R B  Review "Pending" 

P . T .  3 4 ;  K.W. 0783005, 1014002 

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

The i n s t r u c t i o n s  f o r  complet ing Form PHS-398 ( r e v i s e d  9/86)  from an a p p l i c a n t
o r g a n i z a t i o n  which has  an a p p r o p r i a t e  approved Mul t ip le  P r o j e c t  Assurance o f  
Compliance on f i l e  wi th  t h e  Of f i ce  of P r o t e c t i o n  from Research Risks ,  and 
which proposes  non-exempt r e s e a r c h  involv ing  human s u b j e c t s ,  i nc ludes  t h e  
fo l lowing:  

o 	 The " informat ion  i n  Items 4a and 4b and t h e  s i g n a t u r e s  on t h e  Face 
Page f u l f i l l  t h e  requirement  f o r  c e r t i f i c a t i o n  of I R B  approval .  To 
i n s u r e  a g a i n s t  de l ays  i n  t h e  review of t h e  a p p l i c a t i o n ,  I R B  review 
is  b e s t  completed p r i o r  t o  submission of  t h e  a p p l i c a t i o n .  However,
i f  t h e  I R B  review is unavoidably delayed beyond t h e  submission o f  
t h e  a p p l i c a t i o n ,  e n t e r  'pending'  a t  Item 4a .  A follow-up
c e r t i f i c a t i o n  of  I R B  approval  from an o f f i c i a l  s ign ing  f o r  t h e  
a p p l i c a n t  o r g a n i z a t i o n  must  t h e n  be s e n t  t o  and r ece ived  by t h e  
Execut ive S e c r e t a r y  of  t h e  i n i t i a l  review group wi th in  60 days
a f t e r  t h e  r e c e i p t  d a t e  f o r  which t h e  a p p l i c a t i o n  is submi t ted .  Any
modi f i ca t ions  i n  t h e  Research Plan s e c t i o n  of  t h e  a p p l i c a t i o n
r e q u i r e d  by t h e  I R B  must be submi t ted  wi th  t h e  follow-up
c e r t i f i c a t i o n .  Occas iona l ly  PHS i n i t i a l  review may be scheduled t o  
occur  be fo re  t h e  end of t h e  60-day g race  pe r iod .  I n  t h e s e  s p e c i a l  
c a s e s  o f  a c c e l e r a t e d  review, t h e  follow-up c e r t i f i c a t i o n  w i l l  be 
r eques t ed  e a r l i e r .  Otherwise,  it is t h e  r e s p o n s i b i l i t y  of  t h e  
a p p l i c a n t  o r g a n i z a t i o n  t o  submit t h e  follow-up c e r t i f i c a t i o n .  The 
PHS does not  guarantee  t h a t  it w i l l  remind t h e  a p p l i c a n t
o r g a n i z a t i o n  o r  t h e  p r i n c i p a l  inves t iga tor /program d i r e c t o r  t o  
provide  t h i s  missing informat  i o n .  If c e r t i f i c a t i o n  o f  I R B  approval
i s  no t  r ece ived  p r i o r  t o  t h e  scheduled PHS i n i t i a l  review d a t e ,  t h e  
a p p l i c a t i o n  w i l l  be cons idered  incomplete and d e f e r r e d  t o  t h e  next  
review c y c l e ,  

A c l a r i f i c a t i o n  is necessa ry .  If a follow-up c e r t i f i c a t i o n  of  I R B  approval
has  t o  be s e n t  t o  t h e  Execut ive S e c r e t a r y  of  t h e  i n i t i a l  review group, an 

rJ 	 a p p r o p r i a t e l y  completed and s igned  Form HHS 596 ( a v a i l a b l e  on r e q u e s t  from 
DRG) con t inues  t o  meet t h e  requi rements  f o r  c e r t i f i c a t i o n .  I n  l i e u  of t h i s  
p r e f e r r e d  form, a l e t t e r  prepared on o r g a n i z a t i o n a l  l e t t e r h e a d  s t a t i o n e r y  or a 
r e v i s e d  Face Page is accep tab le  provided t h a t  a l l  of  t h e  fo l lowing  r e q u i r e d
informat ion  is inc luded:  t i t l e  o f  p r o j e c t ,  a p p l i c a t i o n  number, name o f  
i n v e s t i g a t o r  and i n s t i t u t i o n ,  Mul t ip l e  P r o j e c t  Assurance number, d a t e  of  I R B  
approval ,  and a p p r o p r i a t e  s i g n a t u r e s .  The form HHS 596, t h e  o r g a n i z a t i o n a l
l e t t e r ,  or t h e  r e v i s e d  Face Page wi th  an at tachment  must  c o n t a i n  any changes 
o r  mod i f i ca t ions  r e q u i r e d  by t h e  IRB and if none, a s ta tement  t o  t h a t  e f f e c t .  

The name and addres s  of  t h e  Execut ive Secretary of t h e  i n i t i a l  review group
w i l l  be s e n t  t o  t h e  p r i n c i p a l  inves t iga tor /program d i r e c t o r  as soon as 
p o s s i b l e  a f t e r  t h e  r e c e i p t  d a t e ,  u s u a l l y  wi th in  s i x  weeks. To avoid d e l a y s  in 
review, do n o t  send t h e  follow-up informat ion  t o  any o t h e r  addres see .  

APPLICATIONS INVOLVING LIVE VERTEBRATE ANIMALS - IACUC Review "Pendins" 

P . T .  3 4 ;  K.W. 1014002 ,  1014003  

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

The i n s t r u c t i o n s  f o r  complet ing Form PHS-398 ( r e v i s e d  9/86) from an  a p p l i c a n t
o r g a n i z a t i o n  t h a t  has  an approved Animal Welfare Assurance on f i l e  wi th  t h e  
Of f i ce  of  P r o t e c t i o n  from Research Risks ,  and which proposes  r e s e a r c h  
involv ing  v e r t e b r a t e  animals ,  i nc ludes  t h e  fo l lowing:  

o 	 The " informat ion  i n  I tems 5a and 5b and t h e  s i g n a t u r e s  on t h e  Face 
Page f u l f i l l  t h e  requirement  f o r  v e r i f i c a t i o n  of I A C U C  approval .
To i n s u r e  a g a i n s t  de l ays  i n  t h e  review o f  t h e  a p p l i c a t i o n ,  IACUC 
review i s  b e s t  completed p r i o r  t o  submission o f  t h e  a p p l i c a t i o n .
However, i f  t h e  IACUC review is unavoidably delayed beyond t h e  
submission of  t h e  a p p l i c a t i o n ,  e n t e r  'pending'  a t  Item 5 a .  A 
follow-up v e r i f i c a t i o n  of IACUC approval  from an o f f i c i a l  s i g n i n g
f o r  t h e  a p p l i c a n t  o r g a n i z a t i o n  must t h e n  be s e n t  t o  and r ece ived  by
t h e  Execut ive S e c r e t a r y  of  t h e  i n i t i a l  review group wi th in  60 days 
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a f t e r  t h e  r e c e i p t  d a t e  f o r  which t h e  a p p l i c a t i o n  is submi t ted .  Any
modi f i ca t ions  i n  t h e  Research Plan s e c t i o n  o f  t h e  a p p l i c a t i o n
r e q u i r e d  by t h e  IACUC m u s t  be  submi t ted  wi th  t h e  follow-up
v e r i f i c a t i o n .  Occas iona l ly  PHS i n i t i a l  review may be scheduled t o  
occur  be fo re  t h e  end o f  t h e  60-day g race  p e r i o d .  I n  t h e s e  s p e c i a l  
c a s e s  of  a c c e l e r a t e d  review, t h e  follow-up v e r i f i c a t i o n  w i l l  be  
r eques t ed  e a r l i e r .  Otherwise,  it i s  t h e  r e s p o n s i b i l i t y  o f  t h e  
a p p l i c a n t  o r g a n i z a t i o n  t o  submit t h e  follow-up v e r i f i c a t i o n .  The 
PHS does n o t  gua ran tee  t h a t  it w i l l  remind t h e  a p p l i c a n t
o r g a n i z a t i o n  o r  t h e  p r i n c i p a l  inves t iga tor /program d i r e c t o r  t o  
provide  t h i s  miss ing  informat ion .  If v e r i f i c a t i o n  o f  IACUC 
approval  is n o t  r ece ived  p r i o r  t o  t h e  scheduled PHS i n i t i a l  review 
d a t e ,  t h e  a p p l i c a t i o n  w i l l  b e  cons ide red  incomplete  and d e f e r r e d  t o  
t h e  nex t  review c y c l e . "  

A c l a r i f i c a t i o n  is neci-ssary.  If a follow-up v e r i f i c a t i o n  of  IACUC approval
has  t o  be s e n t  t o  t h e  Execut ive  S e c r e t a r y  o f  t h e  i n i t i a l  review group, an  
a p p r o p r i a t e l y  completed and s igned  l e t t e r ,  prepared  accord ing  t o  t h e  example
found on page 16 o f  t h e  PHS Po l i cy  on Humane Care and Use o f  Labora tory  Animals 
( r e v i s e d  as o f  September 19861, con t inues  t o  meet t h e  requi rements  f o r  v e r i f i c a t i o n .  
I n  l i e u  o f  t h i s  p r e f e r r e d  method, a r e v i s e d  Face Page i s  accep tab le ,  provided
t h a t  a l l  o f  t h e  fo l lowing  informat ion  i s  inc luded:  a p p l i c a t i o n  number, t i t l e  
of p r o j e c t ,  name o f  i n v e s t i g a t o r  and i n s t i t t ' i o n ,  Animal Welfare Assurance 
number, d a t e  o f  IACUC approval ,  and a p p r o p r i a t e  s i g n a t u r e s .  An a t t a c h e d  
page should  c o n t a i n  any changes o r  mod i f i ca t ions  r e q u i r e d  by t h e  IACUC, and i f  none, 
a s t a t emen t  t o  t h a t  e f fec t .  

The name and addres s  o f  t h e  Execut ive S e c r e t a r y  of t h e  i n i t i a l  review group
w i l l  be  s e n t  t o  t h e  p r i n c i p a l  inves t iga tor /program d i r e c t o r  as soon as 
p o s s i b l e  a f t e r  t h e  r e c e i p t  d a t e ,  u s u a l l y  w i t h i n  s i x  weeks. To avoid  de l ays  i n  
review,  do n o t  send t h e  follow-up informat ion  t o  any o t h e r  addres see .  

DATED ANNOUNCEMENTS (RFPs AND RFAs  AVAILABLE) 

EPIDEMIOLOGIC SURVEYS FOR HUMAN RETROVIRUSES 

RFP AVAILABLE: NCI-CP-EB-85603-57 

P.T. 34; K.W.  0785055, 0404021, 1002045, 0715035 

Na t iona l  Cancer I n s t i t u t e  

The Family S t u d i e s  S e c t i o n  (FSS), Environmental  Epidemiology Branch ( E E B ) ,
Epidemiology and B i o s t a t i s t i c s  Program (EBP), D iv i s ion  o f  Cancer E t io logy
(DCE), Nat iona l  Cancer I n s t i t u t e  ( N C I ) ,  i s  recompeting an ongoing p r o j e c t
which is c u r r e n t l y  be ing  performed by t h e  Medical Research Counci l  (Cont rac t
No. NOl-CP:-NOl-CP-51030). The o b j e c t i v e s  o f  t h i s  a c q u i s i t i o n  are:  1 )  t o  
conduct su rveys  o f  t h e  occurrence  o f  human r e t r o v i r u s e s  i n  r e l a t i o n s h i p  t o  
malignancy by c o l l e c t i n g  sera and o t h e r  samples f o r  s e r o l o g i c  and v i r o l o g i c
a n a l y s i s  from ep idemio log ica l ly  de f ined  s tudy  popu la t ions ;  2) t o  c h a r t  t h e  
d i s t r i b u t i o n  of  HTLV-I i n  r e l a t i o n s h i p  t o  leukemia/lymphoma and o t h e r  d i s e a s e  
outcomes focus ing  i n  a r e a s  suspec ted  t o  be HTLV-I endemic; 3 )  t o  e x p l o r e  t h e  
r o l e  of H I V  as a c o f a c t o r  f o r  v i r a l l y - a s s o c i a t e d  cancer  i n  Africa;  and 4) t o  
s e a r c h  f o r  new human r e t r o v i r u s e s  suspec ted  on t h e  b a s i s  o f  ep idemiologic  o r  
s e r o l o g i c  ev idence .  P r o j e c t  s i tes  w i l l  be  t a r g e t e d  by t h e  N C I  and t h e  
P r i n c i p a l  I n v e s t i g a t o r  based on t h e  p o t e n t i a l  f o r  exp lo r ing  o r  s e t t l i n g
s p e c i f i c  q u e s t i o n s .  Choice o f  s tudy  s i t e s  w i l l  be  based on new d a t a  c o n t a c t s  
wi th  l o c a l  s c i e n t i s t s  wi th  access t o  s tudy  popu la t ions  and through r e s u l t s  o f  
ongoing s t u d i e s  i n  a s p e c i f i c  l o c a l e  wi th  unexpected f i n d i n g s .  

Under t h i s  proposed a c q u i s i t i o n  t h e  Con t rac to r  s h a l l  be r e s p o n s i b l e  f o r :  a )
c o n s u l t a t i o n s  and c o l l a b o r a t i o n s  wi th  N C I  P r o j e c t  Off icer(s) ,  o t h e r  
i n v e s t i g a t o r s  des igna ted  by t h e  P.O. and o f f i c i a l s  of  i n t e r n a t i o n a l  h e a l t h  
o r g a n i z a t i o n s  as d i r e c t e d  by t h e  P.O.;  b )  su rveys  o f  e x i s t i n g  and new sera; c)
d a t a  and specimen c o l l e c t i o n ;  d )  q u a l i t y  c o n t r o l  and s t a n d a r d i z a t i o n ;  and e )
l a b o r a t o r y  r e s o u r c e 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 .  It i s  a n t i c i p a t e d  t h a t  a 
s i n g l e  award w i l l  be  made f o r  a pe r iod  o f  f i v e  y e a r s  w i th  t h e  a n t i c i p a t e d
award scheduled f o r  February 1988. There are no l i m i t a t i o n s  on t h e  geographic
l o c a t i o n  of  t h e  C o n t r a c t o r .  I n  o r d e r  t o  be cons idered ,  t h e  Con t rac to r  must 
meet t h r e e  sets o f  requi rements  and s p e c i f i c a t i o n s  wi th  r ega rd  t o  
i n s t i t u t i o n a l  ( c o r p o r a t e )  requi rements ,  i n s t i t u t i o n a l  exper ience  and personnel
requi rements .  These w i l l  be  d e t a i l e d  i n  t h e  s o l i c i t a t i o n  package which w i l l  
be  forwarded upon r e q u e s t .  A pr imary r e s t r i c t i o n  w i l l  be  t h e  
non- in t e rchangeab i l i t y  of  t h e  key personnel  ( s u b s t i t u t i o n s  o f  key personnel
a f t e r  award o r  r e s i g n a t i o n  o f  key personnel  may be c a u s e  f o r  t e r m i n a t i o n  and 
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recompet i t ion  o f  t h e  c o n t r a c t ) .  An RFP w i l l  be  a v a i l a b l e  on/about August 17,
1987, and p roposa l s  w i l l  be due wi th in  45 ca l enda r  days a f t e r  t h e  d a t e  o f  
i s suance  of  t h e  RFP. A l l  r e s p o n s i b l e  sou rces  may submit a proposa l  which w i l l  
be cons idered  f o r  award by t h e  Nat iona l  Cancer I n s t i t u t e .  

Copies of  t h e  RFP may be ob ta ined  by sending a w r i t t e n  r eques t  t o :  

-' Tr ina  M .  P o r t e r  

b' 

*d 


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

Nat iona l  Cancer I n s t i t u t e  

B l a i r  Bui ld ing ,  Room 114 

9000 Rockvi l le  P ike  

Bethesda, Maryland 20892 


A CLINICAL TRIAL FOR THE USE OF MONOCLONAL ANTIBODIES 

I N  THE PREVENTION OF K I D N E Y  GRAFT REJECTION 


RFP AVAILABLE: NIAID-IAIDP-88-13 


P.T. 34; K.W.  0760045, 0755015, 0745040, 0705075 


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


The Nat iona l  I n s t i t u t e s  o f  Heal th  ( N I H )  has  a requirement  f o r  t h e  a c q u i s i t i o n 

of  a C l i n i c a l  T r i a l  f o r  t h e  Use o f  Monoclonal Ant ibodies  i n  t h e  Prevent ion  o f  

Kidney Graft Re jec t ion .  


The Genet ics  and T r a n s p l a n t a t i o n  Biology Branch of  t he  Immunology, A l l e rgy  and 

Immunologic i j i s eases  Program of  t h e  Nat iona l  I n s t i t u t e  o f  A l l e rgy  and 

I n f e c t i o u s  Diseases  ( N I A I D )  is  s o l i c i t i n g  c o n t r a c t  p roposa l s  from 

o r g a n i z a t i o n s  having t h e  c a p a b i l i t i e s  and f a c i l i t i e s  f o r  conduct ing a c l i n i c a l  

t r i a l  i n  t h e  p reven t ion  of  kidney g r a f t  r e j e c t i o n .  Of fe ro r s  should have 

demonstrated exper ience  i n  kidney t r a n s p l a n t a t i o n  and immunotherapeutic 

t echno log ie s  a s  w e l l  as exper ience  i n  t h e  conduct of  c l i n i c a l  t r i a l s .  The 

a b i l i t y  t o  c o l l e c t  and ana lyze  d a t a  r e l a t i n g  t o  t h e  e f f i c a c y  of  t h e r a p e u t i c 

regimens is  a l s o  r e q u i r e d .  


RFP-NIAID-IAIDP-88-13 w i l l  be a v a i l a b l e  on or about August 31, 1987. 

Responses are due by November 20, 1987. Th i s  NIAID-sponsored p r o j e c t  w i l l  

t a k e  approximately f o u r  y e a r s  t o  complete.  Two awards are a n t i c i p a t e d .  Any

r e spons ib l e  o r g a n i z a t i o n  may submit a proposa l  which w i l l  be cons idered  by t h e  

Government. To r e c e i v e  a copy o f  t h i s  RFP, p l e a s e  supply t h i s  o f f i c e  wi th  two 

se l f - addres sed  mai l ing  l a b e l s .  


Telephone i n q u i r i e s  w i l l  no t  be honored and a l l  i n q u i r i e s  must be w r i t t e n  and 

addressed  t o  t h e  o f f i c e  l i s t e d  below. 


Your r eques t  should be mailed t o :  


M s .  Rosemary L.  McCabe 

Nat iona l  I n s t i t u t e  of A l l e r g y  and I n f e c t i o u s  Diseases 

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

Westwood Bui ld ing ,  Room 707 

Bethesda, Maryland 20892 


This  adver t i sement  does no t  commit t h e  Government t o  make an award. 


THE OPTIC NEURITIS TREATMENT TRIAL (ONTT): COOPERATING CLINICS 


RFA AVAILABLE: 87-EY-01 


P.T.  34; K.W. 0715100, 0755015, 0740025 


Nat iona l  Eye I n s t i t u t e  


Appl i ca t ion  Rece ip t  Date: October 15, 1987 


The Nat iona l  Eye I n s t i t u t e  ( N E 1 1  i n v i t e s  a p p l i c a t i o n s  f o r  coope ra t ive  

agreements t o  suppor t  i n d i v i d u a l  c l i n i c s '  p a r t i c i p a t i o n  i n  a mult i - cen te r  

c l i n i c a l  t r i a l  on t h e  treatment of o p t i c  n e u r i t i s .  


BACKGROUND INFORMATION 

Opt ic  n e u r i t i s  i s  t h e  most common acqui red  o p t i c  nerve d i s o r d e r  (exc luding
glaucoma) i n  t h e  under 50  age group, e s p e c i a l l y  i n d i v i d u a l s  between t h e  ages
of  15 and 45 .  The annual  inc idence  has  been e s t ima ted  a t  about t h r e e  p e r  
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100,000 i n  h igh  r i s k  a r e a s  and one p e r  100 ,000  i n  lower r i s k  areas. Even 
though from a c l i n i c a l  p e r s p e c t i v e  t h i s  ra te  seems q u i t e  low, it s t i l l  
i n d i c a t e s  t h a t  a s u b s t a n t i a l  number o f  cases o f  o p t i c  n e u r i t i s  occur  each 
y e a r .  While t h e  prognos is  f o r  v i s u a l  recovery  h a s  g e n e r a l l y  been s a i d  t o  be  
good, s i g n i f i c a n t  v i s u a l  d i s a b i l i t y  may e x i s t  a f t e r  r e s o l u t i o n  o f  t h e  
c o n d i t i o n .  Cur ren t ly ,  t h e r e  are no e s t a b l i s h e d  g u i d e l i n e s  t o  fo l low i n  
dec id ing  on a t r ea tmen t  f o r  a p a t i e n t  w i th  t h i s  c o n d i t i o n .  Thus, a t r ea tmen t  
which would reduce t h e  r e s i d u a l  o p t i c  nerve  damage produced by o p t i c  n e u r i t i s  
would be u s e f u l .  

RESEARCH GOALS AND SCOPE 

The goa l  o f  t h i s  i n i t i a t i v e  i s  t o  gene ra t e  a m u l t i c e n t e r ,  masked, randomized,
c o n t r o l l e d  c l i n i c a l  t r i a l  designed t o  determine t h e  va lue  of c o r t i c o s t e r o i d s  
i n  t h e  t r ea tmen t  o f  o p t i c  n e u r i t i s .  S p e c i f i c a l l y ,  t h e  c u r r e n t  t r i a l  h a s  been 
developed t o  determine whether t r ea tmen t  wi th  c o r t i c o s t e r o i d s  w i l l  d ec rease  
r e s i d u a l  v i s u a l  dys func t ion  fo l lowing  r e s o l u t i o n  o f  o p t i c  n e u r i t i s  and whether 
it w i l l  speed recovery .  A s t anda rd  p r o t o c o l  w i l l  be  fol lowed i n  a l l  c l i n i c s .  
Con t ra s t  s e n s i t i v i t y  and per imet ry  w i l l  s e r v e  a s  t h e  pr imary parameters  f o r  
de t e rmina t ion  o f  u l t i m a t e  outcome. 

The complete des ign  o f  t h e  ONTT, background and r a t i o n a l e  f o r  t h e  s tudy ,
o r g a n i z a t i o n ,  p a t i e n t  e l i g i b i l i t y  and exc lus ion  c r i t e r i a ,  a s  w e l l  as a l l  
matters r e l a t i n g  t o  t h e  conduct o f  t h i s  s tudy  are d e t a i l e d  i n  t h e  ONTT Manual 
o f  Procedures .  A copy may be ob ta ined  by c o n t a c t i n g  t h e  NE1 program d i r e c t o r  
(see below).  

MECHANISM OF SUPPORT 


Awards w i l l  be  made as coope ra t ive  agreements.  These awards re f lec t  an 

a s s i s t a n c e  r e l a t i o n s h i p  i n  which s u b s t a n t i a l  involvement wi th  NE1 s taff  du r ing 

performance o f  t h e  p r o j e c t  is  a n t i c i p a t e d .  P o l i c i e s  t h a t  govern r e s e a r c h  

g r a n t  programs o f  t h e  Pub l i c  Heal th  Se rv ice  w i l l  p r e v a i l .  The award o f  g r a n t s  

pursuant  t o  t h i s  RFA i s  con t ingen t  upon r e c e i p t  o f  g r a n t s  o f  h igh  s c i e n t i f i c  

merit  and t h e  a v a i l a b i l i t y  o f  appropr i a t ed  funds .  I n  f i s c a l  yea r  1988, t h e  

NE1 p l a n s  t o  fund approximately t e n  awards i n  response  t o  t h i s  RFA. 


METHOD OF APPLYING 


A l l  a p p l i c a t i o n s  i n  response  t o  t h i s  RFA must be submi t ted  on App l i ca t ion  Form 

PHS 398 ( r e v i s e d  9 /86) .  Forms 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  b u s i n e s s  

o f f i c e s  o r  3ff ices  o f  cponsored r e s e a r c h .  These forms may a l s o  be ob ta ined  

from: 


Office o f  Grants  I n q u i r i e s 

Div i s ion  of Research Grants  

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

Westwood Bui ld ing ,  Room 448 

Bethesda, Maryland, 20892. 


The RFA l a b e l  a v a i l a b l e  i n  t h e  9/86 r e v i s i o n  o f  App l i ca t ion  Form 398 must be  

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

r e s u l t  i n  de layed  p rocess ing  o f  your a p p l i c a t i o n  such t h a t  it may n o t  r each  

t h e  review committee i n  t i m e  f o r  review.  


Addi t iona l  in format ion  and i n s t r u c t i o n s  f o r  complet ing t h e  a p p l i c a t i o n  should  

be ob ta ined  from t h e  NE1 program d i r e c t o r  (see below).  


INQUIRIES 


A copy o f  t h e  complete RFA, which d e c r i b e s  t h e  r e s e a r c h  g o a l s  and scope,  terms 

and c o n d i t i o n s ,  review procedures  and c r i t e r i a ,  and method o f  apply ing  may be  

ob ta ined  by c o n t a c t i n g  t h e  S t rab ismus ,  Amblyopia, and Vi sua l  Process ing 

Program, NE1 : 


D r .  Constance W .  A t w e l l  

Chief ,  Strabismus,  Amblyopia, and 

Visual  Process ing  Branch 

Bui ld ing  31, Room 6A51 

Nat iona l  Eye I n s t i t u t e  

Bethesda, Maryland 20892 

Telephone: (3011 496-5301 


w 
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DEVELOPMENT, TESTING, AND VALIDATION OF A PROTOCOL TO ASSESS 
CARDIOVASCULAR REACTIVITY I N  HUMAN POPULATIONS 

RFA AVAILABLE: 87-HL-24-P 

P . T .  34; K.W. 0715040, 0715195, 0785055, 0411005 

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

Appl ica t ion  Receipt  Date : November 23, 1987 

The Behavioral  Medicine Branch of t h e  Div i s ion  of  Epidemiology and C l i n i c a l  
App l i ca t ions ,  NHLBI,  announces t h e  a v a i l a b i l i t y  of  an RFA f o r  t h e  development
of a p ro toco l  f o r  a s s e s s i n g  ca rd iovascu la r  r e a c t i v i t y  t o  s t r e s s o r s ,  s u i t a b l e  
f o r  use  i n  p rospec t ive  ep idemiologica l  and c l i n i c a l  i n v e s t i g a t i o n s  o f  
r e a c t i v i t y  and ca rd iovascu la r  d i s e a s e s .  

Seve ra l  i s s u e s  must be addressed i n  d e v i s i n g  a v a l i d  r e a c t i v i t y  measurement 
p r o t o c o l .  These i s s u e s  inc lude  procedures  t o  measure b a s e l i n e  va lues ,  des ign
of  t h e  a p p r o p r i a t e  cha l l enge  t e s t s ,  t h e  choice  of  phys io log ica l  responses  t o  
be measured, and demonstrat ion of  appropr i a t eness  of  t h e  tests and p r o t o c o l
f o r  v a r i o u s  popu la t ion  subgroups.  

I n  o rde r  t o  t a k e  f u l l y  i n t o  c o n s i d e r a t i o n  t h e  numerous v a r i a b l e s  which 
in f luence  such tests,  development of t h e  ca rd iovascu la r  r e a c t i v i t y  p ro toco l  i n  
two phases  should be cons ide red .  Phase I would u t i l i z e  a b a t t e r y  of  
p o t e n t i a l l y  u s e f u l  t es t s  and measures, whi le  Phase I1 would con t inue  more 
e x t e n s i v e  development and v a l i d a t i o n  o f  on ly  t h e  most promising e lements  from 
Phase I .  S ince  a v a r i e t y  of  c i rcumstances  might d i c t a t e  t h e  t i m e  a v a i l a b l e  for 
t e s t  a d m i n i s t r a t i o n ,  a s h o r t  and long  form of  t h e  p ro toco l  would be 
d e s i r e a b l e .  F i n a l l y ,  v a r i a n t s ,  o r  d i f f e r e n t  forms o f  t h e  same p r o t o c o l  may be 
d e s i r e a b l e  t o  accommodate exper imenta l  des igns  which r e q u i r e  f r e q u e n t l y
repea ted  t e s t i n g .  

Because of  t h e  complex i t i e s  i nhe ren t  i n  t h e  development and r e l i a b i l i t y
t e s t i n g  of  such a p r o t o c o l ,  and i n  o rde r  t o  b r i n g  t o  bea r  t h e  f u l l  b read th  o f  
e x i s t i n g  exper ience  a v a i l a b l e  i n  t h e  s c i e n t i f i c  community, t h e  g r a n t e e  w i l l  be  
urged t o  convene an adv i so ry  board t o  a s s i s t  wi th  p e r i o d i c  review o f  t h e  
p r o j e c t  . 
The award w i l l  be  made as a Cooperat ive Agreement. Under t h i s  mechanism, a 

w * r r *  	 nego t i a t ed  p a r t n e r  r e l a t i o n s h i p  e x i s t s  between t h e  r e c i p i e n t  o f  t h e  award and 
t h e  NHLBI ,  i n  which t h e  performer of  t h e  a c t i v i t y  is respons ive  t o  t h e  
requi rements  and c o n d i t i o n s  s e t  f o r t h  i n  t h e  RFA, and ag rees  t o  accep t  t h e  
a s s i s t a n c e ,  advice ,  and involvement of  a des igna ted  NHLBI s t a f f  member i n  t h e  
execut ion  of  t h e  p r o j e c t .  Th i s  involvement w i l l  be p r i m a r i l y  through f u l l  
p a r t i c i p a t i o n  of  t h i s  s t a f f  member i n  t h e  adv i so ry  board r e f e r r e d  t o  above,
and through p e r i o d i c  review of  p rogres s  and procedures  used i n  t h e  
implementation o f  t h e  r e a c t i v i t y  p r o t o c o l .  Appl icants  must, however, d e f i n e  
t h e i r  o b j e c t i v e s  i n  accord  wi th  t h e i r  own i n t e r e s t s  and pe rcep t ions  o f  
approaches t o  ca rd iovascu la r  r e a c t i v i t y  assessment .  I t  is  a n t i c i p a t e d  t h a t  
one o r  two awards  w i l l  be made under this program. 

The RFA l a b e l  a v a i l a b l e  i n  t h e  9/86 r e v i s i o n  of Appl i ca t ion  Form 398 must be 

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

r e s u l t  f n  delayed p rocess ing  of  your a p p l i c a t i o n  such t h a t  it may no t  r each  

t h e  review committee i n  t i m e  f o r  review.  


For f u r t h e r  in format ion  and a copy o f  t h e  RFA c o n t a c t :  


D r .  P e t e r  G .  Kaufmann 

Behavioral  Medicine Branch 

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

Federa l  Bui ld ing ,  Room 216 

Bethesda, Maryland 20892 

Telephone: (301) 496-9380 
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NUTRITION COORDINATING CENTER TO PARTICIPATE I N  AN O N G O I N G  MULTICENTER 
C L I N I C A L  STUDY OF MODIFICATION OF DIET I N  RENAL DISEASE (MDRD) 

RFA AVAILABLE: 87-DK-11 

P.T. 34; K.W.  0710095, 0705075, 1010013 

Nat iona l  I n s t i t u t e  o f  Diabe tes  and Diges t ive  and Kidney Diseases 

App l i ca t ion  Rece ip t  Date: November 13, 1987 

The Na t iona l  I n s t i t u t e  o f  Diabe tes  and Diges t ive  and Kidney Diseases  ( N I D D K )
i n v i t e s  a p p l i c a t i o n s  f o r  a N u t r i t i o n  Coordina t ing  Center  t o  p a r t i c i p a t e  i n  a 
m u l t i c e n t e r  c l i n i c a l  s tudy  e n t i t l e d  Modif ica t ion  o f  D i e t  i n  Renal Disease  
(MDRD) S tudy .  

BACKGROUND INFORMATION 

I n  1983, t h e  N I A D D K  (now N I D D K )  i s sued  Requests  f o r  Coopera t ive  Agreement
App l i ca t ions  i n v i t i n g  a p p l i c a t i o n s  from C l i n i c a l  Cen te r s  and a Data 
Coordina t ing  Center  t o  p a r t i c i p a t e  wi th  t h e  N I A D D K  i n  a m u l t i c e n t e r  
c o l l a b o r a t i v e  c l i n i c a l  t r i a l  t o  s tudy  t h e  effect  o f  p r o t e i n  r e s t r i c t i o n  on t h e  
p rogres s ion  o f  r e n a l  d i s e a s e .  Nine C l i n i c a l  Cen te r s  and a Data Coordina t ing
Center  were s e l e c t e d  on t h e  b a s i s  o f  pee r  review and r ece ived  awards t o  
under take  t h e  P lanning  (Phase I )  and F e a s i b i l i t y  Study (Phase 11) o f  t h i s  
m u l t i c e n t e r  c l i n i c a l  t r i a l .  A N u t r i t i o n  Coordina t ing  Center  w a s  funded as a 
subcon t rac t  t o  t h e  Data Coordina t ing  Center .  

The MDRD Study is now a t  approximately t h e  halfway mark o f  t h e  F e a s i b i l i t y
Study and i s  expec ted  t o  proceed t o  Phase I11 i n  September 1988. The 
N u t r i t i o n  Coordina t ing  Center  p r e s e n t l y  p a r t i c i p a t i n g  i n  t h e  s tudy  is  
scheduled t o  be phased ou t  on June 30,  1988. This  s o l i c i t a t i o n  is t o  i n v i t e  
a p p l i c a t i o n s  from o r g a n i z a t i o n s  wi th  t h e  r e q u i s i t e  expe r i ence  and r e s o u r c e s  t o  
s e r v e  as  t h e  MDRD N u t r i t i o n  C o o r d i n a t i n g  Center  for Phases  I11 and IV o f  t h e  
s tudy .  

RESEARCH GOALS AND SCOPE 

The N u t r i t i o n  Coordina t ing  Center  s e r v i n g  t h e  MDRD Study w i l l  be  r e s p o n s i b l e
f o r  ove r see ing  t h e  n u t r i t i o n  component o f  t h e  s tudy ,  i nc lud ing  t h e  
development, e v a l u a t i o n  and moni tor ing  o f  c l i n i c a l  c e n t e r  n u t r i t i o n i s t s ,
compliance and counse l ing  t echn iques  and e d u c a t i o n a l  m a t e r i a l ;  a n a l y s i s  o f  
n u t r i e n t  and compliance d a t a ;  n u t r i e n t  d a t a  base  management; d a t a  c o l l e c t i o n  
and p rocess ing ;  i n t e r n a l  and e x t e r n a l  q u a l i t y  c o n t r o l  procedures ;  and 
documentation, hand l ing  and r e p o r t i n g  o f  s tudy  d a t a .  

Access t o  a n u t r i e n t  d a t a  base  and adequate  computer hardware c a p a c i t y  are 
fundamental  requi rements  o f  a N u t r i t i o n  Coordina t ing  Center  s e r v i n g  t h e  s t u d y .
The d e t a i l s  o f  t h e  MDRD Study,  i n c l u d i n g  s tudy  o r g a n i z a t i o n ,  t h e  Phase I1 
Pro toco l  and o t h e r  matters r e l a t i n g  t o  t h e  conduct o f  t h e  s tudy  w i l l  be  made 
a v a i l a b l e  t o  r e sponden t s .  

MECHANISM OF SUPPORT 

The a d m i n i s t r a t i v e  and funding  mechanism which w i l l  be used t o  suppor t  t h e  
MDRD N u t r i t i o n  Coordina t ing  Center  f o r  Phases  I11 and I V  o f  t h e  s tudy  i s  t h e  
coope ra t ive  agreement .  

Under t h e  coope ra t ive  agreement,  a n e g o t i a t e d  p a r t n e r  r e l a t i o n s h i p  e x i s t s  
between t h e  r e c i p i e n t  of  t h e  award and t h e  N I D D K  i n  which t h e  performer o f  t h e  
a c t i v i t y  i s  r e spons ive  t o  t h e  requi rements  and c o n d i t i o n s  set  f o r t h  i n  t h e  RFA 
and a g r e e s  t o  accep t  N I D D K  s ta f f  adv ice  and involvement i n  t h e  execu t ion  o f  
t h e  p r o j e c t .  

The s p e c i f i c  terms, c o n d i t i o n s ,  and a r b i t r a t i o n  procedures  p e r t a i n i n g  t o  t h e  
scope and n a t u r e  o f  t h e  i n t e r a c t i o n  between t h e  N I D D K  and t h e  N u t r i t i o n  
Coordina t ing  Center  are desc r ibed  i n  t h e  RFA and w i l l  be  inco rpora t ed  i n  t h e  
Not ice  of  Award. 

Le t t e r  of  I n t e n t  r e c e i p t  d a t e  October 2 ,  1987 
Appl i ca t ion  r e c e i p t  d a t e  November 13, 1987 
S c i e n t i f i c  merit review December 1987 
N I D D K  Advisory Council  review February 1988 
A n t i c i p a t e d  award d a t e  March 1 ,  1988 
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INQUIRIES 

Requests f o r  t h e  complete RFA and Phase I1 Pro toco l  may be ob ta ined  from: 

Anna M .  Sandberg, D r .  P.H. 
C l i n i c a l  T r i a l  Coordinator  
D iv i s ion  of  Kidney, Urologic  and 

*ruf 	 Hematologic Diseases  
Nat iona l  I n s t i t u t e  of  Diabe tes  and Diges t ive
and Kidney Diseases  
Nat iona l  I n s t i t u t e s  of  Heal th  
Westwood Bui ld ing ,  Room 621 
Bethesda, Maryland 20892 
Telephone: (301)  496-7133 

Appl i ca t ions  must be submi t ted  us ing  Form 398 (Rev. 9/86) .  The RFA l a b e l  
conta ined  i n  t h e  a p p l i c a t i o n  k i t  must be a f f i x e d  t o  t h e  bottom o f  t h e  face 
page of  t h e  o r i g i n a l  copy o f  t h e  a p p l i c a t i o n .  F a i l u r e  t o  use  t h i s  l a b e l  could  
r e s u l t  i n  a delayed p rocess ing  and review of your a p p l i c a t i o n .  

NATIONAL RESEARCH SERVICE AWARD INSTITUTIONAL RESEARCH 
T R A I N I N G  GRANTS I N  PRIMARY MEDICAL AND DENTAL CARE 

P.T. 44; K.W. 0720005, 0730000, 0785035, 0785040 

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

Receipt Date: November 12, 1987 

AUTHORITY AND PURPOSE 

Pub l i c  Law 99-158 au thor i zed  r e s e a r c h  t r a i n i n g  g r a n t s  under t h e  Nat iona l  
Research Se rv ice  Award (NRSA) A c t  t o  be made t o  i n d i v i d u a l s  a f f i l i a t e d  wi th  
e n t i t i e s  which have r ece ived  g r a n t s  or c o n t r a c t s  under S e c t i o n  780, 784 or 786 
o f  t h e  Pub l i c  Heal th  S e r v i c e  A c t  and are f o r  r e s e a r c h  i n  primary medical  care. 
By v i r t u e  of  t h i s  a u t h o r i t y ,  t h e  Nat iona l  I n s t i t u t e s  o f  Heal th  ( N I H )  and t h e  
Alcohol,  Drug Abuse and Mental Heal th  Adminis t ra t ion  (ADAMHA) are implementing 
an i n s t i t u t i o n a l  NRSA p o s t d o c t o r a l  r e s e a r c h  t r a i n i n g  program i n  primary care 
medicine t o  be adminis te red  by t h e  Nat iona l  I n s t i t u t e  o f  Chi ld  Heal th  andu'	Human Development ( N I C H D ) ,  t h e  Nat iona l  I n s t i t u t e  of  Diabe tes  and Diges t ive
and Kidney Diseases  ( N I D D K ) ,  t h e  Nat iona l  I n s t i t u t e  of  Dental  Research ( N I D R )
and t h e  Nat iona l  I n s t i t u t e  of  Mental Heal th  ( N I M H ) .  

LEVELS OF T R A I N I N G  

App l i ca t ions  w i l l  be  accepted  from i n s t i t u t i o n s  and e n t i t i e s ,  as def ined  
above, f o r  t h e  suppor t  o f  i n d i v i d u a l s  ho ld ing  t h e  M.D.,  D . O . ,  D.D.S. or 
equ iva len t  degrees  who wish t o  engage i n  r e s e a r c h  t r a i n i n g  p r e p a r a t o r y  t o  
e n t e r i n g  academic careers i n  primary medicine or d e n t i s t r y .  

E L I G I B I L I T Y  REQUIREMENTS 

Domestic n o n p r o f i t  p u b l i c  or p r i v a t e  schoo l s  o f  medicine,  os teopathy  and 
d e n t i s t r y ,  s p e c i f i c a l l y  departments  o f  fami ly  medicine,  gene ra l  i n t e r n a l  
medicine,  gene ra l  p e d i a t r i c s ,  o b s t e t r i c s  and gynecology or t h e  g e n e r a l
practice o f  d e n t i s t r y  may apply  f o r  g r a n t s  t o  suppor t  r e s e a r c h  t r a i n i n g  
programs. 

The a p p l i c a n t  i n s t i t u t i o n  must have, or be a b l e  t o  develop,  t h e  staff and 
f a c i l i t i e s  r e q u i r e d  f o r  t h e  proposed program. The t r a i n i n g  program d i r e c t o r  
a t  t h e  i n s t i t u t i o n  w i l l  be  r e s p o n s i b l e  f o r  t h e  s e l e c t i o n  and appointment o f  
t r a i n e e s  and f o r  t h e  o v e r a l l  d i r e c t i o n  o f  t h e  program. 

CHARACTERISTICS OF THE PROGRAM 

A primary care phys ic i an  has  been de f ined  as one who e s t a b l i s h e s  a 
r e l a t i o n s h i p  wi th  an i n d i v i d u a l  or a fami ly  and p rov ides  con t inu ing
s u r v e i l l a n c e  o f  t h e i r  h e a l t h  care needs,  comprehensive care f o r  a c u t e  and 
ch ron ic  d i s o r d e r s ,  i nc lud ing  mental  and lo r  emotional  d i s o r d e r s  or problems
wi th  a l coho l  or drug abuse. The phys ic i an  o r  d e n t i s t  in t h e  primary care 
s e t t i n g  could a l s o  provide  access  t o  t h e  h e a l t h  care d e l i v e r y  system f o r  t h o s e  
d i s o r d e r s  r e q u i r i n g  t h e  s e r v i c e s  o f  o t h e r  s p e c i a l i s t s .  A r e c e n t  d e f i n i t i o n  o f  
primary care s ta tes  t h a t  it g e n e r a l l y  refers t o  t h e  r o u t i n e  medical care and 

'-	 s e r v i c e s  people  r e c e i v e  on f irst  c o n t a c t  w i th  t h e  h e a l t h  care system f o r  a 
p a r t i c u l a r  h e a l t h  i n c i d e n t ,  i . e . ,  prevent ion ,  maintenance, d i agnos i s ,  l i m i t e d  
t r ea tmen t ,  management o f  ch ron ic  problems, and referral .  
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Owing t o  t h e  d i v e r s e  n a t u r e  o f  pr imary care r e s p o n s i b i l i t i e s ,  it is  
a n t i c i p a t e d  t h a t  t h e  proposed p o s t d o c t o r a l  r e s e a r c h  t r a i n i n g  w i l l  ref lect  a 
broad i n t e r d i s c i p l i n a r y  approach t o  r e s e a r c h  p r e p a r a t i o n .  To a s s u r e  t h e  
a c q u i s i t i o n  of s k i l l s  i n  r e s e a r c h  des ign  f o r  pr imary c a r e  r e s e a r c h ,  some 
p o r t i o n  o f  t h e  t r a i n i n g  should  be devoted t o  b i o s t a t i s t i c s  and epidemiology.
The exac t  con ten t  of  t h e  r e s e a r c h  t r a i n i n g  program i s  t h e  r e s p o n s i b i l i t y  o f  
t h e  a p p l i c a n t l s  program d i r e c t o r  and a d v i s o r s  and should be des igned  t o  t a k e
optimum advantage o f  t h e  r e s o u r c e s  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 .  Provid ing  -3, 

d i d a c t i c  expe r i ence  and educa t ion  is  encouraged. I n d i v i d u a l s  may m a t r i c u l a t e  
f o r  a master's degree  where deemed congruent  w i th  t h e  purposes  o f  t h e  r e s e a r c h  
t r a i n i n g .  

GENERAL PROVISIONS 

NRSAs may n o t  be  used t o  suppor t  s t u d i e s  l e a d i n g  t o  t h e  M . D . ,  D.O., D.D.S.,
D.V.M.  o r  o t h e r  similar p r o f e s s i o n a l  deg rees  o r  t o  suppor t  r e s i d e n c y .
Tra inees  are r e q u i r e d  t o  pursue t h e i r  r e s e a r c h  t r a i n i n g  on a f u l l  t i m e  b a s i s  
devot ing  a t  l eas t  40 hours  p e r  week t o  t h e  r e s e a r c h  t r a i n i n g  a s  s p e c i f i e d  by
t h e  sponsor ing  i n s t i t u t i o n  i n  accordance wi th  i ts  own p o l i c i e s .  

TRAINEE E L I G I B I L I T Y  REQUIREMENTS 

The i n d i v i d u a l  t o  be t r a i n e d  must be a c i t i z e n  o r  a non-c i t i zen  n a t i o n a l  o f  
t h e  United S t a t e s  o r  have been l a w f u l l y  admi t ted  f o r  permanent r e s idency .
I n d i v i d u a l s  on temporary o r  s t u d e n t  v i s a s  are n o t  e l i g i b l e .  

RECRUITMENT AND APPOINTMENT OF TRAINEES 

The pr imary o b j e c t i v e  o f  t h e  NRSA program is t h e  p r e p a r a t i o n  o f  q u a l i f i e d
i n d i v i d u a l s  f o r  careers i n  biomedical  and b e h a v i o r a l  r e s e a r c h .  Within t h e  
framework o f  t h e  program's long-s tanding  commitment t o  e x c e l l e n c e  and 
p r o j e c t e d  needs f o r  i n v e s t i g a t o r s  i n  p a r t i c u l a r  areas o f  r e s e a r c h ,  it i s  
important  t h a t  emphasis be p laced  on r e c r u i t i n g  i n d i v i d u a l s  from minor i ty  
groups t h a t  are now under represented  n a t i o n a l l y  i n  t h e  biomedical  and 
b e h a v i o r a l  s c i e n c e s .  

PAYBACK PROVISIONS 

Before t r a i n e e s  can be  appoin ted  t o  a t r a i n i n g  g r a n t ,  t h e y  must s i g n  an  
agreement t h a t  t h e y  w i l l  f u l f i l l  t h e  NRSA payback requi rements .  R e c i p i e n t s  
ag ree  t o  engage i n  biomedical  o r  h e a l t h  r e l a t e d  behav io ra l  r e s e a r c h  and/or
t e a c h i n g  f o r  a p e r i o d  equa l  t o  t h e  p e r i o d  o f  NRSA suppor t  i n  excess  o f  12 
months. 

STIPENDS AND OTHER TRAINING COSTS 

For p o s t d o c t o r a l  t r a i n e e s ,  t h e  s t i p e n d  f o r  t h e  f irst  yea r  o f  suppor t  i s  
determined by t h e  number o f  y e a r s  o f  r e l e v a n t  exper ience  beyond r e c e i p t  o f  t h e  
d o c t o r a l  degree .  Curren t  p o s t d o c t o r a l  s t i p e n d s  are as fo l lows :  

Years o f  Relevant  Experience Annual S t ipend  

0 $ 1  5,996 
1 17,004
2 21 996 
3 23,004
4 24,000 
5 2 6 ,  004 
6 27 ,996 
7 o r  more 30,000 

T u i t i o n  and fees, i n c l u d i n g  medical insurance ,  are a l lowab le  t r a i n e e  c o s t s  
provided  such cha rges  are r e q u i r e d  o f  a l l  persons  i n  a similar t r a i n i n g  s t a t u s  
a t  t h e  i n s t i t u t i o n  wi thout  r ega rd  t o  t h e i r  sou rce  o f  suppor t .  T u i t i o n  a t  t h e  
p o s t d o c t o r a l  l e v e l  i s  l i m i t e d  t o  t h a t  r e q u i r e d  f o r  s p e c i f i c  cour ses  i n  suppor t
o f  t h e  approved t r a i n i n g  program. 

Tra inee  t r a v e l ,  i n c l u d i n g  a t t endance  a t  s c i e n t i f i c  meet ings,  which t h e  
i n s t i t u t i o n  de te rmines  t o  be  necessa ry  to t h e  i n d i v i d u a l ' s  t r a i n i n g ,  is  an  
a l lowab le  t r a i n e e  c o s t .  

I n s t i t u t i o n a l  a l lowances  o f  up t o  $2,500 p e r  yea r  p e r  p o s t d o c t o r a l  t r a i n e e  may
be  r eques t ed  t o  h e l p  d e f r a y  t h e  c o s t  o f  o t h e r  t r a i n i n g  r e l a t e d  expenses ,  such 
a s  s ta f f  s a l a r i e s ,  c o n s u l t a n t  c o s t s ,  equipment,  r e s e a r c h  s u p p l i e s ,  and s taff  
t r a v e l .  An i n d i r e c t  c o s t  a l lowance based on 8 percen t  o f  t o t a l  a l lowab le  
d i r e c t  c o s t s  o r  a c t u a l  i n d i r e c t  c o s t s ,  whichever is  less ,  may a l s o  be  
r eques t ed .  
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PERIOD OF SUPPORT 


I n s t i t u t i o n a l  g r a n t s  may be  made f o r  f i v e  y e a r s  and are renewable upon

s u c c e s s f u l  r ecompe t i t i on .  


REVIEW PROCESS 


Appl i ca t ions  w i l l  be  reviewed f o r  t e c h n i c a l  and s c i e n t i f i c  merit by an  N I H  o r  

ADAMHA I n i t i a l  Review Group convened e s p e c i a l l y  f o r  t h i s  purpose and e v a l u a t e d  

accord ing  t o  t h e  fo l lowing  c r i t i c a l  components: t h e  proposed r e s e a r c h  

t r a i n i n g  o b j e c t i v e s  and t h e  program des ign  t o  achieve  them, t h e  q u a l i f i c a t i o n s 

o f  t h e  p a r t i c i p a t i n g  f a c u l t y ,  t h e  p rev ious  t r a i n i n g  r eco rd ,  t h e  a b i l i t y  t o  

a t t r a c t  h igh  c a l i b e r  t r a i n e e s ,  t h e  a v a i l a b i l i t y  o f  r e s e a r c h  suppor t ,  t h e  

e x t e n t  o f  t h e  i n s t i t u t i o n a l  commitment, and t h e  a v a i l a b l e  r e s o u r c e s .  

A p p l i c a t i o n s  are a l s o  reviewed by t h e  Counci l ,  Board o r  o t h e r  adv i so ry  group 

t o  t h e  N I H  o r  ADAMHA I n s t i t u t e s  t h a t  w i l l  suppor t  t h e  r e s e a r c h  t r a i n i n g . 

These adv i so ry  groups w i l l  cons ide r ,  among o t h e r  e lements ,  t h e  i n i t i a l  review 

group‘s  comments on t h e  p l a n  t o  r e c r u i t  i n d i v i d u a l s  from under represented 

minor i ty  groups i n t o  t h e  t r a i n i n g  program. F i n a l  s e l e c t i o n  w i l l  be  made based 

on t h e  i n i t i a l  review group and adv i so ry  groups recommendat i o n s  con t ingen t  

upon t h e  a v a i l a b i l i t y  o f  funds .  The a p p l i c a n t  w i l l  r e c e i v e  a summary 

s ta tement  o f  t h e  i n i t i a l  review group’s  recommendation promptly upon i ts  

complet ion and w i l l  be  n o t i f i e d  o f  t h e  f i n a l  a c t i o n  s h o r t l y  a f te r  t h e  Advisory 

Group meeting . 

REVIEW SCHEDULE 


AN EXPEDITED REVIEW PROCESS HAS BEEN ESTABLISHED FOR 

AWARDS TO BEGIN JULY 1 ,  1988. 


Appl i ca t ion  I n i t i a l  Review Council/Board E a r l i e s t  

Receip t  Date Meeting Meeting S t a r t  Date 


Nov. 12 December January  J u l y  1 


Appl i ca t ions  r e c e i v e d  a f te r  Nov. 12 ,  1987 w i l l  n o t  be 

cons ide red  f o r  t h i s  review.  


APPLICATION PROCEDURES 


Appl i ca t ions  should  be made on g r a n t  a p p l i c a t i o n  form PHS 398 (Rev. 9 / 8 6 ) . 

T h i s  r e v i s i o n  c o n t a i n s  s p e c i a l  i n s t r u c t i o n s  f o r  i n s t i t u t i o n a l  NRSAs . Forms 

are u s u a l l y  a v a i l a b l e  a t  l o c a l  e d u c a t i o n a l  i n s t i t u t i o n s .  If n o t  a v a i l a b l e  

l o c a l l y ,  send a r e q u e s t  accompanied by a se l f - addres sed  ma i l ing  l a b e l  t o :  


Off ice  o f  Grants  I n q u i r i e s 

Div i s ion  o f  Research Grants  

Westwood Bui ld ing ,  Room 449 

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

Bethesda,  Maryland 20892 

Telephone: ( 3 0 1 )  496-7441 


The RFA l a b e l  a v a i l a b l e  i n  t h e  9 / 8 6  r e v i s i o n  of t h e  App l i ca t ion  Form 398 must 

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

r e s u l t  i n  de layed  p rocess ing  of t h e  a p p l i c a t i o n  such t h a t  it may n o t  r each  t h e  

review committee i n  t i m e .  


The completed o r i g i n a l  a p p l i c a t i o n  and f o u r  ( 4 )  c o p i e s  should  be s e n t  or 

d e l i v e r e d  t o :  


Div i s ion  o f  Research Grants  

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

Westwood Bui ld ing ,  Room 240 

Bethesda,  Maryland 20892 


Two ( 2 )  a d d i t i o n a l  c o p i e s  o f  a l l  a p p l i c a t i o n s  responding t o  t h e  RFA should  be  

s e n t  t o :  


D r .  Anthony Demsey, Review Branch 

Nat iona l  I n s t i t u t e  o f  Diabe tes  and Diges t ive 

and Kidney Diseases 

Westwood Bui ld ing ,  Room 406 

Bethesda, Maryland 20892 
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ADDITIONAL INFORMATION 

For more d e t a i l e d  informat ion  on t h e  r e s e a r c h  p o l i c i e s  and procedures
governing NRSA i n s t i t u t i o n a l  r e s e a r c h  t r a i n i n g  g r a n t s ,  t h e  a p p l i c a n t  is  
r e f e r r e d  t o  t h e  N I H  Guide Volume 16, Number 20, June  12, 1987 and t o  t h e  
s p e c i a l  e d i t i o n  o f  t h e  N I H  Guide f o r  Grants  and Con t rac t s  Vol. 13, Number I t  

January  6, 1984. 

For f u r t h e r  i n fo rma t ion  r ega rd ing  t h i s  RFA, 

care medicine r e l a t e d  t o  g e n e r a l  p e d i a t r i c s ,  

c o n t a c t  : 


M s .  Hi ldegard  Topper

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

Human Development

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

Bui ld ing  31, Room 2A04 

Bethesda, Maryland 20892 

Telephone: (301) 496-1848 


a p p l i c a n t s  i n t e r e s t e d  i n  pr imary
o b s t e t r i c s  and gynecology should  

Those i n t e r e s t e d  i n  pr imary care medicine as it relates t o  g e n e r a l  i n t e r n a l  

medicine,  should  c o n t a c t :  


D r .  Lois  L i p s e t t 

Nat iona l  I n s t i t u t e  of  Diabe tes  and D i g e s t i v e 

and Kidney Diseases 

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

Westwood Bui ld ing ,  Room 620 

Bethesda, Maryland 20892 

Telephone: (301) 496-7433 


Those i n t e r e s t e d  i n  pr imary care medicine as it re la tes  t o  g e n e r a l  d e n t i s t r y , 

should  
c o n t a c t :  

D r .  Thomas Valega 

Nat iona l  I n s t i t u t e  of Dental  Research 

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

Westwood Bui ld ing ,  Room 510 

Bethesda,  Maryland 20892 

Telephone: (301) 496-6324 


Those i n t e r e s t e d  i n  pr imary care medicine mainly as it relates t o  mental  

d i s o r d e r s  and/or  a l c o h o l  and drug  abuse should  c o n t a c t :  


D r .  Douglas Kamerow 

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

Primary C a r e  Research Program

Parklawn Bui ld ing ,  Room 18C-14 

Rockv i l l e ,  Maryland 20857 

Telephone: (301) 443-3364 


O N G O I N G  PROGRAM ANNOUNCEMENTS 

RESEARCH GRANTS RELATED TO MOTOR NEURON DISEASES: 
AMYOTROPHIC LATERAL SCLEROSIS, ATAXIA, AND OTHER SYSTEY 
DEGENERATIONS 

..I'' 

P.T. 34; K.W. 0705055, 0715140, 0715125, 0755020, 0785055, 1002019, 0710075 

Nat iona l  I n s t i t u t e  o f  Neurologica l  and Communicative Di so rde r s  
and S t r o k e  

The Div i s ion  o f  Demyelinat ing,  At rophic ,  and Dementing Di so rde r s  (DDADD) o f  
t h e  Na t iona l  I n s t i t u t e  o f  Neurologica l  and Communicative Di so rde r s  and S t roke ,  
a component o f  t h e  Nat iona l  I n s t i t u t e s  o f  Heal th ,  i n v i t e s  g r a n t  a p p l i c a t i o n s
f o r  suppor t  o f  b a s i c  and c l i n i c a l  r e s e a r c h  on amyotrophic l a t e ra l  s c l e r o s i s ,
s p i n o c e r e b e l l a r  a t rophy ,  and o t h e r  system degene ra t ions .  T h i s  is a r e i s s u a n c e  
o f  t h e  Program Announcement p r e v i o u s l y  pub l i shed  on May 16, 1980. 

Amyotrophic l a t e r a l  s c l e r o s i s ,  t h e  most commmon o f  t h e  motor neuron d i s e a s e s ,
is  c h a r a c t e r i z e d  by degene ra t ion  of  t h e  c o r t i c o s p i n a l  t r a c t s  and by a t rophy
and loss o f  motor neurons o f  t h e  a n t e r i o r  ho rns  o f  t h e  s p i n a l  cord ,  b r a i n  
stem, and p r e c e n t r a l  g y r i .  These changes are a s s o c i a t e d  wi th  weakness and 
a t rophy  o f  t h e  a f f e c t e d  s k e l e t a l  muscles .  Onset o f  t h e  d i s e a s e  u s u a l l y  occur s  
between 40 and 65 y e a r s  o f  age .  F a m i l i a l  forms are known and some o f  t h e s e  
may be  h e r e d i t a r y .  
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Ataxias  are a heterogenous group of  d i s o r d e r s  c h a r a c t e r i z e d  by awkwardness o f  
movement and f a i l u r e  of  muscular coord ina t ion  of  t h e  body, e x t r e m i t i e s ,  eyes ,
and speech.  Some of  t h e s e  a r e  h e r e d i t a r y .  F r i e d r e i c h ' s  a t a x i a ,  t h e  most 
common form of  s p i n o c e r e b e l l a r  degenera t ion  is  i n h e r i t e d  mainly as an 
autosomal r e c e s s i v e  d i s o r d e r .  The d i s e a s e  u s u a l l y  appears  be fo re  20 y e a r s  of 
age.  The s p i n o c e r e b e l l a r  and c o r t i c o s p i n a l  t r a c t s ,  p o s t e r i o r  columns, and 
p e r i p h e r a l  ne rves  are involved.  Damage t o  t h e  h e a r t  may occur  and some 
p a t i e n t s  s u f f e r  from d i a b e t e s  m e l l i t u s .  Although enzymatic changes have been 
r epor t ed ,  biochemical  abnorma l i t i e s  have no t  been i d e n t i f i e d  i n  most p a t i e n t s
wi th  a t a x i a .  

"Linking forms" among v a r i o u s  system degenera t ions  have sugges ted  a spectrum
of  p o s s i b l y  r e l a t e d  d i s o r d e r s .  Although g e n e t i c  and sporad ic  forms are known,
t h e  e t i o l o g y  and pa thogenes is  of  t h e s e  d i s e a s e s  and e f f e c t i v e  t r e a t m e n t s  
remain t o  be found. 

RESEARCH GOALS AND SCOPE 

There is  a pauc i ty  of  unders tanding  about t h e s e  d i s o r d e r s  a t  a l l  bu t  c l i n i c a l  
and p a t h o l o g i c a l  l e v e l s .  Basic and c l i n i c a l  r e sea rch  p roposa l s  are s o l i c i t e d .  
S t u d i e s  might addres s  t h e  normal and abnormal biology of  motor and o t h e r  
neurons,  c e n t r a l  nervous system response t o  endogenous and environmental  
t o x i n s ,  new and s e n s i t i v e  probes f o r  d e t e c t i o n  of  convent iona l  and 
unconvent ional  i n f e c t i o u s  agen t s ,  development of  new animal models,
i d e n t i f i c a t i o n  o f  metabol ic ,  endocr ine ,  immunological abnorma l i t i e s ,  changes
i n  e x t r a n e u r a l  t i s s u e s ,  g e n e t i c  l i nkage ,  t e s t s  f o r  "popula t ions  a t  r i s k , "
ear ly  d i agnos i s ,  epidemiology, and new t h e r a p e u t i c  m o d a l i t i e s .  

MECHANISMS OF SUPPORT 

App l i ca t ions  may be submit ted f o r  program p r o j e c t  g r a n t s  ( P o l ) ,  i n d i v i d u a l  
r e s e a r c h  p r o j e c t  g r a n t s  (Ro l l ,  and t h e  F i r s t  Independent Research Support  and 
T r a n s i t i o n  !FIRST) AwTrd (R29). 

Program p r o j e c t s  may inc lude  human r e s e a r c h  as w e l l  as exper imenta l  animal 
approaches,  depending upon t h e  l o c a l  f a c i l i t i e s  and t h o s e  of coopera t ing
i n s t i t u t i o n s .  These should inc lude  t e c h n i c a l  and p r o f e s s i o n a l  e x p e r t i s e ,
i n t e r e s t ,  p h y s i c a l  r e sources ,  p a t i e n t s ,  and t h e  a b i l i t y  t o  c a r r y  ou t  t h e  
d e s i r e d  o b j e c t i v e s .  Appl icants  should develop a comprehensive r e s e a r c h  
program, each phase o f  which is d i r e c t e d  t o  a s p e c i f i c  a spec t  of  amyotrophic
l a t e ra l  s c l e r o s i s  o r  o t h e r  system degene ra t ions .  P o t e n t i a l  a p p l i c a n t s  are 
encouraged t o  c o n s u l t  wi th  t h e  s t a f f  o f  DDADD e a r l y  i n  t h e  p lanning  s t a g e .  

I n d i v i d u a l  a p p l i c a n t s  may propose any i n v e s t i g a t i o n a l  a s p e c t ,  b a s i c  o r  
c l i n i c a l ,  o f  amyotrophic l a t e r a l  s c l e r o s i s  or system degene ra t ions .  

Deadl ines  f o r  r e c e i p t  of  Pol ,  R01, and R29 a p p l i c a t i o n s  a r e  October 1 ,  
February 1 , and June 1 .  

REVIEW PROCEDURES AND CRITERIA 

App l i ca t ions  should be prepared  on f o r m  PHS 398 ( R e v .  9 / 8 6 )  fo l lowing
i n s t r u c t i o n s  conta ined  i n  t h e  a p p l i c a t i o n  k i t .  Appl ica t ion  k i t s  a r e  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  could  be obta ined  from t h e  Div i s ion  
of  Research Grants ,  N I H .  Program p r o j e c t  a p p l i c a t i o n s  should conform t o  t h e  
s t y l e  and format recommended by t h i s  I n s t i t u t e ;  t h i s  in format ion  is  a v a i l a b l e  
from t h e  s t a f f  person l i s t e d  below. Program p r o j e c t  p roposa l s  w i l l  be 
reviewed i n i t i a l l y  and judged f o r  s c i e n t i f i c  merit by one of  t h e  NINCDS 
program p r o j e c t  review committees.  I n d i v i d u a l  r e s e a r c h  p r o j e c t s  r e c e i v e  a 
s imilar  review 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 .  Both reviews w i l l  be conducted i n  accordance with N I H  p o l i c y  and 
procedures  invo lv ing  pee r  review.  Appl icants  may r eques t  d o l l a r  amounts 
commensurate wi th  t h e  o b j e c t i v e s  t o  be accomplished f o r  a pe r iod  no t  t o  exceed 
f i v e  y e a r s .  The suppor t  mechanism f o r  t h i s  program w i l l  be t h e  g ran t - in -a id .
Awards w i l l  be made t o  t h e  a p p l i c a n t s  based on s c i e n t i f i c  merit o f  proposa l ,
a v a i l a b i l i t y  of  funds,  respons iveness  t o  t h i s  announcement, and relevance t o  
the Program. The phrase  "Research Grants  Rela ted  t o  Motor Neuron Diseases :  
Amyotrophic L a t e r a l  S c l e r o s i s ,  Ataxia ,  and Other System Degenerations" should 
be typed i n  b lock  No. 2 on t h e  f irst  (face) page of  t h e  a p p l i c a t i o n .  

Completed a p p l i c a t i o n s  should be submi t ted  accord ing  t o  t h e  dead l ines  f o r  t h e  
review schedule  mentioned above (a lso supp l i ed  i n  t h e  a p p l i c a t i o n  k i t )  and 
mailed t o  t h e  fo l lowing  addres s :  

D iv i s ion  of  Research Grants  
1-8 	 Nat iona l  I n s t i t u t e s  of  Heal th  

Room 240, Westwood Bui ld ing
Bethesda, Maryland 20892xx 
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INQUIRIES AND CORRESPONDENCE 


One copy o f  t h e  a p p l i c a t i o n  shou ld  be  

need ing  f u r t h e r  i n f o r m a t i o n  i n c l u d i n g  

may c o n t a c t :  


D r .  A .  P .  Kerza-Kwiatecki 

Hea l th  S c i e n t i s t  A d m i n i s t r a t o r  

D i v i s i o n  of  Demyelinat ing,  A t roph ic , 

and Dementing D i s o r d e r s  

Room 702, F e d e r a l  B u i l d i n g 

Bethesda,  Maryland 20892 

Telephone: (301) 496-1431 


s e n t  t o  t h e  a d d r e s s  below. A p p l i c a n t s
format  f o r  program p r o j e c t  a p p l i c a t i o n s  

XXTHE MAILING ADDRESS GIVEN FOR SENDING APPLICATIONS TO THE DIVISION OF 
RESEARCH GRANTS I S  THE CENTRAL M A I L I N G  ADDRESS FOR THE NATIONAL INSTITUTES OF 
HEALTH. APPLICANTS WHO USE EXPRESS MAIL OR A COURIER SERVICE ARE ADVISED TO 
FOLLOW THE CARRIER'S REQUIREMENTS FOR SHOWING A STREET ADDRESS. THE ADDRESS 
FOR THE WESTWOOD B U I L D I N G  I S :  

5333 Westbard Avenue 
Bethesda,  Maryland 20816 
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