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NOTICES 


WIH/ADAIIM CHANGES IN THE PEER R E V I N  SYSTEM 

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

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

Alcohol, D r u g  Abuse, and Mental Health Administrat ion 


The National I n s t i t u t e s  o f  Health (NIH)  and the Alcohol, D r u g  Abuse, and Mental Health Administrat ion (ADAMHA), 

as per t  o f  t h e i r  Financial  Management Plans, have i n i t i a t e d  several major changes i n  the peer review system. 

These changes, which are being implemented beginning with the current r o d  o f  I n i t i a l  Revieu Group meetings, 

u i l l  a f f e c t  a l l  appl icat ions submitted t o  the N I H  and the  research I n s t i t u t e s  o f  ADAMHA f o r  funding 

Consideration. 


Appl icat ions w i l l  no longer be llapprovedll o r  l@disapproved.ll Instead, each app l ica t ion  w i l l  receive a score 

unless the peer rev ieu  group determines tha t  an app l ica t ion  should be deferred f o r  add i t iona l  informat ion or  that  

i t  should be %ot recomnended f o r  fu r ther  considerationla (NRFC). By de f i n i t i on ,  NRFC means tha t  an app l ica t ion 

does not have "s ign i f i can t  and substant ia l  merit,8mand d i f f e r s  from the former term lldisapprovalll uhich meant 

la lacking s u f f i c i e n t  mer i t  t o  warrant funding.14 


Thus, the  NRFC recunnendations can be expected t o  include a greater n h r / p e r c e n t a g e  o f  appl icat ions than d i d  

I l d i s a p p r o v a l ~ . ~ ~  


O f  equal inportance i s  the new scale o f  ad jec t i va l  descr iptors f o r  p r i o r i t y  rat ings,  modif ied t o  r e f l e c t  the new 

concept o f  % ign i f i can t  and substant ia l lo merit. These descr iptors now cover the fo l low ing  range o f  scores: 


1.0 - 1.5 Outstandi ng 
1.5 - 2.0 Excel len t  
2.0 - 2.5 Very Good 
2.5 - 3.5 Good 
3.5 - 5.0 Acceptable 

Regardless o f  the  recomnendations tha t  are accorded, a l l  appl icat ions w i l l  be completely and thoroughly revieued. 

Appl icat ions tha t  receive the  NRFC designation, as wel l  as those uhose scores f a l l  w i t h i n  the bottom t i e r  
(approximately the l a s t  t h i rd ) ,  usua l l y  w i l l  not be brought t o  the National Advisory Councils/iloards f o r  
consideration. Councils/Boards w i l l ,  however, be provided u i t h  a complete l i s t i n g  o f  a l l  appl icat ions reviewed, 
and they may s ing le  out any app l ica t ion  f o r  ind iv idua l  discussion. 

Another new procedure tha t  the  N I H  and ADAMHA u i l l  implement a t  t h i s  t i m e  i s  t o  inform appl icant invest igators 
o f  the  outcome o f  the  i n i t i a l  review o f  t h e i r  appl icat ions as soon as possible fo l l ou ing  the meeting o f  the 
I n i t i a l  Review G r o u p s .  N I H  and ADAMHA w i l l  provide t h i s  information and the name and telephone nunber o f  the 
s t a f f  person responsible f o r  tha t  appl icat ion.  This comnnicat ion u i l l  a lso inform the appl icant tha t  the 
Sunnary Statement, containing evaluat ive c m n t s ,  w i l l  be mailed t o  the appl icant in  approximately s i x  t o  e igh t  
weeks. Applicant invest igators are requested r e f r a i n  from comtunicating u i t h  s t a f f  concerning the spec i f i cs  o f  
the rev ieu  o r  funding p o s s i b i l i t i e s  until a f t e r  the S m r y  Statement has been received. 

NOTICE OF AUTICIPATED REWEST FOR APPLICATIOWS 

P.T. 34; K.U. 0785130, 0404000, 0785035 


National Center f o r  Nursing Research 


The National Center f o r  Nursing Research (NCNR) i s  considering the  release o f  a Request f o r  Appl icat ions (RFA) 

f o r  P20 grant appl icat ions i n  January, 1992. The RFA would be f o r  Exploratory Centers f o r  Biobehavioral Symptom 

Management. E l i g i b l e  i n s t i t u t i o n s  w i l l  be schools o f  nursing and departments o f  nursing w i th in  c l i n i c a l  

sett ings.  The expected rece ip t  date i s  May 7, 1992. 


Although d e t a i l s  w i l l  not  be ava i lab le  until pub l i ca t ion  i n  the N I H  Guide, the  program contact person i s :  


Dr. Laura James 

Acute and Chronic I l l n e s s  Branch 

National Center f o r  Nursing Research 


Y -
V'. 
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Bu i ld ing  31, Room 5803 
Bethesda, IID 20892 
Telephone: (301 496-0523 

COIIFEREWCE: 'AGIHG--THE OUALITY OF LIFE' 

P.T. 42; K.U. 0710010, 0745035 

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

The Christopher Colunbus Medical Sciences Comnittee o f  the National I n s t i t u t e s  of  Health, i n  conjunction u i t h  
several N I H  i ns t i t u tes ,  the Food and Drug Administration, and the I t a l i a n  National Research Council, has 
organized a major i n te rna t i ona l  conference tha t  u i l l  be he ld  a t  the Onni Shoreham Hotel in  Washington, DC, 
February 10-12, 1992. The conference i s  pa r t  o f  the comnemoration o f  the Puincentenary of Christopher Colwnbusl 
epic voyage t o  the Americas. 

A banquet u i l l  be h e l d  in  the evening o f  February 11. Presentation of the prest ig ious Christopher Columbus 
Discovery Auards t o  outstanding s c i e n t i s t s  i n  biomedical research u i l l  be the h i g h l i g h t  o f  the banquet. 

Topics and speakers a t  the Plenary Session on Monday, February 10, w i l l  be: 

o Searching f o r  the Fountain o f  Youth: 500 Years of Research t o  Understand Aging; D r .  Robert N. Butler, M t .  Sinai 
Medical Center, New York; 

o Age Associated Changes in Cardiovascular Function i n  Response t o  Exercise; Dr .  Myron Ueis fe ld t ,  Columbia 
University, Neu York; 

o Nu t r i t i on ,  Aging and Disease: The Metabolic Crossroads; D r .  Eduin L. Bierman, Un ive rs i t y  o f  Uashington; 

o Drug Metabolism/Pharmacology i n  the Aging; Dr .  Grant R. Uilkenson, Vanderbi l t  Univers i ty ;  

o The Brain: Lighthouse o f  the Aging Years; D r .  F r e d  Plun ,  Cornell  Medical Center; 

o Osteoporosis, Osteoarthrosis, and Other Musculoskeletal Disorders i n  the Elderly; D r .  Lawrence E. Shulrnan, 
National I n s t i t u t e s  o f  Health; 

o The E f f e c t  o f  Chronological Age on Cancer Biology and Therapy; D r .  E r n i l  J. Freireich, M.D. Anderson Hospital; 

o Impl icat ions o f  Aging f o r  the Ind iv idual  and Society; D r .  Robert H. Binstock, Case Uestern Reserve; and 

o Medicare: Uhat i s  Covered?/Uhat i s  not Covered?; D r .  Gai l  Uilensky, Adnin is t ra tor ,  Health Care Financing 
Administration. -= 

Concurrent sessions dealing u i t h  cardiovascular, brain, cancer, musculoskeletal, heal thy aging, n u t r i t i o n ,  

obesi ty  and urogeni ta l  research, featur ing outstanding biomedical sc ient is ts ,  u i l l  be he ld  on the second and 

t h i r d  days. An  i n t e r d i s c i p l i n a r y  poster session w i l l  be he ld  on Tuesday, February 11. S m r y  reports and 

fu ture challenges u i l l  be presented a t  the f i n a l  plenary session t o  close the conference on the t h i r d  day. 


The conference u i l l  be o f  i n te res t  t o  sc ient is ts ,  pub l i c  heal th  o f f i c i a l s ,  p o l i c y  makers and analysts, and the 

general publ ic. 


C o n t i n u i n g  Medical Education c r e d i t s  f o r  21.5 hours i n  Category 1 o f  the Physician's Recognition Auard o f  the 

American Medical Associat ion are avai lable. 


Regis t ra t ion f o r  the three-day conference i s  $200 i f  pa id in  advance o r  $250 on s i t e .  Ear ly  r e g i s t r a t i o n  o f  $150 

has been extended toDecember 15, 1991. Those in terested in  programand r e g i s t r a t i o n  information should contact: 


Aging: Quality o f  L i f e  Conference 

Suzanne Kuntz, Conference Coordinator 

655 F i f teen th  St., N.U., Sui te  300 

Uashington, DC 20005 

Telephone: (202) 639-4524 

FAX: (202) 347-6109 


NATIONAL YORKSSHOPS OW THE PROTECTIOW OF Huvul 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 Adn in i s t ra t i on  (FDA) are sponsoring a ser ies of  
uorkshops on the r e s p o n s i b i l i t i e s  o f  researchers, I n s t i t u t i o n a l  Revieu 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  of hunan subjects i n  research. The uorkshops are open t o  everyone u i t h  an i n te res t  
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i n  research invo lv ing  hunan subjects. The meetings should be o f  special i n te res t  t o  those persons cur ren t ly  
serving or  about t o  begin serving as a meher o f  an IRB. Issues discussed a t  these workshops are relevant t o  
a l l  other Publ ic Health Service agencies. The current schedule includes the fol lowing: 

E S T  COAST UORKSHOP 

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

WORKSHOP 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 ivers i ty  - Los Angeles 

5151 State Un ivers i ty  Dr ive  

Los Angeles, CA 90032-8202 


REGISTRATION CONTACT: 

Ms. L i l y  Patterson 

Assistant t o  the  D i rec tor  

Research and Sponsored Programs 

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

5151 State Un ive rs i t y  Dr ive  

Los Angeles, CA 90032-8202 

Telephone: (213)  343-3820 


TOPIC: Uhose Research i s  i t  Anyuay? A Uorkshop on the Protect ion o f  H m n  Subjects in  Research 

SOUTH MIDWESTERN UORKSHOP 

DATES: February 20 and 21, 1992 

UORKSHOP SITE: San Antonio, TX 

SPONSORS: 

Univers i ty  o f  Texas Health Science Center a t  

7703 Floyd Curl Dr ive  

San Antonio, TX 78284-7972 


S t .  Mary's Un ivers i ty  
w' One Camino Santa Maria 

San Antonio, TX 78228-8572 

REGISTRATION CONTACT: 
Ms. Angie Khan 

San Antonio 

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

TOPIC: Iden t i f y i ng  and Assessing Risks i n  Hunan Subject Research 

SOUTHWEST UORKSHOP 

DATES: March 24 and 25, 1992 

UORKSHOP SITE:  

Sheraton Old Tom Hotel 

800 Rio Grande Blvd., N.U. 

Albuquerque, NM 87104 


SPONSORS: 

Univers i ty  o f  Neu Mexico 

Albuquerque, NM 87131-5126 


Navajo Comnunity College 

Shiprock, NM 87420 


REGISTRATION CONTACT: 

Univers i ty  o f  Neu Mexico 

O f f i c e  o f  Continuing Medical Education 

Health Sciences and Services Bu i ld ing  (Room 140) 


7 -. , 
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Box 713 

Albuquerque, NM 87131-5126 

Telephone: (5051 277-3942 


TOPIC: Ethics, Justice, and T r iba l  Pa r t i c i pa t i on  i n  Research with American Indians: Basic Training f o r  IRB 

Members 


NORTHEASTERN UORKSHOP 

DATES: April 27 and 28, 1992 

UORKSHOP SITE: Phi ladelphia, PA 

SPONSORS: 

Un ive rs i t y  o f  Pennsylvania 

133 South 36th Street, Su i te  300 

Philadelphia, PA 19104-3246 


L inco ln  Un ive rs i t y  

L inco ln  Universi ty,  PA 19352 


REGISTRATION CONTACT: 

MS. Lynn Bevan 

Assist  ant D irec to r  

O f f i c e  o f  Research Administrat ion 

Un ive rs i t y  o f  Pennsylvania 

133 South 36th Street, Su i te  300 

Phi ladelphia, PA 19104-3246 

Telephone: (215) 898-2614 


TOPIC: The S h i f t i n g  Ground: Current Issues f o r  the  Pro tec t ion  o f  Human Subjects on Biomedical and Behavioral 

Research 


For fu r the r  informat ion regarding these workshops and fu tu re  NIH/FDA National Pro tec t ion  o f  Hunan Subjects 

Uorkshops, please contact: 


Ms. Darlene Marie Ross 

Executive Assistant f o r  Education 

Div i s ion  o f  Hunan Subject Protect ions 

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

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

9000 Rockvi 1l e  Pike 

Bui ld ing  31, Room 5859 

Bethesda, cv) 20892 

Telephone: (301) 496-8101 


NOTICES OF AVAILABILITY (RFPs AND RFAsL 

PATHOLOGY AWD VETERINARY SUPWRT FOR PRECLINICAL TOXICOLOGY SlWIES 

RFP AVAILABLE: NCI-CM-27726-72 

P.T. 34; K.U. 0785165, 0201058, 0740020, 1007009 

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

The Developmental Therapeutics Program (DTP) o f  the D iv i s ion  o f  Cancer Treatment o f  the National Cancer I n s t i t u t e  
( N C I )  w i l l  issue a Request f o r  Proposals (RFP) t o  seek an organizat ion t o  perform a v a r i e t y  o f  pathology and 
ve ter inary  services t o  support the  DTP p r e c l i n i c a l  toxicology program f o r  anticancer and anti-AIDS drug 
development. Organizations nust have the f a c i l i t i e s  and s ta f f  t o  car ry  out these e f f o r t s  and the  management 
expert ise t o  respond t o  the diverse needs o f  t h i s  contract. As a m i n i m  requirement, organizations must comply 
wi th the  FDA current Good Laboratory Pract ice Regulations. One contract  u i  11 be auarded and u i  l1 be administered 
on a task-managed basis. Task orders u i l l  be issued under the Ilfunded cost-reimbursement leve l  o f  e f f o r t "  
contract  resu l t i ng  from t h i s  s o l i c i t a t i o n .  Spec i f i c  task orders t o  be issued u i l l  involve the fo l lou ing :  (1)
operation o f  a repos i to ry  t o  ho ld  the pathology mater ia ls generated i n  past and fu tu re  toxicology studies; (2) 
performance o f  an independent v e r i f i c a t i o n  ( q u a l i t y  assessment) o f  the  pathological  f ind ings  by the study 
pathologist,  espec ia l l y  w i th  respect t o  drug-relatedness, nomenclature, and s l i d e  qua l i t y ;  (3)  prov is ion  o f  a 
pathology support program t o  prepare blocks and s l i des  and conduct histopathological  evaluat ion o f  tissues; and 
conduct s i t e  v i s i t s  t o  perform necropsies, s l i d e  preparation, o r  t o  ass is t  the Project  O f f i c e  in  pro jec t  
evaluation; (4) storage, maintenance, and s h i p e n t  o f  Coverrment i n fus ion  equipment t o  other DTP contractors; 
(5) develqment and implementation o f  neu surg ica l  o r  other procedures f o r  drug administrat ion, i ns t ruc t i on  in  
these procedures, and performance o f  t h i s  procedures i n  actual  animal studies; and (6) Performance o f  s i t e  v i s i t s  
t o  the  DTP toxicology contractor laborator ies t o  evaluate animal care programs o r  t o  inves t iga te  animal care 
problems. The Pr inc ipa l  Inves t iga tor  must be a board c e r t i f i e d  ve ter inary  pathologist  o r  ve ter inar ian  wi th a t  
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least  three years experience u i t h  s im i la r  programs. 


This i s  a SMALL BUSINESS SET ASIDE. This e f f o r t  i s  cu r ren t l y  being performed by Pathology Associates, Inc. under 

contract  N01-CM-87258. 


The RFP No. NCI-CM-27726-72 u i l l  be ava i lab le  on o r  about October 31, 1991, u i t h  a deadline f o r  receipt  of 

proposals on December 15, 1991. A copy o f  the RFP may be obtained by w r i t t e n  request to: 


Ms. Jacqueline Ba l l a rd  

Contract Spec ia l i s t  

National Cancer I n s t i t u t e  

9000 Rockv i l le  Pike 

Executive Plaza South, Room 603 

Bethesda, w) 20892 


PRECLIHICAL TOXICOLOCY AND PHARluCOLOCY OF DRUGS DEVELOPED FOR CANCER. AIDS. AND AIDS-RELATED ILLNESSES 


RFP AVAILABLE: NCI-CM-27727-72 


P.T. 34; K.U. 0710100, 1007009, 0715008, 0715035, 0740020 


National  Cancer I n s t i t u t e  


The Developnent Therapeutics Program (DTP) o f  the D iv i s ion  o f  Cancer Treatment o f  the Nat ional  Cancer I n s t i t u t e  

i s  seeking organizations t o  ca r ry  out Pharmacology and Toxicology studies, the data from uhich must be su i tab le  

f o r  f i l i n g  u i t h  the Food andDrug Administrat ion as par t  o f  Inves t iga t iona l  New Drug Applications. Organizations 

must have the f a c i l i t i e s  and s t a f f  t o  car ry  out such studies and the management expert ise t o  analyze and evaluate 

the  data. As a m i n i m  mandatory requirement, the contractor must perform a l l  toxicology studies in  accord u i t h  

the FDA's current Good Laboratory Pract ices Regulations. Organizations must also i nd ica te  t h e i r  wi l l ingness t o  

s ign  a c o n f i d e n t i a l i t y  o f  informat ion statement. 


Mul t i p le  auards u i l l  be made under t h i s  s o l i c i t a t i o n  and u i l l  be adninistered on a task-managed basis. Task 

orders u i l l  be i s s w d  under the "funded cost- reimkrrsement leve l  o f  e f f o r t "  contracts resu l t i ng  from t h i s  

s o l i c i t a t i o n .  Assignments are estimated t o  involve tuo t o  four chemical agents annually per contract. Offerors 

are required t o  propose a t  both leve ls  o f  e f f o r t  (46,875 and 93,750 hours over a f i ve -year  period). The 

object ives o f  the task orders t o  be issued are: (1) va l i da t i on  o f  ana ly t i ca l  methodology t o  quant i ta te  drug 

plasma leve ls  i n  laboratory animals and t o  measure leve ls  i n  rodents and dogs t rea ted  u i t h  the agent under study; 

(2) determination o f  b i o a v a i l a b i l i t y  o f  drug a f t e r  parenteral and/or o ra l  adninistrat ion,  i f  e f f i cac ious  drug 

l eve ls  can be a t ta ined i n  plasma i n  vivo, and i f  the  drug crosses the blood-brain b a r r i e r  ( A I D S  drugs); (3) 

assessment o f  acute and subacute t o x i c i t y  i n  rodents and dogs including determination o f  a maximum to le ra ted  

dose, o f  dose l i m i t i n g  t o x i c i t i e s ,  schedule-dependent tox i c i t y ,  o r  the r e v e r s i b i l i t y  o f  adverse ef fects,  and of 


Y 	 a safe c l i n i c a l  s t a r t i n g  dose; (4) the use o f  pharmacokinetic information t o  permit ex t rapo la t ion  o f  t ox i c  
e f fec ts  across species by r e l a t i n g  plasma drug leve ls  t o  the t i m e  o f  appearance and sever i ty  o f  t ox i c i t y ,  and 
t o  es tab l i sh  the sa fe ty  o f  p o t e n t i a l l y  e f f i cac ious  doses. 

The Pr inc ipa l  Inves t iga tor  must have a doctoral  degree i n  pharmacology/toxicology p lus  a t  least  three years 

experience i n  d i rec t ing ,  implementing, and evaluating drug t o x i c i t y  studies i n  experimental animals. The 

pathologist  and ana ly t i ca l  chemist must l i keu i se  have credent ia ls tha t  i l l u s t r a t e  t h e i r  competence and 

accomplishments i n  serving as c r i t i c a l  team members in  the conduct o f  such studies. 


This e f f o r t  i s  cu r ren t l y  being performed by B a t t e l l e  Memorial I ns t i t u te ,  contract  No. N01-CM-97617, Southern 

Research Ins t i t u te ,  contract  No. N01-CM-97574, Midwest Research Ins t i t u te ,  contract  No. N01-CM-87202, and 

Southern Research Ins t i t u te ,  contract  No. N01-CH-87259. The Request f o r  ProposaIs (RFP) No. NCI-CM-27727-72w i l l  

be ava i lab le  on about November 4, 1991, u i th  a deadline f o r  receipt  of proposals on January 3, 1992. A copy of  

the RFP may be obtained by u r i t t e n  request to: 


Ms. Jacqueline Ballard, 

Contract Spec ia l i s t  

National Cancer I n s t i t u t e  

9000 Rockv i l le  Pike 

Executive Plaza South, Room 603, 

Bethesda, MI 20892 

No c o l l e c t  c a l l s  u e l l  be accepted. 


SURVEILLANCE EPIDMIOLOCY AWD END RESULTS EXPANSION 


RFP AVAILABLE: NCI-CN-25403-41 


P.T. 34; K.Y. 0715035, 0785055, 0755018 


National Cancer I n s t i t u t e  


The National Cancer Ins t i t u te ,  D iv i s ion  o f  Cancer Prevention and Control, i s  s o l i c i t i n g  proposals f o r  an 

expansion o f  the  Survei l lance, Epidemiology and End Results Program (SEER). The th rus t  o f  t h i s  proposed pro jec t  
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i s  to: (1) obta in  w i t h i n  the geographic area o f  coverage, data on a l l  newly diagnosed cases o f  cancer beginning 

January 1, 1991 forward; (2) obta in  cancer pa t i en t  su rv i va l  data on a l l  cases diagnosed i n  1991 forward; (3) 

monitor trends i n  the incidence o f  spec i f i c  forms o f  cancer, p a r t i c u l a r l y  wi th  respect t o  demographic and soc ia l  

charac te r i s t i cs  o f  the populations; and (4) assess the completeness and accuracy o f  a l l  data col lected. I t  i s  

an t i c ipa ted  tha t  o f fe ro rs  must provide d o c w n t a t i o n  o f  au tho r i t y  t o  c o l l e c t  data f o r  t h e i r  i d e n t i f i e d  coverage 

area and be required t o  have a Hispanic populat ion o f  a t  least  300,000 i n  t h e i r  coverage area. 


Requests f o r  t h i s  Requests f o r  Proposals (RFP) must be i n  w r i t i n g  and reference RFP No. NCI-CN-25403-41. The 

RFP w i l l  be ava i l ab le  approximately October 15, 1991, arid proposals w i l l  be due approximately December 2, 1991. 


Copies o f  the RFP may be obtained by sending a w r i t t e n  request to: 


Susan K. Hoffman, Contracting O f f i ce r  

National Cancer I n s t i t u t e  

Research Contracts Branch, PCCS 

Executive Plaza South, Room 635 

9000 Rockv i l l e  Pike 

Bethesda, ND 20892 

Telephone: (301) 496-8603 


PRECLINICAL TOXIMLOGY ALI) PHARMACOLOGY OF DRUGS DEVELOPED FOR CANCER. AIDS. AND AIDS-RELATED ILLNESSES (SHALL 

BUSINESS SET-ASIDE) 


RFP AVAILABLE: NCI-CM-27729-72 


P.T. 34; K.U. 0710100, 1007009, 0715008, 0715035, 0740020 


National Cancer I n s t i t u t e  


The Developmental Therapeutics Program (DTP) o f  the D i v i s i o n  o f  Cancer Treatment o f  the National Cancer I n s t i t u t e  

i s  seeking organizations t o  ca r ry  out pharmacology and toxicology studies, the data from which must be su i tab le  

f o r  f i l i n g  w i th  the Food and Drug Administrat ion as pa r t  of Invest igat ional  New Drug Applications. Organizations 

must have the f a c i l i t i e s  and s t a f f  t o  ca r ry  out such studies and the management exper t ise t o  analyze and evaluate 

the data. As a m i n i m  mandatory requirement, the contractor must perform a l l  tox ico logy studies i n  accord with 

the FDA current  Good Laboratory Pract ice Regulations. Organizations must a lso ind icate t h e i r  wi l l ingness t o  s ign  

a c o n f i d e n t i a l i t y  o f  information statement. One contract u i l l  be awarded and w i l l  be administered on a task 

managed basis. Task orders w i l l  be issued under the "funded cost- reinkursement l eve l  o f  e f f o r t "  contract 

r e s u l t i n g  f r o m t h i s  s o l i c i t a t i o n .  Assignments are estimated t o  involve two t o  four chemical agents annually per 

contract. Of ferors  are required t o  propose a t  both leve ls  o f  e f f o r t  (46,875 and 93,750 hours over a f ive-year  

period). The object ives o f  the task orders t o  be issued are: (1) v a l i d a t i o n  o f  ana ly t i ca l  methodology t o  

quan t i t a te  drug plasma level  in  laboratory animals and t o  measure l eve l s  i n  rodents and dogs t reated wi th  the 

agent under study; (2) determination o f  b i o a v a i l a b i l i t y  of drugs a f t e r  parenteral and/or o r a l  administration, 

i f  e f f i cac ious  drug l eve l s  can be at ta ined i n  plasma i n  vivo, and i f  the drug crosses the blood-brain b a r r i e r  

( A I D S  drugs); (3) assessment o f  acute and subacute t o x i c i t y  i n  rodents and dogs inc lud ing determination o f  a 

m a x i m  to le ra ted  dose, o f  dose l i m i t i n g  t o x i c i t i e s ,  schedule-dependent t o x i c i t y ,  o r  the r e v e r s i b i l i t y  o f  adverse 

e f f e c t s  and o f  a safe c l i n i c a l  s t a r t i n g  dose; (4) the use of pharmacokinetic information t o  permit ext rapolat ion 

o f  t o x i c  e f f e c t s  across species by r e l a t i n g  plasma drug levels  t o  the time o f  appearance and seve r i t y  o f  

t o x i c i t y ,  and t o  establ ish the safety  of p o t e n t i a l l y  e f f icac ious doses. 


The Pr inc ipa l  Invest igator  must have a doctoral degree in  pharmacology/toxicology p lus a t  least  three years 

experience i n  d i rect ing,  inplementing, and evaluating drug t o x i c i t y  studies i n  experimental animals. The 

patholog is t  and ana ly t i ca l  chemist must l ikewise have credent ia ls  tha t  i l l u s t r a t e  t h e i r  competence and 

accomplishments i n  serving as c r i t i c a l  team members in  the conduct o f  such studies. 


This i s  a SHALL BUSINESS SETASIDE. This e f f o r t  i s  cu r ren t l y  being performed by Springborn L i f e  Sciences, Inc. 

under contract  No. N01-CM-87256. 


The Request f o r  Proposals (RFP) No. NCI-04-27729-72 w i l l  be avai lab le on o r  about October 31, 1991, with a 

deadline f o r  proposals on December 30, 1991. A copy o f  the RFP may be obtained by w r i t t e n  request to: 


Ms. Jacqueline Ballard, Contract Specia l is t  

National Cancer I n s t i t u t e  

9000 Rockv i l l e  Pike 

Executive Plaza South, Room 603 

Bethesda, HD 20892 


REFERENCE LABORATORY FOR W-TUBERCULOUS ATYPICAL MYCOBACTERIA ISOLATED FROM AIDS PATIENTS 


RFP AVAILABLE: NIH-NIAIO-DAIDS-92-04 


P.T. 34; K.U. 0780000, 0715008, 1002027 


National I n s t i t u t e  o f  A l l e rgy  and In fect ious Diseases 
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The C l i n i c a l  Research Program o f  the D iv i s ion  o f  AIDS (DAIDS), 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 )  has a requirement f o r  a cent ra l i zed  f a c i l i t y  f o r  i d e n t i f i c a t i o n  and suscep t ib i l i t y  t es t i ng  o f  
c l i n i c a l l y  important non-tuberculous mycobacteria. Such a f a c i l i t y  would also serve as a microbiologic 
repository, maintaining a c o l l e c t i o n  o f  c l i n i c a l  i so la tes  f o r  f u tu re  analysis. The contractor would perform 
quan t i t a t i ve  cu l tu res  o f  c l i n i c a l  specimens obtained from studies sponsored by DAIDS, perform a n t i b i o t i c  
s u s c e p t i b i l i t y  t es t i ng  on c l i n i c a l  isolates, and provide support f o r  epidemiological studies o f  mycobacterial 
i n fec t i on  and ecological  d i s t r i bu t i on .  This contract  w i l l  be a s ign i f i can t  resource f o r  monitoring e l i g i b i l i t y  
and outcomes o f  c l i n i c a l  t r i a l s  sponsored by the A I D S  C l i n i c a l  T r i a l s  Group and the Comnunity Program f o r  
C l i n i c a l  Research on AIDS aimed a t  the treatment and prophylaxis o f  disease caused by non-tuberculous 
mycobacteria (primarily M. aviun conplex), as u e l l  as f o r  natural  h i s t o r y  studies sponsored by DAIDS. 

This NIAID-sponsored pro jec t  w i l l  take approximately f i v e  years t o  complete. A cost-reimbursement contract  i s  
be made.
ant ic ipa ted  and one award w i l l  

This i s  an announcement f o r  an an t ic ipa ted  Request f o r  Proposals (RFP). 

issued on o r  about November 1, 1991, wi th a c los ing  date ten ta t i ve l y  set  

RFP s h a l l  be d i rec ted  i n  w r i t i n g  to: 


P h i l l i p  Hastings 

Contract Management Branch, 

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

Control Data Corp. Bu i ld ing  

6003 Executive Blvd., Room 3C07 

Bethesda, MD 20892 


RFP-NIH-NIAID-DAIDS-92-04 sha l l  be 
f o r  January 6, 1992. Requests f o r  the 

To receive a copy o f  the RFP, p lease supply t h i s  o f f i c e  u i t h  two self-addressed labels. A l l  responsible sources 
may submit a proposal t ha t  u i l1  be considered. This advertisement does not comnit the Govermnt  t o  auard a 
contract. 

IUSTER AGREOENT FOR CHEMICAL SYNTHESIS 

MASTER AGREEMENT ANNOUNCEMENT AVAILABLE: N C I  -CM-27730-28 

P.T. 34; K.U. 1003006, 1003012 


National Cancer I n s t i t u t e  


The Drug Synthesis and Chemistry Branch Developnental Therapeutics Program, D iv i s ion  o f  Cancer Treatment, 

National Cancer I n s t i t u t e  (NCI), i s  interested in  receiv ing proposals from, and establ ishing Master Agreements 

(MAS) uith, o f fe ro rs  uho have the  capab i l i t y  t o  provide services f o r  the synthesis o f  a va r ie t y  o f  

organic/ inorganic compounds. This i s  a reconpet i t ion o f  the project, Waster Agreement f o r  Chemical Synthesis." 

Current holders o f  Master Agreements are the Un ivers i ty  o f  Alabama, H.G. Pars Pharmaceutical Laboratories, 

Research Tr iangle Ins t i t u te ,  Ricerca, Inc., Southern Research Ins t i t u te ,  Starks Associates, S R I  Internat ional ,  

and the  Department o f  S c i e n t i f i c  and Indus t r i a l  Research. 


I t  i s  planned tha t  agreements negotiated as a resu l t  o f  t h i s  s o l i c i t a t i o n  w i l l  be awarded f o r  a f ive-year per iod 

beginning September 30, 1992. A Master Agreement (MA) i s  the instrunent issued t o  sources who respond t o  a 

Master Agreement Announcement (MA),  and who are judged t o  be q u a l i f i e d  t o  conpete f o r  f u tu re  orders issued under 

the general p ro jec t  area or  areas described in  the MA. MAS are compet i t ively negotiated and awarded t o  more than 

one organization. The MAS w i l l  not be funded per se; however, MA holders w i l l  be i nv i t ed  t o  propose 

compet i t ively on Master Agreement Orders (MAOs) as they are issued. Each MA0 w i l l  be designed t o  accomplish a 

spec i f i c  task as promptly as possible. An MA0 i s  a b i l a t e r a l  auard document issued t o  the MA holder uho 

successful ly conpeted fo r  the  requirements described i n  a MA0 RFP. Ind iv idua l  MAOs w i l l  be issued on e i the r  a 

conplet ion or term ( l eve l  o f  e f f o r t )  basis, whichever i s  deemed appropriate by the Contracting Off icer.  


The ob jec t ive  o f  t h i s  p ro jec t  i s  the resynthesis o f  knom conpowls of varying degrees of  complexity f o r  

confirmatory test ing,  the synthesis o f  unique compounds with reported b io log i ca l  a c t i v i t y ,  the resynthesis o f  

compounds i d e n t i f i e d  by in  v i t r o  anti-cancer and anti-AIDS screens as candidates f o r  secondary testing, and the 

synthesis o f  unique compounds i n  support o f  The N C I  intramural program. 


Master Agreement Announcement (MAA) No. NCI-CM-27730-28 w i l l  be ava i lab le  on or  about October 30, 1991, and 

proposals w i l l  be due approximately s i x  weeks thereafter. 


Copies o f  the  llAA may be obtained by sending a u r i t t e n  request to: 


Ms. Carolyn E. Barker, Contract Spec ia l i s t  

Research Contracts Branch, TCS 

National Cancer I n s t i t u t e  

Executive Plaza South, Room 603 

9000 Rockv i l le  Pike 

Bethesda, MD 20892 

Telephone: (301) 496-8620 
. 
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CLIWICAL TRIALS OF CANCER THERAPY UITH BIOLOGICAL RESPONSE KOIFIERS 

RFA AVAILABLE: CA-92-01 

P.T. 34; K.U. 0740015, 0755015, 0715035 

National Cancer I n s t i t u t e  

Le t te r  o f  I n ten t  Receipt Date: Novcder 20, 1991 
Appl icat ion Receipt Date: January 22, 1992 

PURPOSE 

The B io log i ca l  Response Modi f iers  Program (BRMP), D iv i s ion  o f  Cancer Treatment (DCT), National Cancer I n s t i t u t e  
(NCI), armounces the a v a i l a b i l i t y  o f  a Request f o r  Applications (RFA) t o  establ ish cooperative agreements f o r  
c l i n i c a l  t r i a l s  o f  cancer therapy w i th  b io log i ca l  response modif iers (BRMs). These cooperative agreements are 
designed t o  fos te r  i m v a t i v e  c l i n i c a l  t r i a l s  o f  BRMs by peer-reviewed groups o f  h i g h l y  experienced c l i n i c a l  and 
p r e c l i n i c a l  invest igators  who have the unique technical capab i l i t i es  necessary f o r  such t r i a l s .  The "Research 
Goals and Scopell o f  t h i s  RFA w i l l  requi re  a novel p lan f o r  ea r l y  c l i n i c a l  development o f  a given new agent or 
agents, adequately supported by the appl icant 's  own p r i o r  p r e c l i n i c a l  and, i f  available, c l i n i c a l  results. The 
app l i ca t i on  M s t  describe how i t s  objectives are i n  accord wi th  the appl icant 's  own in te res ts  and experience. 
The applicant nust provide evidence o f  access t o  the agentcs) proposed f o r  study. A de ta i l ed  protocol f o r  an 
i n i t i a l  c l i n i c a l  t r i a l  must also be included. The N C I  w i l l  f a c i l i t a t e  the i n s t i t u t i o n  o f  a peer-reviewed, 
i n v e s t i g a t o r - i n i t i a t e d  t r i a l ,  p a r t i c i p a t i n g  according t o  Terms o f  Cooperation outLined i n  the RFA. 

Each C l i n i c a l  T r i a l s  o f  Cancer Therapy w i th  Bio log ica l  Response Modi f iers  (CATBRM) study group w i l l  be composed 
of :  a Pr inc ipa l  Investigator; one or  more laboratory programs, each headed by a Program Leader wi th  the 
demonstrated expert ise t o  design and ca r ry  out assays f o r  the appropriate monitoring o f  pa t i en ts  on the study; 
one o r  more c l i n i c a l  programs, each headed by a Program Leader wi th  demonstrated expert ise in  conducting c l i n i c a l  
t r i a l s  o f  BRMs; and the N C I  Program Director .  The appl icat ion may include invest igators  from one o r  more 
academic, nonprofi t ,  and/or c m r c i a l  i n s t i t u t i o n s .  This RFA may provide an opportunity t o  develop agents 
i d e n t i f i e d  i n  National Cooperative Drug Discovery Groups, program pro jects  (Pols), or ind iv idual  research grants 
(ROls). 

HEALTHY PEOPLE 2000 

The Publ ic  Health Service (PHS) i s  comnitted t o  achieving the heal th  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  se t t i ng  p r i o r i t y  areas. This RFA, C l i n i c a l  T r i a l s  of 
Cancer Therapy w i th  B io log i ca l  Response Modifiers, i s  re la ted  t o  the p r i o r i t y  area o f  cancer. Potent ia l  
appl icants may obta in  a copy o f  #'Healthy People 200085(Ful l  Report: Stock No. 017-001-00474-0) o r  "Healthy 
People 2000 (Sunnary Report: Stock No., 017-001-00473-1) through the Superintendent o f  Documents, Government 
P r i n t i n g  O f f  ice, Uashington, DC 20402-9325 (telephone 202-783-3238). 

ELIGIBILITY REQUIREMENTS 

Applying groups may include members from academic, non-prof i t ,  and f o r - p r o f i t  i n s t i t u t i o n s .  Involvement of 
intramural N I H  personnel i s  l i m i t e d  as described i n  the RFA. Domestic and fore ign organizations and i n s t i t u t i o n s  
(non-prof i t  and f o r - p r o f i t )  are e l i g i b l e ,  and domestic appl icat ions may include components outside the United 
States. Goverrunents and t h e i r  agencies are also  e l i g i b l e .  Applications from women and members o f  minor i ty  
groups a re  encouraged. 

UECHANISM OF SUPPORT 

Awards w i l l  be made as cooperative agreements (UO1). In cooperative agreements, un l i ke  t r a d i t i o n a l  research 
grants, substant ia l  NC1 p r o g r m t i c  involvement wi th  the rec ip ien t  during performance of the planned a c t i v i t y  
i s  anticipated. The nature o f  N C I  s t a f f  involvement i s  described i n  the RFA. Applicants w i l l  be responsible f o r  
the planning, d i rect ion,  and execution o f  the proposed pro ject .  Speci f ica l ly ,  the CATBRM study group i s  
responsive t o  the requirements and condit ions set f o r t h  in  the RFA. The Pr inc ipa l  Invest igator  defines the 
d e t a i l s  f o r  the p ro jec t  i n  accordance wi th  the Terms o f  Cooperation, re ta ins primary r e s p o n s i b i l i t y  f o r  the 
performance o f  the a c t i v i t y ,  and agrees t o  accept close coordination, cooperation, and assistance o f  N C I  
extramural s t a f f  (through the N C I  ProgramDirector) i n  a l l  aspects o f  s c i e n t i f i c  and technical management of the 
pro ject .  However, there i s  no in tent ,  r e a l  o r  implied, f o r  N C I  s t a f f  t o  d i r e c t  CATBRM a c t i v i t i e s  o r  t o  l i m i t  
the freedom o f  investigators. 

This RFA i s  a one-time s o l i c i t a t i o n .  Future unso l i c i t ed  competing renewal appl icat ions w i l l  compete as research 
p ro jec t  appl icat ions w i th  a l l  other i n v e s t i g a t o r - i n i t i a t e d  applications. However, i f  the N C I  determines that 
there i s  s u f f i c i e n t  continuing program need, the N C I  w i l l  i n v i t e  rec ip ients  of awards under t h i s  RFA t o  submit 
competit ive cont inuat ion cooperative agreement appl icat ions f o r  review. 

Applicants may request no more than four years o f  support. The e a r l i e s t  possible s t a r t i n g  date f o r  the i n i t i a l  
amual per iod w i l l  be Ju l y  1, 1992. 

c 
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FUNDS AVAILABLE 

The NCI plans t o  make up t o  f i v e  awards f o r  p ro jec t  periods up t o  four  years, and has set aside one m i l l i o n  
d o l l a r s  t o t a l  costs f o r  the  i n i t i a l  year funding. 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. Although t h i s  program i s  provided f o r  i n  the f i nanc ia l  plans 
o f  the  Nat ional  Cancer Ins t i t u te ,  auards pursuant t o  t h i s  RFA are contingent upon continuing a v a i l a b i l i t y  of 
fuds. 

SPECIAL INSTRUCTIONS FOR INCLUSION OF W E N  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 appl icants t o  g ive  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  m ino r i t i es  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 
docunentation w i l l  not  be accepted f o r  review. 

APPLICATION PROCEDURES 

The RFA labe l  ava i lab le  in  the  most recent rev is ion  o f  the app l ica t ion  form PHS 398 (rev. 10/88 and repr in ted  
9 /89 )  must be a f f i x e d  t o  the bottom o f  the face page. The t i t l e  and nunber o f  t h i s  announcement must be typed 
i n  I tem 2 on the  face page o f  the  appl icat ion.  Fa i lu re  t o  use t h i s  l abe l  could resu l t  i n  delayed processing o f  
the  app l ica t ion  such tha t  i t  may not reach the  review comnittee i n  time f o r  review. 

Applicants from i n s t i t u t i o n s  tha t  have a General C l i n i c a l  Research Center (GCRC) funded by the N I H  National 
Center f o r  Research Resources are requested t o  identify the GCRC as a resource f o r  conducting the proposed 
research. A l e t t e r  o f  agreement from e i the r  the GCRC program d i rec to r  o r  Pr inc ipa l  Invest igator must be included 
w i th  the  appl icat ion.  

LETTER OF INTENT 

Prospective appl icants are asked t o  submit, by November 20, 1991 ,  a l e t t e r  o f  i n ten t  tha t  includes a descr ip t i ve  

t i t l e  o f  the proposed research, and i f  possible, names and i n s t i t u t i o n a l  a f f i l i a t i o n s  o f  members o f  the proposed 

study grorp. 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 of 

appl icat ions t o  be revieued. The l e t t e r  of in ten t  does not comnit the sender t o  submit an appl icat ion,  nor i s  

i t  a requirement f o r  submission o f  an application, and does not enter i n t o  the review o f  an app l ica t ion  

subsequently submitted. 


INQUIRIES 


For add i t iona l  technical  information, t o  r e q w s t  a copy o f  the RFA, and t o  submit a l e t t e r  o f  intent,  contact: 


Jon Holmlwd, M.D. 

Program Director,  B io log ica l  Resources Branch 

Bio log ica l  Response Modif iers Program 

National Cancer I n s t i t u t e  

Bui ld ing  1052, Room 253 

Frederick, MD 21702-1201 

Telephone: (301)  846-1098 

FAX: (301)  846-5429 


For business information, contact: 


Carolyn Mason 

Grants Management Spec ia l i s t  

Grants Ach in i s t ra t i on  Branch 

National Cancer I n s t i t u t e  

Executive Plaza South, Room 242 

6120 Executive Boulevard 

Bethesda, lw) 20892 

Telephone: (301)  496-7800, Extension 59 

FAX: (301)  496-8601 


AUTHORITY AND REGULATIONS 

This program i s  described i n  the  Catalog of Federal Domestic Assistance No. 93.395, (Cancer Treatment Research). 
Awards are made under au thor iza t ion  of the Public Health Service Act, T i t l e  I V  Sections 301, 410, and 411, P a r t  
A (Publ ic Law 78-410, as amended by Publ ic Law 99-158, 42 USC 241 and 2 8 5 ( a . ) ) ,  and administered under PHS grants 
p o l i c i e s  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. 

IECHAIIISMS UOERLYIWG CORONARY HEART DISEASE I W  BLACKS 

RFA AVAILABLE: HL-92-01-ti 

P.T. 34, FC; K.U. 0715040, 0755030 
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National Heart, Lung, and Blood I n s t i t u t e  

Le t te r  o f  Intent Receipt Date: April 1, 1991 
Appl icat ion Receipt Date: May 6, 1992 

PURPOSE 

The D iv i s ion  o f  Heart and Vascular Diseases o f  the National Heart, Lung, and Blood I n s t i t u t e  (NHLBI), announces 
the  a v a i l a b i l i t y  o f  a Request f o r  Applications (RFA) and i n v i t e s  grant appl icat ions f o r  up t o  f i v e  years o f  
support f o r  research t o  elucidate mechanisms underlying the c l i n i c a l  presentation, course, and outcane of 
coronary heart  disease (CHD) i n  black Americans. Ul t imately,  ins igh ts  gained may r e f i n e  current understanding 
o f  CHD and provide s t ra teg ies  f o r  more precise preventive and therapeutic intervent ions f o r  the populat ion a t  
r i sk .  

The program i s  open t o  a l l  invest igators.  A l l  appl icants must have access t o  black pa t ien ts  and f l u i d s  o r  
t issues su i tab le  f o r  molecular and c e l l u l a r  studies. Animal studies must have c lear  j u s t i f i c a t i o n  in  terms of 
s ign i f i cance f o r  understanding the disease process i n  blacks. 

HEALTHY PEOPLE 2000 

The Publ ic Health Service (PHS) i s  c m i t t e d  t o  achieving the hea l th  promotion and disease prevention object ives 
o f  8Wealthy People 2000,14 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, Mechanisms 
Underlying Coronary Heart Disease in  Blacks, i s  re la ted  t o  the p r i o r i t y  area o f  heart disease and stroke. 
Poten t ia l  appl icants may obta in  a copy o f  Wealthy People 2O0OBn( F u l l  Report: Stock No. 017-001-0074-0) or 
Wealthy People 20001a (Surmary 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). 

ELIGIBILITY 

Appl icat ions may be submitted by f o r - p r o f i t  and nonpro f i t  organizations, pub l i c  and pr ivate,  such as 
un ivers i t ies ,  colleges, hospi ta ls,  laboratories, 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 Government. Appl icat ions from minor i ty  ind iv idua ls  and women are encouraged. 

MECHANISM OF SUPPORT 

The support mechanism f o r  t h i s  program w i l l  be the t rad i t iona l ,  ind iv idua l  research pro jec t  grant (Roll.
Although approximately $1.5 m i l l i o n  in  t o t a l  costs f o r  t h i s  program i s  included i n  the f i nanc ia l  plans f o r  f i s c a l  
year 1992, auard of grants pursuant t o  t h i s  RFA i s  contingent upon rece ip t  o f  funds f o r  t h i s  purpose. I t  i s  
an t ic ipa ted  tha t  f i v e  t o  s i x  grants w i l l  be awarded under t h i s  program. The spec i f i c  number t o  be funded, 
however, w i l l  depend on the merit and scope o f  appl icat ions received and the a v a i l a b i l i t y  o f  funds. 

SPECIAL INSTRUCTIONS FOR INCLUSION OF W E N  I N  C L I N I C A L  RESEARCH STUDIES 

For p ro jec ts  invo lv ing  c l i n i c a l  research, N I H  requires appl icants t o  g ive  special a t ten t i on  t o  inc lus ion  o f  women 
and m ino r i t i es  i n  study populations, This RFA focusses on one minority group, black Americans and men and wcinen 
should be included. Uhere gender considerations are not attended t o  i n  a given study, a c lear reason f o r  t h e i r  
exclusion must be provided. Appl icat ions without such docunentation w i l l  not be accepted f o r  review. 

REVIEU PROCEDURES 

Upon receipt ,  appl icat ions w i l l  be reviewed f o r  responsiveness t o  the object ives o f  t h i s  RFA. Appl ications 
judged t o  be responsive w i l l  be reviewed f o r  s c i e n t i f i c  and technical  mer i t  by an i n i t i a l  review group that w i l l  
be convened by the D iv i s ion  o f  Extramural A f fa i rs ,  NHLBI, so le l y  t o  review these applications. 

METHOD OF APPLYING 

Le t te r  o f  I n ten t  


Prospective appl icants are asked t o  sutxnit a l e t t e r  o f  i n ten t  t ha t  includes i d e n t i f i c a t i o n  o f  any other 

par t i c i pa t i ng  inves t iga tors  and i n s t i t u t i o n s  and a descr ip t i ve  t i t l e .  The National Heart, Lung, and Blood 

I n s t i t u t e  requests such l e t t e r s  only f o r  the purpose o f  providing an ind ica t ion  o f  the number and scope o f  

appl icat ions t o  be received and, therefore, usua l ly  does not acknowledge t h e i r  receipt .  A l e t t e r  o f  in ten t  i s  

not binding, and i t  w i l l  not enter i n t o  the review o f  any app l ica t ion  subsequently submitted, nor i s  i t  a 

necessary requirement f o r  appl icat ion.  This l e t t e r  o f  in ten t  i s  t o  be received no l a t e r  than A p r i l  1, 1992, and 

i s  t o  be sent to: 


D r .  Charles Turbyfi l l  

Review Branch/Division o f  Extramural A f fa i r s  

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 

Vestwood Bui ld ing,  Room 553 

Bethesda, HD 20892 
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Formmt f o r  Appl icat ions 

Subrnit appl icat ions on form PHS 398 ( revised 10/88) the app l ica t ion  form f o r  the t r a d i t i o n a l  research pro jec t  
grant. This form i s  ava i lab le  i n  the appl icant i n s t i t u t i o n ' s  o f f i c e  o f  sponsored research o r  business o f f i c e  
and 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, Uestwood 
Building, R o a n  449, Bethesda, lw) 20892, telephone (301)  496-7441. 

INQUIRIES 

Inqu i r i es  regarding t h i s  program and requests f o r  the RFA docunent may be addressed to: 

Patr i c e  Desvigne-Nickens, M.D. 

Cardiac Diseases Branch 

Div i s ion  o f  Heart and Vascular Diseases 

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

Federal Building, Room 3C06 

Bethesda, HD 20892 

Telephone: (301)  496-1081 

FAX: (301)  480-6282 


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

Marie U i l l e t t  

Chief, Heart and Vascular Grants Management Section 

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

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

Uestuood Building, Room 4AllC 

Bethesda, HD 20892 

Telephone: (301)  496-7536 


AUTHOR I TY AND REGULA1IONS 

This program i s  described i n  the  Catalog o f  Federal Domestic Assistance Nunber 93.837, Heart and Vascular 
Diseases. Awards w i l l  be made under the au tho r i t y  o f  the Publ ic Health Service Act, Section 301 (42 USC 241) 
and h i n i s t e r e d  under PHS grants po l i c i es  and Federal regulations, most s p e c i f i c a l l y  42 CFR pa r t  52 and 45 CFR 
Part  74. This program i s  no t  subject t o  the intergovernmental review requirements o f  Executive Order 12372 or  
t o  Health Systems Agency revieu. 

CELLULAR AWD MOLECUUR IECHAllIs)Is OF PLACENTAL MRIENT TRANSWRT 

RFA AVAILABLE: HD-92-05 

P.T. 34; K.U. 1002004, 1002008, 0705060, 0710095 

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

App l ica t ion  Receipt Date: March 17, 1992 

WRPOSE 

The Endocrinology, Nutrition, and Grouth Branch and the Pregnancy and Perinatology Branch of  the Center f o r  
Research f o r  Mothers and Children o f  the National I n s t i t u t e  o f  Ch i ld  Health and Human Development (NICHD) 
announce the  a v a i l a b i l i t y  o f  a Request f o r  Appl icat ions (RFA) on c e l l u l a r  and molecular mechanisms o f  p lacental  
t ransport  . 
Maternal- fetal  n u t r i t i o n  i s  one o f  the most inportant research programs o f  the NICHD, espec ia l l y  from a 
preventive po in t  o f  view. By encouraging research grant appl icat ions tha t  focus on the c e l l u l a r  and molecular 
mechanisms o f  the placenta tha t  t ransport  nu t r i en ts  from the maternal cmpartment t o  the f e t a l  compartment, the 
NICHD hopes t o  increase the understanding o f  the e t io logy  o f  i n t rau te r ine  growth retardat ion,  an important 
c l i n i c a l  problem tha t  i s  poor ly understood. 

HEALTHY PEOPLE 2000 

The Publ ic Health Service (PHS) i s  cunni t ted t o  achieving the heal th promotion and disease prevention object ives 
of 'Wealthy People 2000,11 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, Ce l lu la r  and 
Molecular Mechanisms o f  Placental Nutrient Transport, i s  re la ted  t o  the p r i o r i t y  areas o f  n u t r i t i o n  and maternal 
and infant health. Poten t ia l  appl icants may obtain a copy o f  "Healthy People 20OO8' (Full Report: Stock No. 
017-001-00474-0) o r  "Healthy People 20008' (Sumnary Report: Stock No. 017-001-00473-1) through the  Superintendent 
o f  Docwn ts ,  Government P r in t i ng  Office, Washington, D.C. 20402-9325 (telephone 202-783-3238). 

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

Appl icat ions may be submitted by domestic and foreign, f o r - p r o f i t  and nonprof i t ,  pub l i c  and p r i va te  
organizations, such as un ivers i t ies ,  colleges, hospitals, laboratories, u n i t s  o f  State o r  loca l  g o v e r w n t s ,  and 
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e l i g i b l e  agencies o f  the Federal Goverrment. Applications from mino r i t y  ind iv iduals  and women are encouraged. 

MECHANISM OF SUPPORT 

Applications i n  response t o  t h i s  RFA w i l l  be funded through the t r a d i t i o n a l  i nd i v idua l  research award (R01) 
program o f  the NIH. This announcement i s  f o r  a s ing le  conpet i t ion w i th  the app l i ca t i on  receipt  deadline o f  March 
17, 1992. Future unso l i c i t ed  corrpeting continuation appl icat ions u i l l  compete u i t h  a l l  invest igator- i n i t i a t e d  
appl icat ions and be revieued by a Div i s ion  o f  Research Grants study section. I f  the NICHD determines tha t  there 
i s  a s u f f i c i e n t  continuing program need, the NICHD may announce a request f o r  competit ive continuation 
applications. The t o t a l  p ro jec t  per iod f o r  appl icat ions submitted i n  response t o  the present RFA may not exceed 
f i v e  years. The e a r l i e s t  ant ic ipated award date i s  December 1, 1992. 

FUNDS AVAILABLE 

I t  i s  ant ic ipated tha t  f i v e  grants u i l l  be awarded under t h i s  program, contingent upon receipt  o f  a s u f f i c i e n t  
nunber o f  mer i tor ious appl icat ions and the a v a i l a b i l i t y  o f  funds. To fund these awards 8700,000 has been set 
aside f o r  d i r e c t  costs i n  the f i r s t  year. 

RESEARCH OBJECTIVES 

Every year approximately 100,000 babies uho are small f o r  t h e i r  gestat ional age are born i n  t h i s  country. A 
disproport ionate nunber o f  these small, growth-retarded babies d i e  o f  sudden in fan t  death syndrome. Although 
in t rau te r ine  growth re ta rda t i on  (IUGR) i s  a heterogeneous condition, these babies have a l l  experienced some 
degree of impaired p lacenta l  nu t r i en t  transport. Placental in farc t ion,  c i r c u l a t o r y  defects, hypoxia, maternal 
hypertension, and hyperthermia a l l  i n p a i r  placental nu t r i en t  transport. However, l i t t l e  i s  known of the spec i f i c  
c e l l u l a r  and molecular mechanisms tha t  govern the placental transport o f  nu t r i en ts  and how these mechanisms are 
impacted by physiologic i nsu l t s .  

A n&r o f  invest igators  have described the interconpartmental f luxes and the net movements o f  glucose, amino 
acids, and other substrates across the placenta from maternal t o  f e t a l  compartments, pr imar i  l y  i n  animal models. 
The f i e l d  nou needs t o  ascer ta in  the c e l l u l a r  and subcel lu lar  mechanisms responsible f o r  the placental transport 
o f  amino acids, glucose, l i p ids ,  e lect ro ly tes,  and micronutr ients. U l t ima te l y  t h i s  research may lead t o  
i d e n t i f i c a t i o n  of the genes governing these nu t r i en t  transport systems. The discovery o f  a set o f  genetic 
defects o f  p lacenta l  transport systems can be envisioned, leading t o  an understanding o f  maternal and poss ib ly
a lso paternal cont r ibut ions t o  the development o f  placental nu t r i en t  transport systems. F r o m  a preventive po in t  
of view, fu tu re  studies may focus on genetic t es t i ng  of couples who have had in fan ts  a f f l i c t e d  wi th  IUGR i n  order 
t o  i d e n t i f y  po ten t i a l  defects o f  n u t r i e n t  transport i n  subsequent pregnancies. 

The p lacenta l  t ranspor t  o f  vi tamins and t race elements, i n  pa r t i cu la r ,  i s  poor ly  understood. Trace elements that  
p lay  inpor tant  ro les  dur ing f e t a l  development include: iron, iodine, zinc, copper, selenium, manganese, 
molybdenun, chrmiun, f luor ide,  and cobalt. Other t race elements tha t  may a lso act  as essent ia l  micronutr ients 
during pregnancy include nickel,  vanadiun, s i l i con ,  arsenic, boron, l i t h i u n ,  and poss ib ly  cadmium, lead, and tin. 
The cen t ra l  nervous system and the imnune system are especia l ly  vulnerable t o  trace element def ic ienc ies during 
f e t a l  l i f e .  Studies o f  the transport o f  t race elements mer i t  p r i o r i t y  a t tent ion,  especia l ly  studies that  address 
the molecular mechanisms tha t  determine changes i n  t h e i r  f rac t i ona l  absorption and excretion. Recent advances 
in  mass spectrometry have opened the door t o  the i n  v i vo  research tha t  i s  necessary i n  order t o  achieve be t te r  
estimates o f  micronutr ient t rans fe r  across the placenta. Bet ter  understanding o f  the r a t e  o f  accumulation of 
t race elements by the fe tus  i n  u te ro  i s  an important prerequis i te  f o r  the estimation o f  the special requirements 
o f  the premature i n fan t .  

Although c l i n i c a l  studies o f  nu t r i en t  transport i n  pregnant uomen are desirable, i t  i s  recognized that  studies 
tha t  can be performed i n  non-pregnant volunteers may not be permissible i n  pregnant women, and many n u t r i t i o n a l  
studies i n  pregnancy can on ly  be ca r r i ed  out i n  animal models. I n  v i t r o  studies o f  the contro l  of the genetic 
t ransc r ip t i on  of n u t r i e n t  transport prote ins are also encouraged. 

STUDY POPULATIONS 

For p ro jec ts  i nvo l v ing  c l i n i c a l  research, N I H  requires appl icants t o  give special a t t e n t i o n  t o  the inc lus ion of 
m ino r i t i es  i n  study populations. I f  m ino r i t i es  are not included or adequately represented 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 or inadequate representation must 
be provided. Applications without such docunentation w i l l  not be accepted f o r  review. 

REVIEU CONSIDERATIONS 

Applications w i l l  be reviewed by NICHD s t a f f  f o r  responsiveness t o  the RFA. Appl ications judged t o  be 
nonresponsive w i l l  be returned. Fol louing review by an NICHD I n i t i a l  Review Group, appl icat ions u i l l  be 
evaluated by the NICHD Advisory Council f o r  program relevance and p o l i c y  issues before awards f o r  meritorious 
appl icat ions are made. 

APPLICATION PROCEDURES 

The research grant app l i ca t i on  form PHS 398 (rev. 10/88, repr in ted 9/89) must be used i n  applying f o r  these 
grants. These forms are ava i l ab le  a t  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 O f f i c e  o f  Grants 
Inqui r ies,  D i v i s i o n  o f  Research Grants, National I n s t i t u t e s  o f  Health, 5333 Uestbard Avenue, Room 449, Bethesda, 
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HD 20892, telephone (301)  496-7441. 

Appl icat ions must be received by March 17, 1992. I f  an app l ica t ion  i s  received a f t e r  tha t  date, i t  u i l l  be 
returned t o  the  applicant. 

INQUIRIES 

The RFA contains inportant. informat ion f o r  appl icants and may be requested from the contacts l i s t e d  below. 

U r i t t e n  and telephone inqu i r i es  concerning t h i s  RFA are encouraged. The opportuni ty t o  c l a r i f y  any issues or  

questions from po ten t i a l  appl icants i s  welcomed. 


Direc t  i nqu i r i es  regarding p r o g r m t i c  issues to: 


Gilman D. Grave, H.D. 

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

Center f o r  Research f o r  Mothers and Children 

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

Executive Plaza North, Room 637 

Bethesda, HD 20892 

Telephone: (301)  496-5593 


OR 

Charlot te Catz, H.D. 

Chief, Pregnancy and Perinatology Branch 

Center f o r  Research f o r  Mothers and Children 

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

Executive Plaza North, Room 643 

Bethesda, HD 20892 

Telephone: (301) 496-5575 


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


Hr. E. Douglas Shauver 

Of f i ce  o f  Grants and Contracts 

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

Executive Plaza North, Room 501 

Bethesda, HD 20892 

Telephone: (301)  496-1303 


AUTHORITY AND REGULATIONS 
-." 

This program i s  described i n  the catalog o f  Federal Domestic Assistance No. 93.865, Research f o r  Mothers and 
Children. Auards u i l l  be made under the au thor i ty  o f  the Publ ic Health Service Act, Section 301 (42 USC241), 
and administered under PHS grant 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 intergovernmental revieu requirements o f  Executive Order 12372 or  revieu by a 
Health Systems Agency. 

ONGOING PROGRAM ANmXlllCEMENTS 

RESEARCH GRANTS 011 ALCOmK AND I-OGY 1NCLU)ING ACQUIRED IWJNODEFICIENCY SYNDROME 

PA AVAILABLE: PA-92-12 

P.T. 34; K.U. 0404003, 0715008, 0710070, 0785055 

National I n s t i t u t e  on Alcohol Abuse and Alcoholism 

PURPOSE 

The National I n s t i t u t e  on Alcohol Abuse and Alcoholism (NIAAA) announces the a v a i l a b i l i t y  of a Program 
Announcement (PA) t o  seek basic and appl ied research grant appl icat ions t o  study the mechanisms o f  imnunologic 
dysfunct ion associated w i th  alcohol consupt ion.  Grant support i s  ava i lab le  t o  develop knouledge i n  a v ide range 
o f  areas relevant t o  alcohol abuse and alcoholism. C l i n i c a l  studies and studies i n  experimental animals have 
shoun tha t  chronic use o f  alcohol can r e s u l t  i n  inpairment o f  c e l l  mediated and hunoral imnunity. However, the 
mechanisms f o r  ethanol-induced imnunosuppression remain t o  be elucidated. NIAAA i s  in te res ted  in  st imulat ing 
mult i faceted research e f f o r t s  t o  study the po ten t i a l  r o l e  o f  excessive and d e r a t e  alcohol consunption on 
increased s u s c e p t i b i l i t y  t o  infect ions,  including the hunan imnunodeficiency v i rus  (H IV) ;  impairments t o  host 
defense mechanisms; impairments in  the development of o f fspr ing  imnocompetence due t o  in  u tero  and/or 
l ac ta t i ona l  exposure; autoimnune diseases; increased suscep t ib i l i t y  t o  ce r ta in  types of  cancers; and neurologic 
disorders resu l t i ng  from H I V  infect ion.  Epidemiologic studies include the ascertainment o f  r e l i a b l e  and v a l i d  
general populat ion estimates o f  a lcohol-related medical consequences such as a lcoho l ic  l i v e r  disease and 
prevalence o f  H I V  i n fec t i on  in  special  populations. The PA s o l i c i t s  the submission o f  appl icat ions from 
invest igators i n  the c l i n i c a l ,  epidemiological, and basic science f i e l d s  t o  c u n p t e  f o r  funds f o r  the study o f  
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the re la t i onsh ip  between alcohol and imnnologica l  dysfunction. 

HEALTHY PEOPLE 2000 

The Publ ic  Health Service (PHS) i s  cunni t ted t o  achieving the heal th  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 program announcement i s  
re la ted  t o  the p r i o r i t y  area o f  alcohol abuse reduction. Potent ia l  appl icants may obta in  a copy o f  Healthy 
People 2000 (Full Report: Stock No. 017-001-00474-0, o r  S m r y  Report: Stock No. 017-001-00473-1) through the 
Superintendent o f  Docunents, Goverrment P r i n t i n g  O f f  ice, Yashington, DC 20402-9325 (Telephone: 202-783-3238). 

ELIGIBILITY 

Applications may be submitted by non-prof i t  and f o r - p r o f i t  organizations, pub l i c  and private, such as 
univers i t ies,  colleges, hospitals, Laboratories, u n i t s  o f  State o r  Local gove rmnts ,  and e l i g i b l e  agencies o f  
the Federal Goverrment. Yomen and m ino r i t y  invest igators  are encouraged t o  apply. 

MECHANISM OF SUPPORT 

Research support may be requested through appl icat ions f o r  a t r a d i t i o n a l  research grant (ROI) ,  small grant (R03), 
and F i r s t  Independent Research S u p p o r t  and Trans i t ion (F IRST)  award (R29). Specialized announcements f o r  the 
F I R S T  Award program (R29) and the small grant program (R03) are avai lab le from the National Clearinghouse f o r  
Alcohol and Drug Information (NCADI), P.O. Box 2345, Rockvi l le, MD 20852, telephone: (301) 468-2600. 

Applicants may r e q w s t  support f o r  up t o  f i v e  years except f o r  small grants are L i m i t e d  t o  two years. 
awards and small grants are not  renewable. 

F I R S T  

AVAILABILITY OF FUNDS 

In FY 1992, the N I A M  estimates tha t  approximatelyf2,000,000 w i l l  be avai lab le t o  support approximately ten new 
grants under t h i s  announcement. However, the amount o f  funding avai lab le w i l l  depend on appropriated funds and 
program p r i o r i t i e s  a t  the time o f  the auard. 

SPECIAL INSTRUCTIONS TO APPLICANTS REGARDING IMPLEMENTATION OF ADAMHA POLICIES CONCERNING INCLUSION OF WOMEN AND 
MINORITIES 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 of  

women and m ino r i t i es  i n  study populations. I f  women o r  m ino r i t i es  are not included i n  the study populations f o r  

c l i n i c a l  studies, a s p e c i f i c  j u s t i f i c a t i o n  f o r  t h i s  exclusion must be provided. Applications without such 

docunentation w i l l  not be accepted f o r  review. 


APPLICATION PROCESS 


Applicants must use the current version o f  grant appl icat ion form PHS 398 (rev. 10/88). The number and t i t l e  

o f  t h i s  program announcement, PA-92-XX Research Grants on Alcohol and Imnunology, Inc lud ing AIDS, must be typed 

i n  item nunber 2 on the face page o f  the PHS 398 appl icat ion form. 


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  o r  o f f i c e s  

o f  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 app l i ca t i on  material: 


National Clearinghouse f o r  Alcohol and Drug Information 

P.O. Box 2345 

Rockvil le, MD 20852 

TeLephone: (301) 468-2600 


For AIDS-related applications, the signed o r i g i n a l  and 23 permanent, l e g i b l e  copies o f  the completed appl icat ion 

must be sent t o  the address l i s t e d  below. The number o f  copies o f  appendix mater ia ls  t o  be sent i s  six. 

Applicants who do not submit 23 copies o f  the appl icat ion w i l l  be requested t o  do so. I f  appl icants do not 

submit the required copies by the speci f ied date, t h e i r  appl icat ions w i l l  be deferred un t i l  the next special A I D S  

review cycle. 


For non-AIDS-related applications, the signed o r i g i n a l  and s i x  permanent, l e g i b l e  copies o f  the completed 

app l i ca t i on  must be submitted. 


A l l  appl icat ions, AIDS-related and non-AIDS-related applications, must be sent to: 

D i v i s i o n  o f  Research Grants 
National I n s t i t u t e s  o f  Health 
Yestwocd Building, Room 240 
Bethesda, MD 20892 ** 
** I f  an overnight c a r r i e r  o r  Express Mai l  i s  used, the Zip Code i s  20816. 
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REVIEW PROCESS 

Appl icat ions received under t h i s  announcement w i l l  be assigned t o  an I n i t i a l  Revieu Group ( I R G )  i n  accordance 
with establ ished PHS Referral  Guidelines. The IRG, consist ing p r imar 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  app l ica t ions  f o r  s c i e n t i f i c  and technical  merit. Results o f  the  review w i l l  be sent 
t o  the  appl icant a f t e r  the  i n i t i a l  review. Appl icat ions w i l l  receive a second-level rev ieu  by an appropriate 
na t iona l  advisory council, whose rev ieu  may be based on p o l i c y  considerations as u e l l  as s c i e n t i f i c  merit. Only 
app l i ca t ions  recunnended by the  C o u K i l  may be considered f o r  funding. 

AUARD CRITERIA 

Appl icat ions recomnended by a nat iona l  advisory ccunci l  w i l l  be considered f o r  funding on the basis o f  overa l l  
s c i e n t i f i c  and technical  merit o f  the research as determined by i n i t i a l  review, program needs and balance, and 
a v a i l a b i l i t y  o f  funds. 

TERMS AND CONDITIONS OF SUPPORT 

Grant funds may be used f o r  expenses c l e a r l y  re la ted  and necessary t o  conduct research projects,  inc lud ing  d i r e c t  
costs tha t  can be s p e c i f i c a l l y  identified with the  pro jec t  and al lowable i nd i rec t  costs o f  the i n s t i t u t i o n .  
F v d s  may not be used t o  establish, add a conponent to, o r  operate a treatment, rehab i l i t a t i on ,  o r  
prevent ion/ intervent ion service program. Support f o r  research-related treatment, rehab i l i t a t i on ,  or prevention 
services and programs may be reqwsted  only f o r  costs required by the research. These costs must be j u s t i f i e d
in terms o f  research objectives, methods, and designs tha t  promise t o  y i e l d  general izable knowledge and/or make 
a s i g n i f i c a n t  con t r i bu t i on  t o  theore t ica l  concepts. 

Grants must be administered in  accordance with the PHS Grants Po l icy  Statement (Rev. October 1990). 

CONSULTATION AND FURTHER INFORMATION 

Poten t ia l  appl icants are encouraged t o  request a copy o f  the PA and seek preapp l ica t ion  consul tat ion by 

contact ing the  ind iv idua ls  l i s t e d  below. D i rec t  i nqu i r i es  r e l a t i n g  t o  program issues to: 


Div i s ion  o f  Basic Research 


Les l i e  Isaki ,  Ph.D. 

Biomedical Research Branch 

Div i s ion  o f  Basic Research 

National I n s t i t u t e  on Alcohol Abuse and Alcoholism 

Parklawn Building, Room 16C-05 

5600 Fishers Lane 

Rockvi 1le, IID 20857 

Telephone: (301) 443-4223 


E l l e n  U i t t ,  Ph.D. 

Neurosciences and Behavioral Research Branch 

Div i s ion  o f  Basic Research 

National I n s t i t u t e  on Alcohol Abuse and Alcoholism 

Parklawn Building, Room 16C-05 

5600 Fishers Lane 

Rockvil le, MD 20857 

Telephone: (301) 443-4223 


Div i s ion  o f  Biometry and Epidemiology 


Mary C. Dufour, M.D., M.P.H. 

Chief, Epidemiology Branch 

Div i s ion  o f  Biometry and Epidemiology 

National I n s t i t u t e  on Alcohol Abuse and Alcoholism 

Parklawn Bui ld ing,  Room 14C-26 

5600 Fishers Lane 

Rockvil le, MD 20857 

Telephone: (301) 443-4897 


Div i s ion  o f  C l i n i c a l  and Prevention Research 


Heather M i l l e r ,  Ph.D. 

Prevention Research Branch 

Div i s ion  o f  C l i n i c a l  and Prevention Research 

National I n s t i t u t e  on Alcohol Abuse and Alcoholism 

Parklaun Bui lding, Room 13C-23 

5600 Fishers Lane 

Rockvil le, MD 20857 

Telephone: (301) 443-1677 
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Di rec t  i nqu i r i es  regarding f i s c a l  matters to: 


E l s i e  Fleming 

Grants Management Branch 

O f f i c e  o f  Planning and Resource Uanagement 

National  I n s t i t u t e  on Alcohol Abuse and Alcoholism 

Parklaun Building, Room 16-86 

5600 Fishers Lane 

Rockvil le, MI 20857 


AUTHORITY AND REGULATIONS 

This program i s  described i n  the Catalog o f  Federal Domestic Assistance, No. 93.273. Awards are made under the 
au tho r i t y  o f  Sections 301 and 510 o f  the Publ ic Health Service Act, as amended (42 USC 241 and 290bb). Federal 
regulat ions a t  42 CFR Part  52, "Grants f o r  Research Projects," and T i t l e  45 CFR Parts 74 and 92, generic 
requirements concerning the adn in i s t ra t i on  o f  grants, are appl icable t o  these awards. This program i s  not 
subject t o  the  intergoverrmental review requirements of Executive Order 12372 or  Health Systems Agency review. 

SlULL RESEARCH GRANTS FOR DATA ANALYSIS 

PA: PA-92-13 

P.T. 34; K.W. 0755018, 0755015, 0413000, 1002046 

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

PURPOSE 

The Nat ional  Eye I n s t i t u t e  ( N E I )  Small Research Grants f o r  Data Analysis are intended t o  provide l i m i t e d  support 
f o r  meri tor ious research pro jec ts  tha t  involve secondary analyses o f  research data generated from c l i n i c a l  
t r i a l s ,  populat ion research, and other appl ied c l i n i c a l  v i s ion  research pro jec ts  supported by the NEI .  Analysis 
of e x i s t i n g  c l i n i c a l  v i s i o n  research data der ived from other sources can also be supported under t h i s  program, 
but secondary analysis o f  data der ived from NE1 supported studies are o f  higher p r o g r a m t i c  in te res t .  

ELIGIBILITY REQUIREMENTS 

Danestic non -p ro f i t  and f o r - p r o f i t  organizations, pub l i c  and pr ivate,  and e l i g i b l e  agencies o f  the federal 
Government are e l i g i b l e  t o  apply. Foreign i n s t i t u t i o n s  are i ne l i g ib le .  

RESEARCH OBJECTIVES 

The NE1 supports an extensive p o r t f o l i o  o f  c l i n i c a l  t r i a l s  and epidemiologic research pro jec ts  tha t  resu l t  i n  
the gathering o f  large amounts o f  data essent ia l  t o  the spec i f i c  aims o f  these projects.  I n  add i t ion  t o  
generating and analyzing the  data required t o  answer the main hypothesis, these types o f  studies o f ten  present 
unique oppor tun i t ies  t o  look f o r  unusual o r  unant ic ipated outcomes. In the  past, there has been no mechanism 
s p e c i f i c a l l y  targeted f o r  the support o f  secondary data analyses. The NE1 i s  i n s t i t u t i n g  t h i s  small research 
grants program t o  provide inves t iga tors  the opportuni ty t o  conduct such secondary analyses using ava i lab le  
c l i n i c a l  v i s i o n  research data bases. 

The proposed p ro jec t  may be re la ted  to, but must be d i s t i n c t l y  d i f f e r e n t  from, the spec i f i c  aims o f  other funded 
research pro jec ts  o r  pending appl icat ions o r  proposals. New data c o l l e c t i o n  a c t i v i t i e s  w i l l  not be supported 
by these awards. The award i s  l i m i t e d  t o  the processing and analysis o f  data tha t  have already been collected. 

Inves t iga tors  must take special  care t o  spec i fy  the hypotheses tha t  are t o  be tested i n  the proposed research. 
General, non-hypothesis d r iven  approaches t o  data analysis are discouraged; hypothesis generating research i s  
appropriate, i f  c a r e f u l l y  described and j u s t i f i e d .  

MECHANISU OF SUPPORT 

The mechanism o f  support w i l l  be the  N I H  small research grant (R03). Applicants may request up t o  950,000 
(d i rec t  costs) per year f o r  a m a x i m  two-year grant per iod  f o r  technical  assistance, supplies, computer usage, 
and l i m i t e d  t rave l  f o r  co l labora t ive  e f f o r t  required by the  project .  Salary support f o r  the Pr inc ipa l  
Inves t iga tor  may be requested on ly  i n  unusual circunstances, and then on ly  wi th very strong j u s t i f i c a t i o n .  
Equipment purchases are not allowed. Requests f o r  l im i ted  t rave l  funds w i l l  be considered by s t a f f  when strong 
j u s t i f i c a t i o n  i s  provided. Examples o f  t rave l  tha t  may be permitted are f o r  co l labora t ion  and consul tat ion i n  
the  preparat ion o f  a manuscript f o r  pub l i ca t ion  and t o  s c i e n t i f i c  meetings t o  present accepted abstracts and/or 
posters d i r e c t l y  re la ted  t o  the research a c t i v i t y .  These are one-time, non-renewable awards. 

1. 


REVIEW PROCEDURES AND C R I T E R I A  

Revieu Procedures 

The V is ion  Research Revieu Committee, adninistered by the Review and Special Projects Of f i cer ,  NEI,  w i  1 1  conduct 
the  i n i t i a l  s c i e n t i f i c  merit review o f  appl icat ions submitted i n  response t o  t h i s  announcement. Second-level 

'-e-

N I H  Guide f o r  Grants and Contracts - Vol. 20, No. 40 - October 25, 1991 
Page 17 



rev ieu  u i l l  be provided by the  National Advisory Eye Council. 

Review C r i t e r i a  

The fac to rs  t o  be considered i n  assessing the mer i t  o f  appl icat ions u i l l  include: 

o The s c i e n t i f i c  mer i t  o f  the proposed project ,  including the c l a r i t y ,  s igni f icance, and o r i g i n a l i t y  o f  the 
hypotheses t o  be tested; the f e a s i b i l i t y  o f  the proposed ana ly t i ca l  methods; and the adequacy o f  the data set  
f o r  t es t i ng  the s ta ted  hypotheses; 

o 	 The qua l i f i ca t i ons  o f  the invest igator(s)  t o  accomplish the proposed research goals and the  appropriateness 
o f  the  e f f o r t  each u i l l  devote t o  the project; 

o The adequacy o f  f a c i l i t i e s  and resources f o r  performance o f  the proposed research; 

o Docmentation tha t  the P r inc ipa l  Invest igator w i l l  have access t o  the  data t o  be analyzed; and, 

o Demonstration tha t  the  invest igatorcs) has(ve) an understanding o f  the extent and l i m i t s  o f  the data base and 
how these fac to rs  may a f f e c t  the  proposed research. 

APPLICATION PROCEDURES 

Appl icat ions are t o  be submitted on the grant app l i ca t ion  form PHS 398 (rev. 10/88)  fo l low ing  the ins t ruc t ions  
supplied with t h i s  form (pages 12-23) and the add i t iona l  ins t ruc t ions  that are given belou. 

These forms are ava i lab le  a t  most i n s t i t u t i o n a l  business o f f i c e s  and may be obtained from the O f f i ce  o f  Grant 
Inquir ies,  D iv i s ion  o f  Research Grants, Uestuood Bu i ld ing  Room 449, National I n s t i t u t e s  o f  Health, Bethesda, MD 
20892, telephone 301/496-7441. 

The completed o r i g i n a l  app l i ca t ion  and four l e g i b l e  copies must be sent o r  del ivered to: 

D iv i s ion  o f  Research Grants 

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

Uestuood Bu i ld ing  Rom 240 

Bethesda, HD 20892 


In order t o  expedite the rev ieu  o f  the application, a t  the same time, please mai l  o r  de l i ve r  TWO add i t iona l  

conplete copies o f  the app l ica t ion  to: 


Janet M. Cuca, Ph.D. 

Review and Special Projects O f f i ce r  

National  Eye I n s t i t u t e  

Bui ld ing  31, Room 6A06 

9000 Rockv i l le  Pike 

Bethesda, MD 20892 


ADDITIONAL APPLICATION INSTRUCTIONS 


Section 1. 

(Form Page 1 )  

I t e m  2: Check VESaa and enter: NE1 Small Research Grants 
for Data Analysis, PA-92-13 

Item 6 :  A maximm o f  two years o f  support may be requested. 

(Form Pages 4 and 5) Provide a de ta i l ed  budget f o r  each year o f  support requested. Equipment purchases are not 
alloued. Salary f o r  the  P r inc ipa l  Invest igator i s  al loued only in  unusual circumstances and u i t h  substant ia l  
j u s t i f i c a t i o n .  The t o t a l  award request f o r  a tuo-year per iod may not exceed a maximum of  $100,000 d i r e c t  costs, 
o r  S50,000 d i r e c t  costs per year. 

Biographical Sketch: This sec t ion  may not exceed one page f o r  each key invest igator.  

Section 2.  

Research Plan 

A. Spec i f i c  Aims: Not t o  exceed one-half page. 

8. Background and Signif icance: Not t o  exceed one page. 

C. Progress RepoWPrel iminary Studies: A progress report  i s  not applicable. I f  data from prel iminary studies 
are available, the  repor t  may not exceed one page. 
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D. Experimental Design and Methods: Not t o  exceed f i v e  pages, wi th a maximun o f  two pages devoted t o  a 
descr ip t ion  o f  the data set(s)  proposed f o r  analysis t o  allow an evaluat ion o f  the q u a l i t y  and extent of the data 
available. 

H. Consortiun/ContractuaL Arrangements: Not t o  exceed one and one-half pages. Docmentation o f  access t o  the 
data nust be provided i n  t h i s  section. 

I. L i te ra tu re  C i t e d :  Not t o  exceed one page. 

RECEIPT, REVIEU, AND AUARD SCHEDULE 

Receipt dates are February 1 ,  June 1 ,  and October 1 .  The NE1 w i l l  attempt t o  have these appl icat ions reviewed 
and auarded w i t h i n  f i v e  t o  seven months o f  the  receipt  date. However, t h i s  expedited schedule w i l l  be possible 
only i f  invest igators,  as requested above, submit the requested two add i t iona l  complete copies o f  the app l ica t ion  
t o  Dr .  Cuca. 

INQUIRIES 

U r i t t e n  and telephone inqu i r i es  are encouraged. The opportuni ty t o  c l a r i f y  any issues o r  questions from 
po ten t ia l  appl icants i s  welcomed. For fu r ther  informat ion regarding the i n i t i a l  s c i e n t i f i c  review, prospective 
appl icants may contact D r .  Janet Cuca a t  (301)  496-5561. 

For i nqu i r i es  about the  p r o g r m t i c  aspects o f  t h i s  announcement, appl icants may contact: 

Richard L. Uouery, Ph.D 

Chief, Col laborat ive C l i n i c a l  Research Branch 

National Eye I n s t i t u t e  

Bui ld ing  31, Room M 4 9  

9000 Rockvi 1l e  Pike 

Bethesda, MD 20892 

Telephone: (301)  496-5983 


Nata l ie  Kurinij, Ph.D. 

National Eye I n s t i t u t e  

Bui ld ing  31, Room 61\49 

9000 Rockv i l le  Pike 

Bethesda, MD 20892 

Telephone: (301)  496-5983 


Donald Everett, M.A. 

National Eye I n s t i t u t e  

Bui ld ing  31, Room M 4 9  

9000 Rockv i l le  Pike 

Bethesda, MD 20892 

Telephone: (301)  496-5983 


For grants adn in i s t ra t i on  information, appl icants may contact: 


Ms. Gaye Lynch 

National Eye I n s t i t u t e  

Bui ld ing  31,  Room 61\48 

9000 Rockv i l le  Pike 

Bethesda, MD 20892 

Telephone: (301)  496-5884 


AUTHORITY AND REGULATIONS 

Awards w i l l  be made under the au tho r i t y  o f  the Publ ic Health Service Act, T i t l e  IV, Part  A (Publ ic Law 78-410, 
as amended by Publ ic Law 99-158, 42 USC 241 and 285) and adninistered under 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 CFR Part 74. This program i s  not subject t o  i n t e r 
goverrmental review requirements o f  Executive Order 12372 or  Health Systems Agency review. 

HODEL CANCER COWTROL DELIVERY SYSTEMS 

PA: PA-92-14 

P.T. 34; K.U. 0715035, 0795003, 0403004, 0745027 

National Cancer I n s t i t u t e  

PURPOSE 

The Nat ional  Cancer I n s t i t u t e  i n v i t e s  appl icat ions fo r  studies t o  develop, implement, and evaluate e f f e c t i v e  
organizat ional  models f o r  in tegra t ing  cancer prevention and ea r l y  detect ion services i n t o  ex i s t i ng  prevention 
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and primary care services being provided by heal th care systems such as comnunity and migrant heal th centers, 
pub l i c  hea l th  c l i n i cs ,  and pub l i c  and un ive rs i t y  hospi ta ls.  Projects must focus on the  organizat ional  se t t ings  
in  uhich hea l th  care i s  de l i vered  t o  Lou income, minority, and medical ly disadvantaged populat ions and how these 
se t t i ngs  can be adapted t o  enhance de l i ve ry  o f  cancer prevention and cont ro l  services. 

HEALTHY PEOPLE 2000 

The Publ ic Health Service (PHS) i s  comnitted t o  achieving the heal th promotion and disease prevention object ives 
o f  Vleal thy People 2000,11 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 Program Announcement, 
M o d e l  Cancer Control De l ivery  Systems f o r  the  Medical ly Disadvantaged, i s  re la ted  t o  the  p r i o r i t y  areas of 
cancer, nutrition, and tobacco. Poten t ia l  appl icants may obta in  a copy o f  Wea l thy  People 200011( F u l l  Report: 
Stock No. 017-001-00474-0) o r  Wealthy People 2000" ( S m r y  Report: Stock No. 0 1 7 - 0 0 1 - 0 0 4 ~ - 1 )through the 
Superintendent o f  Docunents, Goverrment P r in t i ng  Off ice,  Yashington, DC 20402-9325 (telephone 202-783-3238). 

RESEARCH OBJECTIVES 

The primary object ives o f  t h i s  research are: 

o To tes t  the  f e a s i b i l i t y  and ef fect iveness o f  modifying ex i s t i ng  comnunity and pub l i c  heal th care de l i very  
systems t o  increase de l i ve ry  and u t i l i z a t i o n  o f  cocnseling and ea r l y  cancer de tec t ion  screening regimens among 
persons rho do not usua l ly  i n i t i a t e  contact u i t h  the heal th care system f o r  purposes o f  receiv ing preventive 
care, o r  rho are not l i k e l y  t o  receive preventive care uhen i t  i s  present. 

o To t e s t  the  ef fect iveness o f  these intervent ions in  improving knouledge, a t t i tudes ,  and pract ices o f  the 
c l i n i c  c l i e n t e l e  u i t h  respect t o  cancer prevention and control .  

Special considerat ion must be given t o  hou the cancer prevention and cont ro l  services can b u i l d  upon ex i s t i ng  
medical o r  hea l th  promotion services and the in te res t  and expert ise o f  ex i s t i ng  personnel. 

MECHANISM OF SUPPORT 

Support o f  t h i s  program u i l l  be the research pro jec t  grants (R01) and program pro jec t  grants (Pol) funding 
mechanisms. 

ELIGIBILITY 

Appl icat ions may be submitted by pub l i c  and p r i va te  en t i t i es ,  such as un ivers i t ies ,  hospi ta ls,  comnunity heal th 
centers, and u n i t s  o f  State o r  loca l  goverrments. Col laborat ion between o f f i c i a l  heal th service de l i very  
organizations and pub l i c  heal th and medical research sc ien t i s t s  experienced i n  cancer prevention and cont ro l  i s  
encouraged. 

GENERAL REOUIREMENTS 

SPECIAL INSTRUCTIONS TO APPLICANTS REGARDING IMPLEMENTATION OF N I H  POLICIES CONCERNING INCLUSION OF WOMEN AND 
M I N O R I T I E S  I N  CLINICAL RESEARCH STUDY POPULATIONS 

N I H  and ADAMHA p o l i c y  i s  t ha t  appl icants f o r  NIH/ADAWHA c l i n i c a l  research grants and cooperative agreements w i l l  
be required t o  include m ino r i t i es  and uOmen i n  study populat ions so tha t  research f indings can be o f  benef i t  t o  
a l l  persons a t  r i s k  o f  the  disease, disorder o r  cond i t ion  under study; special  emphasis should be placed on the 
need f o r  inc lus ion  o f  m ino r i t i es  uhich disproport ionately a f f e c t  them. This p o l i c y  i s  intended t o  apply t o  males 
and females o f  a l l  ages. I f  uomen or  m ino r i t i es  are excluded or  inadequately represented i n  c l i n i c a l  research, 
p a r t i c u l a r l y  in proposed population-based studies, a c lear  compelling ra t iona le  should be provided. 

The canposi t ion of the  proposed study populat ion must be described i n  terms o f  gender and rac ia l l e thn i c  group, 
together w i th  a ra t i ona le  f o r  i t s  choice. In addition, gender and rac ia l /e thn ic  issues should be addressed in  
developing a research design and s q l e  s i ze  appropriate f o r  the s c i e n t i f i c  object ives o f  the study. This 
informat ion should be included in  the form PHS 398 i n  Section 2 ,  A-D o f  the Research Plan AND s m r i z e d  i n  
Section 2, E, Hunan Subjects. 

Applicants are urged t o  assess c a r e f u l l y  the  f e a s i b i l i t y  of inc lud ing  the  broadest possible representation o f  
minority groups. Houever, N I H  recognizes tha t  i t  may not be feas ib le  o r  appropriate i n  a l l  research pro jec ts  
t o  include representation o f  the f u l l  array o f  Unites States rac ia l /e thn ic  m ino r i t y  populat ions (i.e., Native 
Americans ( inc lud ing  American Indians or  Alaskan Natives), Asian/Pacif ic Islanders, Blacks, Hispanics). The 
ra t i ona l  f o r  studies on s ing le  m ino r i t y  populat ion groups should be provided. 

For the  purpose o f  t h i s  pol icy,  c l i n i c a l  research includes hunan biomedical and behavioral studies or  etiology, 
epidemiology, prevention (and preventive strategies), diagnosis, o r  treatment o f  diseases, disorders or 
conditions, inc lud ing  but not l i m i t e d  t o  c l i n i c a l  t r i a l s .  

The usual N I H  p o l i c i e s  concerning research on hunan subjects also apply. Basic research o r  c l i n i c a l  studies in  
uhich hunan t issues cannot be i d e n t i f i e d  or l inked t o  ind iv idua ls  are excluded. However, every e f f o r t  should be 
made t o  include hunan t issues from u m n  and rac ia l /e thn ic  minor i t ies  uhen i t  i s  important t o  apply the resu l ts  
o f  the study broadly, and t h i s  should be addressed by applicants. 
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For fo re ign  awards, the p o l i c y  on inc lus ion  o f  women appl ies fully; since the d e f i n i t i o n  o f  m ino r i t y  d i f f e r s  i n  
other countries, the appl icant must discuss the relevance o f  research invo lv ing  fo re ign  populat ion groups t o  the 
United States' populations, including minor i t ies .  

I f  the required informat ion i s  not contained within the appl icat ion,  the app l ica t ion  w i l l  be returned. 

Peer reviewers w i l l  address s p e c i f i c a l l y  whether the research p lan  in  the app l ica t ion  conforms t o  these po l i c ies .  
I f  the representation o f  women or  m ino r i t i es  i n  a study design i s  inadequate t o  answer the  s c i e n t i f i c  question(s) 
addressed AND the j u s t i f i c a t i o n  f o r  the selected study populat ion i s ,  inadequate, i t  w i l l  be considered a 
s c i e n t i f i c  weakness o r  de f ic iency  i n  the study design and w i l l  be re f l ec ted  i n  assigning the  p r i o r i t y  score t o  
the appl icat ion.  

A l l  appl icat ions f o r  c l i n i c a l  research sutrnitted t o  N I H  are required t o  address these po l i c ies .  N I H  funding 
components w i l l  not  award cooperative agreements tha t  do not comply w i th  these po l i c ies .  

REVIEW PROCEDURES 

Appl icat ions w i l l  be assigned on the basis o f  establ ished Publ ic Health Service r e f e r r a l  guidelines. 
Appl icat ions w i l l  be reviewed f o r  s c i e n t i f i c  and technical  mer i t  by an appropriate review group, o r  in  the case 
o f  Pols, by the  review group o f  the relevant I n s t i t u t e  in  accordance w i th  the usual N I H  peer review procedures. 
Fol lowing revieu, the app l ica t ions  u i l l  receive a second-level review by the appropriate na t iona l  advisory 
counci 1. 

AWARD CRITERIA 

Appl icat ions w i l l  compete f o r  ava i lab le  funds w i th  a l l  other approved applications. The fo l low ing  w i l l  be 
considered i n  making funding decisions: ( 1 )  q u a l i t y  o f  the proposed pro jec t  as determined by peer review; ( 2 )
a v a i l a b i l i t y  o f  funds; and ( 3 )  balance among research topics w i th in  the announcement. 

METHOD OF APPLYING 

Grant app l i ca t ion  k i t s  (form PHS 398 (rev. 10/88)  are ava i lab le  a t  most i n s t i t u t i o n a l  business and grant or 

contract  o f f i c e s  and may be obtained from the O f f i ce  o f  Grant Inquir ies,  D iv i s ion  o f  Research Grants, Uestwood 

Building, Room 449, National I n s t i t u t e s  o f  Health, Bethesda, HD 20892, telephone 301/496-7447. The t i t l e  and 

nunber o f  t h i s  announcement must be typed i n  I t e m  2 on the face page of the appl icat ion.  


The completed o r i g i n a l  app l i ca t ion  and s i x  copies must be sent o r  del ivered to: 


Div i s ion  o f  Research Grants 

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

Uestwood Building, Room 240 

Bethesda, HD 20892** 


INQUIRIES 


Requests f o r  f u r the r  informat ion should be addressed t o  the Program Director:  


Helen 1. Meissner, Sc.M., C.H.E.S. 

National Cancer I n s t i t u t e  

Div i s ion  o f  Cancer Prevention and Control 

Executive Plaza North, Room 2396 

9000 Rockv i l le  Pike 

Bethesda, HD 20892-4200 

Telephone: (301)  496-0273 


U r i t t e n  and telephone inqu i r i es  concerning the object ives and scope o f  t h i s  PA o r  i nqu i r i es  about whether o r  not 

spec i f i c  proposed research would be responsive, c l a r i f y i n g  s c i e n t i f i c  content and object ives o f  an appl icat ion,  

s i ze  and focus o f  a research program, organizat ion o f  an appl icat ion,  and appropriate use o f  consultants are 

s t rong ly  encouraged and are t o  be d i rec ted  t o  Helen 1. Meissner a t  the above address and telephone nunber. The 

Program Di rec tor  welcomes the  opportuni ty t o  c l a r i f y  any issues or  questions from po ten t i a l  applicants. The 

business contact for t h i s  PA is: 


Katherine Shulze 

Grants Management Spec ia l i s t  

Grants Administrat ion Branch 

National Cancer I n s t i t u t e  

Executive Plaza South, Room 243 

6120 Executive Blvd. 

Bethesda, HD 20853 

Telephone: (301)  496-7800, ext. 16 


AUTHORITY AND REGULATIONS 

This program i s  described in  the Catalog o f  Federal Domestic Assistance No. 93.399. Grants w i l l  be awarded under 
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the  au tho r i t y  o f  the  Publ ic Health Service Act, T i t l e  111, Section 301 (Public Lau 78-410, as amended; 42 USC 
241) and adrninistered under PHS grants p o l i c i e s  and Federal Regulations 42 CFR Part  52 and 45 CFR Part  74. This 
program i s  not subject t o  the intergovernmental rev ieu  requirements o f  Executive Order 12372 o r  Health Systems 
Agency review. 

- PSYCWTHERAPNTIC DRUG DISCWERY AI0 DEVELaPWEYT PROGRwl 

PA AVAILABLE: PA-92-15 

P.T. 34; K.U. 0740020, 0755025, 0715129 

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

PURPOSE 

The Nat ionel  I n s t i t u t e  o f  Mental Health (NIMH) i s  accepting appl icat ions in response t o  a new program 
anrmuncement e n t i t l e d  ##Psychotherapeutic Drug Discovery and Development Program.lO The ob jec t ive  o f  t h i s  
announcement i s  t o  s t imu la te  multicenter, mu l t i d i sc ip l i na ry  research in  the design, developnent, and tes t i ng  o f  
po ten t i a l  psychotherapeutic agents. The goal i s  not t o  dupl icate o r  compete u i t h  pharmaceutical companies, but 
t o  encourage, conplemnt, and accelerate the process o f  discovering neu, innovative, and e f f i cac ious  treatments 
f o r  mental disorders. 

HEALTHY PEOPLE 2000 

The Pub l ic  Health Service (PHS) urges appl icants t o  submit work plans tha t  address spec i f i c  object ives o f  
'IHealthy People 2000.11 Poten t ia l  appl icants may obtain a copy o f  "Healthy People 200018( F u l l  Report: Stock 
Nunber  017-001- 00474-0) o r  IIHealthy People 2O0Ot1 (Surmary Report: Stock Nunber 017-001-00473-1) through the 
Superintendent o f  Docwnts . ,  Government P r in t i ng  Office, Washington, DC 20402-9325, telephone: 202-783-3238. 

ELIGIBILITY 

Appl icat ions may be subni t ted by pub l ic  and pr ivate,  non-pro f i t  and f o r - p r o f i t  organizations such as 
un ivers i t ies ,  colleges, hospitals, laboratories, research i ns t i t u t i ons ,  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 Government. Uomen and minority invest igators are encouraged t o  apply. 

MECHANISMS OF SUPPORT 

Although a l l  mechanisms w i l l  be considered, the funding mechanisms are research pro jec t  grants (ROl ) ,  program 
pro jec t  grants (Pol), Research Sc ien t i s t  Auards (K series), and small grants (R03). 

- SPECIAL INSTRUCTIONS FOR INCLUSION OF UOPKN 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 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  in  study populations. I f  uomen or  m ino r i t i es  are not included i n  the study populat ions 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 u i thout  such 
docunentation u i l l  not be accepted f o r  revieu. 

REVIEW PROCEDURES 

Appl icat ions u i l l  be revieued by an i n i t i a l  rev ieu  group consist ing p r imar i l y  o f  non-Federal s c i e n t i f i c  and 
technical  experts. Appl icat ions u i l l  receive a second-level rev ieu  by the appropriate advisory counci 1 based 
on p o l i c y  considerations as we l l  as s c i e n t i f i c  meri t .  Only appl icat ions recommended f o r  approval by Council may 
be considered f o r  funding. 

METHOD OF APPLYING 

Appl icat ions u i l l  be received under the usual PHS rece ip t  and revieu schedule. A l l  appl icants must use the grant 
app l i ca t ion  form PHS 398 (revised 10/88). Support may be requested f o r  a per iod  o f  up t o  f i v e  years. Annual 
auards u i l l  be made subject t o  continued a v a i l a b i l i t y  o f  funds and progress achieved. 

Grant funds may be used f o r  expenses c l e a r l y  re la ted  and necessary t o  conduct research projects, including d i r e c t  
costs tha t  can @ s p e c i f i c a l l y  i d e n t i f i e d  u i t h  the pro jec t  and al louable i nd i rec t  costs o f  the i ns t i t u t i on .  Funds 
may be used t o  establish, add a component to, o r  operate a treatment, rehab i l i t a t i on ,  o r  prevention service 
program. Support f o r  research-related treatment, rehab i l i ta t ion ,  o r  prevention services and programs may be 
requested only f o r  costs required by the research. These costs must be j u s t i f i e d  i n  terms o f  research 
objectives, methods, and designs tha t  promise t o  y i e l d  a general izable knouledge and/or make a s ign i f i can t  
con t r ibu t ion  t o  theore t ica l  concepts. 

Support may be requested f o r  a per iod  o f  up t o  f i v e  years (renewable f o r  subsequent periods, except f o r  small 
grants (R03) uhich are l i m i t e d  t o  two years. 

FUNDS AVAILABLE 

Appl icat ions submitted i n  response t o  t h i s  announcement and assigned t o  the NIMH u i l l  compete f o r  a t  least  

1 
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S1,000,000 ( d i r e c t  costs) i n  neu grant money tha t  has been made avai lab le fo r  t h i s  purpose i n  f i s c a l  year 1992 
t o  support approximately e igh t  t o  ten grants. Applications submitted i n  fu ture ‘years u i l l  c-te wi th  others 
submitted f o r  NIMH funding. 

INQU1R I ES 

The program a m e m e n t  and addi t ional  information may be obtained by contacting: 


Jerry  Cott, Ph.D. 

Psychopharmacology Research Branch 

Division o f  Basic B ra in  and Behavioral Sciences 

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

5600 Fishers Lane, Room 11-105 

Rockvi l l e ,  MD 20857 

Telephone: (301 1 443- 1691 

FAX: (301)  443-4822 


Information on grants management issues may be obtained from: 

S tephen  J. Hudak 

Grants Management S e c t i o n  

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

5600 Fishers Lane, Room 7C-26 

Rockvil le, Io 20857 

Telephone: (301)  443-4596 


AUTHORITY AND REGULATIONS 

This program i s  described i n  the Catalog o f  Federal Domestic Assistance 93.242. Under au tho r i t y  o f  Sections 301, 
487, end 518 o f  the Publ ic  Health Service Act (42 USC 241, 288, and 29Occ-11) as amended, and subject t o  the 
a v a i l a b i l i t y  o f  funds, the National I n s t i t u t e  o f  Mental Health u i l l  accept appl icat ions i n  response t h i s  
announcement, under the receipt  dates l i s t e d  herein. This program i s  not  subject t o  the intergovernmental review 
requirements o f  Executive Order 12372 o r  review by a Health Systems Agency. 

CIC 
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