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NOT I C E S  

NATIONAL UORKSHOPS ON THE PROTECTION OF HUMAN SUBJECTS 

P.T. 43; K.U. 0783005 

Nat ional  I n s t i t u t e s  o f  Health 
Food and Drug Administrat ion 

The Nat ional  I n s t i t u t e s  o f  Health ( N I H )  and the Food and Drug Adn in is t ra t ion  (FDA) are cont inuing t o  sponsor a 
ser ies of  workshops on respons ib i l i t i es  of  researchers, I n s t i t u t i o n a l  Review Boards (IRBs), and i n s t i t u t i o n a l  
o f f i c i a l s  f o r  the p ro tec t i on  o f  hunan subjects i n  research. The uorkshops are open t o  everyone with an i n te res t  i n  
research invo lv ing  hunan subjects. The meetings should be of  special  i n te res t  t o  those persons cu r ren t l y  serving or 
about t o  begin serving as a member o f  an IRB. Issues discussed a t  these workshops are relevant t o  a l l  other Publ ic 
Health Service agencies. The current schedule includes the fol lowing: 

I' 

I. NORTH MIDUESTERN WORKSHOP 

DATES: October 17 and 18, 1991 

WORKSHOP SITE:  

Uest in  Hotel 

Renaissance Center 

Det ro i t ,  M I  

Telephone: (313) 568-8000 


SPONSORS: 

Chi ld ren ls  Hospi ta l  o f  Michigan 

3901 Beaubien Blvd. 

Det ro i t ,  M I  48201 


Wayne State Un ive rs i t y  
4237 Scott Ha l l  

Det ro i t ,  M I  48201 


REGISTRATION CONTACT: 

M r .  Jerome Ui lczynsk i  

Vice President f o r  Operations 

Chi ldren's Hospi ta l  o f  Michigan 

3901 Beaubien Blvd. 

Det ro i t ,  M I  48201 

Telephone: (313) 745-5450 


TOPIC: Pro tec t ion  o f  H m n  Subjects i n  Research: 

11. UEST COAST WORKSHOP 

DATES: JANUARY 23 and 24, 1992 (REVISED DATES) 

WORKSHOP SITE:  Los Angeles, CA 

SPONSORS: 

Un ive rs i t y  of  Southern Ca l i f o rn ia  

Los Angeles, CA 90089-4014 


Ca l i f o rn ia  State Un ive rs i t y  - Los Angeles 

5151 State Un ive rs i t y  Dr ive  

Los Angeles, CA 90032-8202 


REGISTRATION CONTACT: 

Ms. L i l y  Patterson 

Assistant t o  the D i rec to r  

Research and Sponsored Programs 

Ca l i f o rn ia  S ta te  Un ive rs i t y  - Los Angeles 

5151 State Un ive rs i t y  Dr ive  

Los Angeles, CA 90032-8202 

Telephone: (213) 343-3820 


TOPIC: Pro tec t ion  o f  Human Subjects 

111. SOUTH MIDWESTERN UORKSHOP 

DATES: February 20 and 21, 1992 

The Vulnerable Pat ient  
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UORKSHOP SITE: Sen Antonio, TX 

SPONSORS : 

Un ive rs i t y  o f  Texas Health Science Center 

7703 Floyd Curl Dr ive  

Sen Antonio, TX 78284-7972 


' .Ir4 	 S t .  Mary's Un ive rs i t y  
One Camino Santa Maria 
Sen Antonio, TX 78228-8572 

REGISTRATION CONTACT: 
Ms. Angie Khan 

a t  San Antonio 

I n s t i t u t i o n a l  Coordinator of Research Revieu 
Un ive rs i t y  o f  Texas Health Science Center at San Antonio 
7703 Floyd Curl Dr i ve  (Room 402L) 
Sen Antonio, TX 78284-7972 
Telephone: (512) 567-2351 

TOPIC: Pro tec t ion  of  Human Subjects 

I V .  NORTHEASTERN UORKSHOP 

DATES: April 27 and 28, 1992 

WORKSHOP SITE: Phi ladelphia, PA 

SPONSORS : 

Un ive rs i t y  o f  Pennsylvania 

133 South 36th Street 

Sui te  300 

Philadelphia, PA 19104-3246 


L inco ln  Un ivers i ty  

L inco ln  Universi ty,  PA 19352 


REGISTRATION CONTACT: 

Ms. Lynn Bevan 

Assistant D i rec to r  

Of f i ce  o f  Research Administrat ion 

Un ive rs i t y  o f  Pennsylvania


bf 	133 South 36th Street, Su i te  300 
Philadelphia, PA 19104-3246 
Telephone: (215) 898-2614 

TOPIC: Pro tec t ion  o f  Hunan Subjects 

For fu r the r  informat ion regarding these uorkshop or f u tu re  NIH /FDA National Pro tec t ion  of  Human Subjects Workshops, 

contact : 


Ms. Darlene Marie Ross 

Executive Assistant f o r  Education 

Div i s ion  of  Hunan Subject Protect ions 

O f f i c e  f o r  Pro tec t ion  from Research Risks 

National I n s t i t u t e s  of  Health 

9000 Rockvi 1l e  Pike ,, 

Bui ld ing  31, Room 5859 

Bethesda, MD 20892 

Telephone: (301) 496-8101 


ESTIMATED TOTAL COSTS OF PROPOSED PROJECTS 

P.T. 34; K.U. 1014006 

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

BACKGROUND 

I n  response t o  the House o f  Representatives and Senate Appropr iat ion Reports (101-591 and 101-516, respectively), 
N I H  has developed a f i nanc ia l  management p lan  t o  increase s t a b i l i t y  and p r e d i c t a b i l i t y  i n  funding biomedical 
research. One element of  t h i s  p lan  i s  f o r  National Advisory Councils and Boards, i n  t h e i r  rev ieu  of  appl icat ions, 
t o  consider not on ly  s c i e n t i f i c  mer i t  and p r o g r a m t i c  issues but also t o t a l  costs of  proposed projects.  In  order 
t o  consider t h i s  informat ion as pa r t  f t h e i r  revieu, Councils/Boards must be provided with an estimate of  the t o t a l  
costs f o r  each app l i ca t i on  reviewed. 

'I 
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To provide Councils/Boards w i th  t h i s  information, each s m r y  statement w i l l  inc lude an estimate o f  the t o t a l  costs 
o f  the proposed pro jec t .  This w i l l  begin w i th  s m r y  statements f o r  app l i ca t ions  reviewed dur ing  the October-
November 1991 round o f  I n i t i a l  Review Group ( I R G )  meetings. Previously, on ly  requested and r e c m n d e d  d i r e c t  costs 
f o r  each budget per iod  were included on s m r y  statements. 

CALCULATION METHOO 

Estimated t o t a l  costs w i l l  be based on informat ion provided i n  the app l ica t ions  as we l l  as on the d i r e c t  costs 
r e c m n d e d  by the I R G  f o r  app l i ca t ions  where negotiated i nd i rec t  cost ra tes  are appl icable. The fo l low ing  
ca l cu la t i on  method w i l l  be used t estimate t o t a l  costs: 

1 )  Total  Costs Required f o r  E n t i r e  Pro jec t  w i l l  be d iv ided by the Total  D i rec t  Costs Requested f o r  the 
E n t i r e  Project .  

2 )  This f i g u r e  w i l l  then be multiplied by the D i rec t  Costs Recomnended f o r  Each Year. 

Total  costs requested and t o t a l  d i r e c t  costs requested are provided i n  the appl icat ion.  

APPLICABILITY 

Estimated t o t a l  costs w i l l  be included on sunnary statements f o r  the f i r s t  year, a l l  f u tu re  years, and f o r  the t o t a l  
p ro jec t  per iod  (compet i t ive segment). These data w i l l  be he lp fu l  t o  Councils, Boards, and i n s t i t u t e  s t a f f  p r imar i l y  
f o r  app l i ca t ions  a t  o r  near the margin o f  fundab i l i t y .  Where t o t a l  costs could be a determining fac to r  i n  the 
funding decision, a more precise ca l cu la t i on  w i l l  be made using actual  base and r a t e  information. This w i l l  be done 
before any f i n a l  funding decis ion i s  made. 

N C I  B R I E F I N G  ON SPORE PROGRAM 

P.T. 42; K.U. 0715035 

National Cancer I n s t i t u t e  


The Nat ional  Cancer I n s t i t u t e  ( N C I )  plans t o  release Requests For Appl icat ions (RFA) t o  i n v i t e  P5D grant 

app l ica t ions  f o r  Special ized Programs o f  Research Excellence (SPORE) i n  Breast Cancer, Lung Cancer, and Prostate 

Cancer. The RFAs are expected t o  be released i n  mid-September. 


The N C I  plans t o  conduct a b r i e f i n g  session on the SPORE program on Tuesday, October 8 ,  1991, a t  the S t .  Louis 

Ai rpo r t  Mar r i o t t ,  1-70 a t  Lambert A i rpor t ,  S t .  Louis, Missouri.  The b r i e f i n g  w i l l  begin a t  8:30 a.m. and w i l l  

adjourn by noon. There w i l l  be ample t i m e  f o r  questions and answers. A s m r y  o f  the proceedings o f  t h i s  meeting 

i nc lud ing  questions and answers w i l l  be ava i lab le  upon request. 


In te res ted  p a r t i e s  are i n v i t e d  t o  attend. Rooms f o r  the n igh t  o f  October 7 are ava i lab le  a t  a special  ra te  o f  $58 

plus tax. Reservations must be made d i r e c t l y  t o  the ho te l  a t  ( 3 1 4 )  423-9700. To receive the special  rate, make the 

reservat ion by September 27 and mention the National Cancer I n s t i t u t e  meeting. Free s h u t t l e  service i s  ava i lab le  

from the a i r p o r t  t o  the ho te l .  Passenger pick-up f o r  the Mar r i o t t  s h u t t l e  i s  a t  e x i t  7 in  the a i r p o r t  terminal. 


For fu r the r  informat ion and t o  request a s m r y  o f  the meeting, please contact: 


O r .  Andrew Chiarodo 

Organ Systems Coordinating Branch 

Div i s ion  o f  Cancer Biology, Diagnosis and Centers 

National Cancer I n s t i t u t e  

Bethesda, MD 20892 

Telephone: (301)  496-8528 


NOTICE OF MEETING - KIDNEY AND UROLOGIC DISEASES RESEARCH CENTERS 

P.T. 42; K.U. 0705075, 0785220, 1014006 


National I n s t i t u t e  o f  Diabetes and Digest ive and Kidney Diseases 

A meeting o f  Center D i rec to rs  f o r  the George M. O'Brien Kidney and Urologic Diseases Research Centers Program 

supported by the National I n s t i t u t e  o f  Diabetes and Digest ive and Kidney Diseases (NIDDK) i s  scheduled f o r  September 

15,  1991, a t  the Crystal  C i t y  Gateway Mar r i o t t  Hotel i n  Crystal  Ci ty,  VA. The purpose o f  the meeting i s  t o  inform 

i nves t iga tors  o f  current I n s t i t u t e  p o l i c i e s  and guidel ines concerning research centers. The meeting i s  open on a 

space-avai lable basis. For fu r the r  informat ion contact: 


Dr.  Ralph L. Bain 

Program D i rec to r  

Kidney and Urologic Diseases Research Centers Program 

National I n s t i t u t e  o f  Diabetes and Digest ive and Kidney Diseases Uestwood Building, Room 621 

Bethesda, MD 20892 
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A V A I L A B I L I T Y  OF BLOW SAMPLES FROM PATIENTS ENROLLED I N  THE EARLY TREATMENT DIABETIC RETINOPATHY STUDY 

P.T. 34; K.U. 0755015, 0715080, 0780005 

National Eye I n s t i t u t e  

The Ear ly  Treatment Diabet ic  Retinopathy Study (ETDRS), a mul t icenter  co l labora t ive  c l i n i c a l  t r i a l  supported by the 

National Eye I n s t i t u t e ,  uas designed t o  assess laser photocoagulation and a s p i r i n  treatment i n  pat ien ts  wi th  

mi ld - to - severe nonpro l i fe ra t i ve  and e a r l y  p r o l i f e r a t i v e  d iabet ic  ret inopathy. Follow-up o f  these pa t ien ts  extended 

fo r  up t o  n ine years. The study design and resu l ts  of the c l i n i c a l  t r i a l  are publ ished i n  Ophthalmology 

1991;98:739-840. 


Between A p r i l  1980 and September 1983, approximately 2,000 fas t ing  basel ine blood specimens were drawn from ETDRS 

pat ien ts  and analyzed fo r :  hemoglobin A l C ,  cholesterol,  t r ig lycer ide ,  h igh-densi ty  l i p o p r o t e i n  cholestero l  (HDLC), 

Lou-density l i p o p r o t e i n  cholestero l  (LDLC), creatinine, u r i c  acid, glucose, C-peptide, albunin, f ibr inogen, 

alpha-2-macrogldxrlin, and thromboxane 82. A t  tha t  t i m e  a 3 cc a l iquo t  o f  each serun specimen was stored in  a 

sealed glass Uheaton v i a l  a t  -70 degrees Centigrade a t  the Centers f o r  Disease Control i n  Atlanta, GA. The ETDRS 

database includes extensive in format ion on baseline charac ter is t i cs  (systemic and ocular) as wel l  as seven-

to-nine-year outcome in format ion (morbidity, mor ta l i t y ,  and ocular) f o r  these 2000 Type I and Type 11 diabetics. 

Invest igators  in terested i n  using these reserved frozen serun specimens f o r  research pro jec ts  are i n v i t e d  t o  

contact: 

Frederick L. Ferr is ,  111,  M.D. 

Chief, C l i n i c a l  T r i a l s  Branch 

National Eye I n s t i t u t e  

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

Bui ld ing  31, Room 6A24 

Bethesda, MD 20892 


DISCONTINUATION OF THE N I A I D  IMMUNOLOGIC AND INFECTIOUS DISEASES ACADEMIC AWARD 

P.T. 34; K.U. 0710070, 1014002 

National I n s t i t u t e  o f  A l le rgy  and In fec t ious  Diseases 

Beginning w i th  the October 1, 1991, app l i ca t ion  receipt  date, the National I n s t i t u t e  o f  A l le rgy  and In fec t ious  
Diseases ( N I A I D )  w i l l  no longer accept neu or amended appl icat ions f o r  the N I A I D  Imnunologic and In fec t ious  Diseases 
Academic Award (K07). However, N I A I D  u i l l  continue t o  receive new and amended appl icat ions f o r  the other career 
award programs, namely the C l i n i c a l  Invest igator  Award (K08), the Physician Sc ien t is t  Academic Auard ( K l l ) ,  and the 
Modif ied Research Career Development Award (K04). 

This dec is ion was reached because o f  the pauci ty  o f  appl icat ions received f o r  the KO7 Award i n  recent years, and the 
des i re  o f  the N I A I D  t o  focus i t s  career award resources t o  the K04, K08, and K11 mechanisms, p a r t i c u l a r l y  i n  keeping 
wi th  i t s  e f f o r t s  t o  increase the recruitment and re ten t ion  of minor i ty  and u m n  s c i e n t i s t s  i n  biomedical research. 

NOTICES OF AVAILABILITY (RFPs AND RFAs) 

DEVELOPMENT OF DOSAGE FORMS AND DELIVERY SYSTEMS FOR NEW DRUGS 

RFP AVAILABLE: NCI -CH-27710- 19 

P.T. 34; K.U. 0740021, 1003008 

National Cancer I n s t i t u t e  

The Pharmaceutical Resources Branch o f  the Developmental Therapeutics Programs, D i v i s i o n  o f  Cancer Treatment, 
National Cancer I n s t i t u t e  (NCI ) ,  i s  seeking contractors  t o  develop acceptable dosage forms f o r  compounds t o  be 
subsequently evaluated i n  cancer and H I V  pa t ien ts  and t o  car ry  out innovative studies leading t o  more e f f e c t i v e  
approaches f o r  the intravenous d e l i v e r y  o f  compounds tha t  possess 1 i m i  ted  so lub i  L it y  and/or s tab i  1ity. N C I  w i  1 1  
select  and provide the compounds to 'be studied. I n  add i t ion  t o  s o l u b i l i t y  problems, the pro jec ts  u i l l  requi re  
considerable a n a l y t i c a l  work, p a r t i c u l a r l y  the development o f  a s t a b i l i t y - i n d i c a t i n g  assay t o  monitor the i n t e g r i t y  
o f  the parent compound dur ing the formulat ion studies. These invest igat ions w i l l  be d i rec ted  toward a 
pharmaceutical dosage form tha t  w i l l  meet c e r t a i n  s o l u b i l i t y  and s t a b i l i t y  targets  predetermined by the Government. 
The Pr inc ipa l  Invest igator  on t h i s  p ro jec t  must possess a Ph.D. i n  pharmaceutics o r  medicinal chemistry and must 
a lso have a t  least  three years experience i n  the development o f  in jec tab le  formulations. A p o r t i o n  o f  t h i s  pro ject  
i s  a recompetit ion o f  two N C I  contracts. The incumbent contractors are the Un ivers i ty  o f  Kansas and the Un ivers i ty  
o f  North Carol ina a t  Chapel H i l l .  

RFP No. NCI-CM-27720-19 w i l l  be issued upon request t o  Zetherine Gore, Contract Specia l is t ,  on or about September 9, 
1991. Proposals w i l l  be due approximately 45 days thereaf ter .  The contract  per iod i s  t o  be f o r  f i v e  years 
beginning approximately June 1991. 
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Mai l  requests f o r  the RFP to: 


Ms. Zetherine Gore 

Contract Spec ia l i s t  

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

National  Cancer I n s t i t u t e  

Treatment Contract Sect ion 

6120 Executive Blvd, Room 603 

Rockvi l le,  MD 20852 


PREPARATION OF A N T I - A I D S  BULK DRUGS AND CHEMICALS FOR PRECLINICAL TOXICOLOGY, PHARMACOLOGY. AND CLINICAL USE 

RFPs AVAILABLE: NCI-CH-27722-71 (open competit ion) 
NCI-CM-27723-71 (small business set-aside) 

P.T. 34; K.U. 0710080, 1003012, 0740020 

Nat ional  Cancer I n s t i t u t e  


The Nat ional  Cancer I n s t i t u t e  ( N C I )  i s  seeking contractors w i th  the c a p a b i l i t y  t o  provide and operate mater ia l  

preparat ion laborator ies f o r  (a) the development o f  e x i s t i n g  or  new processes, procedures, and techniques f o r  the 

preparat ion o f  compounds; and (b) the synthesis o f  varying amounts o f  mater ia l  not  r e a d i l y  ava i l ab le  from other 

sources in  the quan t i t y  and/or q u a l i t y  needed by the N C I .  Offerors w i l l  be expected t o  provide an operating, 

la rge-scale f a c i l i t y  wi th  a t  least  one and preferably  two large (200 gal lons or  Larger) g lass - l i ned  reactors and the 

necessary support ing equipment and f a c i l i t i e s .  Quant i t ies  of drugs may range from 50 grams t o  mult i -k i lograms. 

Process development f o r  scale-up and access p i l o t  p lan t  equipment i s  essent ia l .  Speci f ic  assignment o f  the 

mater ia ls  f o r  preparat ion w i l l  be made by the N C I  and may include synthesis o f  a l l  types o f  chemicals and drugs. 

The contractor  w i l l  be responsible f o r  prepar ing approximately 20-30 l o t s  o f  bu lk  drugs per year. Q u a l i t y  

spec i f i ca t i ons  w i l l  be determined by the N C I .  A l l  mater ia ls  must be evaluated by the synthesis laboratory f o r  

i d e n t i t y  and pur i ty before submitted t o  the N C I .  


The Pr inc ipa l  Invest igator  must be t ra ined  i n  organic and medicinal chemistry, preferably  a t  the Ph.D. Level, o r  

possess equivalent experience. The Pr inc ipa l  Invest igator  must have extensive experience i n  chemical synthesis and 

synthet ic  process developnent. 


A t  the t ime o f  submission o f  a best and f i n a l  o f fe r ,  the o f f e r e r  must be reg is tered w i th  the Food and Drug 

Adn in i s t ra t i on  (FDA) as a manufacturer of bu lk  drugs and s h a l l  have submitted a f a c i l i t i e s  Drug Master F i l e  t o  the 

FDA. F a c i l i t i e s  s h a l l  meet FDA standards i n  accordance wi th  the Current Good Manufacturing Pract ices.  


RFP No. NCI-CM-27722-71, IIPreparation o f  A n t i - A I D S  Bulk Drugs f o r  P r e c l i n i c a l  Toxicology, Pharmacology, and C l i n i c a l  


Usen1i s  an open competit ion. RFP No. NCI-CM-27723-71, "Preparation o f  A n t i - A I D S  Bulk Drugs and Chemicals f o r  1Ix 


P r e c l i n i c a l  Toxicology, Pharmacology, and C l i n i c a l  Usea1i s  a 100 percent Set-Aside f o r  S m a l l  Business. The Standard 

I n d u s t r i a l  Code ( S I C )  i s  8731. 


Offerors  who q u a l i f y  as a small business are encouraged t o  submit proposals under both RFPs. 


I t  i s  an t i c ipa ted  tha t  four  incremental ly funded, cost-reimbursement contracts w i  L L '  be awarded wi th  the contract  

per iod beginning on o r  about May 4 ,  1992. The contract  per iod w i l l  be f i v e  years. RFP Nos: NCI-CM-27722-71 and 

NCI-04-27723-71 w i l l  be issued upon w r i t t e n  request t o  Joseph Bowe, Contract Specia l is t ,  on or  about September 3, 

1991. Proposals w i l l  be due on or  about October 17, 1991. Requests f o r  the RFP must be addressed to:  


Joseph Boue 

Contract Spec ia l i s t  

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

National  Cancer I n s t i t u t e  

Treatment Contracts Sect ion 

Research Contracts Branch 

Executive Plaza South, Room 603 

9000 Rockv i l l e  P ike 

Bethesda, MD 20892 


No c a l l s  w i l l  be accepted. 

SUPPORT OF THE NATIONAL HORMONE AND PITUITARY PROGRAM 

RFP AVAILABLE: NIH-NIDDK-91-6 

P.T. 34; K.U. 0760025, 0785050 

Nat ional  I n s t i t u t e  o f  Diabetes and Digest ive and Kidney Diseases 

The Nat ional  I n s t i t u t e  o f  Diabetes and Digest ive and Kidney Diseases (NIDDK),  D i v i s i o n  o f  Diabetes, Endocrinology 
and Metabolic Diseases, i s  conducting t h i s  p ro jec t  f o r  the purpose o f  prov id ing cont inuing support t o  the National 
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Hormone and P i t u i t a r y  Program (NHPP), a component o f  the Hormone D i s t r i b u t i o n  Program o f  NIDDK. The NHPP i s  
responsible f o r  storage and d i s t r i b u t i o n  o f  mater ia ls  procured by NIDDK f o r  use by researchers i n  endocrinology. 
The contractor  w i l l  receive, store, and d i s t r i b u t e  p u r i f i e d  hunan, ra t ,  ovine, bovine, and porcine p i t u i t a r y  
hormones, selected other hormones, ant isera t o  these hormones, and frozen hunan p i t u i t a r i e s .  Currently, the NHPP 
d i s t r i b u t e s  approximately 160 d i s t i n c t  research mater ia ls  and approximately 2000 ind iv idua l  awards o f  mater ia ls  are 
made annually. The contractor  w i l l  a lso disseminate information t o  the s c i e n t i f i c  community about the mater ia ls  
avai lable. 

..L&+' This Request f o r  Proposals (RFP) No. NIH-NIDDK-91-6 w i l l  be issued on or  about September 12, 1991 wi th  responses due 

by December 11, 1991. The NIDDK expects t o  award one contract from t h i s  s o l i c i t a t i o n .  


To receive a copy o f  t h i s  RFP, supply t h i s  o f f i c e  wi th  two self-addressed mai l ing  labels  and c i t e  the RFP nunber 

referenced above. Requests must be in  w r i t i n g  and addressed to: 


Ms. Linda Cameron 

Contract Spec ia l i s t  

Contracts Management Branch 

National I n s t i t u t e  o f  Diabetes and Digest ive and Kidney Diseases 

Uestwood Building, Room 602 

Bethesda, MD 20892 

Telephone requests w i l l  not be honored. 


This advertisement does not  comnit the Government t o  make an award. 


NINDS LOGISTICAL RESEARCH SUPPORT 

SOURCES SOUGHT: NIH-NINDS-91-002 

P.T. 34; K.W. 1002030, 1013004, 1002004, 1002008 

National I n s t i t u t e  of  Neurological Disorders and Stroke 

The D i v i s i o n  o f  Intramural Research (DIR),  National I n s t i t u t e  o f  Neurological Disorders and Stroke (NINDS), National 
I n s t i t u t e s  o f  Health ( N I H ) ,  i s  seeking t o  i d e n t i f y  sources capable o f  prov id ing l o g i s t i c a l  and research support. 
The D I R ,  NINDS, has operated i t s  Laboratories o f  Biophysics, Neurobiology, Molecular and Ce l lu la r  Neurobiology and 
Neurochemistry a t  an outs ide marine laboratory on a par t - t ime bas is  over the l a s t  three years. A f ive-year  program 
beginning in  May 1992 i s  ant ic ipated.  This program w i l l  support important research on neural c e l l s  and neural c e l l  
membranes, neuronal signal ing, and shor t - and long- term memory mechanisms. I t  i s  based on the need in  the DIR, 
NINDS, f o r  l i v e  squid and other marine invertebrates t o  invest igate the c e l l u l a r  funct ions underlying cent ra l  
nervous system function. Since l i v e  squid cannot be transported, t h i s  work must be done a t  the c o l l e c t i n g  s i t e .  

pcJ The contractor  s h a l l  provide the personnel, equipnent, and f a c i l i t i e s  necessary t o  support t h i s  research. 
Approximately 11 DIR, NINDS s c i e n t i s t s  per year w i l l  requi re  support. The fo l lowing i s  a general descr ip t ion  of the 
support required. The contractor  s h a l l  c o l l e c t  Lo l igo Pea le i i  (4-24'' body length) from May t o  November each year of 
the contract  per iod  and s t o r e  them i n  appropriate l i v e  ho ld ing tanks. The contractor  s h a l l  supply the NINDS 
invest igators  wi th  s p e c i f i c  mar icu l ture services support ive o f  t h e i r  research program on marine nudibranches. A 
q u a l i f i e d  aquavet s h a l l  be in  residence a t  the contractor 's  f a c i l i t y  t o  take care o f  any heal th  problems o f  the 
marine animals. An animal ho ld ing f a c i l i t y  wi th  appropriate veter inary support s h a l l  be on s i t e  t o  ho ld  small 
nunbers o f  mice and rabb i ts  ( f o r  antibody production). A f u l l - s e r v i c e  biomedical l i b r a r y  w i th  a wide range o f  
current  per iod ica ls  must be on s i t e .  The contractor sha l l  a lso provide machine and inst runent  shop services, photo 
and graphic services, computer programing and applied mathematics, telephone, facsimile, m a i l ,  and shipping
services. The NINDS invest igators  w i l l  a lso requi re the use o f  special equipnent (e.g., u l t racentr i fuges,  l i q u i d  
s c i n t i  LLation counters, atomic absorption spectrometers, osometers, scanning e lec t ron  microscope, transmission 
e lec t ron  microscope, ultramicrotome, and equipnent f o r  preparing t issues f o r  ultramicrotomy and darkroom f o r  
processing e lec t ron  micrographs). A spec ia l ized l i g h t  microscopy f a c i l i t y  capable o f  performing fluorescence and 
video microscopy i s  a lso required. The research space needs from May t o  November each year are 2,700 square feet. 
Separate o f f i c e  space i s  not necessary. Fluorescent l i g h t i n g  o f  the space i s  required. Four u n i t s  o f  laboratory 
space tha t  includes fune hoods and a laboratory  s ink f o r  each unit s h a l l  be provided. Low benches, chairs, a i r  
f i l t e r s ,  and a r e f r i g e r a t o r  s h a l l  be provided f o r  each unit. Seawater ho ld ing tanks s h a l l  a lso be provided t o  each 
o f  the four un i ts .  

This i s  not a Request For Proposals (RFP). I t  i s  a request f o r  capab i l i t y /  q u a l i f i c a t i o n  statements. The 
Government does not in tend t o  award a contract  on the basis o f  responses t o  t h i s  announcement nor t o  make payment 
f o r  preparation o f  any information that  may be submitted. Poten t ia l  sources that  respond t o  t h i s  no t ice  s h a l l  be 
added t o  the appropriate s o l i c i t a t i o n  mai l ing  l i s t  f o r  subsequent s o l i c i t a t i o n  i f  an RFP i s  issued. 

Acknowledgement w i l l  not be made by the Government o f  receipt  o f  responses nor w i l l  respondents be n o t i f i e d  o f  the 
Goverrment's evaluat ion o f  information submitted. Five copies of a c a p a b i l i t y  statement tha t  addresses the 
aforementioned requirements must be received a t  the fo l lowing address no l a t e r  than 3:30 p.m., loca l  time, on 
September 23, 1991. The capabi 1 it y  statement should reference NIH-NINDS-91-002. 
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Ei leen D. Uebster 

Contracting O f f i c e r  

Contracts Management Branch 

National I n s t i t u t e  o f  Neurological Disorders and Stroke 

Federal Bui lding, Room 901 

7550 Uisconsin Avenue 

Bethesda, 130 20892 

Attent ion:  NIH-NINDS-91-002 


EVALUATION OF THERAPIES FOR TREATMENT OF PNEUMOCYSTIS C A R I N I I ,  MYCOBACTERIUM AVIUM, TOXOPLASMA GONDI I .  AND 

PATHOGENIC FUNGI INFECTIONS 


RFP AVAILABLE: NIH-NIAID-DAIDS-92-07 

P.T. 34; K.U.0715125, 0715103, 0715165, 0745070 

National I n s t i t u t e  o f  A l l e rgy  and In fec t ious  Diseases 

The Developnental Therapeutics Branch, Basic Research and Development Program, D iv i s ion  o f  AIDS, National I n s t i t u t e  
of  A l l e rgy  and In fec t ious  Diseases ( N I A I D )  has a requirement f o r  the evaluat ion o f  promising therapies f o r  the 
fo l low ing  oppor tun is t i c  i n fec t i ons  (01s) associated w i th  AIDS: Pneunocystis c a r i n i i ,  Mycobacteriun aviun, 
Toxoplasma gondii ,  and Pathogenic Fungi. The o f fe ro r  must a t  the t ime o f  proposal, have ava i l ab le  an animal system, 
inc lud ing  relevant s t r a i n s  o f  organisms (as applicable), su i tab le  f o r  evaluat ion o f  therapies w i th  po ten t i a l  f o r  
treatment o f  the organisms speci f ied.  The proposed tes t  system must approximate the c l i n i c a l  manifestat ions o f  the 
i n f e c t i o n  as i t  occurs i n  A I D S  o r  should have docunented u t i l i t y  as a model o f  drug e f f i cacy  in  hunan disease. 
Basic model development i s  no t  pa r t  o f  t h i s  e f f o r t .  Addi t ional  studies w i l l  be required such as in  v i t r o  tests, 
determination o f  plasma drug concentrations, and prophylaxis evaluation. A t  the present t ime, N I A I D  has seven 
contracts tha t  are scheduled t o  end i n  1992 t o  evaluate new drugs f o r  the fo l low ing  organisms: P. c a r i n i i ,  M. avium, 
and C. albicans. 

This Request f o r  Proposals (RFP) w i l l  be d iv ided i n t o  four pa r t s  (by organism) cons is t ing  of :  (1) Pneunocystis 
c a r i n i i ,  (2) Mycobacteriun aviun, (3) Toxoplasma gondii ,  and (4) Pathogenic Fungi (which includes Cryptococcus, 
Histoplasma, and Candida). There w i l l  be a separate work statement and compet i t ive range establ ished f o r  each part .  

Offerors  may respond t o  one or  more par ts .  I t  i s  an t ic ipa ted  tha t  one o r  more contracts u i l l  be awarded per par t .  

This NIAID-sponsored p ro jec t  u i l l  take approximately f i v e  years t o  complete. A cost reimbursement/completicm 

contract  i s  ant ic ipated. 


This i s  an announcement f o r  an an t ic ipa ted  RFP. RFP NIH-NIAID-DAIDS-92-07 sha l l  be issued on o r  about September 20, 

1991, and proposals w i l l  be due on o r  about December 20, 1991. Requests f o r  the RFP s h a l l  be d i rec ted  i n  wr i t i ng  

to: 


Cyndie Cotter 

Contract Spec ia l i s t  

Contract Management Branch 

National I n s t i t u t e  f o r  A l l e rgy  and In fec t ious  Disease 

Control Data Bui ld ing,  Room 326P 

6003 Executive Blvd. 

Bethesda, MD 20892 


To receive a copy o f  the RFP, supply t h i s  o f f i c e  w i th  two self-addressed mai l ing  labels. A l l  responsible sources 

may sutmit  a proposal tha t  w i l l  be considered. This advertisement does not comnit the g o v e r m n t  t o  make awards. 


MODEL DEVELOPMENT AN0 EVALUATION OF THERAPIES FOR CRYPTOSPORIDIUM INFECTION 

RFP AVAILABLE: NIH-NIAID-DAIDS-92-08 

P.T. 34; K.U. 0755020, 0715103 

National I n s t i t u t e  o f  A l l e rgy  and In fec t ious  Diseases 

The Developmental Therapeutics Branch, Basic Research and Developmental Program, D iv i s ion  o f  AIDS, National 
I n s t i t u t e  o f  A l l e rgy  and In fec t ious  Diseases ( N I A I D ) ,  has a requirement f o r  the Model Development and Evaluation of  
Therapies f o r  Cryptosporidiun In fec t ion .  This i n i t i a t i v e  w i l l  consist  o f  two phases. I n  Phase I, contractors w i l l  
develop, over a per iod  o f  two years, a standardized and reproducible small animal model f o r  c ryposor id ios is  tha t  i s  
su i tab le  f o r  evaluat ion o f  therapies w i th  po ten t i a l  f o r  treatment o f  cryptospor id iun parvun i n f e c t i o n  i n  hunans. 
Of fe rors  w i l l  be evaluated on the a p p l i c a b i l i t y  and s u i t a b i l i t y  o f  the proposed animal d e l  f o r  developnent of  a 
therapy evaluat ion system f o r  the Cryptosporidiun in fec t ion .  The Government u i l l  have the op t ion  t o  extend the 
performance per iod  f o r  one o r  more contractors who have s a t i s f a c t o r i l y  completed the requirements o f  Phase I, fo r  an 
add i t iona l  three years (Phase 11). In Phase 11, contractors u i l l  evaluate neu drugs using the animal models 
deve loped. 
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The Request f o r  Proposals (RFP) w i l l  contain q u a l i f i c a t i o n  c r i t e r i a  requ i r ing  o f fe ro rs  t o  provide docunentation of  
an adequate source and de l i ve ry  schedule o f  v iab le  Cryptosporidiun parvum oocysts. This announcement i s  a new 

me' 

b y  

s o l i c i t a t i o n .  M u l t i p l e  awards are an t ic ipa ted  f o r  t h i s  procurement. 


The issuance o f  t h i s  RFP (NIH-NIAID-DAIDS-92-08) w i l l  be on or about October 7, 1991, and proposals w i l l  be due by 

close o f  business on o r  about January 7, 1992. This NIAID-sponsored Phase I pro jec t  w i l l  take approximately two 

years t o  conplete. A cost-reimbursement contract  i s  ant ic ipated. Requests f o r  the RFP s h a l l  be d i rec ted  to: 


Mr.  Ross K e l l y  

Contract Spec ia l i s t  

Contract Management Branch 

National I n s t i t u t e  f o r  A l l e rgy  and In fec t ious  Disease 

Control Data Bui ld ing,  Room 326P 

6003 Executive Boulevard 

Bethesda, MD 20892 


To receive a copy o f  the RFP, supply t h i s  o f f i c e  w i th  two self-addressed mai l ing  labels.  A l l  responsible sources 

may submit a proposal tha t  w i l l  be considered. This advertisement does not comnit the Government t o  make awards. 


PLASMODIUM FALCIPARUM VACCINE DESIGN AND PRODUCTION 

RFP AVAILABLE: NIH-NIAID-DMID-92-06 

P.T. 34; K.U. 0715125, 0740075, 0755041 

National I n s t i t u t e  o f  A l l e rgy  and In fec t ious  Diseases 

The National I n s t i t u t e  o f  A l l e rgy  and In fec t ious  Diseases has a requirement f o r  a f a c i l i t y  and team of sc ien t i s t s  t o  
construct  recombinant malar ia antigens, t es t  these antigens f o r  sa fe ty  and imnunogenicity i n  small animal models, 
and formulate experimental vaccines f o r  c l i n i c a l  t es t i ng  using Good Manufacturing Practices. This requirement i s  
p a r t  o f  a cooperative i n i t i a t i v e  w i th  the Agency f o r  In te rna t iona l  Development. Respondents must have f a c i l i t i e s  
and equipment t o  al low the cons t ruc t ion  o f  recombinant antigen genes from known sequences and cloned DNA specimens, 
the e f f i c i e n t  expression o f  recombinant proteins, p ro te in  pu r i f i ca t i on ,  and vaccine formulation. P u a l i t y  control ,  
inc lud ing  tox i co log i ca l  evaluat ion o f  vaccines, and other Good Manufacturing Pract ices elements must a lso  be a par t  
o f  the capab i l i t y .  The Government w i l l  work c lose ly  wi th the contractor in  the design o f  vaccines. Aspects of  the 
p r e c l i n i c a l  evaluat ion and c l i n i c a l  t r i a l s  w i l l  be conducted a t  other f a c i l i t i e s .  

Any contract  awarded w i l l  be subject t o  DHHS regulat ions regarding the animal subjects in  research. 

One contract  may be awarded as a r e s u l t  o f  t h i s  s o l i c i t a t i o n .  I t  i s  expected tha t  the  contract  w i l l  have a three- 

year per iod  o f  performance w i th  options f o r  two add i t iona l  years. 


The issuance o f  the Request f o r  Proposals (RFP) w i l l  be on o r  about September 6, 1991, and proposals w i l l  be due by 

the c lose o f  business on December 2, 1991. Any responsible o f fe ro r  may sutanit a proposal t ha t  w i l l  be considered by 

the Government. 


To receive a copy o f  t h i s  RFP, supply t h i s  o f f i c e  wi th a request i n  u r i t i n g  and two self-addressed mai l ing  labels 

addressed to: 


Hr. Car l  R. Henn 

Contract Spec ia l i s t  

Contract Management Branch 

National I n s t i t u t e  o f  A 1  l e rgy  and In fec t ious  Diseases 

Control Data Bui ld ing,  Room 326P 

Bethesda, HD 20892 

This advertisement does not comnit the Government t o  make an award. 
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ENDOCRINOLOGY OF BODY COMPOSITION 

RFA AVAILABLE: DK/HD-92-01 

P.T. 34; K.U. 0785050, 0760025, 0760020, 0715006 

National I n s t i t u t e  of  Diabetes and D iges t ive  and Kidney Diseases 
National I n s t i t u t e  o f  Ch i l d  Health and Hunan Development 

Le t te r  o f  I n ten t  Receipt Date: January 15, 1992 
App l ica t ion  Receipt Date: February 14, 1992 

PURPOSE 

The National I n s t i t u t e  o f  Diabetes and D iges t ive  and Kidney Diseases (NIDDK) and the Nat ional  I n s t i t u t e  o f  Ch i ld  
Health and Hunan Development (NICHD) encourage i n v e s t i g a t o r - i n i t i a t e d  research grant (R01) app l i ca t ions  f o r  support 
o f  basic and c l i n i c a l  studies on the r o l e  o f  both endogenous and administered hormones i n  the determination of  body 
conposi t ion. 

BACKGROUND 

There i s  a c lea r  l i n k  between a nunber of hormones and body composition, ye t  the ro les  o f  these hormones in  the 
regu la t ion  o f  body composition remain t o  be elucidated. A precise understanding o f  the endocrine regu la t ion  o f  body 
conposi t ion i n  hunans, and o f  other hea l th  Outcomes r e l a t i n g  t o  in te rvent ion  in  t h i s  system, i s  c r i t i c a l  t o  a wide 
range o f  c l i n i c a l l y  and e t h i c a l l y  s i g n i f i c a n t  issues. A recent report  t ha t  growth hormone administrat ion t o  a 
selected small group o f  e l d e r l y  men increased bone densi ty and lean body mass, and reduced adiposi ty,  l e d  some t o  
suggest t ha t  growth hormone treatment may have po ten t i a l  bene f i c ia l  e f f e c t s  in  the e lder ly .  However, s ign i f i can t  
questions about r i s k s  and benef i t s  o f  growth hormone treatment in  e l d e r l y  men remein t o  be answered, as do questions 
about a possible r o l e  o f  growth hormone administrat ion i n  older women, growth hormone d e f i c i e n t  adults, burn 
vict ims, and other condi t ions associated w i th  increased catabolism. 

The recent r i s e  i n  abuse o f  so ca l l ed  performance enhancing drugs by a th le tes  and more recent ly  by teenagers wishing 
t o  improve t h e i r  appearance has focussed a t ten t i on  on the physiologic r o l e  o f  these hormones i n  determining bcdy 
carposi t ion,  on metabolism, and on a t h l e t i c  performance. Var iable resu l t s  have been reported on the e f fec ts  o f  
treatment w i th  h igh  dose anabolic s te ro ids  and/or growth hormone on muscle mass and a t h l e t i c  performance. A precise 
understanding o f  the e f fec ts  of  these hormones on p e r i - and post-pubertal  grouth, body composition and performance 
i s  a requ is i t e  p a r t  o f  any attempt t o  stem the abuse o f  these drugs. 

The balance between n u t r i e n t  in take  and energy expenditure i n  normal ind iv idua ls  i s  inf luenced by a nunber of  
determinants such as age, exercise, gender, and nu t r i en t  type. Against t h i s  background, the r o l e  and mechanisms of  
hormones such as growth hormone, thy ro id  hormone, anabolic and other steroids,  and l o c a l l y  o r  systemical ly ac t ing  
growth fac to rs  in  determining body composition require e luc ida t ion  and are the subjects o f  t h i s  announcement. 

SCOPE 

Some examples o f  research top ics  tha t  would be considered responsive t o  t h i s  announcement include the fol lowing: 

o e f f e c t s  o f  recombinant hunan growth hormone (rhGH), thy ro id  hormone, i n s u l i n - l i k e  grouth factors,  anabolic and 
other s te ro ids  o r  other hormones on carbohydrate, f a t ,  protein,  and mineral metabolism; 

o re la t i onsh ip  between growth hormone leve ls  and loss o f  lean body mass w i th  age; 

o e f f e c t s  o f  rhGH therapy i n  spec i f i c  populat ions inc lud ing  the e lder ly ,  growth hormone d e f i c i e n t  adults, burn 
vict ims, and other condi t ions associated w i th  increased catabolism; 

o the e f f e c t s  o f  drugs used f o r  performance o r  image enhancement, such as anabolic s te ro ids  o r  growth hormone, on 
body mass and composition, metabolic function, a t h l e t i c  performance, strength and/or growth and development; 

o 	 i d e n t i f i c a t i o n  o f  other shor t - o r  long-term e f fec ts  o f  anabolic s te ro ids  o r  grouth hormone on the endocrine 
reproductive o r  imnune systems, neoplasia, behavior, or  other parameters; 

o the e f f e c t s  o f  exercise on growth hormone, androgenic steroid,  o r  other hormone levels; 

o the r o l e  o f  hormones i n  the e t i o loqy  of  obesi ty or i n  determining the obese phenotype (upper o r  lower body 
obesity); 

o 	 i d e n t i f i c a t i o n  o f  s i t e s  o r  mechanisms o f  neuroendocrine cont ro l  o f  lean body mass a t  the molecular o r  c e l l u l a r  
level .  

These areas o f  i n te res t  are not l i s t e d  i n  any pa r t i cu la r  order nor do they represent a cmprehensive inventory of  
research top ics  tha t  would be fostered under t h i s  RFA. While work proposed may u t i l i z e  hunan o r  animal models, or  
c e l l  l ines,  the goal o f  the research should be an understanding o f  the endocrine processes involved in the 
regu la t ion  of  body conposi t ion i n  hunans. 
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MECHANISM OF SUPPORT 

The mechanism o f  support f o r  t h i s  program w i l l  be the t rad i t i ona l ,  grant (R01). The NIDDK plans t o  support 
approximately f i v e  app l i ca t ions  and the NICHD plans t o  support tuo t o  three app l ica t ions  submitted i n  response t o  
t h i s  s o l i c i t a t i o n ;  houever, the spec i f i c  nunber t o  be funded u i l l  depend upon the ove ra l l  merit, the scope of the 
app l ica t ions  received, and a v a i l a b i l i t y  o f  funds. Up t o  51.4 m i l l i o n  f o r  f i r s t - y e a r  expenses, and add i t iona l  
expenses f o r  up t o  f i v e  years, u i l l  be comnitted t o  fund appl icat ions submitted i n  response t o  the RFA. Although 

rr 	 t h i s  s o l i c i t a t i o n  i s  included i n  the sponsoring I n s t i t u t e s  funding plans f o r  F isca l  Year 1992 support f o r  t h i s  
s o l i c i t a t i o n  i s  contingent upon rece ip t  o f  appropriated funds fo r  t h i s  purpose. Since a v a r i e t y  of  approaches would 
represent v a l i d  responses t o  t h i s  s o l i c i t a t i o n ,  i t  i s  an t ic ipa ted  tha t  there w i l l  be a range o f  costs among 
ind iv idua l  grants awarded. With respect t o  post-award administrat ion, the current p o l i c i e s  and requirements that  
govern the regular research grant programs o f  the PHS, as described i n  the PHS Grants Po l i cy  Statement, u i l l  
prevai I. 

REVIEU PROCEDURES AND C R I T E R I A  

Upon receipt ,  app l i ca t ions  u i l l  i n i t i a l l y  be reviewed by the D iv i s ion  o f  Research Grants (DRG) f o r  completeness. 
Incomplete app l i ca t ions  w i l l  be returned t o  the appl icant without fu r ther  consideration. Appl icat ions also w i l l  be 
reviewed by s t a f f  f o r  t h e i r  responsiveness t o  the object ives of  t h i s  RFA. Appl icat ions w i l l  f i r s t  be reviewed f o r  
s c i e n t i f i c  and technical  mer i t  by an I n i t i a l  Review Group, tha t  w i l l  be convened by the Review Branch, D iv i s ion  of  
Extramural A c t i v i t i e s ,  NIDDK. The appl icat ions w i l l  then be reviewed by the National Diabetes and Digest ive and 
Kidney Disease Advisory Council and the National Advisory Ch i l d  Health and Hunan Development Council. Review 
c r i t e r i a  include the extent o f  relevance and/or con t r i bu t i on  o f  the proposed research t o  the ove ra l l  goals and 
object ives of the RFA; the novelty, o r i g i n a l i t y ,  and f e a s i b i l i t y  o f  the approach; the adequacy o f  the experience, 
and research competence of the investigatorcs); the adequacy o f  the experimental design; the s u i t a b i l i t y  o f  the 
f a c i l i t i e s ;  and the appropriateness o f  the requested budget t o  the work proposed. 

METHOD OF APPLYING 

Appl icat ions must be submitted on form PHS 398 (rev. 10/88), tha t  i s  ava i lab le  from an appl icant i n s t i t u t i o n ' s  
O f f i c e  o f  Sponsored Research and from O f f i c e  o f  Grants Inqu i r ies ,  D iv i s ion  o f  Research Grants, National I n s t i t u t e s  
o f  Health, Westwood Building, Room 449, 5333 Uestbard Avenue, Bethesda, MD 20892 telephone (301)496-7441. Use the 
conventional format f o r  research p ro jec t  grant appl icat ions and ensure tha t  the po in ts  i d e n t i f i e d  i n  the RFA i n  the 
sect ion on '#Review Procedures and Cr i t e r i a "  are f u l f i l l e d .  To i d e n t i f y  the app l i ca t i on  as a response t o  t h i s  RFA 
check llyesll on i tem tu0 o f  page one o f  the app l ica t ion  and enter the t i t l e  Wdocr ino logy  o f  Body Composition'# and 
the RFA nunber DK/HD-92-01. Appl icat ions must be received by February 14, 1992, t o  be considered. 

SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND M I N O R I T I E S  I N  C L I N I C A L  RESEARCH STUDIES 

N I H  p o l i c y  requires tha t  appl icants f o r  c l i n i c a l  research grants and cooperative agreements include minor i t ies  and 
women in study populat ions so tha t  research f ind ings  can benef i t  a l l  persons w i th  the  disease, disorder or condi t ion 

*'I-#' 	 under study. Spec i f i c  informat ion concerning the N I H  p o l i c y  on inc lus ion  of wcinen and m ino r i t i es  can be found i n  
the N I H  Guide f o r  Grants and Contracts Vol. 19, No. 31, August 24, 1990, pages 18-19, and Vol. 19, No. 35, September 
28, 1990, respect ively.  

INQUIRIES 

For copies o f  the RFA o r  f o r  f u r the r  information, inves t iga tors  are encouraged t o  contact the fo l low ing  indiv iduals:  

P h i l i p  F.  Smith, Ph.D. 
D irector,  Endocrinology Research Program 
D iv i s ion  o f  Diabetes, Endocrinology, and Metabolic Diseases 
National I n s t i t u t e  o f  Diabetes and Digest ive and Kidney Diseases 
Nat ional  I n s t i t u t e s  of Health 
Westuood Bldg, Room 603 
Bethesda, HD 20892 
Telephone: (301)496-7341 

Gilman D. Grave, M.D. 

Chief, Endocrinology, N u t r i t i o n  and Growth Branch 

Center f o r  Research f o r  Mothers and Chi lqren 

National I n s t i t u t e  o f  Ch i l d  Health and Hunan Developnent 

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

Executive Plaza North, Room 637 

Bethesda, MD 20892 

Telephone: (301) 496-5593 


Bruce R. Butrun 
Grants Management Spec ia l i s t  
Grants Management Branch 
D iv i s ion  o f  Extramural A c t i v i t i e s  
Nat ional  I n s t i t u t e  of Diabetes and Digestive end Kidney Diseases 
Westwood Bldg, Room 649 
Bethesda, MD 20892 
Telephone: (301) 496-7467 

' l i l 
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E. Douglas Shauver 

Grants Management Branch 

O f f i c e  o f  Grants and Contracts 

National  I n s t i t u t e  o f  Ch i l d  Health and Human Development 

Executive Plaza North, Room 505 

Bethesda, MD 20892 

Telephone: (301) 496-1303 


This program i s  described i n  the Catalog o f  Federal Domestic Assistance 93.846; No. 93.847, Diabetes, Endocrinology, 

and Metabolism; and No. 93.855, Research f o r  Mothers and Children. Auards u i l l  be made under the au tho r i t y  o f  the 

Publ ic  Health Service Act, T i t l e  111, Sect ion 301 (Publ ic Lau 78-410, as amended; 42 USC 241) and administered under 

PHS grant p o l i c i e s  and Federal Regulations 42 CFR pa r t  52 and 45 CFR Par t  74. This program i s  not subject t o  the 

i n t e r g o v e r w n t a l  rev ieu requirements o f  Executive Order 12372 or  Health Systems Agency revieu. 


EPIDEMIOLOGIC STUDY OF ADENOCARCINOMAS OF THE ESOPHAGUS AND G A S T R I C  C A R D I A  

RFA AVAILABLE: CA-91-21 

P.T. 34; K.W. 0715035, 0785055, 0715085 

National  Cancer I n s t i t u t e  

Le t te r  o f  I n ten t  Receipt Date: November 15, 1991 
Appl icat ion Receipt Date: December 11, 1991 

PURPOSE 

The Epidemiology and B i o s t a t i s t i c s  Program (EBP) o f  the D i v i s i o n  o f  Cancer E t i o logy  (DCE) i n v i t e s  cooperative 
agreement appl icat ions from invest igators  t o  pa r t i c i pa te ,  u i t h  the assistance o f  the Nat ional  Cancer I n s t i t u t e  
(NCI ) ,  i n  an epidemiologic study t o  i d e n t i f y  r i s k  fac to rs  f o r  adenocarcinomas o f  the esophagus and gas t r i c  cardia 
and contrast  them u i t h  r i s k  factors  f o r  other cancers o f  the esophagus and stomach. Subjects f o r  study u i l l  be 
pa t i en ts  neuly diagnosed u i t h  these cancers and appropr iate contro ls .  The assistance mechanism used t o  support 
these s tud ies u i l l  be the cooperative agreement, uhich i s  s i m i l a r  t o  a t r a d i t i o n a l  research grant, but i n  uhich N C I  
s c i e n t i f i c  s t a f f  p a r t i c i p a t e  u i t h  study invest igators  as partners i n  the research e f f o r t .  

HEALTHY PEOPLE 2000 

The Publ ic  Health Service (PHS) i s  c m i t t e d  t o  achieving the heal th  promotion and disease prevent ion object ives of 
"Healthy People 2000,i1a PHS-led nat ional  a c t i v i t y  f o r  s e t t i n g  p r i o r i t y  areas. This Request f o r  Appl icat ions (RFA) 
en t i t l ed ,  Epidemiologic Study o f  Adenocarcinomas o f  the Esophagus and Gastr ic Cardia, i s  re la ted  t o  the p r i o r i t y  
area o f  prevent ion o f  cancer. Potent ia l  appl icants may obta in  a copy o f  18HealthyPeople 200081(Ful l  Report: Stock 
No. 017-001-00474-0o r  S m r y  Report: Stock No. 017-001-00473-1)through the Superintendent o f  Docunents, 
Government P r i n t i n g  Of f ice,  Washington, DC 20402-9325, telephone (202) 783-3238. 

BACKGROUND 

Recent analyses o f  incidence data from the Survei l lance, Epidemiology and End Results (SEER) program o f  cancer 
r e g i s t r a t i o n  cover ing approximately 10 percent o f  the U.S. populat ion have revealed sharply r i s i n g  rates dur ing 
1976-87 f o r  adenocarcinomas o f  the esophagus and gas t r i c  cardia. The increases among males i n  t h i s  per iod ranged 
from 4 t o  10 percent per year, outpacing r i s e s  i n  s k i n  melanoma, non-Hodgkin's lymphomas, and other cancers. I n  
contrast ,  there were r e l a t i v e l y  s tab le t rends f o r  squamous c e l l  carcinoma of the esophagus and s l i g h t  decl ines f o r  
adenocarcinoma o f  more d i s t a l  p o r t i o n  o f  the stomach. The adenocarcinomas o f  the esophagus and gas t r i c  card ia  
d ispropor t ionate ly  a f fec ted  white males and r a r e l y  occurred among women. The male:female r a t i o s  f o r  these cancers 
exceeded f i ve ,  the greatest  r e l a t i v e  excess f o r  any cancer except l i p  cancer. By the mid-I980s, among white males, 
adenocarcinomas accounted f o r  about one - th i rd  o f  a l l  esophageal cancers, whi le  card ia  cancers accounted f o r  about 
one-half o f  a l l  stomach cancers u i t h  subsi te speci f ied.  The annual age-adjusted incidence r a t e  f o r  whi te males f o r  
adenocarcinomas o f  the esophagus and gas t r i c  card ia  combined uas 5.1 per 100,000. 

The unexplained increase i n  incidence rates, uhich has a lso been observed i n  western Europe, po in ts  t o  the need f o r  
i nves t i ga t i on  i n t o  the causes o f  these poor ly  understood cancers. Reasons f o r  the s t r i k i n g  r a c i a l  d i f ferences 
betueen these cancers and squamous c e l l  carcinomas o f  the esophagus or  adenocarcinomas occurr ing elseuhere i n  the 
stomach a l so  remain t o  be determined. Because o f  t h e i r  r a r i t y  i n  the past, however, feu epidemiologic studies have 
evaluated r i s k  fac to rs  f o r  esophageal adenocarcinoma and/or gas t r i c  card ia  cancer. 

RESEARCH GOALS AND SCOPE 

This i n i t i a t i v e  proposes new research i n t o  the e t i o logy  o f  these emergent cancers. I t  u i l l  be the f i r s t  systematic 
ana ly t i c  epidemiologic study o f  adenocarcinomas o f  the esophagus and gas t r i c  card ia  and enable explorat ion o f  
associat ions w i th  a v a r i e t y  o f  possible environmental and host determinants. I t s  ob ject ives are t o  i d e n t i f y  r i s k  
fac to rs  f o r  adenocarcinomas o f  the esophagus and gas t r i c  card ia  and contrast  them u i t h  r i s k  fac to rs  f o r  other 
cancers o f  the esophagus and stomach. 
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Cooperative agreements u i l l  be sought t o  enable the conduct o f  a mult i -center,  case-control study, Cases u i l l  be 
pa t ien ts  newly diagnosed dur ing a recent per iod u i t h  adenocarcinoma o f  the esophagus o r  gas t r i c  cardia. To compare 
charac ter is t i cs  of  these pa t ien ts  w i th  those of  persons u i t h  other esophageal and stomach cancers, i t  i s  ant ic ipated 
tha t  approximately equal numbers o f  squamous c e l l  carcinomas of  the esophagus and adenocarcinomas elseuhere i n  the 
stomach of s im i l a r  age, sex, and race u i l l  a lso  be included. Controls from the populat ions from uhich the cases 
arose uould be selected f o r  coFtparison u i t h  the cancer pat ients.  To ensure s u f f i c i e n t  nunbers o f  cases f o r  pooled 
s t a t i s t i c a l  analyses o f  a v a r i e t y  of environmental and host fac to rs  i t  i s  an t ic ipa ted  that, across a l l  centers, a t  
leas t  250 pat ien ts  recent ly  o r  newly diagnosed u i t h  esophageal adenocarcinoma and a t  leas t  250 u i t h  gas t r i c  cardia 
cancer u i l l  need t o  be enrol led. 

MECHANISM OF SUPPORT 

Support o f  t h i s  program u i l l  be through the cooperative agreement, an assistance mechanism in uhich substant ia l  N I H  
p r o g r a m t i c  involvement u i t h  the rec ip ien t  dur ing performance o f  the planned a c t i v i t y  i s  ant ic ipated. Applicants 
u i l l  be responsible f o r  the planning, d i rec t ion ,  and execution o f  the proposed project .  

Approximately S750,OOO i n  t o t a l  costs per year fo r  three years u i l l  be comnitted t o  s p e c i f i c a l l y  fund appl icat ions 
uhich are submitted i n  response t o  t h i s  RFA. I t  i s  an t ic ipa ted  tha t  three t o  four auards u i l l  be made. This funding 
l eve l  i s  dependent on the rece ip t  o f  a s u f f i c i e n t  nunber of  appl icat ions o f  h igh  s c i e n t i f i c  meri t .  The t o t a l  
p ro jec t  per iod  f o r  app l i ca t ions  submitted in  response t o  the present RFA should not exceed three years. The 
e a r l i e s t  feas ib le  s t a r t  date f o r  the i n i t i a l  auards u i l l  be June 1 ,  1992. Although t h i s  program i s  provided fo r  i n  
the f i nanc ia l  plans of the NCI ,  the award of grants pursuant t o  the RFA i s  a lso  contingent upon the a v a i l a b i l i t y  of 
funds f o r  t h i s  purpose. 

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

Yon-prof i t  and f o r - p r o f i t  organizations and ins t i t u t i ons ,  governments and t h e i r  agencies are e l i g i b l e  t o  apply. 
Foreign i n s t i t u t i o n s  are a lso  e l i g i b l e .  

SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND M I N O R I T I E S  I N  C L I N I C A L  RESEARCH STUDIES 

For p ro jec ts  invo lv ing  c l i n i c a l  research, N I H  requires appl icants t o  g ive  special  a t ten t i on  t o  the inc lus ion  of  
u m n  and m ino r i t i es  i n  study populat ions. I f  women or m ino r i t i es  are not included i n  the study populat ions fo r  
c l i n i c a l  studies, a spec i f i c  j u s t i f i c a t i o n  f o r  t h i s  exclusion must be provided. Appl icat ions without such 
docunentation u i l l  not  be accepted f o r  revieu. 

IUQUI R IES 

Wr i t ten  and telephone inqu i r i es  concerning the object ives and scope o f  the RFA and inqu i r i es  about whether o r  not 

spec i f i c  proposed research uould be responsive are encouraged and are t o  be d i rec ted  t o  the fo l lou ing :  


A d n i  n is t  r a t  ive Coordinator 

G. I r i s  Obrams, M.D., Ph.D. 

National Cancer I n s t i t u t e  

EPN, Room 535 

Bethesda, MD 20892 

Telephone: (301 ) 496-9600 

Fax: (301 )  496-9146 


Grants Management Contact 

Sara Stone 

National Cancer I n s t i t u t e  

EPN, Room 243 

Bethesda, MO 20892 
Telephone: (301 )  496-7800 
Fax: (301 )  496-8601 

S c i e n t i f i c  Coordinator 

Wil l iam J. Blot ,  Ph.D. 

National Cancer I n s t i t u t e  

EPN, Room 431 

Bethesda, MD 20892 

Telephone: (301 )  496-4153 

Fax: (301 )  402-0081 


This program i s  described i n  the Catalog of Federal Domestic Assistance No. 93.393, Cancer Cause and Prevention 

Research. Auards are under au thor iza t ion  of the Publ ic Health Service Act, Section 301(c) and Section 402 (Public 

Lau 78-410, as amended; 42 USC 241; 42 USC 282)  and aclministered under PHS grant p o l i c i e s  and Federal regu la t ion  42 

CFR Part  52 and 45 CFR Part  74 .  This program i s  not subject t o  the intergoverrmental review requirements of  

Executive Order 12372 or Health Systems Agency review. 
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MECHANISMS OF MULTISTAGE CARCINOGENESIS I N  THE PROSTATE 

RFA AVAILABLE: CA-91-31 

P.T. 34; K.W. 0715035, 0715085, 0715085, 0785140, 0755020 

National Cancer I n s t i t u t e  

Le t te r  of I n ten t  Receipt Date: October 1, 1991 
App l ica t ion  Receipt Date: December 20, 1991 

PURPOSE 

The Chemical and Physical Carcinogenesis Branch, D iv i s ion  o f  Cancer E t io logy  (DCE), National Cancer I n s t i t u t e  (NCI ) ,  
i n v i t e s  i n v e s t i g a t o r - i n i t i a t e d  research grant app l i ca t ions  (ROls) t o  e luc ida te  the basic, complex mechanisms of  
mult istage carcinogenesis i n  the prostate.  New advances in pros ta te  t i ssue and c e l l  cu l tu re  and descr ipt ions of  
p o t e n t i a l l y  use fu l  animal models, coupled with rap id  advancements i n  molecular biology and inprovement i n  the 
general understanding o f  hunan carcinogenesis processes, may provide the foundation f o r  major new insights,  
inc lud ing  i d e n t i f i c a t i o n  o f  the c e l l u l a r  and molecular mechanisms and e n v i r o m n t a l  causes of  transformation t o  
invasive cancer forms i n  normal and la ten t  p ros ta t i c  e p i t h e l i a l  ce l l s .  Neu and experienced inves t iga tors  i n  
relevant f i e l d s  and d i sc ip l i nes  may apply f o r  funds t o  pursue inves t iga t ions  i n  animal and hunan p ros ta t i c  
e p i t h e l i a l  ce l l s .  

HEALTHY PEOPLE 2000 

The Publ ic Health Service (PHS) i s  comnitted t o  achieving the hea l th  promotion and disease prevent ion object ives of 
l*Healthy People 2000,11 a P H S - l e d  na t iona l  a c t i v i t y  f o r  se t t i ng  p r i o r i t y  areas. This Request f o r  Appl icat ions (RFA),  
Mechanisms of  Mult istage Carcinogenesis i n  the Prostate, i s  re la ted  t o  the p r i o r i t y  area o f  cancer. Poten t ia l  
appl icants may obta in  a copy o f  IIHealthy People 200011 ( F u l l  Report: Stock No. 017- 001-00474-0 o r  Sunnary Report: 
Stock No. 017-001-00473-1) through the Superintendent o f  Documents, G o v e r w n t  P r i n t i n g  Off ice,  Washington, DC 
20402-9325, telephone (202) 783-3238. 

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

Appl icat ions may be submitted by domestic and foreign, f o r - p r o f i t  and non-pro f i t ,  p u b l i c  and p r i v a t e  organizations, 
such as un ive rs i t i es ,  col leges, hospi ta ls,  laborator ies,  u n i t s  o f  s t a t e  and loca l  governments, and e l i g i b l e  agencies 
of  the Federal Government. Appl icat ions from mino r i t y  ind iv idua ls  and women are encouraged. 

MECHANISM OF SUPPORT 

Support o f  t h i s  program u i l l  be through the National I n s t i t u t e s  o f  Health ( N I H )  g ran t - i n -a id  (R01). Applicants u i l l  
be responsible f o r  the planning, d i rec t ion ,  and execution of  the proposed pro jec t .  The t o t a l  p ro jec t  per iod fo r  

t
app l ica t ions  submitted i n  response t o  t h i s  RFA may not exceed f i v e  years. The e a r l i e s t  feas ib le  s t a r t  date fo r  the 
i n i t i a l  auards u i l l  be Ju ly  1, 1992. 

FUNDS AVAILABLE 

$1,000,000 per year f o r  f i v e  years w i l l  be comnitted t o  s p e c i f i c a l l y  fund app l ica t ions  submitted i n  response t o  t h i s  
RFA. I t  i s  an t ic ipa ted  tha t  f i v e  t o  seven auards u i l l  be made. This funding l eve l  i s  dependent upon the receipt  of  
a s u f f i c i e n t  nunber of  app l i ca t ions  o f  h igh s c i e n t i f i c  meri t .  Although t h i s  program i s  provided f o r  i n  the 
f i nanc ia l  plans of  the N C I ,  the award of  grants pursuant t o  t h i s  RFA i s  contingent upon the a v a i l a b i l i t y  o f  funds 
f o r  t h i s  purpose. 

RESEARCH GOALS AND SCOPE 

The goal o f  t h i s  i n i t i a t i v e  i s  t o  accelerate fu r the r  understanding of  carcinogenesis i n  the pros ta te  gland i n  
animals and man. In tegra ted  studies are encouraged i n  one or more of  the f o l l o u i n g  categories: (a) c e l l  b io logy 
and carcinogenesis, inc lud ing  i d e n t i f i c a t i o n  of  p ros ta t i c  e p i t h e l i a l  c e l l s  undergoing change; (b) carcinogen 
metabolism, inc lud ing  comparative metabolism, repair ,  and adduct formation betueen animals and man and from 
i n t e r / i n t r a  i nd i v idua l  donors; (c)  molecular mechanisms, inc lud ing  molecular markers o f  change throughout 
t ransformat ion o f  an e p i t h e l i a l  c e l l ;  (d) c e l l u l a r  mechanisms, inc lud ing  c e l l - c e l l  in te rac t ions  and responses t o  
endogenous and exogenous factors; and (e) appropriate models, inc lud ing  su i tab le  in  v i t r o  o r  animal models f o r  
p ros ta te  e p i t h e l i a l  c e l l  carcinogenesis. 

SPECIAL INSTRUCTIONS FOR INCLUSION OF UOMEN AND M I N O R I T I E S  I N  C L I N I C A L  RESEARCH STUDIES 

For p ro jec ts  invo lv ing  c l i n i c a l  research, N I H  requires appl icants t o  g ive  special  a t ten t i on  t o  the inc lus ion  o f  
uOmen and m ino r i t i es  i n  study populat ions. I f  uOmen or m ino r i t i es  are not included i n  the study populat ions fo r  
c l i n i c a l  studies, a spec i f i c  j u s t i f i c a t i o n  f o r  
documentation u i l l  not  be accepted f o r  revieu. 
inc lus ion  o f  uOmen i s  not appl icable. Houever, 
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APPLICATION PROCEDURES 

Appl icat ions must be received by c lose o f  business December 20, 1 9 9 1 .  The research grant app l i ca t ion  form PHS 398 
( rev ised 10/88)  must be used in  applying f o r  awards under t h i s  RFA. The app l i ca t i on  package i s  ava i lab le  a t  most 
i n s t i t u t i o n a l  business o f f i ces ;  from the O f f i c e  o f  Grants Inqu i r ies ,  D iv i s ion  o f  Research Grants, National 
I n s t i t u t e s  o f  Health, Uestwood Building, Room 449, 5333 Westbard Avenue, Bethesda, MD 20892, telephone (301 )  496-
7441; and from the N C I  Program Di rec tor  named belou. 

*Ilr’ 

LETTER OF INTENT 

Prospective appl icants are asked t o  submit, by October 1 ,  1 9 9 1 ,  a l e t t e r  o f  i n ten t  t ha t  includes a descr ip t i ve  t i t l e  

o f  the proposed research, the name and address o f  the P r inc ipa l  Invest igator,  the names o f  other key personnel, the 

p a r t i c i p a t i n g  i n s t i t u t i o n s ,  and the Mmber and t i t l e  of the RFA in  response t o  which the app l ica t ion  i s  being 

submitted. Such l e t t e r s  are requested f o r  the purpose o f  obtaining an i nd i ca t i on  o f  the number and scope of  

app l ica t ions  t o  be received. A l e t t e r  o f  i n ten t  i s  not binding, i s  not a requirement of  submission, and does not 

enter i n t o  the review o f  the appl icat ion.  The Le t te r  of  i n ten t  i s  t o  be sent to: 


D r .  David G. Longfellow 

Chief, Chemical and Physical Carcinogenesis Branch 

Div i s ion  of  Cancer E t io logy  

National Cancer I n s t i t u t e  

Executive Plaza North, Su i te  700 

Bethesda, HD 20892 

Telephone: (301 )  496-5471 

FAX: (301 )  496-1040 


INOUIR IES 

This Not ice o f  A v a i l a b i l i t y  i s  an abbreviated version o f  the RFA. Copies o f  the complete RFA and w r i t t e n  and 
telephone i n q u i r i e s  concerning the object ives and scope o f  the RFA, and inqu i r i es  about whether o r  not spec i f i c  
proposed research would be responsive, are encouraged and are t o  be d i rec ted  t o  D r .  Longfellow a t  the above address. 
The Program D i rec to r  welcomes the opportuni ty t o  c l a r i f y  any issues o r  questions from po ten t i a l  appl icants. 

Wr i t ten  and telephone inqu i r i es  o f  a budgetary, administrat ive,  and/or p o l i c y  nature are t o  be d i rec ted  to: 

Ms. Sara Stone 

Grants Management Team Leader 

Grants Administrat ion Branch 

National Cancer I n s t i t u t e  

Executive Plaza South, Su i te  243 


‘1-8, 	
Bethesda, MD 20892 
Telephone: (301 )  496-7800, Ext. 66 
FAX: (301 )  496-8601 

AUTHORITY AND REGULATIONS 

This program i s  described i n  the Catalog o f  Federal Domestic Assistance No. 93.393, Cancer Cause and Prevention 
Research. Awards are made under the au thor iza t ion  o f  the Publ ic Health Service Act, T i t l e  I V ,  Part  A (Publ ic Law 
78-410, as amended by Publ ic Law 99-158, 42 USC 241 and 285) and administered under PHS grants p o l i c i e s  and Federal 
Regulations 42 CFR 52 and 45 CFR Par t  74.  This program i s  not subject t o  the  intergovernmental review requirements 
o f  Executive Order 12372 or  Health Systems Agency review. 

THE DECIS ION PROCESS SURROUNDING THE CHOICE OF NORPLANT AS A CONTRACEPTIVE BY U . S .  WOMEN 

RFA AVAILABLE: HD-92-03 

P.T. 34; K.W. 0750020, 0404000 

National I n s t i t u t e  o f  Ch i l d  Health and Human Development 

App l ica t ion  Receipt Date: December 20, 1991 

The Center f o r  Populat ion Research (CPR) o f  the National I n s t i t u t e  of  Ch i l d  Health and Human Development (N ICHD)  
i n v i t e s  s c i e n t i s t s  t o  submit grant appl icat ions f o r  the support o f  research on behavioral aspects o f  the adoption 
and u t i l i z a t i o n  o f  NORPLANT by U.S. wmn. Research on the behavioral aspects o f  contraceptive use i s  an important 
pa r t  of  the program of the Demographic and Behavioral Sciences Branch w i th in  the Center f o r  Populat ion Research. 

The recent Food and Drug Administrat ion (FDA) approval o f  NORPLANT provides an opportuni ty f o r  observing the 
in t roduc t ion  and adoption process i n  the U.S. of a new method o f  revers ib le  contraception. I n i t i a l  research on the 
product ind ica tes  tha t  i t  promises ease of use and h igh  ef f icacy,  although i t  has a v a r i e t y  of s ide  e f fec ts  tha t  may 
t roub le  some unknown propor t ion  of  users o r  po ten t i a l  users. Most o f  the p r i o r  research on t h i s  contraceptive has 
been done in  developing countr ies. As of now, there has been l i t t l e  research on how U.S. women, w i th  d i f f e r e n t  
contraceptives avai lable,  w i l l  accept t h i s  method. 
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- -  - -  

HEALTHY PEOPLE 2000 

The Publ ic Health Service (PHS) i s  comnitted t o  achieving the hea l th  promotion and disease prevent ion object ives of 
Wea l thy  People 2000", a PHS-led na t iona l  a c t i v i t y  f o r  s e t t i n g  p r i o r i t y  areas. This RFA, The Decis ion Process 
Surrounding the Choice o f  NORPLANT As a Contraceptive By U.S. Women, i s  re la ted  t o  tuo o f  the p r i o r i t y  areas: 
hea l th  promotion fami ly  planning; and prevent ive services maternal and in fan t  health. Poten t ia l  appl icants 
may ob ta in  a copy o f  "Healthy People 2O0Oa1(Ful l  Report: Stock No. 017-001-00474-0 o r  S m r y  Report: Stock No. 
017-001-00473-1) through the Superintendent o f  Docunents, Government P r i n t i n g  Off ice,  Washington, DC 20402-9325, 
telephone ( 2 0 2 )  783-3238. 

Proposed research must include inves t i ga t i on  i n t o  the decis ion processes leading t o  consideration, adoption, 
continuation, and d iscont inuat ion  o f  t h i s  method. The incidence and prevalence o f  s ide  e f f e c t s  and uhich s ide 
e f f e c t s  convince uhich uOmen t o  discont inue the method are also o f  i n te res t .  

Another important quest ion i s  how NORPLANT accep tab i l i t y  may vary among groups o f  women f o r  whom the method i s  
c l i n i c a l l y  appropriate. 

This research u i l l  requ i re  long i tud ina l  fo l low-up o f  uomen who do choose NORPLANT as a contracept ive method, and may 
add i t i ona l l y  invo lve  appropr iate comparison groups. The nature o f  the research encourages cross- d i sc ip l i na ry  
appl icat ions.  Houever, the grant u i l l  not provide payment f o r  NORPLANT, i t s  insert ion,  and removal. 

SPECIAL INSTRUCTIONS FOR INCLUSION OF W E N  AND M I N O R I T I E S  I N  CLINICAL RESEARCH STUDIES 

For p ro jec ts  invo lv ing  c l i n i c a l  research, N I H  requires appl icants t o  g ive  special  a t t e n t i o n  t o  the inc lus ion  o f  

wanen and m ino r i t i es  in  s t d y  populat ions. I f  women or minor i t i es  a re  no t  included in  the study populat ions fo r  

c l i n i c a l  studies, a spec i f i c  j u s t i f i c a t i o n  f o r  t h i s  exclusion nust be provided. Appl icat ions u i thou t  such 

documentation u i l l  not  be accepted f o r  review. 


For a copy o f  the  f u l l  RFA please contact: 


Susan F.  Neucaner, Ph.D. 

Demographic and Behavioral Science Branch 

National I n s t i t u t e  of  Ch i l d  Health and Hunan Development 

Executive Plaza North, Room 611 

Bethesda MD 20892 

Telephone: ( 3 0 1 )  496-1174 

FAX: (301 )  496-0962 


For questions concerning budget and f i s c a l  matters, contact: 

Metorda Nelson 

National I n s t i t u t e  of  Ch i l d  Health and Hunan Development 

Executive Plaza North, Room 505 

Rockvi l le,  MD 20892 

Telephone: ( 3 0 1 )  496-5481 


This program i s  described i n  the Catalog o f  Federal Domestic Assistance No. 93.864, Populat ion Research. Awards u i l l  

be made under the au tho r i t y  of  the Publ ic Health Service Act, T i t l e  111, Section 301 (Publ ic Law 78-410 as amended; 

42 USC 241)  and adninistered under PHS Grant Po l i c ies  and Federal Regulations 42 CFR Part  52 and 45 CFR Part 74.  

This program i s  no t  subject t o  the  intergovernmental requirements o f  Executive Order No. 12372 or t o  Health Systems 

Agency revieu. 


UNDERSTANDING THE MECHANISMS OF HORMONAL CARCINOGENESIS 

RFA AVAILABLE: CA-91-30 

P.T. 34; K.W. 0715035, 0760025, 0785140 

National Cancer I n s t i t u t e  

Le t te r  o f  I n ten t  Receipt Date: October 1 ,  1991 
Appl ica t ion  Receipt Date: December 12,  1991 

PURPOSE 

The Chemical and Physical Carcinogenesis Branch, D i v i s i o n  of  Cancer E t io logy  (DCE), National Cancer I n s t i t u t e  ( N C I ) ,  
i n v i t e s  i n v e s t i g a t o r - i n i t i a t e d  research grant app l i ca t ions  (ROls) t o  e luc ida te  the basic, complex mechanisms of  
hormonal carcinogenesis. Included are the basic mechanisms of  s te ro id  hormones, p a r t i c u l a r l y  sex hormones, i n  the 
e t i o logy  o f  cancer. This area o f  research i s  in  need o f  an enhanced leve l  of  i n te rac t i on  between endocrinologists, 
tox ico log is ts ,  pharmacologists, biochemists, organic chemists, epidemiologists, pathologists,  and c e l l  and molecular 
b io log is ts .  Neu and experienced inves t iga tors  i n  relevant f i e l d s  and d i sc ip l i nes  may apply f o r  funds t o  pursue 
inves t iga t ions  on mechanisms o f  hormonal carcinogenesis i n  experimental animal systems, i n  v i t r o  and i n  vivo, and i n  
hunan t issues in  v i t r o .  

w 
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HEALTHY PEOPLE 2000 

The Publ ic Health Service (PHS) i s  comnitted t o  achieving the hea l th  promotion and disease prevent ion object ives of  
"Healthy People 2000,18 a P H S - l e d  na t iona l  a c t i v i t y  f o r  se t t i ng  p r i o r i t y  areas. This Request f o r  Appl icat ions (RFA), 
Understanding the Mechanisms o f  Hormonal Carcinogenesis, i s  re la ted  t o  the p r i o r i t y  area o f  cancer. Poten t ia l  
appl icants may ob ta in  a copy o f  "Healthy People 200011(Full Report: Stock No. 017-001-00474-0 o r  S m r y  Report: 
Stock No. 017-001-00473-1) through the Superintendent o f  Docunents, G o v e r m n t  P r i n t i n g  Off ice,  Washington, DC 

-I" 20402-9325, telephone (202) 783-3238. 

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

Appl icat ions may be submitted by domestic and foreign, f o r - p r o f i t  and non-pro f i t ,  pub l i c  and p r i va te  organizations, 

such as un ivers i t ies ,  col leges, hospi ta ls,  laborator ies,  u n i t s  o f  s ta te  and loca l  govertntents, and e l i g i b l e  agencies 

o f  the Federal G o v e r m n t .  Appl icat ions from mino r i t y  ind iv idua ls  and women are encouraged. 

MECHANISM OF SUPPORT 


Support o f  t h i s  program u i l l  be through the National I n s t i t u t e s  o f  Health ( N I H )  g ran t - i n -a id  (R01). Applicants u i l l  

be responsible f o r  the planning, d i rec t ion ,  and execution o f  the proposed pro jec t .  The t o t a l  p ro jec t  per iod f o r  

app l ica t ions  submitted i n  response t o  t h i s  RFA may not exceed f i v e  years. The e a r l i e s t  feas ib le  s t a r t  date f o r  the 

i n i t i a l  auards u i l l  be Ju ly  1, 1992. 


FUNDS AVAILABLE 

91,500,000 per year f o r  f i v e  years v i11  be comnitted t o  s p e c i f i c a l l y  fund app l ica t ions  submitted in  response t o  t h i s  
RFA. I t  i s  an t ic ipa ted  tha t  seven t o  ten  auards u i l l  be made. This funding l eve l  i s  dependent upon the rece ip t  of  
a s u f f i c i e n t  nunber o f  app l i ca t ions  o f  h igh  s c i e n t i f i c  merit. Although t h i s  program i s  provided f o r  i n  the 
f i nanc ia l  plans o f  the NCI ,  the auard o f  grants pursuant t o  t h i s  RFA i s  contingent upon the a v a i l a b i l i t y  of  funds 
f o r  t h i s  purpose. 

RESEARCH GOALS AND SCOPE 

The goals o f  t h i s  i n i t i a t i v e  are tuo- fo ld :  ( 1 )  t o  e luc ida te  basic mechanisms o f  s t e r o i d  hormone ac t ion  tha t  re la te  
t o  the possible ro les  o f  hormones, p a r t i c u l a r l y  sex hormones, as carcinogens; and (2) t o  provide a mans t o  enhance 
m u l t i d i s c i p l i n a r y  invest igat ions,  inc lud ing  consort ia1 arrangements. Research t o  be funded under t h i s  RFA includes, 
but i s  no t  L i m i t e d  to, studies on: (1) the hormonal metaboli tes tha t  could lead s p e c i f i c a l l y  t o  genetic damage or 
chromosomal malfunction, i.e., chromosomal fragmentation, non-disjunction, a l t e red  repa i r  processes, o r  s h i f t s  i n  
DNA methylat ion states; (2) karyotypic, cytogenetic, and morphologic changes in  models o f  hormonal carcinogenesis; 
(3)  the r o l e  o f  androgens, anabolic agents and progestins i n  hormonal carcinogenesis i n  organ s i t e s  such as the 
l i v e r  and marmnary gland; (4) establishment o f  neu in v i t r o  experimental models f o r  studying hormonal carcinogenesis 
in  various understudied organ s i t e s  such as p i t u i t a r y ,  t es t i s ,  and uterus; ( 5 )  the r o l e  o f  spec i f i c  hormones i n  the 

q1-y' 	
oncogenic process through the use o f  transgenic animals o r  gene transfected ce l l s ;  and ( 6 )  molecular mechanisms of 
hormonally induced carcinogenesis, e.g., DNA base sequence changes, genetic or epigenetic mechanisms. 

SPECIAL INSTRUCTIONS FOR INCLUSION OF UOMEN AND M I N O R I T I E S  I N  C L I N I C A L  RESEARCH STUDIES 

For p ro jec ts  invo lv ing  c l i n i c a l  research, N I H  requires appl icants t o  give special  a t ten t i on  t o  the inc lus ion  of  
women and m ino r i t i es  i n  study populat ions. I f  uomen o r  m ino r i t i es  are not included in  the study populat ions fo r  
c l i n i c a l  studies, a spec i f i c  j u s t i f i c a t i o n  f o r  t h i s  exclusion must be provided. Appl icat ions without such 
documentation u i l l  not  be accepted f o r  revieu. 

APPLICATION PROCEDURES 

Appl icat ions must be received by close of business December 12, 1991. The research grant app l i ca t i on  form PHS 398 
( revised 10/88) must be used in  applying f o r  auards under t h i s  RFA. The app l i ca t i on  package i s  ava i lab le  a t  most 
i n s t i t u t i o n a l  business o f f i ces ;  from the O f f i c e  o f  Grants Inqu i r ies ,  D i v i s i o n  o f  Research Grants, National 
I n s t i t u t e s  o f  Health, Uestuood Bui ld ing,  Room 449, 5333 Westbard Avenue, Bethesda, MD 20892, telephone (301) 496-
7441; o r  from the N C I  Program Di rec tor  named belou. . LETTER OF INTENT 

Prospective appl icants are asked t o  subni t  by October 1, 1991, a l e t t e r  o f  i n ten t  t ha t  includes a descr ip t i ve  t i t l e  
o f  the proposed research, the name and address o f  the P r inc ipa l  Invest igator,  the names o f  other key personnel, the 
p a r t i c i p a t i n g  i n s t i t u t i o n s ,  and the nunber and t i t l e  o f  the RFA i n  response t o  which the app l i ca t i on  i s  being 
submitted. Such l e t t e r s  are requested f o r  the purpose o f  obtaining an i nd i ca t i on  o f  the number and scope o f  
app l i ca t ions  t o  be received. A l e t t e r  of i n ten t  i s  not binding, i s  not a requirement o f  submission, and does not 
enter i n t o  the rev ieu  o f  the appl icat ion.  The l e t t e r  o f  i n ten t  i s  t o  be sent to: 
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Dr.  Lea 1. Sekely 

Carcinogenesis Mechanisms 

Chemical and Physical  Carcinogenesis Branch 

D i v i s i o n  o f  Cancer E t i o logy  

National  Cancer I n s t i t u t e  

Executive Plaza North, Sui te  700 

Bethesda, MD 20892 

Telephone: (301) 496-5471 

FAX: (301) 496-1040 


INQUIRIES 


This Not ice o f  A v a i l a b i l i t y  i s  an abbreviated vers ion o f  the RFA. Copies of the complete RFA and w r i t t e n  and 

telephone i n q u i r i e s  concerning the object ives and scope o f  the RFA, and i n q u i r i e s  about whether o r  not  s p e c i f i c  

proposed research would be responsive, are encouraged and are t o  be d i rec ted  t o  Dr .  Sekely a t  the above address. 

The Program D i rec to r  welcomes the oppor tun i ty  t o  c l a r i f y  any issues o r  questions from po ten t ia l  applicants. 


U r i t t e n  o r  telephone i n q u i r i e s  o f  a budgetary, administrat ive,  and/or p o l i c y  nature should be d i rec ted  to: 

Ms. Sara Stone 

Grants Management Teem Leader 

Grants Adn in i s t ra t i on  Branch 

National  Cancer I n s t i t u t e  

Executive Plaza South, Su i te  243 

Bethesda, MD 20892 

Telephone: (301) 496-7800, Ext. 66 

FAX: (301) 496-8601 


AUTHORITY AND REGULATIONS 

This program i s  described i n  the Catalog o f  Federal Domestic Assistance No. 93.393, Cancer Cause and Prevention 
Research. Awards are made under the author izat ion o f  the Publ ic  Health Service Act, T i t l e  I V ,  Par t  A (Publ ic Law 
78-410, as amended by Publ ic  Law 99-158, 42 USC 241 and 285) and administered under PHS grants p o l i c i e s  and Federal 
Regulations 42 CFR 52 and 45 CFR P a r t  74. This program i s  not  subject  t o  the intergovernmental review requirements 
of Executive Order 12372 or  Health Systems Agency review. 

EVALUATION OF ADHERENCE INTERVENTIONS I N  CLINICAL TRIALS 

RFA AVAILABLE: HL-91-08-P 

P.T. 34; K.U. 0755015, 0715040, 0715165, 0715032 

National  Heart, Lung, and Blood I n s t i t u t e  
Nat ional  Center f o r  Nursing Research 

Le t te r  o f  I n ten t  Receipt Date: October 1, 1991 
App l i ca t i on  Receipt Date: November 19, 1991 

The Nat ional  Heart, Lung, and Blood I n s t i t u t e  ( N H L B I )  and the Nat ional  Center f o r  Nursing Research (NCNR) announce 
the a v a i l a b i l i t y  o f  a Request f o r  Appl icat ions (RFA).  The purpose o f  t h i s  i n i t i a t i v e  i s  t o  evaluate the 
ef fect iveness o f  i n te rven t ion  s t ra teg ies designed t o  enhance pat ient  adherence i n  c l i n i c a l  t r i a l s  o f  pharmacologic 
therapies i n  the areas o f  cardiovascular, lung, and blood diseases. Studies responsive t o  t h i s  s o l i c i t a t i o n  must 
systemat ica l ly  conpare the e f f e c t s  o f  two o r  more i n te rven t ion  s t ra teg ies on pa t i en t  adherence w i t h i n  a c l i n i c a l  
t r i a l ,  us ing experimental designs, wel l -def ined measures o f  adherence, and comparisons o f  the cost-ef fect iveness of 
the d i f f e r e n t  s t ra teg ies  tested. Respondents must demonstrate knowledge o f  adherence theory and research and 
c l i n i c a l  t r i a l  methodology and must demonstrate access t o  an appropr iate c l i n i c a l  t r i a l  w i t h i n  uhich t o  conduct the 
study. 

HEALTHY PEOPLE 2000 

The Publ ic  Health Service (PHS) i s  comnitted t o  achieving the heal th  promotion and disease prevent ion object ives of 
'Healthy People 2000,' a PHS-led na t i ona l  a c t i v i t y  f o r  s e t t i n g  p r i o r i t y  areas. This RFA, Evaluat ion o f  Adherence 
In tervent ions i n  C l i n i c a l  T r i a l s ,  i s  re la ted  t o  the p r i o r i t y  area o f  heart  disease and stroke. Potent ia l  appl icants 
may ob ta in  a copy o f  'Healthy People 2000' (Full Report: Stock No. 017-001-00474-0)or  'Healthy People 2000' 
(Sumnary Report: Stock No. 017-001-00473-1) through the Superintendent o f  Documents, Government P r i n t i n g  Off ice,  
Uashington, D.C. 20402-9325 (telephone 202-783-3238). 

MECHANISM OF SUPPORT 

The support mechanism f o r  t h i s  program w i l l  be the cooperative agreement (UOI). Although approximately $2.7 m i l l i o n  
in  t o t a l  costs f o r  t h i s  program i s  included i n  the f i nanc ia l  p lans f o r  f i s c a l  year 1992, award o f  grants pursuant t o  
t h i s  RFA i s  cont ingent upon receipt  o f  funds f o r  t h i s  purpose. I t  i s  ant ic ipated tha t  four  grants w i l l  be auarded 
under t h i s  program. The s p e c i f i c  nunber t o  be funded, however, w i l l  depend on the mer i t  and scope o f  the 
appl icat ions received and the a v a i l a b i l i t y  o f  funds. 
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SPECIAL INSTRUCTIONS FOR INCLUSION OF W E N  AND M I N O R I T I E S  I N  CLINICAL RESEARCH STUDIES 

For p ro jec ts  i nvo l v ing  c l i n i c a l  research, N I H  requires appl icants t o  g i ve  special  a t t e n t i o n  t o  the i nc lus ion  of  
u m n  and m ino r i t i es  i n  study populations. I f  uOmen or  m ino r i t i es  are not included i n  the study populations f o r  

, -*’ 

Y - J  

c l i n i c a l  studies, a s p e c i f i c  j u s t i f i c a t i o n  f o r  t h i s  exclusion must be provided. Appl icat ions without such 
docunentation u i l l  not  be accepted f o r  review. 

Le t te r  o f  In tent .  Prospective appl icants are asked t o  submit a l e t t e r  o f  i n ten t  t ha t  includes a desc r ip t i ve  t i t l e ,  
names o f  the P r inc ipa l  and Co-Investigators, and i d e n t i f y  cooperating i n s t i t u t i o n s .  The N I H  requests such l e t t e r s  
on l y  f o r  the purpose o f  prov id ing an i nd i ca t i on  o f  the nunber and scope o f  appl icat ions t o  be received and usual ly  
does not acknouledge t h e i r  receipt .  A l e t t e r  o f  i n ten t  i s  not binding, and i t  u i l l  not  enter i n t o  the rev ieu of  any 
app l i ca t i on  subsequently submitted, nor i s  i t  a necessary requirement f o r  appl icat ions.  This l e t t e r  o f  i n ten t  t o  be 
received no l a t e r  than October 1 ,  1991, i s  t o  be sent to: 

C. James Scheirer, Ph.D. 

Revieu Branch 

D i v i s i o n  o f  Extramural A f f a i r s  

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

Uestuood Bui ld ing,  Room 548 

5333 Westbard Avenue 

Bethesda, MD 20892 


INPUIRIES 

I n q u i r i e s  regarding t h i s  program and requests f o r  the complete RFA document are t o  be addressed t o  any o f  the 

program admin is t ra tors  l i s t e d :  


Susan M. Czajkouski, Ph.D. 

Social  Science Analyst 

Behavioral Medicine Branch, DECA 

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

Federal Bui ld ing,  Room 216 

7550 Wisconsin Avenue 

Bethesda, MD 20892 

Telephone: (301 )  496-9380 

FAX: (301 )  480-2435 


Sharlene M. Weiss, Ph.D., R.N. 

Chief, Health P rmt ion /D isease  Prevention Branch 

National  Center f o r  Nursing Research 

Bu i ld ing  31, Room 5803 

9000 Rockv i l l e  P ike 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-0523 

FAX: ( 3 0 1 )  480-4969 


Eleanor Schron, M.S., R.N. 

Publ ic  Health Ana lys t /Sc ien t i f i c  Pro ject  O f f i c e r  

C l i n i c a l  T r i a l s  Branch, DECA 

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

Federal Bui ld ing,  Room 5C-10 

7550 Wisconsin Avenue 
Bethesda, MD 20892 
Telephone: (301 )  496-4323 
FAX: (301 )  402-0517 

For f i s c a l  and admin is t ra t ive matters, contact: 


Ms. Jane Davis 

Chief, Blood Diseases and Resources Section 

Grants Operations Branch, DEA 

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

Westuood Bui ld ing,  Room 4A-15 

5333 Westbard Avenue 

Bethesda, HD 20892 

Telephone: (301 )  496-7255 

FAX: (301 )  402-1200 


The programs of  the D i v i s i o n  o f  Epidemiology and C l i n i c a l  Applications, Nat ional  Heart, Lung, and Blood I n s t i t u t e ,  

and the National Center fo r  Nursing Research, are i d e n t i f i e d  i n  the Catalog of Federal Domestic Assistance, numbers 

93.837-93.839 and 93.361, respect ively.  Auards u i l l  be made under the au tho r i t y  o f  the Publ ic  Health Service Act, 

Sect ion 301 (42 U.S. 241) and administered under PHS grants p o l i c i e s  and Federal regulat ions,  most s p e c i f i c a l l y  42 

CFR Par t  52 and 45 CFR Par t  74. This program i s  not subject t o  the intergoverrmental rev ieu requirements of  

Executive Order 12372, or  t o  a Health Systems Agency review. 
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ERRATUM 

NEU THERAPEUTIC APPROACHES TO THE TREATMENT OF PROSTATE CANCER 

RFA: CA-91-16 

P.T. 34; K.U. 0715035, 0745070 

Nat ional  Cancer I n s t i t u t e  

App l ica t ion  Receipt Date: October 15, 1991 

The D i v i s i o n  o f  Cancer Treatment o f  the National Cancer I n s t i t u t e  would Like t o  amend Request f o r  Appl icat ions (RFA) 

CA-91-16 t i t l e d  IINeu Therapeutic Approaches t o  the Treatment o f  Prostate Cancerm1published ( in  f u l l  RFA) May 24, 

1991, Vol.20, No. 20. The statement under the "Research Goals and ScopeI8 addressing po ten t i a l  r a c i a l  d i f ferences i n  

c l i n i c a l  and laboratory parameters i s  corrected t o  read: 


08Analysiso f  po ten t i a l  r a c i a l  d i f fe rences  i n  c l i n i c a l  and laboratory parameters must be considered, uhere relevant 

and feasible." 


U r i t t e n  and telephone i n q u i r i e s  concerning the object ives and scope o f  t h i s  RFA and i n q u i r i e s  about uhether or not 

spec i f i c  proposed research uould be responsive are encouraged and are t o  be d i rec ted  to: 


Ms. Diane Bronzert 

Program D i rec to r  

Cancer Therapy Evaluat ion Program 

D i v i s i o n  o f  Cancer Treatment 

National  Cancer I n s t i t u t e  

Executive Plaza North, Room 734 

Bethesda, MD 20892 

Telephone: (301) 496-8866 

FAX: (301) 480-4663 


ONGOING PROGRAM ANNOUNCEMENTS 

ACADEMIC AWARD I N  SYSTEMIC AND PULMONARY VASCULAR DISEASE 

PA: PA-91-86 

P.T. 34; K.U. 0705015, 0705065, 0715165, 0715135, 0715115 

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

Le t te r  o f  I n ten t  Receipt Date; October 14, 1991 
App l ica t ion  Receipt Date: December 9, 1991 

The Nat ional  Heart, Lung, and Blood I n s t i t u t e  (NHLBI )  announces the second competit ion f o r  an Academic Award i n  
Systemic and Pulmonary Vascular Disease. Copies o f  the Program Guidel ines are cu r ren t l y  ava i lab le  from s t a f f  of  the 
NHLBI. 

OBJECTIVES OF THE AWARD 

(1) To s t imu la te  the developnent and coordinat ion o f  c l i n i c a l ,  educational, and research programs i n  schools of  
medicine o r  osteopathy d i rec ted  touard enhancement of d iagnost ic and therapeut ic s k i l l s  i n  the c l i n i c a l  management 
o f  pa t i en ts  u i t h  a wide v a r i e t y  o f  vascular diseases; 

(2) t o  promote professional  development o f  the awardee, where needed, so tha t  he/she can serve as the focal  point 
f o r  m u l t i d i s c i p l i n a r y  in te rac t ions  promoting ef fect iveness i n  c l i n i c a l  care, teaching, and research i n  the f i e l d  of 
vascular medicine; and 

(3)  t o  enable the grantee i n s t i t u t i o n  t o  continue c l i n i c a l ,  educational, and research programs i n  vascular medicine 
once the award i s  concluded. 

For the purposes o f  t h i s  award, vascular medicine i s  def ined as the c l i n i c a l  d i s c i p l i n e  tha t  has as i t s  objectives: 
the c l i n i c a l  charac ter iza t ion  o f  vascular diseases ( a r t e r i a l ,  venous, lymphatic, cerebral,  coronary, pulmonary, 
ao r t i c ,  renal, and per ipheral) ,  the pathogeneses o f  these diseases ( inc lud ing  atherosclerosis, l i p i d  metabolic 
disorders, systemic and pulmonary hypertension, lyrrphedema, thrombosis, vascu l i t i s ,  and vasospastic disorders), and 
the diagnostic, therapeutic, arid prevent ive approaches t o  these diseases. 

'Y 
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ELIGIBILITY 

Each school o f  medicine o r  osteopathy i n  the United States and i t s  possessions o r  t e r r i t o r i e s  i s  e l i g i b l e  t o  compete 
fo r  a nonreneuable Academic Auard i n  Systemic and Pulmonary Vascular Disease f o r  a p ro jec t  per iod  tha t  does not 
exceed f i v e  years. The awardee must ho ld  the M.D. o r  D.O. degree o r  t h e i r  equivalent. Women and m ino r i t y  
appl icants are encouraged t o  apply. Only one app l ica t ion  per i n s t i t u t i o n  u i l l  be accepted f o r  rev ieu  f o r  a given 
rece ip t  date. 

-'-v' MECHANISMS OF SUPPORT 

G-d' 

Subject t o  the a v a i l a b i l i t y  o f  funds and consonant u i t h  the object ives o f  the Academic Award i n  Systemic and 

Pulmonary Vascular Disease, the NHLBI u i l l  provide support f o r  a p ro jec t  per iod  o f  f i v e  years. An average t o t a l  

(d i rec t  p lus  i n d i r e c t )  cost per auard i s  an t ic ipa ted  t o  be about t150,OOO; houever, t h i s  f i g u r e  may vary according 

t o  the needs o f  each i n s t i t u t i o n .  Awards u i l l  be l i m i t e d  t o  one f o r  each e l i g i b l e  school and are not reneuable. The 

auard may provide funds f o r  salar ies,  t rave l ,  supplies, equipment, consultant fees, f r i n g e  benef i ts,  and ind i rec t  

costs under the terms and condi t ions explained in  the guidel ines f o r  t h i s  auard. 

REVIEW OF APPLICATIONS 


The i n i t i a l  rev ieu  o f  app l i ca t ions  u i l l  be by a special  rev ieu  cornnittee managed by the D iv i s ion  o f  Extramural 

Af fa i r s ,  NHLBI, conposed o f  predominantly non-Federal sc ien t i s t s  u i t h  expert ise i n  various areas o f  vascular 

disease. Prospective auardees whose app l ica t ions  are determined t o  be competit ive u i l l  be i n v i t e d  f o r  an interview 

in  Bethesda, Maryland. Travel expenses f o r  t h i s  i n te rv ieu  must be pa id  by the appl icant i n s t i t u t i o n .  


LETTER OF INTENT 

Each prospect ive appl icant should foruard a very b r i e f  l e t t e r  o f  intent,  tha t  includes a desc r ip t i ve  t i t l e ,  the name 

and address o f  the P r inc ipa l  Invest igator,  the names and addresses o r  other key inves t iga tors  and any other 

p a r t i c i p a t i n g  i n s t i t u t i o n s .  Such l e t t e r s  are requested f o r  the purpose o f  obtaining an i nd i ca t i on  o f  the number and 

scope o f  app l i ca t ions  t o  be received. A l e t t e r  o f  i n ten t  i s  not binding, i s  no t  a requirement o f  submission, and 

does not enter i n t o  the rev ieu  o f  the appl icat ion.  The l e t t e r  of  i n ten t  i s  requested by October 14, 1991, and i s  t o  

be addressed to: 


D r .  James Scheirer 

Chief, Contracts, C l i n i c a l  T r i a l s  and Training Review Section 

Revieu Branch D i v i s i o n  o f  Extramural A f f a i r s  

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

Uestuood Building, Room 548 

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

Bethesda, MD 20892 


TIMETABLE 

Le t te r  o f  I n ten t  (opt ional) :  October 14, 1991 

Appl ica t ion  rece ip t  date: December 9, 1991 

S c i e n t i f i c  review: February/March 1992 

Advisory Council Review: May 1992 

Award date: Ju ly  1, 1992 


Copies o f  the Program Guidel ines may be obtained from: 


D r .  Carol H. Letendre 

Associate D i rec tor  f o r  S c i e n t i f i c  Programs 

Div i s ion  o f  Blood Diseases and Resources 

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

Federal Bui lding, Room 516 

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

Bethesda, MD 20892 

Telephone: (301) 496-8966 


D r .  David M. Robinson 

Associate D i rec to r  f o r  S c i e n t i f i c  Programs 

Div i s ion  of  Heart and Vascular Diseases 

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

Federal Bui lding, Room 416 

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

Bethesda, MD 20892 

Telephone: (301) 496-5656 
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D r  Carol E. V r i e m  

Associate D i rec to r  f o r  S c i e n t i f i c  Program Operations 

Div i s ion  o f  Lung Diseases 

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

Uestwood Bui ld ing,  Room 6A16 

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

Bethesda, HD 20892 

Telephone: (301 )  496-7208 


For f i s c a l  and admin is t ra t i ve  matters, contact: 

Marie U i l l e t t  

Grants Operation Branch 

Div i s ion  o f  Extramrral A f f a i r s  

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

Uestwood Bui ld ing,  Room 4A11 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-7536 


The programs o f  the National Heart, Lung, and Blood I n s t i t u t e  are i d e n t i f i e d  i n  the Catalog o f  Federal Domestic 

Assistance, Nunber 93.837, 93.838, and 93.839. Awards w i l l  be made under the au tho r i t y  o f  the Publ ic Health Service 

Act, Section 301 (42  USC 241)  and administered under PHS grant p o l i c i e s  and Federal regulat ions, most s p e c i f i c a l l y  

42 CFR Part  52 and 45 CFR Part  74.  This program i s  not subject t o  the intergovernmental review requirements of  

Executive Order 12372 or  t o  review by a Health Systems Agency. 
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