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NOTICES 

NOTICE OF MEETING - PROGRAMS FOR SUPPORT OF MINORITIES I N  BIOMEDICAL RESEARCQ 

P.T. 42,  FF; K.W. 0710030, 1014006 
'I 

National  I n s t i t u t e s  o f  Health 


The Nat ional  I n s t i t u t e s  o f  Heal th  ( N I H )  w i l l  hold t h e  f o u r t h  and f i f t h  o f  a 

s e r i e s  of  f i v e  r eg iona l  pub l i c  hear ings  t o  be conducted under t h e  auspices  o f  

t h e  Office o f  t h e  Direc tor ,  N I H ,  on "Programs f o r  Support o f  Minor i t i e s  i n  

Biomedical Research." The purpose o f  t h e  hear ings  is two-fold: 


( 1 )  t o  provide c u r r e n t  information concerning t h e  a c t i v i t i e s  o f  t h e  N I H  by

desc r ib ing  i n  broad terms e x i s t i n g  programs o f fe red  by N I H ,  and 


( 2 )  t o  s o l i c i t  through pub l i c  tes t imony t h e  views o f  biomedical r e sea rche r s , 

u n i v e r s i t y  f a c u l t y  and admin i s t r a to r s ,  s tuden t s ,  r e p r e s e n t a t i v e s  o f  

pro fes s iona l  s o c i e t i e s ,  and o the r  i n t e r e s t e d  p a r t i e s  regard ing  t h e  n a t u r e  and 

scope o f  programs t o  a t t rac t  and support  m i n o r i t i e s  i n  biomedical r e sea rch .  


The f o u r t h  hear ing  w i l l  be he ld  on Sunday, September 24 ,  1989, from 10 a . m .  t o  

4 p.m. i n  t h e  Doubletree S u i t e  Hotel ,  Phoenix Gateway Center,  Phoenix,

Arizona, preceding t h e  annual meeting o f  t h e  Hispanic Assoc ia t ion  of Colleges 

and U n i v e r s i t i e s .  The f i f t h  hear ing  w i l l  be he ld  on October 9 ,  1989, from 9 

a . m .  t o  4 p.m. a t  t h e  Anchorage Hi l ton  Hotel ,  Anchorage, Alaska, i n  

conjunct ion with t h e  Nat ional  Ind ian  Education Assoc ia t ion  Annual Meeting. 


Following p r e s e n t a t i o n s  by s e n i o r  NXH s t a f f ,  a panel  comprised of  N I H  program

a d m i n i s t r a t o r s  w i l l  spend t h e  remainder o f  each day r ece iv ing  tes t imony from 

p u b l i c  wi tnesses .  Each wi tness  w i l l  be l i m i t e d  t o  a maximum of  t e n  minutes.  

Attendance and t h e  number o f  p re sen ta t ions  w i l l  be l i m i t e d  t o  t h e  time and 

space a v a i l a b l e .  Consequently, a l l  i nd iv idua l s  wishing t o  a t t e n d  o r  t o  

presen t  a s ta tement  a t  e i t h e r  of  t h e s e  p u b l i c  hear ings  should n o t i f y ,  i n  

w r i t i n g  : 


W i l l i a m  H. P i t l i c k ,  Ph.D. 

Executive Sec re t a ry 

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


w 	 Shannon Building,  Room 252 
Bethesda, Maryland 20892 

Those planning t o  make a p resen ta t ion  should f i l e  a one-page summary o f  t h e i r  
remarks with D r .  P i t l i c k  by September 15,  1989. A copy o f  t h e  f u l l  t e x t  
should be  submit ted f o r  t h e  record  a t  t h e  t i m e  o f  t h e  meeting. Addi t iona l  
information may be obtained by c a l l i n g :  

M s .  Lo re t t a  Beuchert 
Office o f  Extramural Research 
Nat ional  I n s t i t u t e s  of Health 
Shannon Building, Room 252 
Bethesda, Maryland 20892 
Telephone: ( 3 0 1 )  496-9743 

GUIDELINES FOR CLINICAL TRIAL PLANNING GRANT 

P.T. 34; K.W. 0755015, 0755000, 0715100 

National  Eye I n s t i t u t e  

The Nat ional  Eye I n s t i t u t e  has  r e c e n t l y  developed gu ide l ines  f o r  a C l i n i c a l  
T r i a l  Planning Grant (R21). The o b j e c t i v e  o f  t h e  C l i n i c a l  T r i a l  Planning
Grant is  t o  support  t h e  development o f  a c l i n i c a l  t r i a l  r e sea rch  p l an .  The 
g ran t  provides  a mechanism f o r  e a r l y  peer  review o f  t h e  r a t i o n a l e  and need f o r  
t h e  t r i a l  as w e l l  as support  f o r  t h e  development o f  a d e t a i l e d  Manual o f  
Procedures.  An a proved a p p l i c a t i o n  w i l l  be considered f o r  one year  o f  
funding of up t o  $50,000 i n  d i r e c t  c o s t s .  
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Appl ica t ions  may be submit ted any t ime dur ing  t h e  year .  Copies o f  t h e  new 

g u i d e l i n e s  may be obta ined  by con tac t ing :  


Richard L.  Mowery, Ph.D., Chief 

Col l abora t ive  C l i n i c a l  Research Branch 

National  Eye I n s t i t u t e  

Building 31, Room 6A48 'V 


Bethesda, Maryland 20892 

Telephonet ( 3 0 1 )  496-5983 


AVAILABILITY OF FISH O I L  TEST MATERIALS 


P.T. 34; K.W. 0780000, 0780017 


National  I n s t i t u t e s  o f  Heal th  


This  n o t i c e  supercedes t h e  prev ious  announcement publ ished i n  t h e  N I H  Guide 

f o r  Grants  and Cont rac ts  on J u l y  14, 1989 (Vol. 18, No. 24) .  


SUMMARY AND PURPOSE 


TEST MATERIALS CURRENTLY AVAILABLE 


o 	 n-3 e t h y l  ester concent ra te ,  prepared from menhaden o i l ,  bu lk  
packed or s o f t - g e l  encapsulated (80  percent  n-3 f a t t y  a c i d s  
inc luding  EPA and DHA) 

o 	 Ethyl  esters o f  o l i v e  o i l  (70 percent  o l e i c ) ,  bu lk  packed or 
so f t -ge l  encapsula ted  

o Deodorized menhaden o i l ,  bu lk  packed or so f t -ge l  encapsulated 

o 	 Commercial p repa ra t ions  o f  corn,  o l i v e ,  or saf f lower  oil, s o f t - g e l
encapsula ted  only  

PROCESSING AND SPECIFICATIONS OF BIOMEDICAL TEST MATERIALS 

o n-3 Ethyl  Ester Concentrate  

The n-3 e t h y l  ester concen t r a t e  is  prepared from vacuum-deodorized menhaden
o i l  u s ing  t r a n s e s t e r i f i c a t i o n ,  urea  adduct ion and shor t -pa th  d i s t i l l a t i o n .  
The concen t r a t e  con ta ins  approximately 80 percent  n-3 f a t t y  a c i d  e t h y l  esters 
(44 percent  EPA, 24 percent  DHA, 10-12 percent  o t h e r  n-3 f a t t y  a c i d  e t h y l
esters), 3 percent  C18 ( o t h e r  t han  n-31, 6 percent  C16 and t h e  remainder as 
o t h e r  esters. It con ta ins  0 . 2  mg/g TBHQ as an t iox idan t ,  2 mg/g tocophero ls
and 2.0 mg/g c h o l e s t e r o l .  The concent ra te  is  a v a i l a b l e  i n  1 g s o f t - g e l
capsules  (100 c a p s u l e s / b o t t l e )  or packaged i n  bulk  i n  q u a n t i t i e s  s u i t a b l e  t o  
i n v e s t i g a t o r s '  needs.  

o Placebo Ethyl  Esters 

The e t h y l  esters of v i r g i n  o l i v e  o i l  are prepared by t r a n s e s t e r i f i c a t i o n .  The 
p repa ra t ion  con ta ins  approximately 70 percent  o l e i c  ac id ,  13  percent  C16, and 
15 percent  C18 ((1 percent  n-3) f a t t y  a c i d  e t h y l  esters.  It con ta ins  0 . 2  mg/g
TBHQ as an t iox idan t  and 2 mg/g tocophero ls .  The p repa ra t ion  is  a v a i l a b l e  i n  1 
g so f t -ge l  capsu le s  (100  c a p s u l e s / b o t t l e )  or packaged i n  bulk  i n  q u a n t i t i e s
s u i t a b l e  t o  i n v e s t i g a t o r s '  needs.  

o Deodorized Menhaden O i l  

Deodorized menhaden o i l  is prepared from o i l  t h a t  has  been win ter ized  and 
a l k a l i  r e f ined ;  it is  processed through a two-stage wiped-film evapora tor  t o  
remove c h o l e s t e r o l ,  v o l a t i l e  ox ida t ion  products  and any traces of  organic
contaminants.  The o i l  con ta ins  approximately 30 percent  n-3 f a t t y  a c i d s  i n  
t h e  t r i g l y c e r i d e  form; 14 percent  EPA, 8 percent  DHA, 8 percent  o t h e r  n-3. It 
con ta ins  0 .2  mg/g TBHQ as an t iox idan t ,  2 mg/g tocophero ls  and 2 .0  mg/g
c h o l e s t e r o l .  The deodorized o i l  i s  a v a i l a b l e  i n  1 g so f t -ge l  capsu le s  (100
c a p s u l e s / b o t t l e )  or is  packaged i n  bulk q u a n t i t i e s  s u i t a b l e  t o  i n v e s t i g a t o r s
needs.  Spec ia l  r e q u e s t s  f o r  an t iox idan t - f r ee  o i l  w i l l  be considered.  

o Placebo O i l s  

Commercial p repa ra t ions  o f  corn,  o l i v e ,  and sa f f lower  o i l  have been s o f t - g e l
encapsulated t o  se rve  as placebos for s t u d i e s  involv ing  encapsulated menhaden W L  

o i l .  These o i l s  con ta in  0.2 mg/g TBHQ as an t iox idan t  and 2 mg/g tocophero ls .
The major f a t t y  a c i d s  for each o i l  are:  corn (58 percent  18:2n-6, 26 percent
18:ln-91, o l i v e  (17 percent  18r2n-6, 57 percent  18rln-91, sa f f lower  (80  
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percent  18:2n-6, 9 percent  18: ln-9) .  They are a v a i l a b l e  i n  1 g so f t -ge l
capsu le s  (100 capsu le s Ibo t t l e1 .  Although vegetab le  o i l s  w i l l  no t  be suppl ied
i n  bulk  form, i n v e s t i g a t o r s  may reques t  a n a l y s i s  o f  an t iox idan t  and tocopherol
l e v e l s  i n  vege tab le  o i l s  t h a t  t hey  purchase.  

FISH OIL TEST MATERIALS PROGRAM 
- 3 1 

The Fish  O i l  Tes t  Materials Program is adminis tered by t h e  Div is ion  o f  
N u t r i t i o n  Research Coordination i n  t h e  Office o f  Disease Prevent ion,  N I H .  It 
w a s  e s t a b l i s h e d  i n  1986 through t h e  cooperat ion o f  t h e  Nat ional  I n s t i t u t e s  o f  
Health ( N I H ) ,  t h e  Alcohol, Drug Abuse, and Mental Health Adminis t ra t ion 
(ADAMHA), and t h e  Nat iona l  Oceanic and Atmospheric AdministrationIDepartment
of Commerce (NOAA/DOC).  This  program has  been designed t o  provide a 
long-term, c o n s i s t e n t  supply of quality-assuredlquality-controlled t e s t  
materials t o  r e sea rche r s  i n  order  t o  f a c i l i t a t e  t h e  eva lua t ion  o f  t h e  r o l e  
t h a t  omega-3 f a t t y  a c i d s  p l ay  i n  h e a l t h  and d i s e a s e .  

F i sh  O i l  Tes t  Materials Advisory Committee: 

A Fish  O i l  Tes t  Materials Advisory Committee (FOTMAC) is cochaired by
s c i e n t i f i c  s ta f f  from ADAMHA and N I H  and is  composed o f  s c i e n t i s t s  
r ep resen t ing  t h e  funding agencies  ( N I H ,  ADAMHA), t h e  r e sea rch  community,
Department of Commerce (DOC) ,  and t h e  Food and Drug Adminis t ra t ion (FDA). The 
FOTMAC provides  s c i e n t i f i c  advice t o  t h e  DOC regard ing  t h e  types  o f  materials 
needed by r e sea rch  s c i e n t i s t s ,  sh ipping  procedures f o r  t h e  materials, and 
a d d i t i o n a l  q u a l i t y  c o n t r o l  and product ion i s s u e s .  The committee is  advisory  
t o  t h e  F i sh  O i l  T e s t  Materials Program on genera l  programmatic i s s u e s  such as 
f u t u r e  d i r e c t i o n s  and has  produced a manual on Good Laboratory P r a c t i c e s  f o r  
t h e  handl ing o f  po lyunsa tura te  materials. I n  add i t ion ,  t h e  committee provided
guidance t o  DOC during t h e  product ion o f  t h e  Drug Master F i l e  submit ted t o  t h e  
FDA by t h e  FOTMAC. A manual on Ana ly t i ca l  Methods f o r  t h e  Q u a l i t y  Assurance 
o f  F i sh  O i l  was produced by t h e  DOC. 

F i sh  O i l  Tes t  Materials D i s t r i b u t i o n  Committee: 

A Fish  O i l  Tes t  Materials D i s t r i b u t i o n  Committee (FOTMDC) is composed o f  N I H  
and o the r  Federa l  s c i e n t i s t s  t h a t  do not  use t h e s e  products .  The D i s t r i b u t i o n  
committee processes  t h e  a p p l i c a t i o n s  rece ived  from i n v e s t i g a t o r s  and adv i ses  
t h e  DOC o f  a p p l i c a t i o n s  t h a t  have f u l f i l l e d  t h e  a p p l i c a t i o n  process  and makes 
recommendations regard ing  t h e  d i s t r i b u t i o n  of  requested materials. 

e 

The awarded materials are provided t o  i n v e s t i g a t o r s  free o f  charge.
A v a i l a b i l i t y  o f  materials are cont ingent  on DOCINOAA product ion c a p a b i l i t i e s .
When p r i o r i t i z a t i o n  is  necessary,  t h e  order  w i l l  be: 1 )  NIHIADAMHA funded, 2 )
o t h e r  government funded, 3) peer-reviewed, p r i v a t e l y  funded, 4 )  NIHIADAMHA 
approved, no t  funded, and 5 )  o t h e r .  

To q u a l i f y  t o  r ece ive  materials descr ibed  i n  t h i s  announcement t h e  app l i can t  
must: 1 )  have peer-reviewed r e sea rch  i n d i c a t i n g  t h e  need f o r  t h e  reques ted
materials, and 2) submit a c o r r e c t l y  completed a p p l i c a t i o n  form and a s igned
waiver of  l i a b i l i t y .  The c o m m i t t e e  w i l l  no t  be r e spons ib l e  f o r  a s ses s ing  the  
s c i e n t i f i c  merit o f  t h e  a p p l i c a t i o n ,  Regulat ions on human s u b j e c t s  and animal 
r e sea rch  apply.  In accordance with f e d e r a l  r egu la t ions ,  an I N D  number w i l l  be 
r equ i r ed  f o r  t h e  use  o f  t h e s e  materials i n  human s t u d i e s .  The FOTMAC has  
e s t a b l i s h e d  a drug master f i l e  a t  t h e  FDA which inc ludes  manufacturing,
chemical composition and t o x i c o l o g i c a l  d a t a  r e l evan t  t o  t h e s e  products .
I n v e s t i g a t o r s  us ing  DOC/NOAA materials may r e fe rence  t h i s  f i l e  i n  o rde r  t o  
expedi te  t h e i r  I N D  r eques t s .  

Requests f o r  materials o f  amounts greater than  500 kg o f  vacuum-deodorized 
menhaden o i l  and/or 50 kg of  n-3 e t h y l  e s t e r  concen t r a t e  should no t  be 
submit ted without p r i o r  d i scuss ion  with t h e  Nat ional  Marine F i s h e r i e s  Se rv ice  - Charleston Laboratory.  For f u r t h e r  information con tac t  M s .  P a t r i c i a  F a i r  a t  
(803) 762-1200. 

Tes t  Materials Avai lab le  i n  t h e  Future:  

Tes t  materials and t h e  r e l evan t  a p p l i c a t i o n  process  w i l l  be announced i n  t h e  
N I H  Guide f o r  Grants and Cont rac ts  as new materials become a v a i l a b l e .  

Other Information: 

Addi t iona l  information w i l l  be provided t h e  i n v e s t i g a t o r  i n  t h e  form o f  
complete q u a l i t y  assurance d a t a  f o r  each l o t  o f  t es t  material shipped, gene ra l  

.1l/.I d i e t  p repa ra t ion  information,  and i n s t r u c t i o n s  f o r  formulat ion o f  placebos
conta in ing  a n t i o x i d a n t s  balanced t o  t h e  l e v e l  i n  t h e  t e s t  material. 
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INQUIRIES AND APPLICATIONS 


I n v e s t i g a t o r s  may o b t a i n  f u r t h e r  information and apply f o r  a v a i l a b l e  f i s h  o i l  

t e s t  materials f o r  r e l e v a n t  s t u d i e s  by r eques t ing  an a p p l i c a t i o n  form from: 


M s .  Melissa Workman 

Program A s s i s t a n t  

Fish  O i l  Tes t  Materials Program

Divis ion  o f  N u t r i t i o n  Research Coordination 

Building 31,  Room 4B63 

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

Bethesda, Maryland 20892 

Telephone: ( 3 0 1 )  496-2323 


APPLIED RESEARCH ETHICS NATIONAL ASSOCIATION - ANNUAL MEETING 

P.T. 42;  K.W. 1014004, 0755018, 1014003, 0783005 

Applied Research E t h i c s  Nat ional  Associat ion 


On October 11, Applied Research E t h i c s  Nat ional  Assoc ia t ion  (ARENA) w i l l  hos t  

i ts  f o u r t h  annual meeting a t  t h e  Park Plaza Hotel  i n  Boston, Massachusetts.  

This  meeting w i l l  be he ld  from 9 a.m. t o  5 p.m., and w i l l  f e a t u r e  a v a r i e t y  of 

p r e s e n t a t i o n s  address ing  i s s u e s  p e r t i n e n t  t o  both I R B  and IACUC 

admin i s t r a to r s ,  inc luding:  t h e  problem of  d a t a  shar ing ,  inc luding  r ecen t  

requirements  by pharmaceut ical  firms for d a t a  sha r ing  p r i o r  t o  completion o f  

research;  review and h i g h l i g h t i n g  of t h e  new FDA proposed r e g u l a t i o n s  on 

animal welfare. A l l  ARENA members are encouraged t o  submit a b s t r a c t s  o f  

papers  for p r e s e n t a t i o n  a t  t h i s  meeting. Deadline f o r  cons ide ra t ion  is August

31 and p r e s e n t a t i o n s  w i l l  be l i m i t e d  t o  10  minutes wi th  5 minutes f o r  

ques t ions .  Topics for papers  should focus on i s s u e s  o f  i n t e r e s t  t o  o t h e r  

ARENA m e m b e r s  such as human or animal research, IRB or IACUC p o l i c i e s  or 

procedures ,  r e sea rch  o f f i c e  admin i s t r a t ion ,  e t c .  P lease  d i r e c t  a b s t r a c t s  and 

ques t ions  t o :  


David Bernhardt 

330 Holmecrest Road 

Jenkintown, Pennsylvania 19046 

Telephone: ( 2 1 5 )  456-7216 


1RESPONSIBILITY I N  MEDICINE AND RESEARCH 

P.T. 42;  K . W .  0783010, 1014004, 0715008 

Publ ic  Respons ib i l i t y  i n  Medicine and Research 

Pub l i c  Respons ib i l i t y  i n  Medicine and Research (PRIM&R), a n a t i o n a l  
o rgan iza t ion  concerned wi th  e t h i c a l  i s s u e s  i n  r e sea rch  and medicine, is 
sponsoring two meetings i n  t h e  F a l l  of 1989. Both meetings w i l l  be he ld  a t  
t h e  Boston Park P laza  Hotel  and Towers i n  Boston, Massachusetts.  

The first conference,  "The His tory  and Current  S t a t u s  o f  IRBs: A 
Retrospec t ive  and Planner ,"  w i l l  cons ider  a range o f  r egu la to ry ,  po l i cy  and 
ope ra t iona l  i s s u e s  o f  concern t o  I R B s ,  inc luding  t h e i r  r egu la t ion ,  AIDS 
re sea rch ,  sub jec t  payment for r e sea rch  and i s s u e s  involv ing  s c i e n t i f i c  
misconduct. This  meeting w i l l  be he ld  on October 12-13, 1989. 

The second meeting, co-sponsored by PRIM&R and T u f t s  Univers i ty  School o f  
Medicine, is  e n t i t l e d ,  "People as Products :  Legal, E t h i c a l  and S o c i a l  I s s u e s  
i n  Reproductive Technology and Other Procedures Involving t h e  
Commercialization o f  Bodily Products ."  This  meeting w i l l  be he ld  on November 
6-7 ,  1989. 

For complete programs or f u r t h e r  information on both o f  t h e s e  meetings,  p l e a s e  
con tac t  : 

PRIM&R 
132 Boylston S t r e e t  
4th Floor  
Boston, Massachusetts 02116 
Telephone: ( 6 1 7 )  423-4112 or 

423-1 099 
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DATED ANNOUNCEMENTS (RFPs AND RFAs) 

BASTER AGREEMENT FOR BIRTH DEFECTS STUDIES 


MASTER AGREEMENT ANNOUNCEMENT AVAILABLE: MAA-NICHD-PRP-89-27 


P.T. 34; K . W .  0775020, 0715006, 0775025, 0755030 


National  I n s t i t u t e  o f  Chi ld  Heal th  and Human Development 


The Nat ional  I n s t i t u t e  o f  Child Health and Human Development ( N I C H D )  is 

planning t o  i n v e s t i g a t e  t h e  causes  o f  adverse pregnancy outcomes which would 

i nc lude  congen i t a l  malformations and r e l a t e d  problems by e s t a b l i s h i n g  a pool 

of  p r e q u a l i f i e d  c o n t r a c t o r s  t o  c o l l a b o r a t e  i n  t h e s e  s t u d i e s .  The Master 

Agreement Holders must be capable  o f  i d e n t i f y i n g  malformed c h i l d r e n  and 

appropr i a t e  c o n t r o l  s u b j e c t s  w i th in  a def ined geographical  area. This  would 

i nc lude  being a b l e  t o  l o c a t e  and interview families o f  t h e s e  c h i l d r e n  and t o  

o b t a i n  o t h e r  p e r t i n e n t  medical information from o t h e r  sou rces .  


The p r o j e c t s  t o  be performed under t h i s  Master Agreement are no t  y e t  de f ined .  

They w i l l  be p r i m a r i l y  e t i o l o g i c  i n v e s t i g a t i o n s  i n  t h e  area o f  b i r t h  d e f e c t s .  

It is a n t i c i p a t e d  t h a t  i n  general  a case-control  approach w i l l  be used t o  

e v a l u a t e  t h e  importance o f  p o t e n t i a l  e t i o l o g i c  f a c t o r s .  When blood samples 

are a v a i l a b l e ,  t h e  case and c o n t r o l  s u b j e c t s  w i l l  be  compared on l e v e l s  o f  

substances o f  i n t e r e s t .  


This  announcement is a new s o l i c i t a t i o n .  The issuance o f  t h e  Master Agreement

Announcement (MAA) w i l l  be on or about August 31, 1989, and t h e  proposals  are 

due by 4:00 pm ( l o c a l  t i m e ) ,  October 30, 1989. Those o rgan iza t ions  d e s i r i n g  a 

copy o f  t h e  above MAA may send t h e i r  w r i t t e n  r eques t  with two se l f - addres sed  

mail ing l a b e l s  t o t  


Mrs. Lynn S a l o  

NICHD,  OGC, CMS 

Executive P laza  North Buildina,  Room 515
-
9000 Rockvi l le  Pike 
Bethesda, Maryland 20892 

A l l  r e spons ib l e  sou rces  may submit a proposal  which w i l l  be considered.  

This  advertisement does no t  commit t h e  Government t o  award a c o n t r a c t .  

DATA CENTER FOR EPIDEMIOLOGICAL INVESTIGATIONS OF H I V  

RFP AVAILABLE: RFP-NIH-NIAID-DAIDS-90-09 
P.T. 34, AA, 11; K.W. 0715008, 0785055, 0413001, 0755018 

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

The Divis ion o f  AIDS (DAIDS), Nat ional  I n s t i t u t e  o f  Allergy and I n f e c t i o u s  
Diseases, Nat ional  I n s t i t u t e s  of Health,  is  s o l i c i t i n g  proposals  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  t o  ope ra t e  a d a t a  c e n t e r  
with d a t a  management and a n a l y s i s  c a p a b i l i t y  f o r  t h e  mul t i cen te r  cohort  s tudy
of  t h e  v e r t i c a l  t r ansmiss ion  o f  human immunodeficiency v i r u s  i n  women and t h e  
n a t u r a l  h i s t o r y  of t h e  d i s e a s e  i n  a cohort  o f  c h i l d r e n .  C l i n i c a l ,  l abo ra to ry ,
demographic and behavioral  d a t a  c o l l e c t e d  i n  s t u d i e s  supported by t h e  
Epidemiology Branch and i n  o t h e r  c l i n i c a l  s t u d i e s  supported by t h e  Divis ion o f  
AIDS are e s s e n t i a l  t o  t h e  mission.of  t h e  Divis ion of AIDS by providing n a t u r a l  
h i s t o r y  d a t a  for t h e  design and conduct o f  vaccine and c l i n i c a l  t r i a l s .  
Hence, t h e r e  is t h e  f u r t h e r  need t h a t  t h e  d a t a  c e n t e r  possess  t h e  
s c i e n t i f i c / t e c h n i c a l  r e sources  t o  provide a s s i s t a n c e  and r e sources  t o  t h e  
s taffs  of t h e  Epidemiology Branch and B i o s t a t i s t i c s  Research Branch i n  t h e i r  
e f f o r t s  t o  i n t e g r a t e  t h e  f i n d i n g s  from va r ious  DAIDS-sponsored c o n t r a c t s  to 
meet needs i n  f o r e c a s t i n g  t h e  epidemic and a s s e s s i n g  t h e  appropr i a t eness  o f  
proposed s tudy  designs f o r  vaccine and c l i n i c a l  t r i a l s .  

S p e c i f i c a l l y ,  t h e  s e l e c t e d  Contractor  s h a l l  be r e spons ib l e  f o r  t h e  ope ra t ion
and maintenance of a d a t a  center t h a t  s e r v i c e s  fou r  c l i n i c a l  s tudy sites. 
This  i nc ludes  coord ina t ion  and supe rv i s ion  o f  a l l  a s p e c t s  o f  d a t a  c o l l e c t i o n  
a c t i v i t i e s ,  forms design,  sof tware development and modif icat ion,  primary and 
secondary a n a l y s i s  o f  d a t a .  I n  add i t ion ,  t h e  s e l e c t e d  Contractor  s h a l l  
provide s c i e n t i f i c l t e c h n i c a l  a s s i s t a n c e  t o  Program s ta f f  i n  t h e  monitoring o f  
Program a c t i v i t i e s  . 
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This  is an announcement f o r  an a n t i c i p a t e d  Request f o r  Proposal  (RFP).

RFP-NIH-NIAID-DAIDS-90-09 w i l l  be i ssued  on or about August 28, 1989, with  a 

c l o s i n g  d a t e  t e n t a t i v e l y  set  f o r  October 17, 1989. 


Requests f o r  t h e  RFP should be d i r e c t e d  i n  w r i t i n g  t o i  


Jacquel ine  C .  Holden 

Contract  Management Branch 

Control  Data Corp. Bldg.,  Room 214P, 6003 Executive Blvd. 

National  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 

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

Bethesda, Maryland 20892 

Telephone: (301) 496-7119 


To rece ive  a copy of  t h e  RFP, p l e a s e  supply t h i s  o f f i c e  wi th  two 

se l f -addressed  mail ing l a b e l s .  A l l  r e spons ib l e  sources  may submit a proposal 

which w i l l  be considered.  


This  advert isement  does no t  commit t h e  Government t o  award a c o n t r a c t .  


BASIC CHEMISTRY I N  SUPPORT OF AIDS-RELATED STUDIES 


RFA AVAILABLE: 89-GM-01 

P.T. 34; K . W .  0715008, 1003006, 1003012, 0760035, 0760053, 0760060 

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

Appl ica t ion  Receipt  Date: December 1,  1989 

The Nat iona l  I n s t i t u t e  of  General Medical Sc iences  announces t h a t  new funds 
are a v a i l a b l e  to support  t h e  development of chemical des ign  strategies and 
chemistry methodology with t h e  p o t e n t i a l  t o  f a c i l i t a t e  more t a r g e t e d
AIDS-related s t u d i e s .  This  announcement is  not  intended t o  support  s t u d i e s  of 
b i o l o g i c a l  e f f i c a c y  or i n  v ivo  eva lua t ion  o f  any products  der ived  from t h e s e  
s t u d i e s  i n  b a s i c  chemistry.  

The i n t e n t  o f  t h i s  Request f o r  Appl ica t ions  (RFA) is t o  support  s t u d i e s  whose 
focus is  b a s i c  chemistry,  bu t  which have t h e  p o t e n t i a l  t o  c o n t r i b u t e  t o  
AIDS-targeted s t u d i e s .  The new knowledge t o  be gained should advance t h e  
s t a t e -o f - the -a r t  f o r  chemical des ign  and methodology i n  support  of t a r g e t e d
anti-AIDS drug development and enable  r e sea rche r s  t o  more quick ly  and 
p r e c i s e l y  in t e rvene  as new t a r g e t s  emerge. 

Advances are sought i n ,  but  no t  l i m i t e d  t o ,  t h e  fo l lowing  areas1 

o 	 Linkage chemistry f o r  t h e  t e t h e r i n g  o f  small molecules and 
p r o s t h e t i c s  t o  n a t u r a l  macromolecules. 

o Chi ra l  s y n t h e s i s  of  nuc leos ides ,  nuc leo t ides ,  and o l igonuc leo t ides .  

o 	 Syn the t i c  methodology for t h e  cons t ruc t ion  of novel o r  d i f f i c u l t l y
a c c e s s i b l e  isosteres and t r a n s i t i o n - s t a t e  analogs.  

o Design and s y n t h e s i s  o f  new, s e l e c t i v e  DNA c l eav ing  moie t ies .  

o 	 Novel approaches t o  achiev ing  enzyme i n h i b i t i o n  and t o  t h e  des ign
of  p r o t e i n  probes.  

o Pept ide  and o l igonuc leo t ide  m i m i c s .  

Other areas wi th  promise f o r  innovat ion i n  chemical des ign  and s y n t h e s i s  may
be considered where p o t e n t i a l  t o  c o n t r i b u t e  t o  t h e  p repa ra t ion  o f  molecular 
probes or drugs f o r  AIDS-related s t u d i e s  can be e s t a b l i s h e d .  The i n t e n t  o f  
t h i s  r eques t  is  t o  e l i c i t  proposa ls  t o  i n v e s t i g a t e  o r i g i n a l  i d e a s  and novel  
concepts  f o r  r e sea rch  i n  areas o f  b a s i c  chemistry which can be app l i ed  t o  
anti-AIDS drug development. It is  a n t i c i p a t e d  t h a t  any b i o l o g i c a l  t e s t i n g
supported under t h i s  announcement w i l l  be l i m i t e d  t o  t h a t  necessary  t o  
e s t a b l i s h  t h e  chemical p r i n c i p l e s  being i n v e s t i g a t e d .  

Support  f o r  t h i s  program w i l l  be through t r a d i t i o n a l  r e sea rch  g r a n t s ,
inc luding  r e g u l a r  p r o j e c t  g r a n t s  (Roll and FIRST awards (R29). Col labora t ions  
between groups s t rong  i n  organic  s y n t h e s i s  and those  s t rong  i n  molecular 
des ign  are welcomed, and a p p l i c a t i o n s  submit ted by c o l l a b o r a t i n g  i n v e s t i g a t o r s
from more than  one i n s t i t u t i o n  can be supported by consortium arrangements.  
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I n v e s t i g a t o r s  from any i n s t i t u t i o n ,  fo re ign  or domestic, are e l i g i b l e  t o  apply 

f o r  t h i s  funding. 


The t o t a l  amount o f  support  o f  g r a n t s  under t h i s  RFA is  cont ingent  upon t h e  

appropr i a t ion  o f  funds f o r  t h i s  purpose. The number o f  awards w i l l  be 

determined by t h e  merit o f  t h e  proposa ls  and by t h e i r  re levance  t o  t h e  program

goals ,  as w e l l  as by t h e  a v a i l a b i l i t y  o f  funds,  It is  a n t i c i p a t e d  t h a t  i n  

f i sca l  year  1990 seven t o  t e n  g ran t  awards w i l l  be a l l o c a t e d  t o  t h e  r e sea rch  

i n i t i a t i v e s  descr ibed  i n  t h i s  RFA. 


To r e c e i v e  t h e  f u l l  RFA send two address  l a b e l s  t o :  


D r .  Michael Rogers

Program Adminis t ra tor  

Pharmacological Sc iences  Program

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

National  I n s t i t u t e s  o f  Heal th  

Westwood Building, Room 919 

Bethesda, Maryland 20892 

Telephone: ( 3 0 1 )  496-7181 


RFA AVAILABLE: 89-HL-16-B 


P.T. 34; K.W. 1003002, 0760035, 0790000 


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


Appl ica t ion  Receipt  Date: March 15, 1990 


The Blood Diseases Branch o f  t h e  Div is ion  o f  Blood Diseases and Resources, 

National  Heart, Lung, and Blood I n s t i t u t e  (NHLBI) ,  announces t h e  a v a i l a b i l i t y 

of  a Request f o r  Appl ica t ions  (RFA) on t h e  above s u b j e c t .  Copies o f  t h e  RFA 

are c u r r e n t l y  a v a i l a b l e  from s ta f f  of  t h e  NHLBI. Awards w i l l  be made t o  

f o r e i g n  i n s t i t u t i o n s  only  f o r  r e sea rch  of very unusual merit, need, and 

promise. 


This  program w i l l  support  b a s i c  research  on t h e  biochemical mechanisms t h a t  

r e s u l t  i n  f i b r i n o l y s i s  and thrombolysis  with p a r t i c u l a r  emphasis on t h e  

th rombose lec t iv i ty  o f  plasminogen a c t i v a t o r s  and t h e i r  r e g u l a t i o n  by

plasminogen a c t i v a t o r  i n h i b i t o r s .  Research e l u c i d a t i n g  t h e  biochemical basis 

o f  r e s i s t a n c e  of o l d  thrombi towards thrombolyt ic  agents  and those  thrombi 

forming after thromboly t ic  therapy  is a l s o  r e l e v a n t  t o  t h e  goa l s  and 

o b j e c t i v e s  o f  t h i s  RFA. This  announcement may be o f  p a r t i c u l a r  i n t e r e s t  t o  

i n v e s t i g a t o r s  wi th  e x p e r t i s e  i n  phys i ca l  and s t r u c t u r a l  biochemistry.  


Support for t h i s  program w i l l  be through t r a d i t i o n a l  r e sea rch  g r a n t s , 

inc luding  r e g u l a r  p r o j e c t  g r a n t s  (Rol l  and FIRST awards (R29). Col labora t ions  

between groups s t r o n g  i n  organic  s y n t h e s i s  and those s t r o n g  i n  molecular 

des ign  are welcomed, and a p p l i c a t i o n s  submit ted by c o l l a b o r a t i n g  i n v e s t i g a t o r s 

from more than  one i n s t i t u t i o n  can be supported by consortium arrangements. 

P o l i c i e s  t h a t  govern r e sea rch  g ran t  programs o f  t h e  N I H  apply t o  t h i s  program. 


The t o t a l  amount o f  support  of  g r a n t s  under t h i s  RFA is cont ingent  upon t h e  

appropr i a t ion  of funds f o r  t h i s  purpose.  The number o f  awards w i l l  be 

determined by t h e  merit o f  t h e  proposa ls  and by t h e i r  re levance  t o  t h e  program

goals ,  as w e l l  as  by t h e  a v a i l a b i l i t y  o f  funds.  It is a n t i c i p a t e d  t h a t  i n  

f i sca l  year  1990 seven t o  t e n  g r a n t  awards w i l l  be  a l l o c a t e d  t o  t h e  r e sea rch  

i n i t i a t i v e s  descr ibed  i n  t h i s  RFA. 


Requests for cop ies  of t h e  RFA should be addressed t o :  


Diane L. Lucas, Ph.D. 

Divis ion  o f  Blood Diseases and Resources 

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

Federa l  Building, Room SA12 

Bethesda, Maryland 20892 

Telephone: (301)  496-5911 
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RFA AVAILABLE8 89-CA-16 

P.T. 3 4 ,  11; K.W. 0715035, 0745020, 0730070 

National  Cancer I n s t i t u t e  

Letter o f  I n t e n t  Rece ip t  Date1 October 1 ,  1989 

Applicat ion Receipt Date I December 11, 1989 

The Divis ion o f  Cancer Prevent ion and Control (DCPC) of t h e  Nat ional  Cancer 
I n s t i t u t e  ( N C I )  i n v i t e s  g r a n t  a p p l i c a t i o n s  from a consortium o f  p u b l i c  h e a l t h  
agencies  o r  i n s t i t u t i o n s  t o  develop, implement, and e v a l u a t e  programs designed
t o  i n c r e a s e  b r e a s t  and c e r v i c a l  cancer  s c reen ing  o f  o l d e r ,  low income, low 
educat ion l e v e l  and minor i ty  women. 

RESEARCH GOALS AND SCOPE 

The goal  o f  t h i s  p r o j e c t  is t o  develop, implement, and e v a l u a t e  programs
designed t o  i n c r e a s e  b r e a s t  and c e r v i c a l  cancer  s c reen ing  o f  o l d e r ,  low 
income, low educat ion l e v e l  and minori ty  women. 

The primary o b j e c t i v e s  o f  t h i s  r e sea rch  are t o  demonstrate how a consortium o f  
community agencies  can : 

1 .  	Charac te r i ze  u t i l i z a t i o n  p a t t e r n s  f o r  mammography, c l i n i c a l  
b r e a s t  examination, b r e a s t  self-examination and c e r v i c a l  
cytology sc reen ing  i n  t h e  t a r g e t  popu la t ion  through b a s e l i n e  
surveys.  These d a t a  w i l l  e s t a b l i s h  frequency o f  screening,  
as w e l l  as assess b a r r i e r s  t o  u t i l i z a t i o n .  

2.  	Design and p i l o t  t e s t  i n t e r v e n t i o n s  t o  r e c r u i t  women i n  need 
of b r e a s t  and c e r v i c a l  cancer screening regimens t h a t  can: 

o 	 be i n t e g r a t e d  with o t h e r  h e a l t h  s e r v i c e s  used by t h e s e  
women 

o affect  t h e  behavior o f  non-health agency c l i e n t s .  
*.,P 

3. Evaluate  t h e  e f f e c t i v e n e s s  of specific i n t e r v e n t i o n s  t o  
reach t h e  target  populat ion f o r  b r e a s t  and c e r v i c a l  cancer 
s c reen ing .  

4. Assure compliance with follow-up recommendations f o r  women 
with anything bu t  completely normal mammograms ( i . e . ,
indeterminate  o r  susp ic ious  f i n d i n g s )  and smears ( i . e . ,
f u r t h e r  a c t i o n  recommended). 

5 .  Describe p r o s p e c t i v e l y  t h e  sc reen ing  behavior o f  t h e  
t a r g e t e d  	women i n  view of c u r r e n t  N C I  recommendations ( i . e . ,
e s t a b l i s h  t h a t  women are coming back a t  recommended 
i n t e r v a l s  f o r  s c r e e n i n g ) .  

ELIGIBILITY REQUIREMENTS 

Grants-in-Aid may be awarded t o  p r o f i t  and nonpro f i t  o r g a n i z a t i o n s  and 
i n s t i t u t i o n s ,  and governments and t h e i r  agencies  wi th in  t h e  United S t a t e s .  
However, it should be noted t h a t  t h i s  Request f o r  Applicat ions (RFA) is 
p r i m a r i l y  t a r g e t e d  a t  demonstrating a consortium approach, involving p u b l i c
agencies  o r  i n s t i t u t i o n s ,  such as h e a l t h  departments,  community h e a l t h  c e n t e r s  
o r  p u b l i c  h o s p i t a l s  with e s t a b l i s h e d  l i n k a g e s  t o  t h e  target  popu la t ion  ( e .g .*
The Heal th  Department may have experience with providing o r  c o n t r a c t i n g  f o r  
t h e  h e a l t h  s e r v i c e s ,  an Area Agency on Aging may have e s t a b l i s h e d  networks 
with e l d e r l y  women, and t h e  American Cancer Soc ie ty  may have experience with 
providing p u b l i c  educat ion campaigns). This  approach seeks  t o  addres s  t h e  
problem i n  a coordinated f a sh ion  while t a k i n g  advantage o f  t h e  p u b l i c  agency’s
r o l e  as noncompetitive c o l l a b o r a t o r ,  s t i m u l a t o r ,  convenor, and f a c i l i t a t o r  of 
e x i s t i n g  r e sources  t o  i n c r e a s e  mammography and Pap smear u t i l i z a t i o n  i n  women 
leas t  l i k e l y  t o  be screened.  The l e a d  agency must demonstrate experience with 
d i s e a s e  c o n t r o l ,  bu t  does no t  n e c e s s a r i l y  have t o  be t h e  d i r e c t  provider  o f  
t h e  sc reen ing  s e r v i c e s .  I n  many communities, t h e  l e a d  agency is l i k e l y  t o  be 
t h e  h e a l t h  department; however, o t h e r  p u b l i c  agencies  could f i l l  t h i s  r o l e .  
Among t h e  team of  a p p l i c a n t s  o r  consortium, one i n s t i t u t i o n  must be proposed .I 

as t h e  l e a d  i n s t i t u t i o n  t o  s e r v e  as t h e  a p p l i c a n t  and assume r e s p o n s i b i l i t y
f o r  t h e  conduct o f  t h e  award. 

Vol. 18, No. 29,  August 2 5 ,  1989 - Page 8 



-

MECHANISM OF SUPPORT 


Support o f  t h i s  program w i l l  be  through t h e  Nat ional  I n s t i t u t e s  of Heal th  

(NIH) grant- in-aid.  Applicants  w i l l  be r e spons ib l e  f o r  t h e  planning, 

d i r e c t i o n ,  and execut ion o f  t h e  proposed p r o j e c t .  Allowable d i r e c t  c o s t s  f o r  

t h e  in t e rven t ion  w i l l  no t  inc lude  funds t o  pay f o r  mammograms o r  Pap smears. 

However, expenses incu r red  i n  developing and promoting t h e  u t i l i z a t i o n  o f  

t h e s e  s e r v i c e s ?  such as b a s e l i n e  and follow-up surveys,  des ign  o f  materials,

and pub l i c  and p ro fes s iona l  educat ion are considered al lowable c o s t s .  Except 

as otherwise s t a t e d  i n  t h i s  RFA, awards w i l l  be adminis tered under PHS g r a n t s 

p o l i c y  as s t a t e d  i n  t h e  Publ ic  Health Serv ice  Grants  Po l i cy  Statement,  DHHS 

Pub l i ca t ion  No. (OASH) 82-50,000, r ev i sed  January l r  1987. 


This  RFA is a one-time s o l i c i t a t i o n .  Approximately $1,000,000 i n  t o t a l  c o s t s  

per year  f o r  f i v e  y e a r s  w i l l  be committed t o  s p e c i f i c a l l y  fund a p p l i c a t i o n s 

t h a t  are submitted i n  response t o  t h i s  RFA. The t o t a l  p r o j e c t  pe r iod  f o r  

a p p l i c a t i o n s  submit ted i n  response t o  t h e  p re sen t  RFA should not  exceed f i v e  

yea r s .  The earliest f e a s i b l e  start d a t e  f o r  t h e  i n i t i a l  awards w i l l  be August

1,  1990. Although t h i s  program is provided f o r  i n  t h e  f i n a n c i a l  p l ans  o f  t h e  

N C I ,  t h e  award of g r a n t s  pursuant  t o  t h i s  RFA a l s o  is  cont ingent  upon t h e  

a v a i l a b i l i t y  o f  funds f o r  t h i s  purpose.  


INQUIRIES 


Copies o f  t h e  complete RFA and a d d i t i o n a l  information may be obta ined  from: 


Lawrence Bergner, MD, MPH 

Program Di rec to r  

Cancer Control  Appl ica t ions  Branch 

National  Cancer I n s t i t u t e  

EPN Room 233C 

Bethesda, Maryland 20892 

Telephone: (301) 496-8584 
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