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CARDIOVASCULAR IMAGING UORKSHOP 

P.T. 42; K.U. 0706030, 0705015, 0715040, 1002061, 0790000 

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

The National Heart, Lung, andBlood I n s t i t u t e  (NHLBI) i s  sponsoring a workshop en t i t l ed ,  "Cardiovascular Imaging 
Uorkshop," t o  be he ld  on March 2 - 4 ,  1992, a t  the National I n s t i t u t e s  of Health, L i s t e r  H i l l  Auditorium, Bui ld ing 
38A, Bethesda, MD. The object ive o f  t h i s  workshop i s  the i d e n t i f i c a t i o n  o f  opportunit ies f o r  fur ther ing 
research i n  myocardial and vessel wal l  biology and physiology through imaging and spectroscopic research. 
Speci f ic  top ics t o  be considered are myocardial v i a b i l i t y ,  perfusion and metabolism, and vessel wal l  biology 
and plaque. 

For r e g i s t r a t i o n  information and a prel iminary agenda, contact: 

Rosalie A. Dunn, Ph.D. 

Devices and Technology Branch 

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

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

Federal Building, Room 312 

Bethesda, IID 20892 

Telephone: ( 3 0 1 )  496 1586 


NATIOWAL WRKSHOPS ON THE PROTECTION OF H W SUBJECTS 

P.T. 42; K.U. 0783005 

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

The National I n s t i t u t e s  o f  Health ( N I H )  and the Food and Drug Administrat ion (FDA) are sponsoring a series o f  
workshops on the respons ib i l i t i es  o f  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 workshops are open t o  everyone wi th  an i n te res t  
i n  research invo lv ing hunan subjects. The meetings should be o f  special i n te res t  t o  those persons cu r ren t l y  
serving o r  about t o  begin serving as a member of an IRB. Issues discussed a t  these workshops are relevant t o  
a l l  other Public Health Service agencies. The current schedule includes the fol lowing: 

VEST COAST UORKSHOP 

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

UORKSHOP SITE: Los Angeles, CA 

SPONSORS: 

Univers i ty  o f  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  D r i ve  

Los Angeles, CA 90032-8202 


REGISTRATION CONTACT: 

Ms. L i l y  Patterson 

Assistant t o  the Di rector  

Research and Sponsored Programs 

Ca l i f o rn ia  State Univers i ty  - Los Angeles 

5151 State Un ive rs i t y  Dr ive 

Los Angeles, CA 90032-8202 

Telephone: ( 2 1 3 )  343-3820 


TOPIC: Uhose Research i s  i t  Anyway? A Yorkshop on the Protection of Human Subjects in  Research 


SOUTH MIDUESTERN UORKSHOP 


DATES: February 20 and 21,  1992 


UORKSHOP SITE: San Antonio, TX 
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SPONSORS: 

Univers i ty  o f  Texas Health Science Center a t  San Antonio 

7703 Floyd Curl Dr ive  

San Antonio, TX 78284-7972 


S t .  Mary's Un ivers i ty  

One Camino Santa Maria 

San Antonio, TX 78228-8572 


REGISTRATION CONTACT: 

Ms. Angie Khan 

I n s t i t u t i o n a l  Coordinator o f  Research Review 

Univers i ty  o f  Texas Health Science Center a t  San Antonio 

7703 Floyd Curl Dr ive  (Room 402L)  

San Antonio, TX 78284-7972 

Telephone: (512) 567-2351 


TOPIC: I den t i f y i ng  and Assessing Risks in  Hunan Subject Research 

SOUTHWEST WORKSHOP 

DATES: March 24, 25, and 26, 1992 

WORKSHOP SITE:  

Sheraton Old Town Hotel 

800 Rio Grande Blvd., N.U. 

Albuquerque, NM 87104 


SPONSORS: 

Univers i ty  o f  New Mexico 

Albuquerque, NM 87131-5126 


Navajo Comnunity College 

Shiprock, NM 87420 


REGISTRATION CONTACT: 

Univers i ty  o f  New Mexico 

Of f i ce  o f  Continuing Medical Education 

Health Sciences and Services Bui ld ing (Room 1 4 0 )  

Box 713 

Albuquerque, NM 87131-5126 

Telephone: (505) 277-3942 


TOPIC: Ethics, Justice, and Tr iba l  Pa r t i c i pa t i on  i n  Research with American Indians 

NOTE: I n  conjunction wi th t h i s  Uorkshop, a session en t i t led ,  "Basic Training f o r  IRB Members,11 w i l l  be he ld  
from 1:00 p.m. on March 24 u n t i l  noon on March 25. During t h i s  session the Uorkshop par t i c ipants  w i l l  be 
d iv ided i n t o  four IRBs tha t  w i l l  review four d i f f e r e n t  research protocols involv ing American Indians. The f u l l  

1:00 p.m. on March 25 and continue u n t i l  6:OO p.m. on March 26.conference w i l l  convene a t  

NORTHEASTERN WORKSHOP 

DATES: A p r i l  27 and 28, 1992 

WORKSHOP SITE:  Philadelphia, PA 

SPONSORS: 

Univers i ty  o f  Pennsylvania

133 South 36th Street, Sui te 300 

Philadelphia, PA 19104-3246 


Lincoln Un ivers i ty  

Lincoln Universi ty,  PA 19352 


REGISTRATION CONTACT: 

Ms. Lynn Bevan 

Assistant D i rec to r  

Of f i ce  o f  Research Administrat ion 

Univers i ty  o f  Pennsylvania

133 South 36th Street, Sui te 300 

Philadelphia, PA 19104-3246 

Telephone: (215) 898-2614 
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TOPIC: The S h i f t i n g  Ground: Current Issues f o r  the Protect ion o f  Human Subjects i n  Biomedical and Behavioral 
Research 

For fu r the r  informat ion regarding these workshops and fu tu re  NIH/FDA National Protect ion o f  Hunan Subjects 
Uorkshop, please contact: 

Ms. Darlene Marie Ross 
' b w  	 Executive Assistant f o r  Education 

D iv i s ion  o f  Hunan Subject Protections 
Off ice f o r  Pro tec t ion  from Research Risks 
National I n s t i t u t e s  o f  Health 
9000 Rockv i l le  Pike 
Bu i ld ing  31, Room 5B59 
Bethesda, HD 20892 
Telephone: (301) 496-8101 

NOTICES OF AVAILABILITY (RFPs AND RFAs) 

HISPAWIC HEALTH Aw) AGING 

RFA AVAILABLE: AG-91-15 

P.T. 34, FD; K.U. 0710010, OTJOOOO, 0408006, 0404000, 0417000, IO02019 

National I n s t i t u t e  on Aging 

Le t te r  o f  In ten t  Receipt Date: December 1, 1991 
Appl icat ion Receipt Date: January 24, 1992 

PURPOSE 

The National I n s t i t u t e  on Aging ( N I A )  announces the a v a i l a b i l i t y  of a Request f o r  Appl icat ions (RFA) f o r  
research on Hispanic heal th and aging. Invest igat ions on the influence o f  genetic, social ,  environmental, 
behavioral, and economic fac to rs  on morbidi ty and mortal i ty,  as wel l  as appl icat ions proposing research on the 
u t i l i z a t i o n  o f  heal th services among the Hispanic e lde r l y  are requested. In add i t ion  t o  the development of new 
data, secondary analyses o f  ex i s t i ng  data are acceptable. 

There are cu r ren t l y  one m i l l i o n  e lde r l y  Hispanics l i v i n g  i n  the cont inental  United States, and t h i s  nunber i s  
expected t o  grow t o  5.6 m i L l i o n  i n  less than 50 years a growth ra te  that  i s  calculated t o  be four times the 
r a t e  o f  the  overa l l  e lde r l y  population. Despite the growth i n  the nunber o f  older Hispanics, information about 
t h e i r  heal th status, r e h a b i l i t a t i o n  needs, and use o f  medical services i s  scarce. 

* -*' 
HEALTHY PEOPLE 2000 

The Publ ic Health Service (PHS) i s  comnitted t o  achieving the heal th promotion anddisease prevention object ives 
o f  oaHealthyPeople 2000,11a PHS-led nat ional  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. Poten t ia l  appl icants may 
ob ta in  a copy o f  "Healthy People 2000°8( F u l l  Report: Stock No. 017-001-00474-0)or IIHealthy People 200018 
(Sunnary Report: Stock No. 017-001-00473-1)through the Superintendent o f  Docunents, Goverrment P r in t i ng  
Off ice,  Uashington, DC 20402-9325 (telephone 202- 783-3238). 

ELIGIBILITY REQUIREMENTS 

Appl icat ions may be submitted by domestic f o r - p r o f i t  and non-pro f i t  organizations, pub l i c  and pr ivate,  such as 
universi t ies,  colleges, hospitals, laboratories, u n i t s  of State o r  loca l  gove rmnts ,  and e l i g i b l e  agencies of  
the Federal Government. Appl icat ions from minor i ty  invest igators and women are encouraged. 

MECHANISM OF SUPPORT 

Support o f  t h i s  program w i l l  be through the Public Health Service gran t - in -a id  ind iv idua l  research grant ( R O I ) .  
Awards w i l l  be adninistered under PHS grants pol icy,  as stated i n  the Publ ic Health Service Grants Po l icy  
Statement, DHHS Pub l ica t ion  No. (OASH) 82-50,000, revised October 1, 1990. 

The RFA i s  a one-time s o l i c i t a t i o n .  The award of grants pursuant t o  the RFA i s  contingent on the a v a i l a b i l i t y  
o f  funds f o r  t h i s  purpose. Generally, fu tu re  unso l i c i ted  competing renewal appl icat ions w i l l  compete wi th a l l  
i nves t i ga to r - i n i t i a ted  appl icat ions and be reviewed by the D iv i s ion  o f  Research Grants. However, if the N I A  
determines tha t  there i s  a s u f f i c i e n t  continuing program need, the RFA w i l l  be reissued. The t o t a l  p ro jec t  
per iod f o r  appl icat ions submitted in  response t o  the present RFA may not exceed f i v e  years. The ea r l i es t  
feas ib le  s t a r t  date f o r  the i n i t i a l  awards w i l l  be July 1, 1992. 

. r r '  
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FUNDS AVAILABLE 

Up t o  two m i l l i o n  d o l l a r s  i n  t o t a l  (d i rec t  and ind i rec t )  f i r s t - y e a r  costs, and addi t ional  d i r e c t  costs fo r  up 
t o  f i v e  years, w i l l  be comnitted t o  fund up t o  s i x  appl icat ions from those submitted in  response t o  t h i s  RFA. 
This funding leve l  i s  dependent on the receipt  o f  a s u f f i c i e n t  nunber o f  appl icat ions o f  h igh s c i e n t i f i c  merit .  

RESEARCH OBJECTIVES 

This RFA s o l i c i t s  research on the fo l lowing issues: 

o Epidemiological studies wi th  a longi tud ina l  focus on the causes and course o f  selected heal th  problems i n  
e l d e r l y  Hispanics. 

o Descr ip t ive studies tha t  characterize the associat ion o f  chronic diseases wi th  d i s a b i l i t y  among the Hispanic 
e lder ly .  

o C q r a t i v e  studies tes t i ng  the hypothesis that  the Hispanic e l d e r l y  have more (or  less) f r a i l t y  and 
d i s a b i l i t y  r e l a t i v e  t o  non-Hispanic subgroups. 

o Examination o f  the r o l e  o f  genetics among e l d e r l y  Hispanics by studying the re la t i onsh ip  o f  American Indian 
ancestry t o  s u s c e p t i b i l i t y  t o  spec i f i c  diseases. 

o 	 Studies o f  the i n te r face  between formal health and human services and informal soc ia l  supports among e lde r l y  
Hispanics. 

SPECIAL REQUIREMENTS 

The Pr inc ipa l  Invest igators  o f  funded pro jects ,  under the terms of the awards, w i l l  meet i n  Bethesda w i th  N I A  
s t a f f  year ly  t o  review the progress o f  t h e i r  studies. Funds f o r  such t rave l  must be requested i n  the 
application. 

STUDY POPULATIONS/SPECIAL INSTRUCTIONS FOR INCLUSION OF UOMEN 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 ten t i on  t o  the inc lus ion 
of w a n  in  study populations. The nature o f  t h i s  s o l i c i t a t i o n  s a t i s f i e s  the requirement tha t  m ino r i t i es  be 
included. I f  women are not included i n  the study populations f o 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  
fo r  t h i s  exclusion must be provided. Applications without such d o c w n t a t i o n  w i l l  not be accepted f o r  review. 

REVIEW CONSIDERATIONS 

Applications w i l l  be received by the N I H  D iv i s ion  of Research Grants. Responsive appl icat ions w i l l  be assigned 
t o  a special review group organized by the NIA.  Following t h i s  review, appl icat ions w i l l  be considered by the .-
National Advisory Council on Aging. 

APPLICATION PROCEDURES 

The deadline f o r  receipt  o f  appl icat ions i s  January 24, 1991. The grant appl icat ions may be obtained from the 
D iv i s ion  o f  Research Grants, telephone ( 3 0 1 )  496-7441. A copy o f  the RFA contains important information f o r  
appl icants and may be obtained from Manuel R. Miranda, Ph.D. (address below). 

LETTER OF INTENT 

A l e t t e r  o f  i n t e n t  t o  submit an application, while not required, i s  requested. the l e t t e r  consists o f  a b r i e f  

desc r ip t i ve  t i t l e ,  the name o f  the P r inc ipa l  Invest igator  and other key investigators, and the names and 

addresses o f  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 .  The l e t t e r  of i n ten t  i s  requested i n  order t o  provide an 

i nd i ca t i on  o f  the nunber and scope o f  appl icat ions t o  be reviewed. The l e t t e r  o f  i n ten t  does not comnit the 

sender t o  submit an application, nor i s  i t  a requirement f o r  submission o f  an app l i ca t i on  and does not enter 

i n t o  the review o f  an app l i ca t i on  subsequently submitted. This l e t t e r  i s  t o  be addressed t o  D r .  Manuel Miranda 

a t  the address l is ted below. 


INQUIRIES 


U r i t t e n  and telephone inqu i r i es  concerning the RFA are encouraged. The opportunity t o  c l a r i f y  any issues o r  

questions from po ten t i a l  appl icants i s  welcome. Di rect  i nqu i r i es  regarding p r o g r a m t i c  issues to: 


Manuel R. Miranda, Ph.D. 

National I n s t i t u t e  on Aging 

1n te rd isc. Research/Ger ia t  r i c s  Program 

Bui l d ing  31, Room 3863 

Bethesda, MD 20892 

Telephone: (301) 402-1115 
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Di rec t  i nqu i r i es  regarding f i s c a l  matters to: 

Mr. Joe E l l i s  

Grants Management O f f i ce r  

National I n s t i t u t e  on Aging 

Bui ld ing 31, Room 5C07 

9000 Rockv i l le  Pike 


'-* Bethesda, MD 20892 

'I-*' 

Telephone: (301) 496-1572 

AUTHORITY AND REGULATIONS 

This program i s  described i n  the Catalog o f  Federal Domestic Assistance, No. 93.866, Biology o f  Aging Program. 
Awards w i l l  be made under the au tho r i t y  of the Public Health Service Act, Section 301 (42 USC 241) and 
administered under PHS Grants Po l i c ies  and Federal Regulations 42 CFR Part 52 and 45 CFR Par t  74. This program 
i s  not subject t o  the intergovernmental review requirements of Executive Order 12372 o r  review by a Health 
Systems Agency. 

HAUWMUS WTERIALS AND UASTE UORKER HEALTH AND SAFETY TRAINING 

RFA AVAILABLE: ES-92-01 

P.T. 34; K.U. 0502017, 1007009, 0725020 

National I n s t i t u t e  o f  Envirormental Health Sc ences 

Le t te r  o f  I n ten t  Receipt Date: December 20, 991 
Appl icat ion Receipt Date: January 24, 1992 

PURPOSE 

The National I n s t i t u t e  of Environmental Health Sciences (NIEHS) announces the a v a i l a b i l i t y  o f  a Request f o r  
Applications (RFA) f o r  cooperative agreements f o r  t ra in ing  and education o f  workers engaged in  a c t i v i t i e s  
re la ted  t o  hazardous mater ia ls  and waste generation, removal, containment, transportat ion, and emergency 
response. 

The major ob ject ive o f  t h i s  s o l i c i t a t i o n  i s  t o  prevent work-related harm by ass is t ing i n  the t r a i n i n g  of workers 
i n  the best p ro tec t i on  o f  themselves and t h e i r  comnunities from exposure t o  hazardous mater ia ls  encountered 
during hazardous waste operations and emergency response. A v a r i e t y  o f  si tes, such as those involved with 
chemical waste clean-up and remedial act ion and transportat ion-related chemical emergency response, may pose 
severe heal th  and safety  concerns. These are o f ten  characterized by the m u l t i p l i c i t y  o f  substances present, 
the presence o f  unknown substances, and the general uncontrol led condi t ion of the s i t e .  A major goal o f  t h i s  
program i s  t o  ass is t  organizations wi th  the development of i n s t i t u t i o n a l  competency t o  provide appropriate 
t r a i n i n g  and education t o  workers in  the f i e l d  of hazardous materials and waste. 

HEALTHY PEOPLE 2000 

The Public Health Service (PHS) i s  comnitted t o  achieving the heal th  promotion anddisease prevention objectives 
o f  "Healthy People 2000,11 a p r i o r i t y - s e t t i n g  process f o r  Federal publ ic  health a c t i v i t i e s .  This Request f o r  
Applications (RFA), Hazardous Materials and Uaste Worker Health and Safety Training, i s  re la ted  t o  the p r i o r i t y  
areas o f  occupational heal th  and environmental heal th  i n  the health protect ion i n i t i a t i v e .  Potent ia l  applicants 
may obta in  a copy o f  "Healthy People 20OOB1(Full Report: Stock No. 017-001-00474-0) o r  "Healthy People 200011 
( S m r y  Report: Stock No. 017-001-00473-1) through the Superintendent of Docunents, Government P r in t i ng  
Off ice, Washington, DC 20402-9325 (telephone 202-783-3238). 

ELIGIBILITY REQUIREMENTS 

Applicants must be non-p ro f i t  organizations that  demonstrate expert ise and experience i n  implementing and 
operating t r a i n i n g  and education programs f o r  workers. Such organizations must demonstrate the a b i l i t y  t o  reach 
and involve in  t r a i n i n g  programs the target populations of workers. Any non-prof i t  organization providing 
worker heal th  and safety  education and t ra in ing  may apply. 

MECHANISM OF SUPPORT 

Awards w i l l  be made as cooperative agreements (UO1). No ccinnitment of funds w i l l  be made beyond Fiscal Year 
1994. During FY 1992, the NIEHS plans t o  fund between 15 and 20 cooperative agreements i n  response t o  t h i s  RFA. 
Awards w i l l  be made f o r  up t o  three years wi th  annual renewal based on a v a i l a b i l i t y  o f  funds, s t a f f  review of 
progress toward achieving t r a i n i n g  objectives, and subnission t o  the NIEHS o f  copies o f  a l l  t r a i n i n g  and 
educational mater ia ls  used under the award. The ant ic ipated s t a r t i n g  date f o r  the i n i t i a l  annual period w i l l  
be September I, 1992. 

The cooperative agreement i s  an assistance instrument s im i la r  t o  a grant. I t  d i f f e r s  i n  tha t  i n  addi t ion t o  
the standard stewardship role, the NIEHS program administrator i s  expected t o  have a continuing substantive r o l e  
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in  one o r  more technical aspects o f  the program. The type and degree o f  t h i s  substant ia l  p r o g r a m t i c  
involvement i s  spec i f ied in  the terms and condit ions o f  the cooperative agreement. The awardee w i l l  have lead 
respons ib i l i t i es  i n  a l l  aspects of the program, inc lud ing any technical modif icat ions t o  the curr iculun, conduct 
o f  the t ra in ing,  and q u a l i t y  control.  

Applicants are expected t o  furn ish t h e i r  own estimates o f  the time required t o  achieve spec i f i c  t ra in ing  and 
education objectives o f  the proposed t ra in ing  program and conduct appropriate program evaluations. Any 
substant ia l  modif icat ions in  the program scope and objectives must be mutual ly agreed upon by the awardee 
i n s t i t u t i o n  and the NIEHS. Because o f  the var ied target  audiences f o r  the proposed t r a i n i n g  and education 
programs, i t  i s  ant ic ipated tha t  a v a r i e t y  o f  approaches w i l l  be responsive t o  t h i s  announcement and that  there 
w i l l  be a range o f  costs among ind iv idual  awards. 

TRAINING OBJECTIVES 

Training programs s h a l l  s a t i s f y  m i n i m  requirements f o r  hazardous waste workers and emergency responders as 
speci f ied i n  Federal Occupational Safety and Health Administrat ion and other regulat ions tha t  have been o r  may 
be promulgated. Training programs s h a l l  a lso meet the m i n i m  requirements speci f ied in the M i n i m  C r i t e r i a  
f o r  Uorker Health and Safety Training f o r  Hazardous Waste Operations and Emergency Response, published Apr i l  
1990, as a r e s u l t  o f  an NIEHS-sponsored technical workshop on t r a i n i n g  qua l i t y .  Previous successful experience 
in  conducting worker t r a i n i n g  programs f o r  these purposes w i l l  be an important review c r i t e r i on .  

Awards w i l l  be made f o r  d i r e c t  student and worker-trainer t ra in ing,  technical support o f  t ra in ing ,  and t r a i n i n g  
program evaluation. I t  i s  bel ieved that  adequate cu r r i cu la  and t r a i n i n g  mater ia ls  e x i s t  f o r  worker t ra in ing  
tha t  can be adapted wi th  minimal e f f o r t .  Means o f  mu l t i p l y ing  t r a i n i n g  are a lso encouraged t o  meet the need; 
thus programs such as e f f e c t i v e  t ra in - the - t ra ine r  programs are encouraged. Programs targeted t o  mu l t i - s ta te  
and nationwide coverage t o  reach wider worker populations w i l l  be given preference in  review and funding. 
Applications w i l l  not be considered tha t  cover munic ipa l i t ies  o r  other j u r i s d i c t i o n s  covering less than two 
states. Programs are encouraged t o  develop plans t o  become s e l f  s u f f i c i e n t .  Applications must include plans 
f o r  reaching underserved workers i n  the proposed target populations, especia l ly  those disadvantaged i n  
education, culture, language, o r  l i teracy.  

REVIEU PROCEDURES 

Review of appl icat ions w i l l  not include a s i t e  v i s i t  f o r  addi t ional  information. Therefore, i t  i s  essential 
t ha t  the appl icat ion be as conplete as possible. Applications w i l l  be reviewed on a competit ive basis f o r  
technical merit by an ad hoc peer rev ieu c m i t t e e  convened by the NIEHS. This c m i t t e e  w i l l  be p r imar i l y  
composed o f  non-Government members w i th  expert ise i n  occupational heal th  and safety  t r a i n i n g  re la ted t o  
hazardous materials, waste operations, and emergency response. The second level  o f  review w i l l  be conducted 
by the National Advisory Environmental Health Sciences Council. 

APPLICATION PROCEDURES 

Applications f o r  Hazardous Mater ia ls  and Waste Worker Health and Safety Training Grants must be subnitted on 
the grant app l i ca t i on  form PHS 398 (rev. 10/88,  repr in ted 9 / 8 9 ) .  This form i s  u s u a l l y  avai lab le i n  the 
sponsored programs o f f i c e  a t  academic i ns t i t u t i ons .  However, since t h i s  form i s  used p r i m a r i l y  f o r  t r a d i t i o n a l  
N I H  research and t r a i n i n g  assistance, several sections have t o  be modified and expanded t o  provide addi t ional  
information needed f o r  worker t r a i n i n g  assistance applications. Applicants may request a copy o f  form PHS 398 
from the O f f i c e  o f  Grants Inquires, D iv i s ion  o f  Research Grants, NIH, Room 449, 5333 Uestbard Avenue, Bethesda, 
MD 20892-4500, telephone 301/496-7441. Special inst ruct ions f o r  worker t ra in ing  appl icat ions are avai lab le from 
the Program Administrator, Uorker Training Grants Program, NIEHS, a t  the address l i s t e d  below. 

INQUIRIES 

The NIEHS welcomes the opportunity t o  c l a r i f y  any issues or questions from po ten t ia l  appl icants concerning t h i s  

RFA. Technical i nqu i r i es  regarding the objectives and scope of t h i s  RFA and requests f o r  a copy o f  the RFA 

may be d i rected to: 


Denny Dobbin 

Program Administrator 

Worker Training Grants Program 

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

P.O. Box 12233 

Research Triangle Park, NC 27709-2233 

Telephone: ( 9 1 9 )  541-0752 


Financial management i nqu i r i es  may be d i rected to: 


Carol Matheny 

Grants Management Specia l is t  

Grants Management Branch 

National I n s t i t u t e  of Envi romenta l  Health Sciences 

P.O. Box 12233 

Research Triangle Park, NC 27709-2233 

Telephone: ( 9 1 9 )  541-2930 
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AUTHORITY AND REGULATIONS 

This program i s  described i n  the Catalog o f  Federal Domestic Assistance, No. 93.142, Superfund Uorker Training 
Grants. Awards w i l l  be made under the au thor i ty  of  the Publ ic Health Service Act, T i t l e  111, Section 301 
(Public Law 78-410, as amended; 42 USC 241)  and Section 126(g)  o f  the Superfund Amendments and Reauthorization 
Act o f  1986 and administered under PHS grants po l i c i es  and Federal Regulations 42 CFR Part  52 and 45 CFR Part 
74 .  This program i s  not subject t o  the intergoverrmental review requirements o f  Executive Order 12372 or  Health 
Systems Agency review. The program i s  administered according t o  42 CFR 45 Part  74 and Part 92,  DHHS 
Administrat ion of  Grants; 42 CFR Part  65 ,  Special Regulations f o r  National I n s t i t u t e  o f  Environmental Health 
Sciences Hazardous Waste Worker Training, the PHS Grants Administrat ion Manual, and PHS Grants Po l icy  Statement. 

NATIONAL COOPERATIVE PROGRAM ON MARKERS OF UTERINE RECEPTIVITY FOR NONHUUN BLASTOCYST IMPLANTATIOll 

RFA AVAILABLE: HD-92-02 

P.T. 34;  K.U. 0760003, 0413002, 0760025, 1002004, 1002008 

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

Appl icat ion Receipt Date: Apr i l  1 ,  1992 

PURPOSE 

This i s  a no t ice  o f  a v a i l a b i l i t y  of  a Request f o r  Applications (RFA) from establ ished invest igators i n  the area 
o f  b lastocyst  implantat ion t o  pa r t i c i pa te  in  a National Cooperative Program t o  i d e n t i f y  and characterize markers 
i nd i ca t i ve  o f  the s ta te  o f  the uterus receptive f o r  blastocyst implantation. Invest igators w i l l  cooperate i n  
an i n te rd i sc ip l i na ry  and complementary manner t o  achieve the goals of  i d e n t i f i c a t i o n  and character izat ion of  
the u te r i ne  recep t i v i t y  markers. 

HEALTHY PEOPLE 2000 

The Publ ic Health Service (PHS) i s  comnitted t o  achieving the heal th promotion and disease prevention objectives 
of  Healthy People 2000, a PHS-led nat ional  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 RFA, National Cooperative 
Program on Markers o f  Uter ine Recept iv i ty f o r  Nonhuman Blastocyst Implantation, i s  re la ted  t o  the p r i o r i t y  area 
o f  maternal and in fan t  health. Poten t ia l  appl icants may obtain a copy of  Healthy People 2000 (Ful l  Report: 
Stock No. 017-001-00474-0, or  Sumnary Report: Stock No. 017-001-00473-1) through the Superintendent of  
Documents, Government P r in t i ng  Off ice, Uashington, DC 20402-9325 (Telephone 202-783-3238).  

BACKGROUND INFORMATION 

The National I n s t i t u t e  o f  Ch i ld  Health and Human Development (NICHD) i nv i t es  appl icat ions from invest igators 
w i l l i n g  t o  part ic ipate,  w i th  the assistance o f  the NICHD, i n  a m u l t i - s i t e  Cooperative Research Program designed 
t o  establ ish assayaQle markers f o r  u te r ine  recep t i v i t y  f o r  blastocyst implantat ion and characterize the 
involvement o f  these markers i n  the process of  nonhuman blastocyst implantation. 

A Research Coordinator from the NICHD s t a f f  w i l l  col laborate w i th  the Pr inc ipa l  Invest igators o f  the awards i n  
the planning, evaluation, and pub l ica t ion  of  the research, and serve as a coordinator, f a c i l i t a t o r  and partner 
i n  the conduct o f  the research program. I t  i s  expected tha t  protocols w i l l  change as new information i s  
gathered and shared. 

There are three program phases: Phase I i s  t o  determine the experimental approaches, protocol(s), and other 
research conditions; Phase I 1  i s  t o  implement and conduct the research; and Phase I11 i s  t o  analyze and 
disseminate the results obtained. 


ELIGIBILITY 

Any domestic i ns t i t u t i on ,  both pub l i c  and pr ivate,  i s  e l i g i b l e  t o  apply. 

MECHANISM OF SUPPORT 

The funding mechanism f o r  f i s c a l  assistance i n  t h i s  high p r i o r i t y  area of  research w i l l  be cooperative 
agreements between pa r t i c i pa t i ng  s i t e s  and the NICHD. I t  i s  expected tha t  up t o  s i x  appl icat ions w i l l  be 
funded, contingent upon the receipt  o f  a s u f f i c i e n t  number o f  meri tor ious appl icat ions w i th in  a t o t a l  d i rec t  
cost program budget o f  $900,000 (average d i rec t  cost of  $150,000 per award) f o r  the f i r s t  year. The major 
d i f fe rence between a cooperative agreement and a research grant i s  tha t  there w i l l  be substant ia l  programnatic 
involvement o f  the NICHD Research Coordinator above and beyond conventional program and grant management 
procedures. 

REVIEW PROCEDURES 

Applications w i l l  receive a prel iminary review f o r  responsiveness t o  t h i s  RFA and may receive a t r i age  review 
f o r  r e l a t i v e  competitiveness by peer review. Applications judged t o  be competit ive f o r  awards w i l l  be reviewed 
for s c i e n t i f i c  and technical meri t  by a review comnittee convened s p e c i f i c a l l y  f o r  t h i s  purpose by the D iv i s ion  

.*.re’ 
N I H  Guide f o r  Grants and Contracts - Vol. 20,  No. 41 - November 1 ,  1991 

Page 8 



o f  S c i e n t i f i c  Revieu, NICHD. A second-level revieu u i l l  be done by the National Advisory Chi ld  Health and Human 
Developnent Council. 

HETHOO OF APPLYING 

Applications must be submitted on form PHS 398 (rev. lo/=, repr in ted 9/89), t ha t  i s  avai lab le i n  most 
i n s t i t u t i o n a l  business o f f i c e s  and from the D iv i s ion  o f  Research Grants, N I H  (telephone 301/496-7441). 

INPUIR IES 

Potent ia l  appl icants may request f u r the r  information and copies o f  the RFA that  ou t l i nes  the requirements f o r  

p a r t i c i p a t i o n  i n  t h i s  program from: 


K o j i  Yoshinaga, Ph.D. 

Reproductive Sciences Branch 

Center f o r  Population Research 

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

Executive Plaza North, Room 603 

Bethesda, MD 20892 

Telephone: (301) 496-6515 


Administrat ive Policy: 


Ms. Melinda Nelson 

Of f i ce  o f  Grants and Contracts 

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

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

Executive Plaza North, Room 505 

Bethesda, MD 20892 

Telephone: (301) 496-5481 


AUTHORITY AND REGULATIONS 

This program i s  described in  the Catalog of Federal Domestic Assistance No. 93.864, Population Research. Awards 
u i l l  be made under the au tho r i t y  o f  the Public Health Service Act 301 (42 USC 241) and 441 (USC 2894) and 
administered under PHS Grants Po l i c ies  and Federal Regulations 42 CFR Part 52 and 45 CFR Par t  74. This program 
i s  not subject t o  the intergovernmental rev ieu requirements o f  Executive Order 12372 or  Health Systems Agency 
revieu. 

WNITY-BASED CARE FOR CHRONICALLY ILL OLDER PERSOWS 

RFA AVAILABLE: NR-92-01 

P.T. 34; K.W. 0710010, 0730000, 0745035, 0785130 

National Center f o r  Nursing Research 

Let ter  o f  I n ten t  Receipt Date: January 22, 1992 
Appl icat ion Receipt Date: March 10, 1992 

PURPOSE 

The National Center f o r  Nursing Research (NCNR) announces the a v a i l a b i l i t y  o f  a Request f o r  Applications (RFA) 
deal ing u i t h  the e f f i cacy  and effect iveness of c l i n i c a l  interventions f o r  the long term care of chronica l ly  ill 
older persons who reside i n  the comnunity. The ove ra l l  purpose o f  the interventions must be t o  manage comnonly 
experienced symptoms, prevent the onset o f  f u r the r  d i s a b i l i t i e s ,  and f a c i l i t a t e  the t r a n s i t i o n  among heal th  care 
se t t i ngs  and home. These outcomes would be expected t o  encourage independence, enhance heal th- re la ted q u a l i t y  
o f  l i f e ,  and enable ch ron ica l l y  ill older persons t o  remain a t  home. 

HEALTHY PEOPLE 2000 

The Public Health Service (PHS) i s  comnitted t o  achieving the health promotion and disease prevention objectives 
of "Healthy People 2000,11a PHS-led nat ional  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 RFA, Comnunity-Based 
Care f o r  Chronical ly 111 Older Persons, i s  re la ted t o  the p r i o r i t y  areas o f  older persons as a targeted group 
and t o  ch ron ica l l y  d isabl ing conditions. Potent ia l  appl icants may obta in  a copy o f  the "Healthy People 2O0OB1 
(Ful l  Report: Stock No. 017- 001-00474-0 or  S m a r y  Report: Stock No. 017-001-00473-1) through the 
Superintendent o f  Documents, Government P r i n t i n g  Off ice, Washington, DC 20402-9325 (telephone 202-783-3238). 

ELIGIBILITY REQUIREMENTS 

Applications may be submitted by domestic and foreign, f o r - p r o f i t  and non-prof i t ,  pub l i c  and private, 
organizations such as univers i t ies,  colleges, hospitals, laboratories, u n i t s  of State o r  loca l  governments, and 
e l i g i b l e  agencies of the Federal Government. Applications from mino r i t y  ind iv iduals  and women are encouraged. 
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MECHANISM OF SUPPORT 

This RFA i s  a one-time s o l i c i t a t i o n  for  research grant (R01) appl icat ions. The t o t a l  pro ject  period f o r  
appl icat ions submitted i n  response t o  the present RFA may not exceed four years. The ant ic ipated award date 
w i l l  be September 30, 1992. 

FUNDS AVAILABLE 

Approximately Sl,OOO,OOO in  t o t a l  costs f o r  the f i r s t  year w i l l  be c m i t t e d  t o  s p e c i f i c a l l y  fund applications 
submitted i n  response t o  t h i s  RFA. It i s  ant ic ipated that  f i v e  appl icat ions w i l l  be funded. This leve l  o f  
support i s  dependent on the receipt  o f  a su f f i c i en t  nunber o f  appl icat ions o f  high 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 NCNR, the award of grants pursuant t o  t h i s  RFA i s  
a lso 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 OBJECTIVES 

This i n i t i a t i v e  bu i l ds  d i r e c t l y  on the work o f  a panel o f  s c i e n t i f i c  experts on Long term care convened as pa r t  
of the developnent o f  the National Nursing Research Agenda. The work o f  t h i s  panel i s  cu r ren t l y  nearing 
completion wi th  the ant ic ipated pub l i ca t i on  of i t s  report in  1992. The goal o f  t h i s  RFA i s  t o  st imulate the 
developnent o f  innovative c l i n i c a l  interventions f o r  comnunity-based ch ron ica l l y  ill older  persons i n  order t o  
manage comnon~yexperienced synptoms, prevent the onset o f  fur ther  d i s a b i l i t i e s ,  and f a c i l i t a t e  the t r a n s i t i o n  
between heal th  care se t t i ngs  and home. These outcomes would be expected t o  encourage independence, enhance 
heal th- re la ted q u a l i t y  o f  l i f e ,  and enable the chronica l ly  ill older person t o  remain a t  home. The theoret ica l  
basis f o r  the planned study must be c l e a r l y  expl icated and l inked t o  the c l i n i c a l  in tervent ions t o  be developed 
and tested. I t  i s  important t ha t  the interventions be c a r e f u l l y  and c l e a r l y  defined i n  terms o f  t h e i r  purpose, 
ccqmsi t ion,  means o f  implementation and ant ic ipated e f fec t .  Pa r t i cu la r  a t ten t i on  must be paid t o  ensuring that 
the ant ic ipated e f fec ts  have c l e a r l y  defined outcome measures. 

The propor t ion o f  the populat ion tha t  i s  65 years and greater i s  increasing rap id ly .  Most of these older 
persons l i v e  i n  the c m n i t y  and do not need i n s t i t u t i o n a l  care. However, the longer a person survives, the 
more l i k e l y  he o r  she i s  t o  become chronica l ly  ill or disabled and the more l i k e l y  nursing home care w i l l  be 
needed a t  some po in t  i n  the continurn of care. Adnission t o  a nursing home has been described as a terminal 
event f o r  many older persons, ra ther  than as a useful health care se t t i ng  f o r  those who need subacute 
i n s t i t u t i o n a l  care f o r  a period o f  time. Studies that  have examined the con t inu i t y  o f  care f o r  older persons 
general ly have focused on the movement between acute care and nursing homes. The invest igat ion o f  t rans i t i ons  
from the comnunity t o  nursing home o r  hospi ta l  care and back have not received much emphasis. C l i n i c a l  
in tervent ions are needed t o  address the t rans i t i ons  across heal th  care se t t i ngs  made by ch ron ica l l y  ill,home 
based older persons. 

The functioning o f  the fami ly  and/or informal caregivers can have a s i g n i f i c a n t  e f f e c t  on the health outcomes 
o f  the ch ron ica l l y  ill older person. There have been ind icat ions that  ce r ta in  factors, such as l i v i n g  alone 
and u r ina ry  incontinence, inf luence the decision t o  remove older persons from t h e i r  homes and t o  admit them t o  
a nursing home. I t  i s  possible that  wel l - functioning fami ly  systems and comnunity soc ia l  support networks are 
instrunental i n  aver t ing o r  delaying these admissions and i n  ass is t ing i n  the re tu rn  o f  these ind iv iduals  t o  
the c m n i t y .  

I n  add i t i on  t o  these ccinnunity-based care issues, the c l i n i c a l  interventions may address the human responses 
exhib i ted by older people who have chronic i l l ness .  The older adul t  wi th  chronic i l l n e s s  i s  a t  r i s k  f o r  decl ine 
i n  heal th  and funct ional  s ta tus due t o  a number of factors, inc lud ing those re la ted  t o  adherence t o  treatment 
regime, the onset o f  physical symptoms that  impede d a i l y  a c t i v i t i e s ,  and behavioral responses t o  the changes 
occurring wi th  increasing age and length o f  i l lness.  Because chronic health problems can lead t o  increased 
d i s a b i l i t i e s  and f r a i l t y ,  early, e f f icac ious and e f f e c t i v e  in tervent ion s t ra teg ies should lead t o  improved 
outcomes. In general, there i s  a pauci ty  of research dealing w i th  symptom management of the chronica l ly  ill 
older person, but what research ex i s t s  has usual ly  been done i n  e i the r  acute care o r  nursing home sett ings. 
There i s  c l e a r l y  a need t o  i d e n t i f y  s t ra teg ies t o  deal wi th  symptoms experienced by persons who are comnunity 
based. Symptoms and condit ions such as cogni t ive o r  behavioral problems, confusion, decreased mobi l i ty ,  s k i n  
i n t e g r i t y  problems such as pressure ulcers, incontinence, n u t r i t i o n  and hydration problems, and a l te red  sleep 
and res t  patterns frequently l i m i t  the a b i l i t y  t o  funct ion normally, impair autonomy, and decrease the 
heal th- re la ted q u a l i t y  o f  l i f e .  Interventions dealing with these and other symptoms re la ted  t o  chronic 
i l lnesses need t o  address both behavioral and biophysiological/physical components. Applications from 
i n t e r d i s c i p l i n a r y  research teams are encouraged. 

Applications are i n v i t e d  f o r  support o f  c l i n i c a l  in tervent ion studies concerning comnunity-based care of 
chronica l ly  ill older persons. Studies may include, but are not l i m i t e d  to: 

o design and t e s t  interventions t o  e f f e c t i v e l y  manage physical and behavioral symptoms o f  frequently occurring 
chronic i l lnesses i n  older persons; 

o design and t e s t  in tervent ions tha t  prevent complications and minimize d i s a b i l i t y  i n  older persons with 
chronic i l lness;  

o design and tes t  c l i n i c a l  interventions t o  f a c i l i t a t e  the coordination o f  care and t r a n s i t i o n  across health 
care set t ings f o r  older adults; 
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o design and tes t  intervent ions t o  support fami ly members or  fami ly systems involved i n  the care of  older 
persons w i th  chronic i l l ness .  

SPECIAL INSTRUCTIONS FOR INCLUSION OF WOMEN AND M I N O R I T I E S  I N  CLINICAL RESEARCH STUDY POPULATIONS 

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  women and minor i t ies  in  study populations. I f  women or  minor i t ies  are not included i n  the study populations 
f o 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 w i l l  not be accepted f o r  review. 

APPLICATION AND REVIEW PROCEDURES 

The RFA contains important informat ion f o r  appl icants and may be obtained e i the r  P a t r i c i a  Moritz, Ph.D., o r  Mary 
D. Lucas, Ph.D. (address below). The app l ica t ion  receipt  date i s  March IO, 1992. The research grant 
app l i ca t ion  form PHS 398 (rev. 10/88, repr inted 9/89) must be used in  applying f o r  these grants. These forms 
are ava i lab le  from the D iv i s ion  of  Research Grants, telephone 301-496-7441. Appl icat ions must be subni t ted t o  
the N I H  D iv i s ion  o f  Research Grants and w i l l  be assigned t o  a special review group organized by NCNR. Following 
t h i s  review, appl icat ions w i l l  be considered by the NCNR National Advisory Council. 

LETTER OF INTENT 

A l e t t e r  o f  i n ten t  whi le not required, i s  requested by January 22, 1992. The l e t t e r  o f  in ten t  i s  t o  include 
a descr ip t i ve  t i t l e ,  the name, address, and telephone number o f  the Pr inc ipa l  Invest igator,  the i den t i t i es  o f  
other key personnel, and any other pa r t i c i pa t i ng  ins t i tu t ions .  Le t te rs  are t o  be sent to: 

Ethel Jackson, DDS 

Chief and S c i e n t i f i c  Review Administrator 

National Center f o r  Nursing Research 

Bui ld ing  31, Room 5B19 

9000 Rockv i l le  Pike 

Bethesda, MD 20892 


INPU IR IES 

Writ ten and telephone inqu i r i es  concerning t h i s  RFA 
questions from po ten t ia l  appl icants i s  uelcome. 

D i rec t  i nqu i r i es  regarding p r o g r a m t i c  issues to: 

Pa t r i c i a  Moritz, Ph.D., R.N. 
Chief, Nursing Systems Branch 

or 

Mary D. Lucas, Ph.D., R.N. 

Chief, Acute and Chronic I l ln>ss  Branch 

National Center f o r  Nursing Research 

Bui ld ing 31, Room 5803 

Bethesda, MD 20892 

Telephone: (301) 496-0523 


Direc t  i nqu i r i es  regarding f i s c a l  matters to: 

Sa l l y  Nichols 

Grants Management O f f i ce r  

National Center f o r  Nursing Research 

Bui ld ing  31, Room 5806 

Bethesda, MD 20892 

Telephone: (301) 496-0237 


OTHER INTERESTS I N  T H I S  RESEARCH AREA 

are encouraged. The opportuni ty t o  c l a r i f y  any issues or 

The National I n s t i t u t e  on Aging and the Agency f o r  Health Care Po l icy  and Research are a lso  interested i n  
research dealing w i th  long-term care issues. The RFA contains addi t ional  information and program contacts. 

AUTHORITY AND REGULATIONS 

This program i s  described i n  the Catalog o f  Federal Domestic Assistance No. 93.336, Nursing Research, and No. 
93.866. Awards are made under author izat ion o f  the Public Health Service Act, T i t l e  I V ,  Part  A (Public Law 
78-410, as amended by Publ ic Law 99-158, 42 USC 241 and 285) and administered under PHS grants po l i c i es  and 
Federal Regulations 42 CFR 52 and 45 CFR Part 74. This program i s  not subject t o  the intergovernmental review 
requirements of  Executive Order 12372 or Health Systems Agency review, April 6, 1988. 

V'  
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NATIONAL CMPERATIVE DRUG DISCOVERY GRCUPS FOR THE TREATMENT OF W IWJNODEFICIENCY VIRUS INFECTIOLl 

RFA AVAILABLE: AI-91-13 

P.T. 34; K.U. 0715008, 0740020, 0755025 

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

Le t te r  o f  In ten t  Receipt Date: Novenbr 28, 1991 
Appl icat ion Receipt Date: January 16, 1992 

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 )  announces a v a i l a b i l i t y  o f  a Request f o r  
Applications (RFA) f o r  funding o f  the National Cooperative Drug Discovery Groups f o r  the Treatment o f  Human 
Imnuriodeficiemy Virus In fec t i on  (NCDDG-HIV). I t  i s  the purpose o f  t h i s  RFA t o  i n v i t e  appl icat ions aimed a t  
the discovery o f  more ef fect ive,  selective, and diverse new agents tha t  can be used f o r  the treatment of H IV ,  
the e t i o log i ca l  agent associated with Acquired Imnunodeficiency Syndrome (AIDS).  

HEALTHY PEOPLE 2000 

The Publ ic Health Service (PHS) i s  comnitted t o  achieving the heal th promotion and disease prevention object ives 
of "Healthy People 2000,a8 a PHS-led nat ional  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 RFA, National 
Cooperative Drug Discovery Groups f o r  the Treatment o f  H I V  In fec t ions  (NCDDG-HIV), i s  re la ted  t o  the p r i o r i t y  
area of H I V  in fec t ion .  Poten t ia l  applicants may obtain a copy o f  "Healthy People 200010 ( F u l l  Report: Stock 
No. 017- 001-00474-0) o r  IIHealthy People 200081 ( S m r y  Report: Stock No. 017-001-00473-1) through the 
Superintendent o f  Docunents, Govermnt  P r in t i ng  Office, Uashington, DC 20402-9325 (telephone 202-783-3238). 

RESEARCH OBJECTIVES AND SCOPE 

The prime ob jec t ive  o f  t h i s  RFA i s  t o  st imulate o r i g ina l  and innovative research o f  sound s c i e n t i f i c  rationale, 
requ i r ing  comprehensive team e f f o r t ,  that  i s  l i k e l y  t o  resu l t  in  the discovery of agents e f f e c t i v e  against H I V .  
In l i n e  wi th t h i s  objective, the NCDDG-HIV program supports and implements p ro jec ts  f o r  innovative and 
under-exploited studies tha t  are a t  the cu t t i ng  edge of biomedical research. Such studies may have a greater 
r i sk - to -bene f i t  quot ient  than i s  cur ren t ly  acceptable under the more t r a d i t i o n a l  invest igator i n i t i a t e d  (R01) 
mechanism but may also have a greater po ten t ia l  f o r  ef fect ive,  long-term therapeutic returns. In add i t ion  t o  
the s c i e n t i f i c  c r i t e r i a ,  these e f f o r t s  are t o  be implemented through a col laborat ive,  concerted e f f o r t  by 
components o f  the  Group. Appl icat ions i n  which col laborat ion among components o f  the Group are not required 
f o r  the success o f  Group a c t i v i t i e s  w i l l  not be funded and are encouraged t o  submit an ind iv idua l  invest igator-
i n i t i a t e d  (R01) o r  equivalent grant appl icat ion.  

Applications tha t  include research pro jec ts  o r  a core components from the p r i va te  sector (e.g., pharmaceutical, 
chemical, o r  biotechnological companies) are strongly encouraged. Research d i rec ted  toward drug discovery i n  
the fo l low ing  major areas w i  1 1  be considered responsive t o  t h i s  RFA: 

o 	 Discovery, elucidation, and app l ica t ion  of modal i t ies that  i n h i b i t  H I V  gene expression v i a  interference with 
H I V  regulatory elements; 

o 	I n h i b i t i o n  o f  c r i t i c a l  steps i n  H I V  rep l i ca t i on  v i a  i n t race l l u la r  de l i very  or expression (gene therapy) of 
antagonists using v i r a l  vectors o r  other de l i very  strategies; 

o In te rvent ion  wi th c e l l u l a r  biochemical pathways required f o r  induct ion from latency and/or f o r  enhancement 
o f  H I V  growth cycle; 

o Innovative approaches t o  exp lo i t  the hunoral and c e l l u l a r  arms o f  the imnune system in  a targeted a n t i - H I V  
affront; 

o Other sound and conceptual ly new strategies, cur ren t ly  not being pursued, f o r  the discovery o f  new e n t i t i e s  
o r  combinations w i th  po ten t i a l  f o r  treatment of H I V  infect ion,  such as i nh ib i t o rs  of v i r a l  penetration, 
ribozymes, and agents that  d is rup t  v i rus  structure.  

Examples o f  proposed research i n  these major areas are: studies t o  del ineate s t ruc tu re- func t ion  of H I V  encoded 
target proteins; evaluate drug metabolism; devise and evaluate innovative drug de l i very  strategies; appraise 
the emergence o f  resistance t o  drugs targeted t o  spec i f i c  H I V  enzymatic, s t ruc tu ra l ,  or regulatory function; 
i d e n t i f y  ea r l y  events i n  v i r a l  rep l i ca t i on  su i tab le  f o r  drug targeting; and decipher biochemical pathways and 
host in te rac t ions  c r i t i c a l  t o  v i rus  rep l i ca t i on  and/or drug action. 

Projects o r  cores wi th proposed animal model development o r  e f f i cacy  tes t i ng  in  animal models must be integrated 
i n t o  and required t o  a t t a i n  the Group's objectives. Animal model component(s1 may be requested by the N I A I D  
t o  evaluate in  v ivo  compounds other than compounds generated by the Group. Funds awarded f o r  the evaluation of 
new agents i n  animal models w i l l  be withheld u n t i l  compounds generated by the Group or  provided by the N I A I D  
are ava i lab le  f o r  animal e f f i cacy  studies. Projects u t i l i z i n g  non-random cel l-based assays f o r  screening 
na tura l  products, b io log ics  and/or synthet ic compounds must not exceed 25 percent o f  the t o t a l  leve l  of e f f o r t  
of the Group. 
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The fo l lowing research areas cu r ren t l y  under intense invest igat ion o r  t ha t  have already been integrated i n t o  
other N I H  i n i t i a t i v e s  are s p e c i f i c a l l y  excluded from t h i s  RFA: (i)synthesis o r  development o f  analogues or 
prodrugs o f  known anti-HIV nucleosides and non-nucleosides; (ii)reverse transcriptase screens; (iii)evaluation 
o f  recombinant hunan cytokines; ( i v )  development of exogenous, soluble CD4 o r  i t s  conjugated congeners; (v) 
anti-protease screens and peptide-based protease inh ib i tors ;  ( v i )  evaluation and synthesis o f  myr is toy la t ion 
inh ib i tors ;  ( v i i )  mechanism o f  act ion studies unl inked t o  i n h i b i t o r  i den t i f i ca t i on ;  ( v i i i )  large-scale random 
screening o f  compounds wi th  po ten t i a l  a c t i v i t y  against H I V  i n  c e l l  culture-based systems (such a program i s  
operated by the National Cancer Ins t i t u te ) ;  ( i x )  research on the opportunist ic in fect ions associated with A I D S  
(a separate RFA f o r  the National Cooperative Drug Discovery Groups fo r  the Treatment o f  Opportunist ic In fect ions 
Associated wi th  A I D S  has been re-issued ( N I H  GCG, Vol. , NO., date), f o r  the t h i r d  consecutive year). 
Sc ien t i s t s  whose research does not l i e  w i t h i n  the areas defined as responsive t o  t h i s  RFA are encouraged t o  
apply f o r  i n v e s t i g a t o r - i n i t i a t e d  research ( R o l l  grants. 

Each NCDDG-HIV w i l l  be assembled by the P r inc ipa l  Invest igator  t o  form a m u l t i - d i s c i p l i n a r y  consortium 
representing the various s k i l l s  needed t o  successful ly design, implement, and evaluate - a t  the p r e c l i n i c a l  
leve l  - therapeutic e n t i t i e s  and s t ra teg ies f o r  the treatment of A IDS.  Inasmuch as i t  i s  u n l i k e l y  tha t  a l l  of 
the outstanding ta len ts  required t o  exp lo i t  fundamental leads from various s c i e n t i f i c  d i sc ip l i nes  w i l l  be found 
i n  a s ing le  i n s t i t u t i o n ,  each Group i s  envisioned as being m u l t i - i n s t i t u t i o n a l  as well. Thus, each NCDDG-HIV 
w i l l  consist o f  a number o f  research pro jects  representing the s c i e n t i f i c  d i sc ip l i nes  required t o  a t t a i n  the 
Group's goals and objectives. The various research projects, inc lud ing that  o f  the P r inc ipa l  Investigator, may 
be mobil ized from academia, research i ns t i t u t i ons ,  and/or industry; the incorporation o f  a component from the 
p r i va te  sector i s  s t rongly  encouraged. I t  i s  expected tha t  the ra t i ona le  f o r  design of  po ten t i a l  treatments, 
the synthesis o f  spec i f i c  agents, and the p r e c l i n i c a l  models fo r  evaluation w i l l  o r i g ina te  w i th in  the Group and 
be based on leads from the group and the fundamental research of others. Spec i f i ca l l y  excluded from the Group's 
a c t i v i t i e s  are a c t i v i t i e s  re la ted  t o  c l i n i c a l  evaluation of  the drug. 

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

For pro jects  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 
o f  women and m ino r i t i es  in  study populations. I f  women o r  m ino r i t i es  are not included in  the study populations 
f o 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. Applications without such 
documentation w i l l  not be accepted f o r  review. 

MECHANISMS OF SUPPORT 

Awards w i l l  be made as Cooperative Agreements (UOI).  The Cooperative Agreement funding mechanism d i f f e r s  from 
the t r a d i t i o n a l  research grant i n  tha t  the Government component ( N I A I D )  awarding the Cooperative Agreement 
ant ic ipates substant ia l  p r o g r a m t i c  involvement during performance. The nature of the N I A I D  s t a f f  p a r t i c i p a t i o n  
i s  described i n  the RFA. However, the applying Group must def ine i t s  objectives i n  accord wi th  i t s  own 
in te res ts  and perceptions of approaches t o  combat H I V  in fect ion.  

REVIEU PROCEDURES 

Applications w i l l  be reviewed by the appropriate subcomnittee o f  the N I A I D  A I D S  Research Review Comnittee. N I A I D  
has set aside $2.2 m i l l i o n  t o t a l  cost f o r  the i n i t i a l  year funding. An NCDDG-HIV award i s  subject t o  a current 
l i m i t  o f  $1,000,000 i n  t o t a l  costs ( d i r e c t  plus i nd i rec t  costs) f o r  the f i r s t  year. The amount spent w i l l  be 
dependent on the continuing a v a i l a b i l i t y  of funds f o r  t h i s  purpose and the q u a l i t y  and d i v e r s i t y  of approved 
applications. 

TERMS OF AWARD 

The proposed applicant i n s t i t u t i o n  w i l l  be responsible f o r  the Group application. Awards w i l l  be made t o  the 
appl icant 's  i n s t i t u t i o n  on behalf of the Group as a whole and not t o  ind iv idual  research pro jects  w i th in  the 
Group. The applicant i n s t i t u t i o n  w i l l  provide a Central Operations O f f i ce  f o r  the Group. The applicant 
i n s t i t u t i o n  w i l l  be responsible f o r  the performance of the e n t i r e  Group and w i l l  be accountable f o r  the funds 
awarded. The ac t i ve  p a r t i c i p a t i o n  o f  the Government through the N I A I D  extramural s t a f f  i s  aimed a t  enhancing 
and expedit ing a concerted e f f o r t  by the Group by making avai lab le b io log i ca l  materials f o r  test ing, appropriate 
ex i s t i ng  data bases, and appropriate a n c i l l a r y  tes t i ng  and other resources avai lab le under ex i s t i ng  contracts. 
The in te rac t i on  o f  academic and non-p ro f i t  research i n s t i t u t i o n s  wi th  comnercial organizations and Goverrment 
i s  s t rongly  encouraged and i s  expected t o  promote innovative discoveries o f  anti-HIV treatment and w i l l  
f a c i l i t a t e  t h e i r  subsequent development t o  c l i n i c a l  t r i a l .  

METHOD OF APPLYING 

The deadline f o r  receipt  o f  appl icat ions i s  January 16, 1992. Applications received a f t e r  t h i s  date w i l l  be 
considered as not responsive t o  t h i s  RFA and w i l l  be returned without review. 

The regular research grant appl icat ion forms PHS 398 (rev. 10/88 or 9/89) are avai lab le a t  most i n s t i t u t i o n a l  
business of f ices.  I f  not avai lab le there, they may be obtained from: O f f i ce  of Grants Inquiry, D iv i s ion  o f  
Research Grants, Westwood Building, Room 449, 5333 Uestbard Avenue, Bethesda, MD 20892, telephone: 301/496-
7441. 
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LETTER OF INTENT 

Prospective appl icants are asked t o  submit by November 28, 1991, a l e t t e r  o f  i n ten t  t ha t  includes a descr ip t ive 

t i t l e  o f  the ove ra l l  proposed research, the name and i n s t i t u t i o n  o f  the Pr inc ipa l  Investigator, a t i t l e  f o r  each 

component research p ro jec t  and b r i e f  descript ions o f  the proposed projects. Names o f  prospective Project 

Leaders and other key invest igators  and t h e i r  i n s t i t u t i o n s  should be included (maximum o f  two pages). The 

l e t t e r  o f  i n ten t  i s  requested i n  order t o  provide an i nd i ca t i on  o f  the number and scope o f  appl icat ions t o  be 

reviewed and i n  order t o  a l l o u  ea r l y  preparations f o r  review as well  as promote ea r l y  in teract ions between 

applicants and N I A I D  s t a f f .  The l e t t e r  o f  in tent  does not comnit the sender t o  submit an application, nor i s  

i t  a requirement f o r  submission of an application. The l e t t e r  o f  in tent  i s  t o  be sent to: 


Nava Sarver, Ph.D. 

Chief, Targeted Drug Discovery Section 

Developmental Therapeutics Branch D iv i s ion  of A I D S  

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

6003 Executive Boulevard, Room 246P 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-8197 


INQUIRIES 

This RFA i s  ava i l ab le  from: 


Ms. Besita Uyche 

Targeted Drug Discovery Section 

Developmental Therapeutics Branch D iv i s ion  of A I D S  

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

6003 Executive Boulevard 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-8197 


I nqu i r i es  regarding matters per ta in ing t o  the review o f  t h i s  appl icat ion should be addressed t o  D r .  Hornbeak. 


Hortencia Hornbeak, Ph.D. 

Deputy Chief, Program and Project, DEA 

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

6003 Executive Boulevard 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-0123 


I nqu i r i es  regarding f i s c a l  matters may be addressed t o  Mr .  Thompson. 


M r .  Gary Thompson 

Chief, Grants Management Branch 

Review Branch, DEA 

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

6003 Executive Boulevard 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-7231 


AUTHORITY AND REGULATIONS 

This program i s  described i n  the Catalog o f  Federal Domestic Assistance, 93.856 - Microbiology and In fect ious 
Diseases Research and 93.855 - Imnunology, A l l e r g i c  and Imnunological Diseases Research. Grants are awarded 
under the au tho r i t y  o f  the Public Health Service Act, Section 301 (42  USC 241) and administered under the PHS 
grants p o l i c i e s  and Federal Regulations, most s p e c i f i c a l l y  a t  42 CFR Part 52 and 45 CFR Part 74.  This program 
i s  not subject t o  the intergovernmental review requirements o f  the Executive Order 12372 or Health Systems 
Agency Review. 

BASIC AND CLINICAL STWIES ON THE MORBIDITY AND MORTALITY OF THE END-STAGE RENAL DISEASE PATIENT 

RFA AVAILABLE: DK-92-07 

P.T. 34; K.U. 0755015, 0785095, 0785165, 0745025, 0745065 

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

Let ter  o f  In tent  Receipt Date: December 1 1 ,  1991 
Appl icat ion Receipt Dates: January 23,  1992 

The D iv i s ion  o f  Kidney, Urologic and Hematologic Diseases (DKUHD) o f  the National I n s t i t u t e  o f  Diabetes and 
Digestive and Kidney Diseases (NIDDK) announces the a v a i l a b i l i t y  o f  a Request f o r  Applications (RFA) on the 
above subject. 
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BACKGROUND 

Most organ systems are af fected by the developnent o f  renal f a i l u r e  and the uremic state. The treatment regimen 
f o r  these pa t i en ts  consists o f  e i t he r  a d i a l y s i s  modali ty o r  a renal a l l o g r a f t .  The annual m o r t a l i t y  r a t e  of 
the d i a l y s i s  pa t i en t  populat ion in  the Uni ted States i s  approximately 20 percent, almost double that  reported 
by European countr ies and Japan. This high m o r t a l i t y  r a t e  underscores the need f o r  research on the causes of 
morb id i ty  and m o r t a l i t y  i n  the end-stage renal disease (ESRD) population. 

HEALTHY PEOPLE 2000 

The Public Health Service (PHS) i s  comnitted t o  achieving the health promotion and disease prevention objectives 
o f  HEALTHY PEOPLE 2000, a 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 RFA i s  re la ted  t o  the 
p r i o r i t y  area o f  "Diabetes and Chronic Disabl ing Conditions.l# Potent ia l  appl icants may obta in  a copy of 
"Healthy People 20004a(Full Report: Stock No. 017-001-00474-0) or  "Healthy People 200081(Swrmary Report: Stock 
No. 017-001-00473-1) through the Superintendent of Docunents, 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). 

RESEARCH GOALS AND SCOPE 

I t  i s  the object ive o f  t h i s  RFA t o  s t imulate fundamental, c l i n i c a l  and applied research a c t i v i t y  towards: ( 1 )  
be t te r  understanding o f  the causes o f  ESRD; (2) decreasing the r a t e  a t  which chronic renal f a i l u r e  progresses; 
( 3 )  enhancing the q u a l i t y  and effect iveness o f  d i a l y s i s  and transplantat ion; and ( 4 )  reducing the complications 
associated w i th  these therapies. 

The fo l lowing are some suggested top ics tha t  might be addressed t o  achieve the objectives o f  t h i s  s o l i c i t a t i o n :  

o Cardiovascular Influences: The e f fec ts  on c e l l  and organ funct ion that  r e s u l t  from the acute f l u i d  and 
e l e c t r o l y t e  s h i f t s  induced by d i a l y s i s  treatment; organ s p e c i f i c i t y  of these changes i n  the volume and 
composition o f  the body f l u ids ,  and laboratory ind icators  that  might have c l i n i c a l  u t i l i t y  i n  the management 
o f  d i a l y s i s  patients. 

o Vascular Access: Development o f  new access concepts, materials, and designs; t issue reactions t o  new 
biomaterials. Studies o f  the ro les o f  coagulation, f i b r i n o l y t i c ,  complement, and other mediator systems. 

o 	 Hormonal and Metabolic Influences: S tud ies to  assess the quan t i t a t i ve  impact o f  various hormones, especial ly 
insu l in ,  on p r o t e i n  and amino ac id metabolism i n  chronic renal f a i l u re .  

o I n f e c t i o n  and Imnunity Problems: Studies d i rected a t  e luc idat ing the r o l e  o f  cytokines i n  the morbid and 
mortal events i n  the uremic state. Fundamental studies of i m n e  dysfunction i n  uremia. 

o N u t r i t i o n a l  Influences: I n  v i vo  studies assessing whole body p ro te in  turnover (synthesis and breakdown) and 
o f  regional aspects o f  p ro te in  and amino ac id  metabolism. Studies t o  be t te r  def ine optimal n u t r i t i o n  
in tervent ional  approaches f o r  pat ients  on d ia l ys i s .  

o 	 Epidemiologic Studies: Studies addressing the r o l e  of n u t r i t i o n a l  factors  i n  the pathogenesis o f  infect ions, 
and the inf luence o f  biomaterials on i n f e c t i o n  rates i n  the d i a l y s i s  population. 

ELIGIBILITY 

Research grant appl icat ions may be submitted by domestic and foreign, non-prof i t  and profi t-making organizations 
and ins t i t u t i ons ,  State and local  g o v e r w n t s  and t h e i r  agencies, and e l i g i b l e  agencies of the Federal 
Government. Applications from women and m ino r i t i es  are encouraged. 

MECHANISMS OF SUPPORT 

Applications may be submitted f o r  the t rad i t i ona l ,  i n v e s t i g a t o r - i n i t i a t e d  research p ro jec t  grant ( R O I ) .  Support 
w i l l  be provided f o r  up t o  f i v e  years (renewable f o r  subsequent periods), subject t o  the a v a i l a b i l i t y  o f  funds 
and progress achieved. 

REVIEW PROCEDURES AND C R I T E R I A  

Upon receipt, appl icat ions w i l l  i n i t i a l l y b e  reviewed by the D iv i s ion  o f  Research Grants (DRG) f o r  completeness. 
Incomplete appl icat ions w i l l  be returned t o  the applicant without f u r the r  consideration. Applications w i l l  then 
be reviewed by program s t a f f  f o r  t h e i r  responsiveness t o  the objectives of t h i s  RFA. I f  an appl icat ion i s  
considered unresponsive, the applicant w i l l  be contacted and given an opportunity t o  withdraw the appl icat ion 
o r  have i t  considered an unso l i c i t ed  grant appl icat ion i n  the next review cycle. 

METHOD OF APPLYING 

Applications must be submitted using form PHS 398 (rev. 1 0 / 8 8 ) .  This form i s  avai lab le i n  the business o r  
grants o f f i c e  o f  most academic o r  research i n s t i t u t i o n s  and from the O f f i ce  of Grants Inqui r ies,  D iv i s ion  of 
Research Grants, National I n s t i t u t e s  o f  Health, 5333 Westbard Avenue, Room 449 Bethesda, MD 20892, telephone 
301/496-7441. 
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LETTER OF INTENT 

Prospective appl icants are encouraged t o  submit an opt ional  l e t t e r  o f  intent,  tha t  includes the t i t l e  o f  the 

proposed pro jec t  and i d e n t i f i c a t i o n  o f  a l l  pa r t i c i pa t i ng  i ns t i t u t i ons .  Such l e t t e r s  are requested only f o r  the 

purpose o f  obtaining an i nd i ca t i on  o f  the nunber and scope o f  appl icat ions t o  be received. A l e t t e r  o f  in ten t  

i s  not binding, i s  not a requirement o f  submibsion, and i t  w i l l  not enter i n t o  the review o f  the  app l ica t ion  

subsequently submitted. This l e t t e r  i s  t o  be received no l a t e r  than December 1 1 ,  1991,  and i s  t o  be sent to: 


Robert D. Hamnd, Ph.D. 

Chief, Review Branch, D iv i s ion  o f  Extramural A c t i v i t i e s  

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

Vestwood Building, Room 406 

Bethesda, MD 20816 


SPECIAL INSTRUCTIONS FOR INCLUSION OF UOMEN AND MINORITIES 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 applicants t o  give special  a t ten t i on  t o  the inc lus ion  
o f  women and m ino r i t i es  i n  study populations. I f  women or  minor i t ies  are not included i n  the study populations 
o f  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 mclst be provided. Appl icat ions without such 
d o c w n t a t i o n  w i l l  not be accepted f o r  review. 

FUNDS AVAILABLE 

For FY 1992, $1.5 m i l l i o n  i n  t o t a l  costs per year w i l l  be c m i t t e d  t o  fund appl icat ions submitted i n  response 
t o  t h i s  RFA. I t  i s  an t ic ipa ted  tha t  e igh t  t o  ten awards w i l l  be made. I n  order t o  meet NIDDK goals f o r  
managing the costs o f  biomedical research, applicants must l i m i t  t h e i r  requests t o  not more than $160,000 in  
d i r e c t  costs f o r  the f i r s t  year. Awards are contingent upon the a v a i l a b i l i t y  o f  funds. The e a r l i e s t  award date 
w i l l  be July 1 ,  1992. 

I N Q U I R I E S  

I t  i s  essent ia l  that  prospective appl icants obtain the RFA p r i o r  t o  developing an appl icat ion.  The RFA can be 

obtained from: 


M. James Scherbenske, Ph.D. 

Program Director,  Renal Physiology/Cell Biology 

Div i s ion  o f  Kidney, Urologic, and Hematologic Diseases 

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

Uestwood Building, Room 3A-04A 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-7458 


For f i s c a l  and administrat ive matters, contact: 


Mrs. Helen Y.S. L ing 

Grants Management Spec ia l i s t  

Grants Management Branch 

Div i s ion  o f  Extramural A c t i v i t i e s  

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

Uestwood Building, Room 639 

Bethesda, MD 20892 

Telephone: ( 3 0 1 )  496-7467 


AUTHORITY AND REGULATIONS 


This program i s  described in  the Catalog o f  Federal Domestic Assistance No. 93.849. Awards are made under 

author izat ion o f  the Publ ic Health Service Act, T i t l e  IV ,  Part A (Public Law 78-410, as amended by Public Law 

99- 158, 42 USC 241 and 285)  and administered under PHS grants po l i c i es  and Federal Regulations 42 CFR 52 and 

45 CFR Part  74.  This program i s  not subject t o  the intergoverrmental review requirements o f  Executive Order 

12372 or  Health Systems Agency review. 


GENETICS AND KIDNEY MATURATIOW. WITH AN EMPHASIS OW POLYCYSTIC KIDNEY DISEASE 

RFA AVAILABLE: DK-92-08 

P.T. 34; K.U. 1002019, 1002027, 1002004, 1002008, 0710075, 0785095 

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

Le t te r  o f  In ten t  Receipt Date: December 16, 1991 
Appl icat ion Receipt Date: January 22, 1992 

The D iv i s ion  o f  Kidney, Urologic and Hematologic Diseases (DKUHD) o f  the National I n s t i t u t e  o f  Diabetes and 
Digest ive and Kidney Diseases (NIDDK) announces the a v a i l a b i l i t y  of a Request f o r  Appl icat ions (RFA) on the 
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above subject. The mechanism o f  support u i l l  be L i m i t e d  t o  the i n v e s t i g a t o r - i n i t i a t e d  research grants (R01) 
funding mechanism. 

BACKGROUND 
i 

The c r o s s - f e r t i l i z a t i o n  o f  the d i sc ip l i nes  of genetics and molecular biology, c e l l  chemistry and biology, 
imnunology, physiology, microbiology, and pathology have resul ted in  neu and extremely usefu l  experimental too ls  
tha t  a l l o u  s c i e n t i s t s  t o  address and seek ansuers t o  questions a t  a fundamental level.  The regulat ion o f  
c e l l u l a r  grouth i s  one o f  the most exc i t i ng  areas o f  kidney research. Invest igators  and researchers have 
i d e n t i f i e d  several grouth factors  and determined t h e i r  exact chemical composition. The powerful t oo l s  o f  
molecular b io logy (e.g., polymerase chain react ion and i n  s i t u  hyb r id i za t i on  techniques) o f f e r  f u r the r  promise 
f o r  expanding our knouledge a b u t  the regulatory genes tha t  cont ro l  d i f f e r e n t i a t i o n  and encode the signals that  
estab l ish the precise topographical patterns essential t o  the funct ion o f  the f u l l y  developed kidney. 

HEALTHY PEOPLE 2000 

The Publ ic  Health Service (PHS) i s  c m i t t e d t o a c h i e v i n g  thehea l th  promotion anddisease prevent ionobject ives 
o f  Healthy People 2000, a P H S - l e d  nat ional  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 RFA, Genetics and Kidney 
Maturation, u i t h  an Emphasis on Polycystic Kidney Disease, i s  re la ted  t o  the p r i o r i t y  area o f  diabetes and 
chronic d i sab l i ng  conditions. Potent ia l  appl icants may obta in  a copy o f  "Healthy People 20001a(Ful l  Report: 
Stock No. 017-001-00474-0) o r  "Healthy People 2000" (Sumnary Report: Stock No. 017-001-00473-1) through the 
Superintendent o f  D o c w n t s ,  Government P r i n t i n g  Off ice, Washington, DC 20402-9325 (telephone 202-783-3238). 

RESEARCH GOALS AND SCOPE 

This special i n i t i a t i v e  w i l l  support fundamental research, u i t h  an emphasis on fos te r ing  co l laborat ion among 
the basic sciences, inc lud ing biochemistry, c e l l  biology, embryology, endocrinology, molecular biology, 
genetics, n u t r i t i o n ,  pathology, pharmacology, renal physiology, and pathophysiology. The in ten t  o f  t h i s  
s o l i c i t a t i o n  i s  t o  engage invest igators  u i t h  diverse research i n te res ts  who wish t o  apply t h e i r  technologies 
and expert ise in  e luc idat ing and extending the current understanding o f  the genetic aspects of kidney disease 
and the c e l l u l a r  and in tegrated mechanisms i n  the developing kidney. 

The fo l lowing are some suggested d i rec t i ons  that  might be taken t o  achieve the objectives of  t h i s  s o l i c i t a t i o n :  

o Basic studies on the physiology and pathophysiology o f  the developing normal and genet ica l ly -af fected kidney. 

o 	 Assessment o f  funct ion o f  the developing kidney, both normal and genet ica l ly  a f fected by: (a) developing 
new methodology tha t  could detect abnormal renal funct ion a t  an e a r l i e r  stage, than possible using the ex i s t i ng  
methodology; and (b) assessing and comparing endocrine funct ion of the normal and genet ica l ly  'impaired 
developing kidney. 

o Research on genetic o r  developmental disorders o f  the kidney, inc lud ing the pathophysiology o f  kidney 
diseases tha t  develop i n  the ped ia t r i c  age group and may become c l i n i c a l l y  evident i n  adolescence and adulthood. 
Examples include, po lycyst ic  kidney and other cys t i c  diseases, renal dysplasias o r  hypoplasias, congenital 
nephrotic syndrome, and congenital obst ruct ive nephropathy o r  uropathy, and diseases m r e  prevalent in  minor i ty  
populations. 

E L I G I B I L I T Y  

Research grant appl icat ions may be submitted by domestic and foreign, non-prof i t  and profi t-making organizations 
and i n s t i t u t i o n s ,  State and local  governments and t h e i r  agencies, and e l i g i b l e  agencies o f  the Federal 
Government. Applications from women and m ino r i t i es  are encouraged. 

MECHANISM OF SUPPORT 

The mechanism o f  support f o r  t h i s  program u i l l  be the t r a d i t i o n a l  research grant ( R O I ) .  The regulat ions (Code 
o f  Federal Regulation, T i t l e  42, Part 52 and, as appl icable t o  the State and local  goverrments, T i t l e  45, Part 
74) and p o l i c i e s  tha t  govern the research programs of the National I n s t i t u t e s  o f  Health u i l l  prevai l .  

FUNDS AVAILABLE 

For FY 1992, 32.0 m i l l i o n  in  t o t a l  costs per year w i l l  be comnitted t o  fund appl icat ions submitted i n  response 
t o  t h i s  RFA. I t  i s  ant ic ipated tha t  10 t o  12 awards w i l l  be made. I n  order t o  he lp meet N lDDK goals f o r  
managing the costs of biomedical research, appl icants must l i m i t  t h e i r  requests t o  not more than $160,000 i n  
d i r e c t  costs f o r  the f i r s t  year. The e a r l i e s t  award date u i l l  be July 1, 1992. 

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 pro jects  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 
o f  women 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 
o f  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  fo r  t h i s  exclusion must be provided. Applications without such 
ocumentation w i l l  not  be accepted f o r  review. 

-


-
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APPLICATION AND REVIEW PROCEDURES 

Applications must be submitted using Form PHS 398 (rev. 10/88), ' IApplication f o r  Public Health Service Grantuu, 
avai lab le in  the business o r  grants o f f i c e  o f  most academic o r  research i ns t i t u t i ons ,  and from the O f f i c e  o f  
Grants Inquir ies, D iv i s ion  o f  Research Grants, National I n s t i t u t e s  o f  Health, 5333 Westbard Avenue, Room 449, 
Bethesda, MD 20892, telephone 301/496-7441. 

"-w' 	 The D iv i s ion  o f  Research Grants, N IH ,  serves as a centra l  po int  f o r  receipt  o f  appl icat ions f o r  most 
d iscret ionary PHS grant programs. Applications i n  response t o  t h i s  RFA 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 merit by an I n i t i a l  Review Group ( I R G )  convened by the D iv i s ion  o f  Research Grants. A secondary 
review f o r  p o l i c y  and program relevance t o  the mission o f  the National I n s t i t u t e  o f  Diabetes and Digestive and 
Kidney Diseases w i l l  be provided by i t s  Advisory Council. 

LETTER OF INTENT 

Prospective appl icants are encouraged t o  submit an optional l e t t e r  o f  in tent ,  t ha t  includes the t i t l e  o f  the 

proposed p ro jec t  and i d e n t i f i c a t i o n  o f  a l l  pa r t i c i pa t i ng  i ns t i t u t i ons .  Such l e t t e r s  are requested only  f o r  the 

purpose o f  obtaining an i nd i ca t i on  o f  the nunber and scope o f  appl icat ions t o  be received. A l e t t e r  of i n ten t  

i s  not  binding, and i t  w i l l  not enter i n t o  the review o f  the appl icat ion subsequently submitted. This l e t t e r  

i s  t o  be received no l a t e r  than December 16, 1991, and i s  t o  be sent to: 


Chief, Review Branch 

National I n s t i t u t e  o f  Diabetes and 

Digestive and Kidney Diseases 

Westwood Bldg., Room 406 

Bethesda, MD 20892 


I N Q U I R I E S  

I t  i s  essential that  prospective appl icants obta in  the RFA p r i o r  t o  developing an application. The RFA can be 
obtained from: 

M. James Scherbenske, Ph.D. 

Program Director, Renal Physiology/Cell Biology, DKUHD 

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

Westwood Bldg., Room 3A-04A 

Bethesda, MD 20892 

Telephone: (301) 496-7458 


Gladys H. Hirschman, M.D. 

Program Director, Chronic Renal Diseases, DKUHD 


4-w National I n s t i t u t e  o f  Diabetes and Digestive and Kidney Diseases 
Westwood Bldg., Room 3A-076 
Bethesda, MD 20892 
Telephone: (301) 496-8218 

AUTHORITY AND REGULATIONS 

This program i s  described i n  the catalog o f  Federal Domestic Assistance No. 93.849. Awards are made under 
author izat ion o f  the Public Health Service Act, T i t l e  I V ,  Part A (Public Law 78-410, as amended by Public Law 
99-158, 42 USC 241 and 285) and administered under PHS grants po l i c i es  and Federal Regulations 42 CFR 52 and 
45 CFR Part 74. This program i s  not subject t o  the intergovernmental review requirements o f  Executive Order 
12372 or Health Systems Agency Review. 

ONGOING PROGRAM ANNOUNCEMENTS 

STLDIES ON THE MEDICAL AND HEALTH COWSEWENCES OF DRUG ABUSE 

PA: PA-92-16 

P.T. 34; K.U. 0404009, 0715006, 0755030, 0715129 

National I n s t i t u t e  on Drug Abuse 

PURPOSE 

The purpose o f  t h i s  announcement i s  t o  s t imulate research on the r o l e  o f  drug abuse in  the et io logy and 
progression of medical, inc lud ing psychiatr ic, disorders. Research on the re la t i onsh ip  between drug abuse and 
broader heal th  issues i s  a l so  so l i c i t ed .  Epidemiological, c l i n i c a l ,  human laboratory based, and animal studies 
are encouraged. 

I r  
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HEALTHY PEOPLE 2000 

The Publ ic  Health Service (PHS) i s  comnitted toachiev ing thehea l th  promotion anddisease prevent ionobject ives 
o f  Healthy People 2000, a P H S - l e d  nat ional  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 Program Announcement, 
Studies on the Medical and Health Consequences o f  Drug Abuse, i s  p r i m a r i l y  re la ted  t o  the p r i o r i t y  area of 
alcohol and other drugs. Potent ia l  appl icants may obta in  a copy o f  Healthy People 2000 (Ful l  Report: Stock 
No. 017-001-00474-0, or  Sumnary Report: Stock No. 017-001-00473-1) through the Superintendent o f  Docunents, 
Government P r i n t i n g  Off ice, Uashington, DC 20402-9325 (Telephone 202-783-3238).  

BACKGROUND 

Drug abuse has been l inked wi th  a nwnber o f  medical disorders. These may a r i s e  e i the r  through the d i r e c t  
mechanisms o f  cytopathic e f fec ts  o f  in tox icat ion,  withdrawal, o r  long-term exposure o r  through the i nd i rec t  
mechanisms o f  increased exposure t o  pathogens, toxins, carcinogens, o r  other dangers due t o  the behavioral 
a l t e ra t i ons  associated w i th  drug abuse. Some in fect ious sequelae o f  drug abuse, Hepa t i t i s  B and HIV, are u e l l  
knoun, but evidence a lso supports a number o f  other medical disorders a r i s i n g  from drug abuse. These include 
psych ia t r i c  disturbance, cancers, trauma, cardiovascular events, endocrine dysfunction, and a l te ra t i ons  of 
normal c h i l d  developnent, f o r  example. Studying speci f ic  drug-outcome re la t ionships i s  important, but i t  i s  
a lso f ru i t fu l  t o  study drug abuse as an e n t i t y  r e l a t i v e l y  independent o f  spec i f i c  substances because o f  (1) 
poly-drug abuse, ( 2 )  events re la ted  t o  mode o f  abuse independent o f  the drug (e.g., in ject ion) ,  and ( 3 )  changes 
i n  drugs o f  choice while other variables remain constant (e.g., b io log i ca l  substrate, modes o f  adnin is t ra t ion) .  

Primary care physicians may not aggressively pursue substance abuse as an underlying et iology. There i s  
evidence tha t  despite growing awareness o f  alcohol abuse in  general, physicians are ac tua l l y  attending less 
t o  assessing the p o s s i b i l i t y  o f  alcohol abuse i n  t h e i r  pat ients  than they did a decade ago. Coordination 
between drug abuse treatment programs and primary care resources i s  lacking, and the A I D S  c r i s i s  makes t h i s  lack 
even mare s ign i f i can t .  Research on determining and t rea t i ng  drug abuse re la ted  medical condit ions i s  sore ly  
needed. 

RESEARCH OBJECTIVES 

The major objectives o f  t h i s  Program Announcement are t o  st imulate research i n  the drug-related e t i o logy  and 
progression o f  medical disorders, inc lud ing psychiat r ic  disease, and t o  s t imulate studies o f  the appl icat ion 
o f  such knouledge t o  c l i n i c a l  s i tuat ions.  Epidemiological, con t ro l l ed  population, and animal studies are 
encouraged, and these must attempt t o  i s o l a t e  d i r e c t  mechanisms from ind i rec t  e f f e c t s  whenever possible. Thus, 
study designs must address the t o t a l  p i c tu re  of r i s k  factors  f o r  medical condit ions i n  drug abusers including: 
(1) genetic/biologic predispositions; (2 )  in- utero exposure, e.g., cocaine, alcohol, and other drugs of abuse; 
(3)  demographic and behavioral variables; and ( 4 )  l i f e  h i s t o r y  of exposure t o  pathogens and non-drug re la ted 
factors. I t  i s  f u r the r  recognized that  e i t he r  a h i s t o r y  o f  drug abuse o r  ongoing drug abuse may have both 
d i r e c t  and ind i rec t  e f fec ts  on the natura l  h i s t o r y  o f  the medical sequelae and t h e i r  treatment. I n  the context 
o f  the proposed studies, programnatic emphasis w i l l  be on the c l i n i c a l  relevance o f  both the i s o l a t i o n  o f  d i r e c t  
cytopathic e f fec ts  and the behavioral e f fec ts  of ongoing drug abuse that  mediate diagnosis and response t o  
treatment. 

Examples o f  possible research top ics relevant t o  t h i s  announcement include: 

o Epidemiological invest igat ions that  docunent the occurrence o f  various medical disorders i n  the drug abusing 
population, especia l ly  studies tha t  examine disorders not already recognized as associated wi th  drug abuse. 
Case-control o r  cohort studies t o  determine re la t ionships between disorders and substances uould be appropriate. 

o Studies o f  the i n te rac t i on  of ind iv idual  behaviors or t r a i t s  with the medical outcomes o f  substance abuse. 

o 	 Epidemiologic and con t ro l l ed  studies of n i t r i t e  inhalant and other drug use among those uhose behavior puts 
them a t  r i s k  f o r  H I V  in fect ion,  such as intravenous drug users, hemophiliacs, prost i tu tes,  and heterosexual 
partners o f  bisexual men, t o  determine re la t ionships between substance abuse and heal th  outcomes. 

o 	 Studies o f  the mechanisms by which substance abuse a f fec ts  individuals, t h e i r  organ systems and t issues with 
reference t o  medical outcomes. Studies may be i n  v i t r o  o r  i n  v i vo  ( i f  the cost i s  j u s t i f i a b l e )  investigations. 
Such studies could e luc idate the pathophysiological processes i n i t i a t e d  o r  potentiated by p a r t i c u l a r  substances 
o r  combinations o f  substances. For example, studies of oncogenesis by drugs alone o r  i n  combination wi th  v i r a l  
i n f e c t i o n  uould be responsive. Speci f ic  invest igat ions l i n k i n g  drug pharmacokinetic o r  pharmacodynamic 
parameters t o  relevant medical outcomes would also be responsive. 

o Cancer epidemiologic studies among drug abusers (such as hepatocel lular cancer) using cancer reg is ters  and 
death c e r t i f i c a t e  data. 

o Further explorat ion of the associat ion of maternal marijuana use during pregnancy and childhood leukemias 
and other associations of drug abuse and health condit ions a f fec t i ng  pregnant uomen and t h e i r  o f fspr ing.  Health 
outcomes o f  ch i l d ren  of "crack" using mothers would also be responsive. 

o Psychiatr ic, neuropsychiatric, and neuropsychological invest igat ions that  examine the acute and chronic 
e f fec ts  of drug abuse on systems that  may in te rac t  with neurological systems (e.g., reduced vascular supply t o  
cerebral cortex, hepatic function). Chronic abuse e f fec ts  on neurologic t issues and neuropsychiatric 
funct ion ing are a lso o f  in terest .  

-


W 
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o Research i n t o  the metabolic, nu t r i t i ona l ,  i m o l o g i c ,  psychological, o r  other medical/health outcomes tha t  

-w 

drug abuse tha t  may mediate through an e f f e c t  on more than one substrate o r  on an already establ ished disease 
process. Vu lne rab i l i t y  studies tha t  examine the e f fec ts  o f  drug abuse on systems and l a t e r  medical/health 
outcomes would be appropriate. 

o 	 Evaluation o f  and c l a r i f i c a t i o n  o f  feedback loops o r  reciprocal causal i ty, i n  which an ex i s t i ng  heal th  
condi t ion leads t o  substance abuse tha t  in  turn leads t o  worsening o f  the o r i g i n a l  synptoms. Exanples o f  such 
re la t ionships include self-medication o f  psychiat r ic  disorders that  leads t o  exacerbation o f  the disorder o r  
substance abuse tha t  ar ises a f t e r  a closed-head injury and that  leads t o  delayed recovery: 

o 	 Relationships between in fec t i ous  agents and disease processes i n  drug abusers. Such studies could examine 
the i n te rp lay  of host and pathogen factors  o r  the inf luence o f  cofactors on natura l  h i s t o r y  o f  disease. 

o Iden t i f i ca t i on ,  evaluation, and surve i l lance o f  diseases as surrogate markers o f  drug abuse. 

o Development and modi f icat ion o f  treatments f o r  diseases associated w i th  drug abuse, such as a l te rna t i ves  t o  
parenteral therapy f o r  pat ients  w i th  Inpoorveins" o r  innovative a n t i b i o t i c  regimens applicable t o  drug abusers 
wi th  infect ions. 

o 	 Examinations o f  primary care se t t i ngs  and in teg ra t i on  o f  drug abuse treatment and the impact o f  t h i s  
i n teg ra t i on  on heal th  outcomes. Conversely, examination o f  u t i l i z a t i o n  o f  primary medical care i n  drug abuse 
treatment se t t i ngs  and r e l a t i o n  t o  heal th  outcomes. Studies on ea r l y  i d e n t i f i c a t i o n  o f  substance abuse i n  
primary medical care se t t i ngs  o r  ea r l y  i d e n t i f i c a t i o n  of medical problems i n  substance abuse/mental health 
set t ings would be o f  p a r t i c u l a r  in terest .  

o Studies o f  the f e a s i b i l i t y  of spec i f i c  health programs targeted a t  drug abusers, such as vaccination 
programs. Vaccination development may a lso be a pa r t  o f  such programs, given c lear  emphasis on benef i ts  t o  drug 
abusing populations. 

o Evaluation o f  the patterns o f  c l i n i c a l  use o f  prescript ion, p o t e n t i a l l y  abusable drugs (e.g., pa in 
medications) i n  p r e c i p i t a t i n g  or preventing medical/psychiatric complications o r  condit ions in  vulnerable adult 
and ped ia t r i c  populations. 

Because o f  the i n t e r - d i s c i p l i n a r y  nature o f  many o f  thesetopics, po ten t i a l  appl icants are encouraged t o  secure 
the complete Program Announcement from the resources l i s t e d  a t  the end o f  t h i s  notice. Applicants are advised 
t o  contact National I n s t i t u t e  on Drug Abuse s t a f f  t o  ensure appropriate coordination o f  PHS program resources. 

MECHANISMS OF SUPPORT 

The funding mechanisms that  w i l l  be used t o  support t h i s  program are: Research Pro jects  ( R O l ) ,  S m a l l  Grants 
(R03), F i r s t  Independent Research Support and Trans i t ion Awards (R29), and Program Pro jects  (POI),  Predoctoral 
and Postdoctoral Ind iv idual  National Research Service Awards (F31 and F32), Research Sc ien t i s t  Development 
Awards (K02, K05), Sc ien t i s t  Development Awards (K21), and Sc ien t i s t  Devhlopment Awards f o r  C l i n i c ians  (K20). 

ELIGIBILITY 

Applications may be submitted by publ ic  and private, non-prof i t  and f o r - p r o f i t  organizations such as 
univers i t ies,  colleges, hospitals, research i n s t i t u t e s  and organizations, u n i t s  o f  State o r  loca l  governments, 
and e l i g i b l e  agencies o f  the Federal g o v e r m n t .  Uomen and m ino r i t y  invest igators  are encouraged t o  apply. 

Ind iv idual  fel lows applicants must be c i t i zens  o r  non-c i t izen nat ionals  o f  the United States f o r  permanent 
residence and have i n  t h e i r  possession an A l i en  Regis t ra t ion Receipt Card (1-151 or  1-551) a t  the time o f  
appl icat ion. Ind iv iduals  on terrporary o r  student visas are not e l i g ib le .  See National Research Service Awards 
fo r  Ind iv idual  Fellows, January 1988, f o r  addi t ional  information. 

REVIEW PROCESS AND C R I T E R I A  

The D iv i s ion  o f  Research Grants, N I H ,  serves as a centra l  po in t  f o r  receipt  o f  appl icat ions f o r  most 
d iscret ionary PHS grant programs. Applications received under t h i s  announcement w i l l  be assigned t o  an i n i t i a l  
review group ( I R G )  i n  accordance with established Public Health Service Referral Guidelines. The I R G ,  
consist ing p r i m a r i l y  o f  non-Federal s c i e n t i f i c  and technical experts, w i l l  review the appl icat ions f o r  
s c i e n t i f i c  and technical merit .  N o t i f i c a t i o n  o f  the review recomnendations w i l l  be sent t o  the applicant a f t e r  
the i n i t i a l  review. Applications w i l l  receive a second-level review by the appropriate National Advisory 
Council whose review may be based on p o l i c y  as wel l  as s c i e n t i f i c  merit considerations. Only appl icat ions 
recomnended f o r  approval by the Council may be considered f o r  funding. C r i t e r i a  f o r  s c i e n t i f i d t e c h n i c a l  merit 
review o f  research grant appl icat ions w i l l  include the fol lowing: s ign i f icance and o r i g i n a l i t y  from a 
s c i e n t i f i c  o r  technical standpoint o f  the goals o f  the proposed research; adequacy o f  the research methodology 
proposed t o  carry  out the study; f e a s i b i l i t y  of the proposed research; qua l i f i ca t i ons  and research experience 
o f  the P r inc ipa l  Invest igator  and other key research personnel; a v a i l a b i l i t y  o f  adequate f a c i l i t i e s ,  other 
resources, and co l laborat ive arrangements necessary f o r  the research; appropriateness o f  budget estimates f o r  
the proposed research a c t i v i t i e s ;  and adequacy of  provisions f o r  the protection of  hunan and animal subjects. 
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For i nd i v idua l  fellows, major considerations i n  the review are the applicant 's po ten t i a l  f o r  a productive 
s c i e n t i f i c  career, the need f o r  the proposed t r a i n i n g  requested, and the p o s s i b i l i t y  t ha t  the research t ra in ing  
proposal u i l l  meet tha t  need. See the program announcement f o r  addi t ional  deta i ls .  

INCLUSION OF WOMEN AND M I N O R I T I E S  

For pro jects  invo lv ing c l i n i c a l  research, ADAMHA requires appl icants t o  g ive 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 populations. I f  w m n  and m ino r i t i es  are not included i n  the study *I* 

populations, a spec i f i c  and compelling j u s t i f i c a t i o n  f o r  t h i s  exclusion must be provided. Applications that  
do not include women and m ino r i t i es  and that  are without such documentation w i l l  not be accepted f o r  review. 

APPLICATION PROCEDURES 

Applicants must use the app l i ca t i on  form PHS 398 (rev. 10/88) f o r  research grants and the PHS 416-1 for  

fe l lowship appl icat ions. 


Appl icat ion k i t s  containing the necessary forms and inst ruct ions may be obtained from business o f f i c e s  or 

o f f i c e s  of sponsored research a t  most un ivers i t ies,  colleges, medical schools, and other major research 

f a c i l i t i e s .  I f  such a source i s  not avai lable, the fo l lowing o f f i c e  may be contacted f o r  the necessary 

appl icat ion material:  D i v i s ion  of Research Grants, N I H ,  Uestwood Building, Room 436, 5333 Uestbard Avenue, 

Bethesda, MD 20892, telephone (301) 496-9797. 


The announcement may obtained from: 


Grants Management Branch, OPRM 

National I n s t i t u t e  on Drug Abuse 

5600 f ishers Lane, Room 8A-54 

Rockvi l le, MD 20857 

Telephone: (301) 443-6710 


or the ind iv iduals  l i s t e d  in  INQUIRIES 

INQUIRIES 

For fu r the r  information, invest igators  are encouraged t o  contact the fo l lowing ind iv iduals :  


Sander G. Genser, M.D., M.P.H. 

or  

Wil l iam C. Grace, Ph.D. 

C l i n i c a l  Medicine Branch, 

National I n s t i t u t e  on Drug Abuse 

5600 f i she rs  Lane, Room 11A-33, 

Rockvi l le, MD 20857 

Telephone: (301) 443-1801 


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


Sh i r l ey  McKenney 

Chief, Grants Management Branch 

National I n s t i t u t e  on Drug Abuse 

5600 Fishers Lane, Room 8A-54 

Rockvil le, MD 20857 

Telephone: (301) 443-6710 


AUTHORITY AND REGULATIONS 

This program i s  described i n  the Catalog o f  Federal Domestic Assistance No. 93.279. Grants w i l l  be awarded 
under the au tho r i t y  of sections 301 and 515 o f  the Public Health Service Act, (42 U.S.C. 241 and 290cc) and 
administered i n  accordance wi th  the PHS Grants Pol icy  Statement and Federal regulat ions a t  42 CFR Part 52 and 
45 CFR Part 74. This program i s  not subject t o  the i n t e r g o v e r m n t a l  review requirements o f  Executive Order 
12372 o r  Health Systems Agency review. 

ERRATA 

RESEARCH SCIENTIST DEMLOPnENT AWARD. RESEARCH SCIENTIST AUARD 

PAS: PA-91-101, PA-91-102 

P.T. 34; K.U. 1014002, 1014006 

Alcohol, Drug Abuse, and Mental Health Adnin is t ra t ion 

ADAMHA published updated announcements f o r  the Research Sc ien t i s t  Development Award (K02) (PA-91-101) and the 
Research Sc ien t i s t  Award  (K05) (PA-91-102) i n  September 27, 1991 ( N I H  Guide f o r  Grants and Contracts, Vol. 20, 
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No. 36). The review c r i t e r i a  out l ined i n  these announcements u i l l  be e f f e c t i v e  f o r  a l l  appl icat ions received 
as o f  February 1, 1992, and w i l l  be appl ied beginning u i t h  the June peer review by the I n i t i a l  Review Groups. 

SPECIALIZED PROGRAMS OF RESEARCH EXCELLENCE I N  BREAST CANCER 

RFA: CA-91-33 

"--' P.T. 34; K.W. 07150350, 710030, 0745027, 0745070 

SPECIALIZED PROGRAMS OF RESEARCH EXCELLENCE I N  LUNG CANCER 

RFA: CA-91-34 

P.T. 34; K.W. 0715035, 0715165 

SPECIALIZED PROGRAMS OF RESEARCH EXCELLENCE I N  PROSTATE CANCER 

RFA: CA-91-35 

P.T. 34; K.W. 0715030, 0715167 

National Cancer I n s t i t u t e  

Le t te r  o f  I n ten t  Receipt Date: November 22, 1991 (revised) 
Appl icat ion Receipt Date: January 17, 1991 

The Requests f o r  Applications (RFAs) l i s t e d  above were published in  the N I H  Guide f o r  Grants and Contracts on 
September 13, 1991, Vol. 20, No. 34. As a resu l t  o f  the Specialized Programs o f  Research Excellence (SPORES) 
b r i e f i n g  held by the National Cancer I n s t i t u t e  ( N C I )  i n  S t .  Louis on October 8, 1991, the N C I  i s  announcing 
three modif icat ions t o  these RFAs: 

1. Under E L I G I B I L I T Y  REQUIREMENTS, an a l te rna t i ve  t o  a minimum o f  three independent invest igators  who are 
successful in  obtaining peer-reviewed research d i r e c t l y  re la ted t o  the relevant cancer, i s  a m i n i m  of three 
independent investigators, each having published a r t i c l e s  that  s i g n i f i c a n t l y  address the relevant cancer i n  
peer-reviewed research journals, and who, when combined, represent experience in  both laboratory and c l i n i c a l  
research. Because of the sca rc i t y  of peer-reviewed research support f o r  prostate cancer, the N C I  w i l l  be as 
f l e x i b l e  as possible i n  i t s  i n te rp re ta t i on  of t h i s  e l i g i b i l i t y  requirement f o r  SPORES addressing prostate 
cancer. 

2. In  complying wi th  the D I R E C T  COST CAP of 81.5 m i l l i on ,  the i nd i rec t  costs re la ted  t o  subcontracts u i t h  other 
i n s t i t u t i o n s  o r  organizations w i l l  not  apply toward the cap, but the t o t a l  d o l l a r  request may not exceed $2.5 

-.r" mi l l i on .  

3. 	 The deadline f o r  the LETTER OF INTENT i s  extended from October 25, 1991, t o  November 22, 1991. Although 
t h i s  document i s  not required, i t  provides an opportunity f o r  a l l  po ten t i a l  appl icants t o  establ ish a dialogue 
wi th  N C I  s t a f f .  

INQUIRIES 

Potent ia l  appl icants are s t rongly  encouraged t o  contact N C I  s t a f f  regarding these RFAs. Di rect  i nqu i r i es  

concerning the rev is ions o f  these RFAs and requests f o r  the RFA to: 


Andrew Chiarodo, Ph.D. 

Chief, Organ Systems Coordinating Branch 

Div i s ion  of Cancer Biology, Diagnosis, and Centers 

National Cancer I n s t i t u t e  

Executive Plaza North, Sui te  316 

Bethesda, MD 20892 

Telephone: (301) 496-8528 


**THE M A I L I N G  ADDRESS GIVEN FOR SENDING APPLICATIONS TO THE D I V I S I O N  OF RESEARCH GRANTS OR CONTACTING PROGRAM 
STAFF I N  THE WESTWOOD BUILDING I S  THE CENTRAL M A I L I N G  ADDRESS FOR THE NATIONAL INSTITUTES OF HEALTH. APPLICANTS 
WHO USE EXPRESS M A I L  OR A COURIER SERVICE ARE ADVISED TO FOLLOV THE CARRIER'S REQUIREMENTS FOR SHOWING A STREET 
ADDRESS. THE ADDRESS FOR THE WESTWOOD BUILDING I S :  

5333 Uestbard Avenue 
Bethesda, MD 20816 
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