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NOTICES 

POTICE: FEDERAL RIGHTS TO INVENT1ONS UNDER FELLOWSHIPS AND T R A I N I N G  GRANTS 

P.T. 22, 44; K.W. 1014002 

"'w 	 Nat iona l  I n s t i t u t e s  o f  Heal th  
Alcohol,  Drug Abuse, and Mental Heal th  Admin i s t r a t ion  

The Fede ra l  Government's r i g h t s  t o  i n v e n t i o n s  under f e l lowsh ip  and t r a i n i n g  
g r a n t s  are de f ined  i n  35 U.S.C. 212 as fo l lows :  

"No s c h o l a r s h i p ,  f e l lowsh ip ,  t r a i n i n g  g r a n t ,  o r  o t h e r  funding  agreement made 
by a Fede ra l  agency p r i m a r i l y  t o  an awardee f o r  e d u c a t i o n a l  purposes  w i l l  
c o n t a i n  any p r o v i s i o n  g i v i n g  t h e  Fede ra l  agency any r i g h t s  t o  i n v e n t i o n s  made 
by t h e  awardee." 

Curren t  P u b l i c  Heal th  S e r v i c e  (PHS) f e l lowsh ip  and t r a i n i n g  g r a n t  a p p l i c a t i o n s  
r e q u e s t  in format ion  r ega rd ing  inven t ions ,  which is i n c o n s i s t e n t  w i th  t h e  
s t a t u t e .  I n  f ac t ,  as i d e n t i f i e d  i n  t h e  PHS GRANTS POLICY STATEMENT,
i n v e n t i o n s  in fo rma t ion  and r e p o r t i n g  requi rements  p e r t a i n  s o l e l y  t o  r e s e a r c h  
g r a n t s  . 
Accordingly,  a p p l i c a n t s  f o r  an  i n d i v i d u a l  Na t iona l  Research S e r v i c e  Award 
(NRSA) should  d i s r e g a r d  a l l  informat ion  and r e q u e s t s  f o r  i n fo rma t ion  
concern ing  i n v e n t i o n s  i n  t h e  a p p l i c a t i o n  package f o r  new and competing
c o n t i n u a t i o n  i n d i v i d u a l  NRSAs (Form PHS 416-1 (Rev. 6/85)) and t h e  
a p p l i c a t i o n  package f o r  noncompeting c o n t i n u a t i o n  i n d i v i d u a l  NRSAs (Form PHS 
416-9 (Rev. 6/85)). 

Appl i can t s  f o r  an  i n s t i t u t i o n a l  NRSA should  d i s r e g a r d  a l l  in format ion  and 
r e q u e s t s  f o r  i n fo rma t ion  concerning inven t ions  i n  t h e  a p p l i c a t i o n  package f o r  
new and competing c o n t i n u a t i o n  i n s t i t u t i o n a l  NRSAs (Form PHS 398 (Rev. 9/86))
and t h e  a p p l i c a t i o n  package for noncompeting c o n t i n u a t i o n  i n s t i t u t i o n a l  NRSAs 
(Form PHS 2590 (Rev. 9/86)). 

I n  view o f  35 U.S.C. 212 above, F i n a l  Inven t ion  Statement  and C e r t i f i c a t i o n ,
Form HHS 568 (Rev. 8/87), is  n o t  a p p l i c a b l e  t o  f e l l o w s h i p s  and t r a i n i n g  
g r a n t s .  

rrrv 
SOURCES SOUGHT 

A RANDOMIZED TRIAL OF UMBILICAL ARTERY CATHETER PLACEMENT: ASSOCIATION OF 
H I G H  LEVEL CATHETERS WITH INTRAVENTRICULAR HEMORRHAGE 

Sources  Sought Announcement: N I C U  Study 

P.T. 34; K.W.  0755015, 0403020, 0785135 

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

The Na t iona l  I n s t i t u t e  o f  Chi ld  Heal th  is  seek ing  sources  capab le  o f  
performing a s tudy  invo lv ing  t h e  placement o f  u m b i l i c a l  a r t e r y  c a t h e t e r s  i n  a 
h igh  o r  low p o s i t i o n  i n  inborn  ve ry  low b i r t h  weight i n f a n t s .  The purpose o f  
t h e  s tudy  is t o  determine i f  h igh  l e v e l  u m b i l i c a l  a r t e r y  c a t h e t e r s  are 
a s s o c i a t e d  wi th  a h ighe r  i nc idence  o f  i n t r a v e n t r i c u l a r  hemorrhage t h a n  are low 
l e v e l  c a t h e t e r s .  

The requi rements  o f  t h e  s tudy  w i l l  be:  

1 .  To have a v a i l a b l e  a l e v e l  3 neona ta l  i n t e n s i v e  care u n i t  ( N I C U )  c apab le  o f  
mechanical ly  v e n t i l a t i n g  i n f a n t s  w i th  a minimum annual  admission ra te  o f  300 
i n f a n t s  p e r  yea r  and a minimum annual  b i r t h  ra te  o f  3,000. The u n i t  must be 
w i l l i n g  t o  e n t e r  a minimum o f  50 very  low b i r t h  weight i n f a n t s  ( less t h a n  1500 
grams) i n t o  t h e  s tudy  p e r  y e a r .  

2. 	 Each N I C U  w i l l  be  r e s p o n s i b l e  f o r  o b t a i n i n g  approval  from t h e i r  
I n s t i t u t i o n a l  Review Board o f  t h e  proposed p r o t o c o l .  

3. Assignment of t h e  i n f a n t  t o  r e c e i v e  e i t h e r  a h igh  o r  low umbi l i ca l  a r t e r y
c a t h e t e r  w i l l  be  communicated t o  t h e  N I C U  by a Data Coordina t ing  Center .  The 
N I C U  w i l l  be  r e s p o n s i b l e  f o r  e n r o l l i n g  t h e  i n f a n t  i n t o  t h e  s tudy  and o b t a i n i n g  

I-' 	 p a r e n t a l  consent  f o r  t h e  i n f a n t ' s  p a r t i c i p a t i o n .  The N I C U  w i l l  t h e n  be 
r e s p o n s i b l e  f o r  i n s e r t i n g  t h e  umbi l i ca l  a r t e r y  c a t h e t e r  (3.5 F r .  f o r  < 1200 
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gram i n f a n t s ;  5 . 0  F r .  f o r  1200 gram and over  i n f a n t s )  and v e r i f y i n g  t h e  
c a t h e t e r ' s  a s s igned  p o s i t i o n .  

4 .  	 The N I C U  w i l l  be  r e s p o n s i b l e  f o r  a b s t r a c t i n g  t h e  informat ion  r eques t ed  on 
an a b s t r a c t  form provided  by t h e  Data Coordina t ing  Center .  T h i s  in format ion  
w i l l  come from t h e  f irst  5 days o f  l i f e  and w i l l  i nc lude  such v a r i a b l e s  as 
mean d a i l y  f l u i d  i n t a k e ,  r e s p i r a t o r  s e t t i n g s ,  exposure t o  c e r t a i n  drugs ,
demographic in fo rma t ion  and b i r t h  informat ion .  

5 .  	 On day 5 t o  7 t h e  N I C U  w i l l  be  expected t o  have an  u l t r a sound  o f  t h e  
i n f a n t ' s  head performed a s  p a r t  o f  r o u t i n e  c a r e .  The r ead ing  o f  t h e  
u l t r a sound  by t h e  r a d i o l o g i s t  a t  t h e  h o s p i t a l ,  o f  which t h e  N I C U  i s  a p a r t ,
should  be r e p o r t e d  accord ing  t o  t h e  c l a s s i f i c a t i o n  scheme o f  P a p i l e  and 
recorded  on t h e  d a t a  a b s t r a c t  form. 

6 .  Upon r e c e i p t  o f  t h e  d a t a  a b s t r a c t  form by t h e  Data Coordina t ing  Center  t h e  
N I C U  w i l l  b e  re imbursed a f i x e d  fee f o r  t h e  enro l lment  o f  t h e  i n f a n t .  

Cen te r s  t h a t  b e l i e v e  t h e y  posses s  t h e  necessa ry  c a p a b i l i t i e s  t o  perform t h e  
t a s k s  s p e c i f i e d  above must supply  t h e  fo l lowing  r e q u i r e d  informat ion:  

1 .  Evidence documenting t h e  a v a i l a b l e  popu la t ion  o f  newborns meeting t h e  
c r i t e r i a  s t a t e d  above. MINIMUM SUBMISSION REQUIREMENT: Provide annual  
numbers o f  b i r t h s  i n  your h o s p i t a l  and t h e  number o f  inborn  and outborn  
i n f a n t s  admi t t ed  t o  your N I C U  f o r  t h e  two most r e c e n t  y e a r s  a v a i l a b l e .  

2. 	 Evidence documenting t h e  number o f  u m b i l i c a l  a r t e r y  c a t h e t e r s  p l aced
annua l ly  and t h e  u s u a l  l e v e l  o f  placement .  MINIMUM SUBMISSION REQUIREMENT:
A s  s t a t e d .  

3. Evidence documenting t h e  u s u a l  t i m e  f o r  head u l t r a s o u n d s  f o r  ve ry  low 
b i r t h  weight  i n f a n t s  and your i n s t i t u t i o n a l  r a d i o l o g i s t ' s  expe r i ence  i n  
r ead ing  u l t r a s o u n d s .  Also supply  t h e  t y p e  o f  u l t r a sound  equipment a v a i l a b l e .  
MINIMUM SUBMISSION REQUIREMENT: The number of head u l t r a s o u n d s  done i n  a year
and t h e  age  a t  which t h e  u l t r a sound  was done. If annual  f i g u r e s  are n o t  
a v a i l a b l e ,  supply  t h e  number and t iming  o f  u l t r a s o u n d s  performed i n  a 
consecu t ive  ser ies  o f  r e c e n t  ve ry  low b i r t h  weight i n f a n t s  t h a t  have been 
d i scha rged .  Also inc lude  t h e  inc idence  o f  i n t r a v e n t r i c u l a r  hemorrhage over  
t h e  p a s t  y e a r .  

4. Evidence documenting t h e  r o u t i n e  c o l l e c t i o n  o f  in format ion  r eques t ed  on 
t h e  d a t a  form. MINIMUM SURMISSION REQUIREMENT: Nursing f low s h e e t  f o r  
r eco rd ing  o f  i n f a n t s  v i t a l  s i g n s  and r e s p i r a t o r  s e t t i n g s .  

5 .  	 Evidence documenting t h e  c a p a c i t y  of  t h e  responding p h y s i c i a n ' s  a b i l i t y  t o  
c a r r y  o u t  a r e s e a r c h  p r o t o c o l  and a d e s c r i p t i o n  o f  t h e  r o l e  t h a t  t h e  
responding phys ic i an  has  played i n  p rev ious  r e s e a r c h  p r o t o c o l s .  MINIMUM 
SUBMISSION REQUIREMENT: A p r o t o c o l  from a p rev ious  s tudy  c a r r i e d  o u t  i n  t h e  
N I C U .  

6 .  Evidence documenting st:aff q u a l i f i c a t i o n s  and expe r i ence  i n  t h e  areas o f  
neonatology and N I C U  n u r s i n g  and a d e s c r i p t i o n  o f  t h e  nu r se ry  l a y o u t .  M I N I M U M  
SUBMISSION REQUIREMENT: Provide t h e  cur r icu lum v i t a e  f o r  key personnel  and 
t h e  u s u a l  s t a f f i n g  p a t t e r n  o f  t h e  N I C U  by a t t e n d i n g  phys ic i ans ,  h o u s e s t a f f  and 
n u r s e s .  Also supply  t h e  number o f  beds a s s igned  t o  v a r i o u s  l e v e l s  o f  c a r e  and 
t h e  occupancy ra te .  

THIS I S  NOT A REQUEST FOR PROPOSAL. Responses should  n o t  i nc lude  c o s t  o r  

p r i c i n g  in fo rma t ion .  Concnse r e sponses  addres s ing  t h e  above requi rements  are 

r eques t ed .  Ten c o p i e s  o f  t h e  r eques t ed  in fo rma t ion  s h a l l  be  due no l a t e r  t h a n  

t h e  c l o s e  o f  b u s i n e s s  (4:OCI pm, E.S.T.1 on November 15, 1988. 


A l l  r e sponses  should  r e f e r e n c e  " N I C U  STUDY" and be submi t ted  t o  : 


M r .  Harvey J h i f r i n  

Cont rac t ing  Officer 

Cont rac t s  Management S e c t i o n ,  OGC 

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


and Human Development

Execut ive  P laza  North,  Room 515 

Bethesda, Maryland 20892 
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DATED ANNOUNCEMENTS (RFPs AND RFAs) 

ALZHEIMER'S DISEASE RESEARCH CENTERS 

RFA AVAILABLE: 89-AG-01 
1-f P.T. 04;  K.W. 0715180, 0710030 

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

App l i ca t ion  Rece ip t  Date: January 18,  1989 

Letter of  I n t e n t  Rece ip t  Date: November 4 ,  1988 

BACKGROUND 

The Nat iona l  I n s t i t u t e  on Aging ( N I A )  is i n v i t i n g  g r a n t  a p p l i c a t i o n s  from 
i n t e r e s t e d  i n s t i t u t i o n s  t o  e s t a b l i s h  c e n t e r s  of  exce l l ence  devoted to t h e  
s tudy  of  Alzheimer's  d i s e a s e  and r e l a t e d  dementing d i s o r d e r s  of  t h e  aged.
Th i s  s o l i c i t a t i o n  is  t o  i n c r e a s e  t h e  number o f  e x i s t i n g  c e n t e r s  au tho r i zed  
under t h e  Pub l i c  Heal th  S e r v i c e  A c t ,  (Sec t ion  4 4 5 ) .  An ADRC w i l l  be  expected 
t o  f o s t e r  t h e  fo l lowing  r e l a t e d  f u n c t i o n s :  conduct ing m u l t i d i s c i p l i n a r y
resea rch ,  t r a i n i n g  s c i e n t i s t s  and c l i n i c i a n s ,  and t each ing  and/or t r a n s f e r r i n g  
new informat ion  concerning Alzheimer's  d i s e a s e  and r e l a t e d  d i s o r d e r s .  

E L I G I B I L I T Y  

I n s t i t u t i o n s  e l i g i b l e  f o r  S p e c i a l i z e d  Center  Grants  are t h o s e  a t  which t h e r e  
are a t  l eas t  t h r e e  p r i n c i p a l  i n v e s t i g a t o r s  wi th  any PHS agency or comparable 
pee r  reviewed r e s e a r c h  p r o j e c t  ( R o l l  g r a n t s ,  each wi th  a t  l eas t  two y e a r s  o f  
committed suppor t  remaining a t  t h e  t ime o f  a p p l i c a t i o n  o r  one or more program
p r o j e c t  (PO11 g r a n t s ,  which a l s o  have a t  l e a s t  two y e a r s  of committed suppor t
remaining.  I n s t i t u t i o n s  t h a t  can demonstrate  t h e  a b i l i t y  t o  launch  such a 
r e s e a r c h  e f f o r t  are a l s o  e l i g i b l e .  

MECHANISM OF SUPPORT 

The suppor t  mechanism f o r  t h i s  program w i l l  be  t h e  t r a d i t i o n a l  N I H  
g ran t - in -a id .  The award of g r a n t s  is  cont ingent  upon t h e  a v a i l a b i l i t y  o f  

'4 funds f o r  t h i s  purpose.  The i n t e n t  is t o  fund up t o  t h r e e  ADRC g r a n t s .  

REVIEW PROCEDURES AND CRITERIA 


Appl i ca t ions  r ece ived  i n  response  t o  t h e  RFA w i l l  be  reviewed f o r  s c i e n t i f i c  

and t e c h n i c a l  merit by an  N I A  i n i t i a l  review group. Proposa ls  may f irst  

r e c e i v e  a p re l imina ry  review by a subcommittee of  t h e  review panel  t o  

e s t a b l i s h  t h o s e  a p p l i c a t i o n s  deemed t o  be compe t i t i ve .  Proposa ls  judged t o  be 

non-competit ive o r  non-responsive w i l l  be a d m i n i s t r a t i v e l y  withdrawn and 

r e t u r n e d  t o  t h e  a p p l i c a n t  wi th  an abbrev ia t ed  summary n o t i n g  t h e  major areas 

o f  concern.  App l i ca t ions  judged t o  be compet i t ive  w i l l  be given f u l l  review.  

Following review by t he  i n i t i a l  review group t h e  a p p l i c a t i o n s  w i l l  be  

eva lua ted  by t h e  Nat iona l  Advisory Counci l .  


METHOD OF APPLYING 


The a p p l i c a t i o n  must be submit ted on t h e  9/'86 r e v i s i o n  of  form PHS 398.  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: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  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  delayed p rocess ing  o f  t h e  appl ica l t ion  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.  Although no t  mandatory, p o t e n t i a l 

a p p l i c a n t s  are encouraged t o  submit t o  t h e  addres s  i n d i c a t e d  below, a 

non-binding l e t t e r  of i n t e n t  t o  apply by November 4 ,  1988. Appl i ca t ions  must 

be r ece ived  by January  18, 1989, f o r  e a r l i e s t  s t a r t  d a t e  of  September 30,  

1989. If rece ived  l a t e ,  t h e  a p p l i c a t i o n  w i l l  be  r e tu rned  without  review.  


Appl icants  should w r i t e  o r  phone t o  o b t a i n  t h e  complete RFA, t h e  g u i d e l i n e s 

f o r  p repa r ing  an a p p l i c a t i o n  p rope r ly  and t o  d i s c u s s  t h e i r  p l a n s  wi th  and 

d i r e c t  any o t h e r  i n q u i r i e s  t o :  


Assoc ia t e  D i rec to r ,  NNA, N I A ,  N I H  

Bui ld ing  31, Room 5C35 

9000 Rockv i l l e  P ike  

Bethesda, Maryland 20892 


II Telephone: ( 3 0 1 )  496-9350 
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CENTERS FOR AIDS RESEARCH 

RFA AVAILABLE: 88-AI-15 

P.T. 04; K.W. 0715120, 0710030, 0785035, 1014001 
Nat iona l  I n s t i t u t e  of  A l l e rgy  and I n f e c t i o u s  Diseases 

Letter o f  I n t e n t  Date: December 1, 1988 

Appl i ca t ion  Rece ip t  Date: January 5, 1989 

Background Informat ion  

The N I A I D  is  reannouncing a Request f o r  App l i ca t ions  (RFA) f o r  i ts  "Centers  
for AIDS Research" (CFAR) program, and i n v i t e s  a p p l i c a t i o n s  f o r  a l i m i t e d  
number o f  awards i n  N 8 9  f o r  Centers  for AIDS Research.  The purpose o f  t h e  
CFAR is t o  f a c i l i t a t e  t h e  development o f  new knowledge from v a r i o u s  r e l e v a n t  
biomedical  s c i e n c e s  and/or  t h e  a p p l i c a t i o n  of  such knowledge t o  c l i n i c a l  
i n v e s t i g a t i o n s  wi th  t h e  u l t i m a t e  goa l  of  ach iev ing  improved d i agnos i s ,  
t r e a t m e n t ,  and p reven t ion  af AIDS and i ts  seque lae .  

RESEARCH GOALS AND SCOPE 

The AIDS Research Center  Core Support  Grant is in tended  t o  enhance and ex tend  
t h e  e f f e c t i v e n e s s  of  groups of  r e l a t e d  r e s e a r c h  p r o j e c t s  and i n v e s t i g a t o r s
a l r e a d y  funded through o t h e r  peer-reviewed suppor t  mechanisms such as Research 
Grants ,  Cooperat ive Agreements o r  Research Con t rac t s .  The e l i g i b l e  Centers  
must have an e s t a b l i s h e d  base  of  r e s e a r c h  exce l l ence  and t h e  Center  Core 
Support  Grant is  designed t o  suppor t  t h o s e  a c t i v i t i e s  t h a t  w i l l  c o n s o l i d a t e  
and focus  AIDS and AIDS-related r e sea rch  e f f o r t s  i n  a coord ina ted  
a d m i n i s t r a t i v e  and s c i e n t i f i c  programmatic s t r u c t u r e .  The Center  Core Support
Grant is in tended  t o  c o n t r i b u t e  t o  t h e  s t a b i l i t y  and f u r t h e r  development of  
ongoing AIDS r e s e a r c h  a c t i v i t i e s ,  promote f u r t h e r  c o l l a b o r a t i o n  and 
i n t e r a c t i o n  between p a r t i c i p a t i n g  i n v e s t i g a t o r s ,  and provide  suppor t  f o r  
a d m i n i s t r a t i o n  and r e s e a r c h  r e sources ,  and l e a d e r s h i p  for Center  a c t i v i t i e s .  

MECHANISM OF SUPPORT 

S p e c i f i c a l l y ,  t h e  Center  Core Support  Grant i n i t i a t i v e  w i l l  p rovide  funding
f o r :  1 )  shared  equipment, space,  and f a c i l i t i e s ;  2) f a c i l i t a t i n g  t h e  
i n t e g r a t i o n  o f  b a s i c  w i th  c l i n i c a l  and a p p l i e d  r e s e a r c h  on AIDS and i ts  
sequelae ;  3) d i s c r e t i o n a r y  o r  development funding r e q u i r e d  t o  suppor t  e f f o r t s  
of  new i n v e s t i g a t o r s  u n t i l  independent funding is secured;  4) t h e  
a d m i n i s t r a t i v e  a c t i v i t i e s  of t h e  Center ;  5) s e n i o r  l e a d e r s h i p  personnel  who 
have t h e  r e s p o n s i b i l i t y  f o r  o v e r a l l  d i r e c t i o n  o f  t h e  Center ;  6 )  l e a d e r s  of  
each proposed c o r e  component o r  shared  resource ;  7) a l t e r a t i o n  and renovat ion  
o f  e x i s t i n g  s t r u c t u r e s  t o  provide s u i t a b l e  f a c i l i t i e s  f o r  AIDS or AIDS-related 
r e s e a r c h ;  and 8) t h e  c o s t s  of  p lanning  and e v a l u a t i o n  of  t h e  Center .  

Approximately $3.0 m i l l i o n  d o l l a r s  is  inc luded  i n  t h e  N I A I D  f i n a n c i a l  p l a n s
f o r  F i s c a l  Year 1989 f o r  g r a n t s  awarded i n  response  t o  t h i s  s o l i c i t a t i o n .  
N I A I D  a n t i c i p a t e s  t h e  award of  two t o  t h r e e  AIDS r e s e a r c h  c e n t e r  g r a n t s  i n  
f i s ca l  yea r  1989. Grants  w i l l  be funded f o r  up t o  f i v e  y e a r s  s t a r t i n g  i n  
J u l y ,  1989. 

ELIGIBILITY 

App l i ca t ions  from domest ic  academic, non-p ro f i t  or f o r - p r o f i t  r e s e a r c h  
i n s t i t u t i o n s  are e l i g i b l e  for awards. Only one a p p l i c a t i o n  may be submi t ted  
from a g iven  i n s t i t u t i o n .  Support  o f  a l l  Center  a c t i v i t i e s  w i l l  be 
coord ina ted  through a C e n t r a l  Opera t ions  Office l o c a t e d  wi th in  t h e  Center  
D i r e c t o r ' s  i n s t i t u t i o n .  

Each a p p l i c a n t  must have a t  l eas t  $750,000 (Direct Cos t s )  pe r  yea r  of  c u r r e n t  
N I H  suppor t  f o r  ongoing r e s e a r c h  p r o j e c t s  i n  AIDS o r  AIDS-related r e s e a r c h .  
T h i s  may inc lude  r e s e a r c h  g r a n t s ,  c o n t r a c t s  and lo r  Cooperat ive Agreements. An 
a p p l i c a n t  may be a s i n g l e  i n s t i t u t i o n  or a consort ium. E l i g i b l e  c u r r e n t  
suppor t  must have been ob ta ined  through t h e  N I H  pee r  review mechanism. A t  
l eas t  two of  t h e  component:-funded p r o j e c t s  or one m u l t i d i s c i p l i n a r y  program
(e :g . ,  a PO11 must be NIAID-supported. Only domestic i n s t i t u t i o n s  a r e  
e l i g i b l e  t o  app ly .  Appl icants  may r eques t  funding f o r  up t o  f i v e  y e a r s .  
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INQUIRIES 

Add i t iona l  i n fo rma t ion  and a copy of t h e  f u l l  RFA may be  ob ta ined  from: 

D r .  W i l l i a m  J .  Gar t l and  
AIDS Program 

-(,-/ 	 N I A I D ,  N I H  
6003 Execut ive  Blvd 
Room 247P 
Bethesda, Maryland 20892 
Telephone: (301)  496-0545 

S p e c i a l  i n s t r u c t i o n s  and format  examples f o r  p r e p a r a t i o n  o f  t h e s e  a p p l i c a t i o n s 

have been developed, and should  be r eques t ed  from D r .  Ga r t l and  o r  from: 


D r .  Hor tenc ia  Hornbeak 

Act ing  Chief ,  AIDS Review S e c t i o n  

Program and P r o j e c t  Review Branch 

N I A I D  

Westwood Bui ld ing ,  Room 3A-05 

5333 Westbard Avenue 

Bethesda, Maryland 20892 

Telephone: ( 3 0 1 )  496-0123 


RADIOLABELED IMMUNOCONJUGATE DOSIMETRY 

RFA AVAILABLE: 89-CA-04 

P.T. 34; K.W. 0785190, 1013026, 0710070 

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

App l i ca t ion  Rece ip t  Date: January  6 ,  1989 

The Rad ia t ion  Research Program (RRP), D iv i s ion  o f  Cancer Treatment (DCT), o f  
t h e  Nat iona l  Cancer I n s t i t u t e  ( N C I ) ,  announces t h e  a v a i l a b i l i t y  of  a Request
For App l i ca t ions  (RFA) f o r  t h e  above program. The main o b j e c t i v e  is t o  
develop and v a l i d a t e  t echn iques  t o  estimate r a d i a t i o n  dose t o  n e o p l a s t i c  and 
normal c e l l s  and t i s s u e s  from t h e  in-v ivo  a d m i n i s t r a t i o n  of a n t i b o d i e s  and 

q,d 	 ant ibody f ragments  l a b e l e d  wi th  r a d i o a c t i v e  n u c l i d e s .  Alpha, b e t a  and photon
emitters have been proposed a s  p o t e n t i a l  l a b e l s  and, t h e r e f o r e ,  p roposa l s  are 
i n v i t e d  t h a t  develop dos imet ry  f o r  any o r  all o f  t h e  proposed r a d i o n u c l i d e s .  

Radio labe led  immunoconjugates d i r e c t e d  a g a i n s t  tumor c e l l - s u r f a c e  a n t i g e n s
have shown promise as bo th  d i a g n o s t i c  and t h e r a p e u t i c  a g e n t s  i n - v i t r o  and i n  
human tumor implants  i n  an imals .  The p rospec t  o f  an  agent  directec! 
s p e c i f i c a l l y  a g a i n s t  n e o p l a s t i c  c e l l s  h a s  l e d  t o  c l i n i c a l  t r i a l s  i n  humans. 
While c a l c u l a t i n g  t h e  dose d e l i v e r e d  by t h e  low a c t i v i t y  used i n  d i a g n o s i s  i s  
d e s i r a b l e ,  it is  mandatory i n  t h e r a p y  when a l a r g e  a c t i v i t y  o f  r a d i o l a b e l e d  
immunoconjugate must be d e l i v e r e d  t o  t h e  n e o p l a s t i c  t i s s u e  i n  o r d e r  t o  ach ieve  
t h e  des i r ed  improvement i n  p a t i e n t  s u r v i v a l .  Being a b l e  t o  c a l c u l a t e  dose 
r e q u i r e s  t h a t  one can de termine  t h e  d i s t r i b u t i o n  w i t h i n  t h e  body, f o r  bo th  
normal and n e o p l a s t i c  t i s s u e ,  th rough measurement o r  th rough t h e  e x t r a p o l a t i o n
of exper imenta l  o r  t h e o r e t i c a l  d a t a .  Recent measurement by microdosimeters  
and o b s e r v a t i o n s  from autoradiography have shown t h e  d i s t r i b u t i o n  i n  tumors t o  
be much more inhomogeneous t h a n  could  be a p p r e c i a t e d  by a v a i l a b l e  n u c l e a r  
medicine imaging, i n c l u d i n g  SPECT. Dosimetry, t o  d a t e ,  h a s  n o t  accounted w e l l  
f o r  t h i s  a s p e c t  o r  f o r  i r r e g u l a r l y  shaped tumors .  The use  of  an  extended 
MIRD-type c a l c u l a t i o n  h a s  been proposed, bu t  M I R D ' s  major assumption i s  
homogeneous d i s t r i b u t i o n  o f  r a d i o n u c l i d e .  :Present methods provide  an  estimate 
o f  dose,  bu t  c l e a r l y  some mod i f i ca t ion  o f  "normal" methods o r  new development
must be made. The dos imet ry  may even have t o  be modif ied f o r  each an t ibody,
r a d i o n u c l i d e  ( a lpha ,  b e t a ,  o r  gamma emitter)  and/or t a r g e t .  Thorough
e v a l u a t i o n  o f  cancer  t h e r a p y  us ing  r a d i o l a b e l e d  immunoconjugates r e q u i r e s  t h e  
b e s t  c a l c u l a t i o n  of dose t h a t  can be performed. 

It is a n t i c i p a t e d  t h a t  approximately t h r e e  o f  p o s s i b l y  f o u r  s c i e n t i f i c a l l y
m e r i t o r i o u s  a p p l i c a t i o n s  can be  funded. 
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Request f o r  c o p i e s  of t h e  complete RFA should be addressed  t o :  


Robert  J. Morton, M.S. 

Program D i r e c t o r  

Radiotherapy Development Branch 

Radia t ion  Research Program

Div i s ion  of  Cancer Treatment 

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

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

9000 Rockvi l le  P ike ,  EPN Room 800 

Bethesda, Maryland 20892 

Telephone: (301)  496-9360 


DIGESTIVE DISEASES CORE C E N ' m  


RFA AVAILABLE: 89-DK-01 

P.T. 04; K.W. 0715085, 0715135, 0785035, 0765035, 0710030 

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

App l i ca t ion  Rece ip t  Date: February 15, 1989 

w 

The Nat iona l  I n s t i t u t e  o f  Diabe tes  and Diges t ive  and Kidney Diseases  ( N I D D K ) 

i n v i t e s  a p p l i c a t i o n s  f o r  D iges t ive  Diseases  Core Center  Grants  t o  be awarded 

i n  F i s c a l  Year 1990. 


The o b j e c t i v e s  of  t h e  Core Center  a r e  t o  b r i n g  t o g e t h e r ,  on a coope ra t ive 

b a s i s ,  c l i n i c a l  and b a s i c  s c i e n c e  i n v e s t i g a t o r s  i n  a manner which w i l l  enhance 

and ex tend  t h e  e f f e c t i v e n e s s  of  r e s e a r c h  being conducted i n  t h e  f i e l d  of  

d i g e s t i v e  d i s e a s e s .  Within t h e  r e s e a r c h  a c t i v i t i e s  of  t h e  Center  should be 

r e s e a r c h  t h a t  is  r e l e v a n t  t o  t h e  under ly ing  cause ( s1 ,  mechanism(s1, d i agnos i s , 

e a r l y  d e t e c t i o n ,  p reven t ion ,  c o n t r o l  and t r ea tmen t  of d i g e s t i v e  diseases and 

r e l a t e d  p h y s i o l o g i c a l ,  pa thophys io log ica l ,  c o n g e n i t a l  o r  metabol ic  d i s o r d e r s  

r e s u l t i n g  from such d i s e a s e s .  The focus  of t h e  r e s e a r c h  program i n  t h e  c e n t e r  

can be a d i s e a s e  such as p a n c r e a t i t i s ,  f u n c t i o n a l  bowel d i s e a s e ,  ch ron ic  

h e p a t i t i s ;  an  organ such as l i v e r ,  esophagus,  l a r g e  bowel; a p rocess  such as 

abso rp t ion ,  s e c r e t i o n ,  m o t i l i t y  o r  an a p p r o p r i a t e  combination t h e r e o f  which 

may a l s o  inc lude  areas of  r e l e v a n t  technology.  


I n s t i t u t i o n s  t h a t  have t h e  necessary  foundat ion  of m u l t i d i s c i p l i n a r y  d i g e s t i v e 

d i s e a s e s - r e l a t e d  r e s e a r c h  a r e  encouraged t o  apply f o r  a Diges t ive  Diseases  

Core Center  Grant .  Each a p p l i c a n t  must  show t h a t  a t  l e a s t  f i f t y  pe rcen t  of  

t h e  f i s c a l  suppor t  f o r  t h e  ongoing r e s e a r c h  p r o j e c t s  i n  a r e a s  r e l e v a n t  t o  

d i g e s t i v e  d i s e a s e s  is  from t h e  N I D D K  and t h a t  t h e  remainder of  t h e  r e s e a r c h  

p r o j e c t s  t o  be inc luded  i n  t h e  c e n t e r  r e s e a r c h  base  are r e l e v a n t  t o  t h e  g o a l s 

o f  t h e  r e s e a r c h  Core Center .  Foreign i n s t i t u t i o n s  are n o t  e l i g i b l e  t o  apply .  


N I D D K  expec t s  t o  award up t o  fou r  Diges t ive  Diseases Core Center  G r a n t s  i n  

F i s c a l  Year 1990 on a compe t i t i ve  b a s i s .  The r e c e i p t  of  f o u r  compet i t ive 

c o n t i n u a t i o n  a p p l i c a t i o n s  is a n t i c i p a t e d  and t h e y  w i l l  be  i n  compet i t ion  f o r  

an award t o g e t h e r  wi th  o t h e r  a p p l i c a t i o n s  r ece ived  i n  response  t o  t h i s  

announcement. The N I D D K  a n t i c i p a t e s  t h a t  t h e  next  announcement (RFA) f o r  

Diges t ive  Diseases Core Center  a p p l i c a t i o n s  w i l l  be  i n  September 1989. 


The complete RFA, Core Center  Grant Guide l ines  as wel l  as c o n s u l t a t i o n  may be 

obta ined  from: 


D r .  Ralph L .  Bain 

Diges t ive  Diseases  and N u t r i t i o n  

Centers  Program

Nat iona l  I n s t i t u t e  of  Diabe tes  

and Diges t ive  and Kidney Diseases  

Bethesda, Maryland 20892 

Westwood Bui ld ing ,  Room 3A15 

Telephone: (301)  496-6045 


P o t e n t i a l  a p p l i c a n t s  a r e  urged t o  submit a l e t t e r  of  i n t e n t  by December 16, 

1988 r ega rd ing  t h e i r  a p p l i c a t i o n .  


The RFA l a b e l  ( found i n  t h e  9/86 r e v i s i o n  of  a p p l i c a t i o n  form PHS 398) must be 

a f f i x e d  t o  t h e  bottom of t h e  face page of  t h e  o r i g i n i a l  copy of  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  delayed p rocess ing  of  

an a p p l i c a t i o n  such t h a t  i t  may no t  reach  t h e  review committee i n  time f o r  a 

review.  
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