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NOTICES 


IW 

* b e ' 

ELECTRONIC TRANSMISSION OF THE N I H  GUIDE FOR GRANTS AND CONTRACTS 

P.T. 16; K.W. 1004017 

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

I n  September 1989, t h e  Nat ional  I n s t i t u t e s  o f  Health began t r a n s m i t t i n g  t h e  
N I H  Guide f o r  Grants  and Cont rac ts  e l e c t r o n i c a l l y  v i a  t h e  computer
communications network BITNET. Those i n s t i t u t i o n s  t h a t  have been r ece iv ing
t h e  e l e c t r o n i c  Guide are asked t o  l e t  us  know about t h e i r  experience with t h i s  
e l e c t r o n i c  system. We would apprec i a t e  comments concerning t h e  advantages,
disadvantages,  and any problems encountered i n  us ing  t h e  e l e c t r o n i c  Guide. 
This  information w i l l  be very  h e l p f u l  t o  us i n  improving our  s e r v i c e  t o  you.
P lease  send your le t ters  t o :  

M .  J a n e t  Newburgh, Ph.D. 
I n s t i t u t i o n a l  Lia i son  Officer 
Office o f  Extramural Programs
National  I n s t i t u t e s  of Health 
Building 31, Room 5B31 
Bethesda, Maryland 20892 
Telephone: (301) 496-5366 

Comments a l s o  can be s e n t  t o  D r .  Newburgh e l e c t r o n i c a l l y  by us ing  t h e  BITNET 
address  Q2CaNIHCU. 

WMCINIH REGIONAL WORKSHOPS 

P.T. 42; K.W. 1014004 

National  I n s t i t u t e s  o f  H e a l t h  

On Apr i l  20-21, t h e  George Washington Univers i ty  w i l l  hos t  t h e  first of four  
r eg iona l  workshops sponsored by t h e  Associat ion o f  American Medical Col leges
(AAMC), under c o n t r a c t  with t h e  Nat ional  I n s t i t u t e s  of  Heal th  ( N I H ) ,  t o  
address  i s s u e s  i n  t h e  promotion of  i n t e g r i t y  and r e s p o n s i b i l i t y  i n  biomedical 
r e sea rch .  These r eg iona l  workshops a r e  designed t o  se rve  as a forum f o r  
d i scuss ing  r ecen t  developments wi th in  t h e  Publ ic  Health Serv ice  t h a t  inc lude  
t h e  es tab l i shment  o f  t h e  Office o f  S c i e n t i f i c  I n t e g r i t y  and t h e  new r e g u l a t i o n
r e q u i r i n g  awardee i n s t i t u t i o n s  t o  a s su re  t h a t  p o l i c i e s  and procedures are i n  
p l ace  f o r  i n v e s t i g a t i n g  p o s s i b l e  misconduct i n  sc i ence .  The workshop w i l l  
address  s p e c i a l  t o p i c s  such as t r a i n i n g  and mentoring, peer  review and 
au thorsh ip  p r a c t i c e s ,  and d a t a  ownership as w e l l  as disseminat ion o f  t h e  
information developed by t h e  I n s t i t u t e  o f  Medicine s tudy,  "Promotion of  
Respons ib i l i t y  i n  Research i n  t h e  Health Sciences" supported by t h e  N I H .  The 
workshop i s  expected t o  be o f  i n t e r e s t  t o  program d i r e c t o r s ,  i n v e s t i g a t o r s ,
and academic a d m i n i s t r a t o r s  involved i n  behavioral  and biomedical research. 
CME c r e d i t s  w i l l  be a v a i l a b l e  f o r  t h e  workshop through t h e  George Washington
Univers i ty  Office o f  Continuing Medical Education. 

T i t l e :  PROMOTION OF INTEGRITY AND RESPONSIBLE PRACTICE I N  BIOMEDICAL RESEARCH 

Location: Holiday Inn Crowne Plaza,  Ar l ing ton  Vi rg in i a  

Contact t 

Leah C .  Valadez 

The George Washington Univers i ty  Medical Center 

Office o f  t h e  Dean f o r  Research 

2300 Eye S t r e e t ,  N . W . ,  S u i t e  514 

Washington, DC 20037 

Telephone: (202) 994-2801 


Simi la r  workshops are planned f o r  Boston, Massachusetts;  S t .  Louis, Missouri; 

and San Diego, C a l i f o r n i a .  Dates w i l l  be  announced i n  f u t u r e  n o t i c e s .  
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INVENTIONS: IMPORTANT NOTICE FOR RESEARCH GRANTEES AND RESEARCH CONTRACTORS 

P.T. 34; K.W. 1014016 

Nat ional  I n s t i t u t e s  o f  Health 

Alcohol, Drug Abuse, and Mental Health Adminis t ra t ion 


The fol lowing comments provide a b r i e f  review of  c u r r e n t  r e g u l a t i o n s  a f f e c t i n g 

invent ions  made wi th  support  from t h e  Nat ional  I n s t i t u t e s  of  Heal th  ( N I H )  and 

t h e  Alcohol, Drug Abuse, and Mental Health Adminis t ra t ion (ADAMHA) r e sea rch  

g r a n t s  o r  r e l a t e d  awards ( G ,  H ,  K, M ,  P, R ,  S, and U awards);  r e sea rch  and 

development c o n t r a c t s  ( N O 1  awards);  and g r a n t s  and c o n t r a c t s  (N43, N44, R43,

and R44 awards) made under t h e  Small Business Innovat ion Research Program.

Invent ions  made s o l e l y  by t r a i n e e s  o r  f e l lows  ( a s s i s t e d  only by a T o r  F 

award) are not  s u b j e c t  t o  t h e s e  gu ide l ines .  


Congress has  long encouraged t h e  use of  t h e  p a t e n t  system by u n i v e r s i t i e s , 

non-prof i t  o rgan iza t ions ,  and small bus iness  firms. The p r i n c i p a l  concern is  

t o  p r o t e c t  t h e  pub l i c  i n t e r e s t  i n  invent ions  developed wi th  t h e  a i d  of  Federa l  

funds,  while  g iv ing  due r ecogn i t ion  t o  t h e  l e g i t i m a t e  i n t e r e s t s  of  t hose  who 

have con t r ibu ted  t o  t h e  invent ion .  The key p rov i s ions  of  p a t e n t  l a w  as they 

apply t o  inven t ions  made with N I H  and ADAMHA support  are contained i n  s e v e r a l  

r e fe rences  c i t e d  a t  t h e  end of  t h i s  n o t i c e  under "C i t a t ions . "  The fol lowing 

comments are based on those  sources  and desc r ibe  procedures  f o r  t h e  r e p o r t i n g 

and subsequent d i s p o s i t i o n  o f  such invent ions .  


DISCLOSURE: Federa l  l a w  r e q u i r e s  t h a t  any invent ion  a r i s i n g  from 

experimental ,  developmental, o r  research  a c t i v i t i e s  funded by Government 

g r a n t s  and c o n t r a c t s  be promptly and f u l l y  r epor t ed  ( d i s c l o s e d )  by t h e  

inventor  t o  h i s  o r  h e r  employer, i . e . ,  t h e  con t r ac to r  o r  g ran tee  o rgan iza t ion 

(non-prof i t  o r  f o r - p r o f i t ,  p u b l i c  o r  p r i v a t e ) .  I n  t u r n ,  t h e  o rgan iza t ion  must 

f u l l y  d i s c l o s e  t h e  invent ion  t o  t h e  N I H  o r  ADAMHA a t  t h e  address  shown 

immediately below. This  d i s c l o s u r e  must be submit ted wi th in  60 days of t h e  

i nven to r ' s  i n i t i a l  r e p o r t  t o  t h e  o rgan iza t ion  and it s h a l l  be s u f f i c i e n t l y 

complete i n  t e c h n i c a l  d e t a i l  t o  convey a c lear  understanding o f  t h e  invent ion .  

The d i s c l o s u r e  a l s o  w i l l  i d e n t i f y  t h e  inventor ,  t h e  g ran t  o r  c o n t r a c t  under 

which t h e  invent ion  was made, and any pub l i ca t ion  o r  manuscript submit ted f o r  

pub l i ca t ion  t h a t  desc r ibes  t h e  invent ion .  NOTE: Many o rgan iza t ions  d i s c l o s e  

invent ions  by provid ing  a s i n g l e  copy of  any r e p o r t  form t h e  inventor  submits 

f o r  t h e  o rgan iza t ion ' s  i n t e r n a l  u se .  However, r e p o r t i n g  an invent ion  t o  t h e  

N I H  o r  ADAMHA by merely submi t t ing  i t s  t i t l e  o r  summary d e s c r i p t i o n  is  NOT an 

acceptab le  d i s c l o s u r e .  S ince  t h e s e  d i s c l o s u r e  r e p o r t s  con ta in  p r o p r i e t a r y 

information they  a r e  not  r e l e a s e d  t o  t h e  p u b l i c  without t h e  o rgan iza t ion ' s 

s p e c i f i c  permission.  


MAILING ADDRESS: The fo l lowing  o f f i c e  se rves  as t h e  r e c e i p t  po in t  f o r  any o f  

t h e  documents descr ibed  i n  t h i s  Notice,  as w e l l  as f o r  any invent ion- re la ted  

i n q u i r i e s  : 


Extramural Invent ions  Reports  Office Nat ional  I n s t i t u t e s  of  Heal th  ATT: D r .  

Howard J e n e r i c k  Building 31, Room 5B-41 Bethesda, Maryland 20892 Telephone:

(301 1 402-0850 


INVENTION RIGHTS: Most Government g ran t  and c o n t r a c t  awards f o r  t h e  

performance of  experimental ,  developmental, o r  r e sea rch  work incorpora te 

s tandard  p a t e n t  r i g h t s  c l auses  which s ta te  t h a t ,  sub jec t  t o  c e r t a i n  

l i m i t a t i o n s ,  t h e  ownership of  r i g h t s  t o  any invent ion  is usua l ly  l e f t  with t h e  

c o n t r a c t o r  o r  g ran tee  o rgan iza t ion .  However, t h e  o rgan iza t ion  must e l e c t  i n  

w r i t i n g  whether o r  no t  t o  r e t a i n  t i t l e  t o  t h e  invent ion  during t h e  next  one or 

two yea r s  ( s e e  below) a f te r  t h e  r equ i r ed  d i s c l o s u r e  t o  t h e  Extramural 

Invent ion  Reports  Of f i ce .  Any o rgan iza t ion  t h a t  e lects  t o  r e t a i n  t h e  t i t l e  is  

t h e r e a f t e r  ob l iga t ed  t o  f i l e  an i n i t i a l  p a t e n t  a p p l i c a t i o n  wi th in  a reasonable  

per iod  o f  t i m e ,  i . e . ,  one year  o r  p r i o r  t o  any s t a t u t o r y  bar  d a t e .  Thus, t h e  

N I H  and ADAMHA s t r o n g l y  discourage o rgan iza t ions  from a t tempt ing  t o  p r o t e c t  o r  

l i c e n s e  invent ions  as " t r ade  secrets" without f i l i n g  f o r  p a t e n t  p r o t e c t i o n . 

If t h e  o rgan iza t ion  e l e c t s  no t  t o  f i l e  f o r  a pa t en t ,  it must so inform t h e  N I H  

o r  ADAMHA which then  have t h e  r i g h t  t o  t a k e  t i t l e .  (The t i t l e  does no t  flow 

t o  t h e  inventor  by d e f a u l t . )  Agency s ta f f  w i l l  promptly eva lua te  t h e  invent ion  

and w i l l  f i l e  a p a t e n t  a p p l i c a t i o n  f o r  t h e  Government i f  t h i s  seems i n  t h e  

p u b l i c  i n t e r e s t  and it is p r a c t i c a l  t o  do s o .  If t h e  Government o b t a i n s  a 

p a t e n t ,  t h e  o rgan iza t ion  may r e t a i n  a nonexclusive,  roya l ty - f r ee  l i c e n s e  and 

t h e  inventor  may r ece ive  r o y a l t y  payments according t o  a s tandard  formula.  If 

t h e  agency e lec ts  not  t o  e x e r c i s e  t h e  Government's r i g h t s  i n  t h e  invent ion , 

t h e s e  r i g h t s  may be granted  back t o  t h e  inventor ,  who may then  f i l e  f o r  a 

p a t e n t .  


PATENT APPLICATION and ACKNOWLEDGEMENT: A t  t h e  time t h e  o rgan iza t ion  o r  t h e  

inventor  submits  t h e  formal a p p l i c a t i o n  t o  t h e  ZT. S. Patent  Office, a copy 
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a l s o  should be s e n t  t o  t h e  Extramural Invent ion Reports Office along with t h e  
o b l i g a t o r y  l i c e n s e  (see below.) The p a t e n t  a p p l i c a t i o n  must inc lude  t h e  
fo l lowing  s ta tement  : 

"This invent ion  w a s  made with Government support  under ( i d e n t i f y  t h e  
g r a n t / c o n t r a c t )  awarded by t h e  ( c i t e  t h e  awarding agency, Nat ional  I n s t i t u t e s  

vuv* 	 of  Heal th  or Alcohol, Drug Abuse, and Mental He?lth Adminis t ra t ion) .  The 
Government has  c e r t a i n  r i g h t s  i n  t h e  invent ion .  

TIMELINESS f o r  ELECTION OF RIGHTS and FILING o f  PATENT APPLICATIONS: Timing
is c r i t i c a l  i n  p a t e n t  l a w  because t h e r e  are s t a t u t o r y  dead l ines  t h a t  must be 
m e t  t o  avoid loss of  va luab le  pa t en t  r i g h t s .  The l a w s  d i s t i n g u i s h  between 
invent ions  t h a t  are "disclosed" by c o n f i d e n t i a l  r epor t ing  t o  t h e  Government 
and invent ions  t h a t  are "disclosed" t o  t h e  pub l i c  through speeches or 
pub l i ca t ions .  NOTE: Abs t r ac t s  and p o s t e r s  presented  a t  s c i e n t i f i c  meetings 
are considered as pub l i ca t ions ,  and i f  a b s t r a c t s  f o r  s o c i e t y  meetings are 
mailed i n  e a r l y ,  t h e  POST MARK DATE is  considered t h e  pub l i ca t ion  d a t e .  

If t h e  invent ion  has  NOT been d i sc losed  t o  t h e  pub l i c ,  i . e . ,  it has  only  been 
repor ted  t o  t h e  Government on a c o n f i d e n t i a l  b a s i s ,  t h e r e  is  a two-year open
per iod  f o r  f i l i n g  a p a t e n t  a p p l i c a t i o n .  

Timing f o r  United S t a t e s  Pa ten t  Appl ica t ions  a f te r  Publ ic  Disc losure :  Under 
U.  S .  pa ten t  l a w  a v a l i d  p a t e n t  a p p l i c a t i o n  may be f i l e d  only wi th in  a 
one-year grace  pe r iod  af ter  t h e  pub l i ca t ion  d a t e  o f  a p r i n t e d  a r t i c l e  t h a t  
d i s c l o s e s  t h e  invent ion .  

Timing f o r  Foreign Pa ten t  Appl ica t ions  a f te r  Publ ic  Disc losure :  Other 
c o u n t r i e s  u s u a l l y  do no t  a l low a one-year grace  per iod  af ter  pub l i ca t ion ,
unless  a U. S .  p a t e n t  a p p l i c a t i o n  has  been f i l e d  p r i o r  t o  t h e  pub l i ca t ion
d a t e .  

NOTE: If no a p p l i c a t i o n  is  f i l e d  dur ing  t h e s e  open per iods ,  t h e  invent ion  is  
considered t o  have been dedica ted  t o  t h e  p u b l i c  and can no longer  be pa ten ted .
Since t h e  Government and t h e  inventor  have c e r t a i n  r i g h t s  t o  t h e  invent ion  as 
o u t l i n e d  above, t h e  l i m i t e d  open pe r iods  f o r  seeking pa ten t  p r o t e c t i o n  makes 
it important f o r  t h e  o rgan iza t ion  t o  proceed promptly i n  i t s  eva lua t ion  of  t h e  
invent ion  and inform t h e  Extramural Invent ion Reports Office of  i t s  dec i s ion  
i n  t ime ly  f a sh ion .  

LICENSE: Every p a t e n t  a p p l i c a n t  ( i n d i v i d u a l  or i n s t i t u t i o n a l )  is  r equ i r ed  t oW 	 provide t h e  Government wi th  a nonexclusive,  i r r evocab le ,  paid-up l i c e n s e  i n  
t h e  invent ion .  ( A  sample l i c e n s e  form is provided a t  t h e  end o f  t h i s  Not ice . )
A s i n g l e  copy o f  t h i s  l i c e n s e  should be s e n t  t o  t h e  Extramural Invent ion  
Reports Office a t  t h e  t i m e  t h e  pa t en t  a p p l i c a t i o n  is f i l e d .  

PATENT: The success fu l  app l i can t  w i l l  f u r n i s h  a copy o f  t h e  i ssued  p a t e n t  t o  
t h e  Extramural Invent ion  Reports Office. 

PREFERENCE FOR UNITED STATES INDUSTRY: The pa ten t  ho lder  or its ass ignee  w i l l  
no t  l i c e n s e  or gran t  any person t h e  exc lus ive  r i g h t  t o  use or s e l l  t h e  
invention i n  the  United S t a t e s  unless  the  products are manufactured 
s u b s t a n t i a l l y  i n  t h e  United S t a t e s .  

INVENTION UTILIZATION REPORTS: Pe r iod ic  u t i l i z a t i o n  r e p o r t s  f o r  each 
invent ion  must be f i l e d  with t h e  Extramural Invent ion  Reports  Office. Such 
r e p o r t s  s h a l l  be submit ted every two yea r s  and s h a l l  inc lude  information 
regard ing  t h e  s t a t u s  o f  development, d a t e  of  f irst  sale  or use,  and g ross
r o y a l t i e s  rece ived  by t h e  o rgan iza t ion .  These u t i l i z a t i o n  r e p o r t s  are not  
r e l e a s a b l e  t o  persons o u t s i d e  t h e  Government without permission o f  t h e  g ran tee  
or con t rac to r ,  or with in  t h e  Government except  on a need-to-know b a s i s .  

SPECIAL NOTE: Chemical compounds having p o t e n t i a l  medicinal or o t h e r  
u t i l i t i e s  are o f t e n  synthes ized  or i d e n t i f i e d  dur ing  r e sea rch  f inanced by
Federa l  funds.  Such a compound is  not  pa t en tab le  u n t i l  a use can be 
descr ibed .  Although t h e  compound need not  be t e s t e d ,  t h e  pa t en t  a p p l i c a t i o n
must "teach" t h e  reader  how t o  use t h e  subs tance .  It is  N I H  and ADAMHA po l i cy
t h a t  such compounds should be screened adequately so t h a t  a l l  p o s s i b l e  uses  
may be a sce r t a ined  and any promising compounds be developed f o r  widest  
p o s s i b l e  use .  The screening  s e r v i c e s  of  t h e  Cancer Chemotherapy Nat ional  
Serv ice  Center and t h e  Walter Reed Army I n s t i t u t e  o f  Research should be 
u t i l i z e d  for t h i s  purpose, whenever appropr i a t e .  

LEGAL CONTACT: It is  expected t h a t  i n s t i t u t i o n s  w i l l  r e l y  p r imar i ly  on t h e i r  
own l e g a l  counsel  f o r  advice and i n t e r p r e t a t i o n  o f  r e l e v a n t  Governmental laws 
and r e g u l a t i o n s .  However, i f  a t e c h n i c a l  ques t ion  ar ises  t h a t  r e q u i r e s  an 
answer from a Government p a t e n t  a t t o r n e y  p l ease  con tac t :  
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PATENT BRANCH 

DHHS Office o f  t h e  General Counsel 

Publ ic  Heal th  Div is ion  

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

Building 31, Room 2B-62 

Bethesda, Maryland 20892 

Telephone: (301) 496-7056 


I N V E N T I O N  REPORTS i n  GRANT APPLICATIONS and FINAL REPORTS: Please no te  t h a t  

invent ions  a r i s i n g  out  of  N I H  and ADAMHA supported p r o j e c t s  are cus tomar i ly 

r epor t ed  t o  t h e  awarding component i n  competing and non-competing a p p l i c a t i o n s 

f o r  con t inua t ion  awards. To in su re  c o n f i d e n t i a l i t y ,  invent ions  r epor t ed 

through t h i s  channel should be descr ibed  by t i t l e  or summary paragraph only . 

It may be w i s e  t o  d i s c u s s  t h e s e  d e s c r i p t i o n s  with t h e  o rgan iza t ion ' s  p a t e n t 

counsel  before  submission. 


A t  t h e  e x p i r a t i o n  or t e rmina t ion  o f  each p r o j e c t ,  t h e  F ina l  Invent ion  

Statement and C e r t i f i c a t i o n  (Form HHS 568) is  s e n t  t o  t h e  Grants  Management

Off i ce r  of  t h e  awarding component. I n  t h e  case o f  te rmina ted  c o n t r a c t s  any

invent ions  are i d e n t i f i e d  i n  t h e  c o n t r a c t  c lose-out  l e t t e r .  (NOTE: Grantees 

are reminded t h a t  t h e  Statement i s  r equ i r ed  wi th in  90 days fo l lowing  t h e  

e x p i r a t i o n  or t e rmina t ion  of  support  for t h e  p r o j e c t . )  Because of  b r e v i t y , 

t h e s e  l a t t e r  r e p o r t s  do not  meet t h e  requirements  f o r  f u l l  d i s c l o s u r e .  


CITATIONS: Important changes i n  pub l i c  l a w s  i n  r ecen t  yea r s  have l e d  t o  

s u b s t a n t i a l  r e v i s i o n s  of t h e  Agency r e g u l a t i o n s  a f f e c t i n g  invent ions  made wi th  

Federal  suppor t .  The requirements  of Publ ic  Laws 96-517 and 98-620 have been 

implemented i n  t h e  r e g u l a t i o n s  publ ished i n  T i t1 . e  37 Code o f  Federal  

Regulat ions (CFR) P a r t  401 and 45 CFR P a r t  8 .  The s tandard  pa ten t  r i g h t s 

c lauses  t h a t  are incorpora ted  i n t o  a l l  N I H  and ADAMHA g r a n t s  and r e sea rch  

c o n t r a c t s  appear i n  37 CFR Sec t ion  401.14. 


SAMPLE License form f o r  use  by I n s t i t u t i o n a l  O f f i c i a l  or i nd iv idua l  inventor :  

LICENSE TO THE UNITED STATES GOVERNMENT 

This  instrument  confe r s  t o  t h e  United S t a t e s  Government, as represented  by t h e  
Department o f  Health and Human Serv ices ,  a nonexclusive,  nont ransferab le ,
i r r evocab le ,  paid-up l i c e n s e  t o  p r a c t i c e  or have p rac t i ced  on i t s  behalf  
throughout t h e  world t h e  fol lowing sub jec t  invent ion:  

In\  e n t i o n  T i t l e  : 

Inve., ;or(s1 

Patelit Appl ica t ion 


S e r i a l  No. 
F i l i n g  Date 
T i t l e  

Country, i f  o the r  t han  
United S t a t e s  

Tbis  sub jec t  invent ion  was conceived or first a c t u a l l y  reduced t o  p r a c t i c e  i n  
ptrformance o f  a government-funded p r o j e c t ,  (Nat ional  I n s t i t u t e s  o f  Health or 
Alcohol, Drug Abuse, and Mental Heal th  Adminis t ra t ion g r a n t / c o n t r a c t )  No. 

P r i i x i p a l  r i g h t s  t o  t h i s  sub jec t  invent ion  have been l e f t  with t h e  Licensor:  
, sub jec t  t o  t h e  

p rov i s ions  o f  37 CFR 401 and 45 CFR 8. 

Signed : Date : 

Typed N a m e :  T i t l e  I 

NIH/FDA REGIONAL WORKSHOPS - PROTECTION OF HUMAN SUBJECTS 

P.T. 42;  K.W. 0783005 
Nat iona l  I n s t i t u t e s  o f  Health 
Food and Drug Adminis t ra t ion 

The Nat iona l  I n s t i t u t e s  of Health ( N I H )  and t h e  Food and Drug Adminis t ra t ion 
(FDA) are cont inuing  t o  sponsor a s e r i e s  o f  workshops on r e s p o n s i b i l i t i e s  o f  
r e sea rche r s ,  I n s t i t u t i o n a l  Review Boards ( I R B s )  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  t h e  p r o t e c t i o n  of human s u b j e c t s  i n  biomedical and behaviora l  r e sea rch .  
The workshops are open t o  everyone with an i n t e r e s t  i n  r e sea rch .  The meetings Y I  

should be o f  s p e c i a l  i n t e r e s t  t o  t hose  persons c u r r e n t l y  se rv ing  or about t o  
begin se rv ing  as a member o f  an I R B .  The cu r ren t  schedule  inc ludes :  
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o Dates: March 8-9, 1990 

Location: Denver, Colorado 

T i t l e  o f  Workshop: "IRB Issues"  

L' Contact : 

7-r 

-Id 


M s .  Mary Jane P e r a t t  

Secre t a ry ,  I R B  

Univers i ty  of  Colorado Heal th  Sciences Center 

4200 East 9 t h  Avenue (Box C290)

Denver, Colorado 80262 

Telphone: (303) 270-7960 


o Dates: June 22-23, 1990 

Location: S e a t t l e ,  Washington 


T i t l e  of Workshop: "NIH/FDA Regional Human Sub jec t s  P ro tec t ions  Workshop" 


Contact : 


Univers i ty  of Washington

Continuing Medical Education 

Washington Bui ld ing  ( S u i t e  2000)

1325 4 t h  Avenue 

S e a t t l e ,  Washington 98101 

Telephone: (206) 543-1050 


o Dates: J u l y  19-20, 1990 

Locat ion  : S t .  Louis, Missouri  


T i t l e  of Workshop: "NIHIFDA Regional Human Sub jec t s  P ro tec t ions  workshop" 


Contact : 


M s .  Leigh Tenkku 

Ass i s t an t  D i rec to r  of Research Adminis t ra t ion 

Jewish Hosp i t a l  of S t .  Louis 

a t  Washington Univers i ty  Medical Center 

216 South Kings Highway

S t .  Louis,  Missouri  63110 

Telephone: (314) 454-8322 


NIHIFDA have planned human s u b j e c t s  r eg iona l  workshops i n  o t h e r  p a r t s  of t h e  

United S t a t e s .  For f u r t h e r  information regard ing  t h e s e  workshops, con tac t :  


Darlene Marie Ross 

Human Subjec ts  Education Program Coordinator 

O f f i c e  f o r  P ro tec t ion  f r o m  Research R i s k s  

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

Building 31, Room 5B43 

9000 Rockvi l le  Pike 

Bethesda, Maryland 20892 

Telephone: ( 3 0 1 )  496-8101 


DATED ANNOUNCEMENTS (RFPs AND RFAs) 

EVALUATION OF CHEMOPREVENTIVE AGENTS BY I N  VITRO TECHNIQUES 

RFP/MASTER AGREEMENT ANNOUNCEMENT AVAILABLE: NCI-CN-05253-33 

P . T .  34; K.W. 0740018 

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

The Nat ional  Cancer I n s t i t u t e  ( N C I ) ,  Div is ion  of Cancer Prevent ion and Control  
( D C P C ) ,  Chemoprevention Branch, wishes t o  award Master Agreement c o n t r a c t s  for 
Evaluat ion of Chemopreventive Agents by I n  V i t r o  Techniques. The requi red
s e r v i c e s  w i l l  be def ined by Master Agreement Orders (MAOs) i s sued  dur ing  t h e  
per iod  o f  performance. 

Pursuant t o  t h e  MAOs, t h e  c o n t r a c t o r  s h a l l  sc reen  and eva lua te  t h e  a c t i v i t y  of 
chemopreventive agents  i n  va r ious  i n  v i t r o  assays  of  ce l l  t ransformat ion .  
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-- 

Agents with p o t e n t i a l  chemopreventive a c t i v i t y  are i d e n t i f i e d  by epidemiologic 

Surveys, i n i t i a l  l abo ra to ry  (exper imenta l )  f i nd ings ,  observa t ions  i n  t h e  

c l i n i c a l  s e t t i n g ,  o r  s t r u c t u r a l  homology wi th  agents  having known 

chemopreventive a c t i v i t y .  A r i go rous  and sys temat ic  eva lua t ion  of  t h e s e  

candida te  agents  is necessary  before  t h e i r  e f f i c a c y  can be examined i n  

c l i n i c a l  t r i a l s  f o r  cancer  prevent ion .  I n  v i t r o  screening  and eva lua t ion  

t echniques  measuring t h e  a b i l i t y  of  t h e s e  chemopreventive agents  t o  i n h i b i t  

t ransformat ion  provides  a r e l a t i v e l y  r ap id  and e f f i c i e n t  means o f  q u a l i f y i n g 

t h e s e  agents  f o r  f u r t h e r  eva lua t ion  f o r  t h e  prevent ion  of  cancer  i n  humans. 


Agents t o  be inves t iga t ed  by t h i s  p r o j e c t  are p o t e n t i a l l y  hazardous.  The i n  

v i t r o  systems may involve t h e  use  of  carcinogens,  tumor ce l l s  o r  tumor 

v i r u s e s .  Laboratory p r a c t i c e s  s h a l l  be employed which w i l l  keep any element 

of  r i s k  t o  personnel  a t  an abso lu te  minimum. Where ind ica t ed ,  t i s s u e  and 

compound handl ing must be  performed i n  ( a t  l eas t )  Class I laminar  flow 

c a b i n e t s  t h a t  must meet N I H  s p e c i f i c a t i o n s  f o r  work with t h e s e  agents .  The 

o f f e r o r  s h a l l  comply with N C I  s a f e t y  s t anda rds  f o r  r e sea rch  involving chemical 

carcinogens (DHHS Pub l i ca t ion  No. N I H  76-900 and t h e  Food and Drug

Adminis t ra t ion Good Laboratory P r a c t i c e s  Regula t ions) .  


It is  es t imated  t h a t  approximately fou r  ( 4 )  MAOs per  year  w i l l  be i ssued  

pursuant  t o  t h e  award(s1 o f  t h e  Master Agreement (MA) c o n t r a c t s .  The MAS 

awarded as a r e s u l t  o f  t h i s  Request f o r  Proposals  (RFP) w i l l  remain i n  f o r c e  

f o r  a per iod  o f  two yea r s .  


The c o n t r a c t o r  must have o r  be a b l e  t o  ob ta in  a l l  t h e  equipment necessary  t o  

accomplish t h e  s t u d i e s ,  inc luding  but  not  l i m i t e d  t o  laminar flow hoods, CO(2)

incubators ,  equipment f o r  s t e r i l i t y  t e s t i n g ,  i so tope  counters , 

spectrophotometer,  hazardous chemical s to rage  c a b i n e t s  and r e f r i g e r a t o r s  and 

equipment such as microscopes and miscel laneous l a b o r a t o r y  equipment. The 

l a b o r a t o r y  s h a l l  have o r  have access  t o  appropr i a t e  t e rmina l  and computer

f a c i l i t i e s  and equipment f o r  d a t a  c o l l e c t i o n  and s to rage .  


The purpose o f  t h i s  a c q u i s i t i o n  is  t o  q u a l i f y  a d d i t i o n a l  c o n t r a c t o r s  f o r  an 

e x i s t i n g  pool  o f  Master Agreement Holders.  There are c u r r e n t l y  s i x  (6) 

q u a l i f i e d  c o n t r a c t o r s  i n  t h i s  pool .  The per iod  of performance o f  t h e  Master 

Agreement pool  runs  through May 3 0 ,  1992, which would be t h e  e x p i r a t i o n  d a t e  

f o r  any new Master Agreement Holders added as a r e s u l t  of  awards from t h i s  

Master Agreement Announcement ( M A A ) .  It is es t imated  t h a t  up t o  four  ( 4 )  MAOs 

per  year  w i l l  be i ssued  pursuant  t o  t h e  MA c o n t r a c t s .  The M A A  w i l l  be 

a v a i l a b l e  on approximately February 13, 1990. The proposal  due d a t e  w i l l  be 

approximately March 30, 1990. 


Copies o f  W R F P  NCI-CN-05253-33 may be obta ined  by sending a w r i t t e n  r eques t  

t o  : 


M r .  Alan Kraft, Contract  S p e c i a l i s t 

National  Cancer I n s t i t u t e  

Research Cont rac ts  Branch, PCCS 

Execut ive P laza  South, Room 635 

Bethesda, Maryland 20892 

Telephone: ( 3 0 1 )  496-8603 


PHASE I STUDIES OF NEW CHEMOPREVENTIVE AGENTS 


RFP/MASTER AGREEMENT ANNOUNCEMENT AVAILABLE: NCI-CN-05254-33 


P.T. 34; K.W. 0740018, 0710100, 0755015 


National  Cancer I n s t i t u t e  


The Nat ional  Cancer I n s t i t u t e  ( N C I ) ,  Div is ion  o f  Cancer Prevent ion and Control  

(DCPC), Chemoprevention Branch, wishes t o  award Master Agreement (MA) 

c o n t r a c t s  f o r  Phase I S tud ie s  o f  N e w  Chemopreventive Agents and t o  perform 

pharmacokinetic s t u d i e s  during t h e s e  Phase I S tud ie s .  The o b j e c t i v e  o f  t h e s e  

s t u d i e s  i s  t o  determine t h e  parameters and c h a r a c t e r i s t i c s  o f  t o x i c i t y  i n  

humans, t h e  s a f e l y  de l ive red  dose, and t h e  b a s i c  c l i n i c a l  pharmacokinetics o f  

agen t s  emerging from t h e  N C I  chemoprevention agent  development program so t h a t  

subsequent Phase I11 r i sk- reduct ion  t r i a l s  can be appropr i a t e ly  designed.  


The Master Agreement Holder s h a l l  develop and conduct t h e  fol lowing Task I and 

Task I1 s t u d i e s :  


TASK I: Phase I S tud ie s  - Phase I s t u d i e s  s h a l l  provide t h e  parameters  and 

c h a r a c t e r i s t i c s  o f  drug t o x i c i t y ,  t h e  s a f e l y  de l ive red  dose and a recommended 

Phase 111111 dose.  Phase I c l i n i c a l  s t u d i e s  with combinations of  agen t s  may 


--Ed 


N I H  GUIDE - Vol. 19, No. 6, February 9 ,  1990 - Page 6 



be performed i f  mutually agreed upon by t h e  con t r ac to r  and t h e  P ro jec t
Officer. 

TASK 11: Pharmacokinetic S tud ie s  - Pharmacokinetic s t u d i e s  s h a l l  provide t h e  
parameters  of  drug absorp t ion ,  blood concentration--t ime p r o f i l e s ,
d i s t r i b u t i o n  and e x c r e t i o n .  Using c lass ical  and non-c lass ica l  modeling, t h e  

'*y' 	
pharmacokinetic d a t a  s h a l l  be used t o  determine probable  p a t t e r n s  o f  
d i s t r i b u t i o n ,  and exc re t ion ,  compartmentalization and en te rohepa t i c
r e c i r c u l a t i o n ,  and t o  inc lude  i d e n t i f i c a t i o n  as w e l l  as d i s t r i b u t i o n  and 
e x c r e t i o n  o f  me tabo l i t e s .  

The MA s h a l l  c e r t i f y  a ho lde r ' s  q u a l i f i c a t i o n  t o  compete f o r  both Tasks I and 
11. For a given agent  t e s t e d ,  q u a l i f i c a t i o n s  t o  c a r r y  out  both Tasks I and I1 
must e x i s t ,  a l though only  Task I1 may be r equ i r ed .  

It is  es t imated  t h a t  invest igators / inst i tut ions  s h a l l  be deemed t o  be 

q u a l i f i e d  v i a  peer  review t o  be included i n  t h e  MA. A maximum of  t e n  master 

agreement o r d e r s  ( inc lud ing  both Tasks I and 111,  r e q u i r i n g  approximately 200 

s u b j e c t s ,  s h a l l  be i s sued  annual ly  f o r  s t u d i e s  on s p e c i f i c  agen t s .  


The purpose o f  t h i s  a c q u i s i t i o n  is t o  q u a l i f y  a d d i t i o n a l  c o n t r a c t o r s  f o r  an 

e x i s t i n g  pool of  Master Agreement Holders.  There are c u r r e n t l y  s i x  ( 6 ) 

q u a l i f i e d  c o n t r a c t o r s  i n  t h e  pool .  The per iod  of  performance o f  t h e  MA pool 

runs  through J u l y  26, 1993, which would be t h e  e x p i r a t i o n  d a t e  f o r  new Master 

Agreement Holders,  t o o .  The Master Agreement Announcement w i l l  be a v a i l a b l e  

on approximately February 13, 1990. The proposal  due d a t e  w i l l  be 

approximately March 30,  1990. 


Copies o f  MAA NCI-CN-05254-33 may be obtained by sending a w r i t t e n  r eques t  t o :  


Mr. Alan Kraft, Contract  S p e c i a l i s t 

National  Cancer I n s t i t u t e  

Research Cont rac ts  Branch, PCCS 

Executive P laza  South, Room 635 

Bethesda, Maryland 20892 

Telephone: ( 3 0 1 )  496-8603 


I N  VITRO TRANSFORMATION OF ONCOGENE PRIMED CELLS BY GENOTOXIC CHEMICALS 


RFP AVAILABLE: NIH-ES-90-05
v 
P.T. 34; K.W. 0785140, 1002019, 0755035, 1007009 

Nat ional  I n s t i t u t e  o f  Environmental Heal th  Sciences 

The Nat ional  I n s t i t u t e  o f  Environmental Heal th  Sciences (NIEHS), Nat ional  
I n s t i t u t e s  of Heal th  ( N I H ) ,  is s o l i c i t i n g  proposa ls  f o r  a p r o j e c t  t o  s tudy  i n  
v i t r o  t ransformat ion  induced by chemicals i n  cel ls  t h a t  are engineered t o  
express  c e l l u l a r  oncogenes or o t h e r  genes l i k e l y  t o  be involved i n  n e o p l a s t i c  
processes .  The conceptual  framework f o r  t h i s  p r o j e c t  is t h e  hypothesized
coopera t ion  between exper imenta l ly  ac t iva t ed  oncogenes and chemical ly  induced 
g e n e t i c  effects  where n e i t h e r  event  a lone  is s u f f i c i e n t  t o  cause 
t ransformat ion .  The g e n e t i c  manipulation is d i r e c t e d  t o  t h e  a c t i v a t i o n  o f  
proto-oncogenes, i nappropr i a t e  express ion  o r  t r a n s c r i p t i o n a l  a c t i v a t i o n ,
r a t h e r  t h a t  somatic mutation i n  coding sequences.  Proto-oncogenes t h a t  are 
cloned i n t o  r e t r o v i r a l  der ived  v e c t o r s  and introduced i n t o  r e c i p i e n t  cel ls  
w i l l  provide t h e  method f o r  genera t ing  ta rge t  c e l l  popula t ions .  The p r o j e c t
w i l l  inc lude  t h e  fo l lowing  t a s k s r  Task 1 - Recombinant DNA c loning ,
cons t ruc t ion  o f  proto-oncogene recombinants and genera t ion  o f  r e t r o v i r a l  
v e c t o r s  f o r  nonmutated mouse proto-oncogenes; Task 2 - In t roduc t ion  o f  
vectored oncogenes i n t o  test  ce l l s  and c h a r a c t e r i z a t i o n  of  c e l l u l a r  
phenotypes; and Task I11 - Charac te r i za t ion  o f  vec tored  subclones exposed t o  
s e l e c t e d  chemicals.  A th ree-year  c o n t r a c t  is a n t i c i p a t e d .  The Government 
estimates t h a t  t h e  p r o j e c t  w i l l  r e q u i r e  approximately 1 . 5  p ro fes s iona l  person 
years ,  1 .5  t e c h n i c a l  person years ,  and .25 admin i s t r a t ive  person yea r s  of 
e f f o r t  pe r  yea r .  The Request f o r  Proposals  (RFP) w i l l  be r e l eased  on o r  about 
February 6,  1990, and responses  w i l l  be due t o  be rece ived  by t h e  Cont rac t ing
Officer s i x t y  (60)  days t h e r e a f t e r .  A l l  r e spons ib l e  sources  may submit a 
proposal  t h a t  s h a l l  be considered by t h e  agency. 

Requests should reference RFP NIH-ES-90-05 and should be forwarded t o :  

Nat ional  I n s t i t u t e  o f  Environmental Heal th  Sciences 
Cont rac ts  and Procurement Management Branch, OM 

W 	 ATTN: Mary B. Armstead, Contract ing Officer 
79 T.W. Alexander Drive,  4401 Building,  P.O. Box 12874 
Research Tr i ang le  Park, North Caro l ina  27709 
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/IRANDOMIZED TRIAL OF SMOKING CESSATION INTERVENTION FOR PREGNANT WOMEN 

RFP AVAILABLE: NICHD-PRP-90-12 

P.T. 34, 11; K.W. 0404019, 0755015, 0755020 

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

The Nat ional  I n s t i t u t e  o f  Chi ld  Heal th  and Human Development ( N I C H D )  is 

seeking a c o n t r a c t o r  t o  provide a s s i s t a n c e  i n  ca r ry ing  out  a randomized 

c l i n i c a l  t r i a l  t o  assist pregnant women t o  s t o p  smoking dur ing  pregnancy. The 

c l i n i c a l  t r i a l ,  Smoking T r i a l  o f  Pregnancy P ro jec t  (STOP), is  eva lua t ing  t h e  

e f f e c t i v e n e s s  of a smoking c e s s a t i o n  i n t e r v e n t i o n  program t o  be incorpora ted  

as p a r t  o f  r o u t i n e  p r e n a t a l  c a r e .  P r i v a t e  phys ic ians’  o f f i c e s  w i l l  be 

r e c r u i t e d  t o  p a r t i c i p a t e  i n  t h i s  randomized c o n t r o l l e d  c l i n i c a l  t r i a l .  The 

i n t e r v e n t i o n  has  been designed as a s e l f - h e l p  smoking c e s s a t i o n  i n t e r v e n t i o n  

with phys ic ian  endorsement. During t h e  p i l o t  p r e - t e s t  phase,  t h e  incumbent,

Westat, Inc .  and t h e i r  subcont rac tor ,  Por te r /Novel l i ,  helped t o  acqui re , 

des ign  and compile educa t iona l  materials and p ro toco l s  f o r  t h e  p r o j e c t .  A l l  

materials developed or acquired under t h e  p r e - t e s t  p i l o t  c o n t r a c t  w i l l  be 

suppl ied  by t h e  government t o  t h e  awardee o f  t h e  c o n t r a c t  f o r  t h e  STOP main 

t r i a l .  


The i ssuance  o f  t h e  RFP w i l l  be on or about February 5 ,  1990 and t h e  proposa ls  

are due 2:OO pm (Local T i m e ) ,  March 15, 1990. Those o rgan iza t ions  d e s i r i n g  a 

copy o f  t h e  above RFP may send t h e i r  w r i t t e n  reques t  with two se l f -addressed  

mail ing l a b e l s  t o  : 


Mrs. Car l e tha  Gates 

Contract  S p e c i a l i s t 

N I C H D ,  OGC, CMS 

Executive P laza  North, Room 515 

Bethesda, Maryland 20892 


A l l  r e spons ib l e  sources  may submit a proposal  which w i l l  be considered.  This  
advert isement  does not  commit t h e  Government t o  award a c o n t r a c t .  

MINORITY DRUG ABUSE PREVENTION RESEARCH CENTERS 

RFA AVAILABLE: DA-90-08 

P.T. 04, FF, 11; K.W. 0404009, 0745027, 0411005, 0755030 

Nat ional  I n s t i t u t e  on Drug Abuse 

Appl ica t ion  Receipt  Date: May 17, 1990 

PURPOSE 

The purpose of  t h i s  announcement is  t o  encourage t h e  development o f  
m u l t i d i s c i p l i n a r y  r e sea rch  c e n t e r s  t h a t  w i l l  improve our a b i l i t y  t o  prevent
drug abuse among minor i ty  popula t ions .  Minority popula t ions  inc lude  American 
IndiaWAlaskan Nat ives ,  Asian Americans, Blacks, Hispanics ,  and/or Native 
HawaiiansIPacif ic  I s l a n d e r s .  The proposed Centers  are designed t o :  1 )
improve our understanding o f  e t i o l o g i c  f a c t o r s  t h a t  p red ispose  ind iv idua l s  
from minor i ty  communities t o  i n i t i a t e  drug use; 2 )  i d e n t i f y  f a c t o r s  involved 
i n  t h e  progress ion  from i n i t i a l  drug use t o  drug dependence; 3) develop
c r i t e r i a  and e a r l y  i d e n t i f i c a t i o n  methodologies f o r  use with c h i l d r e n  and 
ado le scen t s  a t  h igh  r i s k  f o r  drug abuse; 4) des ign  and t e s t  prevent ive
i n t e r v e n t i o n s  a t  t h e  ind iv idua l  and small group l e v e l  through c o n t r o l l e d  
randomized s t u d i e s ;  5)  assess t h e  progress ion  o f  drug use through prospec t ive
l o n g i t u d i n a l  s t u d i e s  of h igh- r i sk  populat ions;  6 )  develop a series of  
conferences and workshops address ing  prevent ion r e sea rch  i s s u e s  o f  s p e c i f i c
re levance  t o  understanding e t i o l o g i c  f a c t o r s  and i n t e r v e n t i o n  s t r a t e g i e s  among
minor i ty  popula t ions ;  7) t r a i n  minori ty  i n v e s t i g a t o r s  t o  conduct drug abuse 
prevent ion  r e sea rch ;  and 8 )  involve t h e  minor i ty  community i n  t h e  development
and implementation of a r e sea rch  program, 

RESEARCH OBJECTIVES 

Prevent ion and i n t e r v e n t i o n  s t r a t e g i e s  demonstrate d i f f e r e n t i a l  e f f e c t s  wi th in  
va r ious  e t h n i c  groups and socioeconomic popula t ions .  Mul t ip le  i n t e r v e n t i o n  
s t r a t e g i e s  are needed wi th in  any geographic l o c a t i o n  t o  block and de lay  t h e  
i n i t i a t i o n  of  drug-use behavior and t o  impede progress ion  t o  drug dependency
and a s s o c i a t e d  s o c i a l ,  psychological ,  and phys io log ica l  sequelae .  
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E t i o l o g i c a l  s t u d i e s  designed t o  s p e c i f y  d e f e r e n t i a l  causes  f o r  i n i t i a t i n g ,
cont inuing  and d i scon t inu ing  drug abuse wi th in  and among e t h n i c  groups i n  
urban, suburban and r u r a l  geographic areas are needed. For example, are t h e r e  
s e l e c t i v e  or o t h e r  f a c t o r s  a s soc ia t ed  with b l acks  who remain i n  school  
compared t o  b l acks  who do not  graduate  t h a t  "pro tec t"  them from drug abuse? 
What is  t h e  r o l e  o f  t h e  educa t iona l  system i n  reducing,  de lay ing  or 
e l imina t ing  drug use? Given t h e  same environment and equiva len t  l e v e l  o f  
being "vulnerable"  t o  drug abuse, what family,  s o c i a l ,  environmental  
p r o t e c t o r s  e x i s t  t o  prevent  t h e  use o f  drugs? 

Previous surveys o f  m i n o r i t i e s  r a r e l y  have included h igh - r i sk  groups such as 
school  dropouts ,  runaways, and p r i sone r s ,  so t h e  c u r r e n t  e s t ima tes  o f  drug
abuse i n  minor i ty  popula t ions  may be inaccura t e .  Current  r e sea rch  i n d i c a t e s  
t h a t  itropouts have h igher  ra tes  of  i l l i c i t  drug use  than  minor i ty  youth i n  
school .  Such d a t a  suggest  t h e  need f o r  community-wide drug abuse educat ion,
prevent ion  and i n t e r v e n t i o n  programs i n  a d d i t i o n  t o  t h e  school-based programs.
More r e sea rch  is needed t o  explore  t h e  r e l a t i o n s h i p  between poor school  
performance and a c c u l t u r a t i o n - r e l a t e d  stress with drug abuse among minor i ty
youth.  Areas r e l a t e d  t o  t h e  p u t a t i v e  crime/drug connect ion among b lacks  needs 
f u r t h e r  examination t o  understand more f u l l y  t h e  causes  and e x t e n t  o f  t h e  
r e l a t i o n s h i p  wi th in  minor i ty  popula t ions .  

Appl ica t ions  f o r  Minority Drug Abuse Prevent ion Research Centers  are 
encouraged but  no t  r e s t r i c t e d  t o  any o f  t h e  fou r  conten t  areas among minor i ty  
groups: Fami l ies  and Multi-Generational Fac tors ;  Environmental and C u l t u r a l  
Fac tors ;  High-Risk Children, Adolescents,  and Young Adults;  and Women and 
Drugs. 

INCLUSION OF FEMALES I N  THE STUDY POPULATION 

Applicants  are urged t o  cons ider  t h e  inc lus ion  o f  females i n  t h e  s tudy
popula t ions  f o r  a l l  c l i n i c a l  r e sea rch  e f f o r t s .  Exceptions would be s t u d i e s  o f  
d i s e a s e s  which exc lus ive ly  affect  males or where involvement wi th  pregnant 
women may expose t h e  f e t u s  t o  undue r i s k s .  Gender d i f f e r e n c e s  should be noted 
and eva lua ted .  If females are not  t o  be included,  a clear r a t i o n a l e  should be 
provided f o r  t h e i r  exc lus ion .  

I n  o rde r  t o  provide more p r e c i s e  information t o  t h e  r e sea rch  and p r a c t i t i o n e r
community, it is  recommended t h a t  pub l i ca t ions  r e s u l t i n g  from resea rch  
sponsored by t h e  Alcohol, Drug Abuse, and Mental Heal th  Adminis t ra t ion i n  
which t h e  s tudy popula t ion  was l i m i t e d  t o  one sex f o r  any reason o t h e r  t han  
t h a t  t h e  d i s e a s e  o r  cond i t ion  s tud ied  exc lus ive ly  affects t h a t  sex, should 
s ta te ,  i n  t h e  a b s t r a c t  summary, t h e  gender o f  t h e  popula t ion  s tud ied ,  e . g . ,
"male sub jec t s , "  "female subjects1'  . 
MECHANISM OF SUPPORT 

The mechanisnl o f  support  f o r  t h i s '  announcement w i l l  be t h e  s p e c i a l i z e d  c e n t e r  
(P50).  I n i t i a l  c e n t e r  awards are l i m i t e d  t o  $600,000 ( d i r e c t  c o s t s )  f o r  t h e  
first yea r  of t h e  grant: and up t o  $750,000 ( d i r e c t  c o s t s )  f o r  each subsequent 
yea r .  It is  a n t i c i p a t e d  t h a t  approximately t h r e e  g r a n t s  w i l l  be awarded under 
t h i s  announcement. 

REVIEW PROCEDURES 

The Div is ion  o f  Research Grants,  N I H ,  s e rves  as a c e n t r a l  po in t  f o r  r e c e i p t  of 
a p p l i c a t i o n s  f o r  most d i s c r e t i o n a r y  Publ ic  Heal th  Serv ice  g ran t  programs.
Appl ica t ions  rece ived  under t h i s  announcement w i l l  be ass igned t o  an i n i t i a l  
review group ( I R G )  i n  accordance with e s t a b l i s h e d  Publ ic  Heal th  Serv ice  
R e f e r r a l  Guidel ines .  The IRG, c o n s i s t i n g  p r imar i ly  of non-federal  s c i e n t i f i c  
and t e c h n i c a l  expe r t s ,  w i l l  review t h e  a p p l i c a t i o n s  f o r  s c i e n t i f i c  and 
t e c h n i c a l  mer i t .  N o t i f i c a t i o n  of  t h e  review recommendations w i l l  be s e n t  t o  
t h e  app l i can t  a f t e r  t h e  i n i t i a l  review. Appl ica t ions  w i l l  r e ce ive  a 
second-level review by t h e  Nat ional  Advisory Council on Drug Abuse whose 
review may be based on po l i cy  as wel l  as s c i e n t i f i c  mer i t  cons ide ra t ions .  
Only a p p l i c a t i o n s  recommended f o r  approval  by t h e  Council may be considered 
f o r  funding.  

APPLICATION PROCEDURES 

An a p p l i c a t i o n  f o r  a Minority Drug Abuse Prevent ion Research Center g ran t  must 
provide t h e  fol lowing information wi th in  t h e  genera l  proposal :  r e sea rch  p l an  
t o  inc lude  s p e c i f i c  information on t h e  Center ' s  r e sea rch  theme, goa ls ,  and 
ob jec t ives ;  d e t a i l e d  d e s c r i p t i o n s  of  t h e  s p e c i f i c  r e sea rch  p r o j e c t s  and t h e i r  
r e l a t i o n s h i p  t o  t h e  core  program; i d e n t i f i c a t i o n  o f  key s c i e n t i s t s  and t h e i r  
r o l e s  and r e s p o n s i b i l i t i e s  on s p e c i f i c  p r o j e c t s  and r e sea rch  teams; and 
d i scuss ion  of t h e  management s t r u c t u r e  t o  be employed t o  organize  and 
coord ina te  m u l t i d i s c i p l i n a r y  s c i e n t i f i c  r e sea rch  i n i t i a t i v e s ;  t h e  r e sea rch  
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program plan  must be organized around a c e n t r a l  r e sea rch  theme and address  t h e  

r e sea rch  and admin i s t r a t ive  requirements  e s t a b l i s h e d  by t h i s  announcement. 

Furthermore, t h e  proposal  must inc lude  a d e s c r i p t i o n  of  t r a i n i n g  of  r e sea rch  

personnel ;  evidence o f  a s t r o n g  community r e l a t i o n s h i p  with demonstrated 

experience of working i n  t h e  t a r g e t  community; and d e s c r i p t i o n s  o f  

conferences,  pub l i ca t ions ,  and o t h e r  methods f o r  t h e  disseminat ion o f  r e sea rch  

f i n d i n g s  . 

Applicants  should use  t h e  r e sea rch  g ran t  a p p l i c a t i o n  form PHS 398 ( r e v . 

10188) .  The RFA number CDA-90-081 and t h e  t i t l e  o f  t h i s  announcement,

"Minority Drug Abuse Prevent ion Research Research", should be typed i n  item 

number 2 of t h e  face page o f  t h e  PHS 398 a p p l i c a t i o n  form. 


When us ing  t h e  PHS 398 a p p l i c a t i o n  form t o  Applicants  must a f f i x  t h e  RFA l a b e l  

a v a i l a b l e  i n  t h e  398 t o  t h e  bottom of  t h e  f a c e  page. F a i l u r e  t o  use t h i s  

l a b e l  could r e s u l t  i n  delayed process ing  of t h e  a p p l i c a t i o n  such t h a t  it may 

no t  reach  t h e  review committee i n  t i m e  f o r  review. 


Appl ica t ion  k i t s  conta in ing  t h e  necessary  forms and i n s t r u c t i o n s  may be 

obtained from bus iness  o f f i c e s  o r  o f f i c e s  o f  sponsored r e sea rch  a t  most 

u n i v e r s i t i e s ,  c o l l e g e s ,  medical schools ,  and o t h e r  major r e sea rch  f a c i l i t i e s .  

If such a source  is  not  a v a i l a b l e ,  t h e  fol lowing o f f i c e  may be contac ted  f o r  

t h e  necessary  a p p l i c a t i o n  material: 


Grants  Management Branch 

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

5600 F i s h e r s  Lane, Room 8A54 

Rockvi l le ,  Maryland 20857 

Telephone: (301)  443-6710 


The s igned o r i g i n a l  and s i x  ( 6 )  permanent l e g i b l e  copies  of  t h e  completed

a p p l i c a t i o n  should be s e n t  t o :  


Divis ion  of Research Grants ,  N I H  

Westwood Building,  Room 240 

Bethesda, Maryland 20892xx 


INQUIRIES 


Fur ther  information and c o n s u l t a t i o n  on program requirements  r e l evan t  t o  

prevent ion  r e sea rch  can be obtained from: 


D r .  Z i l i  A m s e l  

Chief,  Prevent ion  Research Branch 

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

5600 F i s h e r s  Lane, Room 10A20 

Rockvil le ,  Maryland 20857 

Telephone: ( 3 0 1 )  443-1514 


O N G O I N G  PROGRAM ANNOUNCEMENTS 

PREVENTIVE PULMONARY ACADEMIC AWARD 

P.T.  34; K.W. 0715065, 0745027, 0404000, 0404019 

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

Appl ica t ion  Receipt  Date: J u l y  23, 1990 

The Div is ion  o f  Lung Diseases ( D L D ) ,  Nat ional  Heart, Lung, and Blood I n s t i t u t e  
( N H L B I ) ,  Nat ional  I n s t i t u t e s  o f  Health ( N I H ) ,  announces t h e  f i f t h  and f i n a l  
compet i t ion f o r  t h e  Prevent ive  Pulmonary Academic .Award. The dual  o b j e c t i v e s
o f  t h i s  award are t o  encourage ( 1 )  t h e  development and/or improvement i n  
t each ing  prevent ion  o f  r e s p i r a t o r y  d i s e a s e s  i n  both undergraduate and graduate
medical t r a i n i n g ,  and ( 2 )  research  i n  methods f o r  t h e  prevent ion of  lung
d i seases .  It is  a n t i c i p a t e d  t h a t  approximately fou r  awards w i l l  be made. 

ELIGIBILITY:  A candida te  f o r  t h i s  award must be a phys ic ian  with both 
c l i n i c a l  and academic s k i l l s  who is an e s t a b l i s h e d  f a c u l t y  member i n  an 
acc red i t ed  academic medical i n s t i t u t i o n .  The candida te  must commit a minimum 
of  50  percent  e f f o r t  t o  t h e  program. An i n s t i t u t i o n  sponsoring a candida te  
f o r  t h e  award must show commitment t o  developing and improving t h e  t each ing  o f  
prevent ion  o f  lung d i seases ,  i d e n t i f y i n g  educa t iona l  resources ,  a l lowing t i m e  
f o r  t h e  awardee t o  acqu i r e  educa t iona l  s k i l l s ,  and providing f a c i l i t i e s  f o r  
r e sea rch .  
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Appl ica t ions  from f a c u l t y  members a t  minori ty  medical schools  are e s p e c i a l l y
encouraged. 

PROVISION OF THE AWARD: Th i s  award w i l l  provide up t o  $40,000 s a l a r y  support
f o r  t h e  awardee, p l u s  appropr i a t e  f r i n g e  b e n e f i t s  and up t o  $20,000 a year  f o r  
r e l a t e d  r e sea rch  suppor t .  I n  add i t ion ,  each awardee may apply f o r  up t o  
$10,000 f o r  t e c h n i c a l  a s s i s t a n c e  ( s e e  pages 4-5 of  t h e  Guidel ines  f o r  t h i s  
award); t h e  use  of  t h e s e  funds w i l l  be w o r d i n a t e d  among o t h e r  awardees and 
must be approved by t h e  DLD, NHLBI .  Funds w i l l  be provided f o r  t h e  
reimbursement o f  a c t u a l  i n d i r e c t  c o s t s  a t  a ra te  up t o ,  but  no t  exceeding,
e i g h t  percent  o f  t h e  t o t a l  d i r e c t  c o s t s  o f  each award, exc lus ive  o f  t u i t i o n ,
fees, and expendi tures  f o r  equipment. 

CURRICULA DEVELOPMENT: Cur r i cu la  t o p i c s  which might be addressed inc lude  
i d e n t i f i c a t i o n  of and i n t e r v e n t i o n s  with popula t ions  a t  r i s k  f o r  r e s p i r a t o r y
d i seases ,  p revent ion  o f  r e s p i r a t o r y  i n f e c t i o n s ,  methods f o r  encouraging
smoking ces sa t ion ,  and r e s p i r a t o r y  d i s tu rbances  dur ing  s l e e p .  

RESEARCH PLANS: Research t o p i c s  might inc lude  methods o f  i n t e rven ing  wi th  
popula t ions  a t  r i s k ,  methods f o r  teaching  prevent ion,  smoking ces sa t ion ,
self-management o f  chronic  lung d i seases ,  and c o s t  e f f e c t i v e n e s s  o f  prevent ive  
measures. Educat ional  and/or behavioral  approaches t o  t h e  prevent ion  of  
r e s p i r a t o r y  d i s e a s e s  and/or t h e  promotion o f  lung h e a l t h  are encouraged. 

Letter o f  i n t e n t :  Prospec t ive  a p p l i c a n t s  are asked t o  submit a one-page
l e t t e r  o f  i n t e n t  t h a t  i nc ludes  a d e s c r i p t i v e  t i t l e ,  name o f  t h e  p r i n c i p a l
i n v e s t i g a t o r ( s ) ,  and any o t h e r  p a r t i c i p a t i n g  i n s t i t u t i o n s .  Such l e t t e r s  are 
requested f o r  t h e  purpose o f  ob ta in ing  an i n d i c a t i o n  of  t h e  number o f  
a p p l i c a t i o n s  t o  be rece ived ,  and t h e r e f o r e  t h e  NHLBI u s u a l l y  does not  
acknowledge t h e i r  r e c e i p t .  A l e t t e r  of i n t e n t  is  not  binding,  nor  is  it a 
necessary  requirement for a p p l i c a t i o n .  This  l e t t e r  should be  rece ived  no 
l a t e r  than  June 15,  1990, and s e n t  t o :  

C .  James Sche i r e r ,  Ph.D. 

Contract ,  C l i n i c a l  T r i a l s ,  and 

Train ing  Review Sec t  ion  

Review Branch 

Divis ion  o f  Extramural Affairs, 

Westwood Building,  Room 548 

Bethesda, Maryland 20892 


W 
TIMETABLE : 

L e t t e r  of  I n t e n t  

Appl ica t ion  Receipt  Date 

Technical  Review (which may

inc lude  in te rv iews  conducted 

by t h e  Div is ion  o f  Extramural 

Affairs i n  Bethesda, MD with 

a p p l i c a n t s  1 

Advisory Council Review 

Award Date 


NHLBI 

June 15,  1990 
J u l y  23,  1990 

October/November 1990 
February 14-15, 1991 
June 1, 1991 

Requests f o r  Guidel ines  f o r  t h e  Prevent ive  Pulmonary Academic Award (Revised 

1 / 9 0 ]  should be d i r e c t e d  t o :  


Joan M. Wolle, Ph.D., M.P.H. 

Health S c i e n t i s t  Adminis t ra tor  

Prevent ion,  Education, and Research Tra in ing  Branch 

Divis ion  of Lung Diseases, NHLBI 

Westwood Building,  Room 640 

Bethesda, Maryland 20892 

Telephone: ( 3 0 1 )  496-7668 


This  program is descr ibed  i n  t h e  Catalog o f  Federa l  Domestic Ass is tance  number 

13.838.  Awards w i l l  be made under t h e  a u t h o r i t y  of t h e  Publ ic  Heal th  Se rv ice  

A c t ,  T i t l e  111, Sec t ion  301 (Pub l i c  Law 78-410, as amended; 42 USC 2 4 1 )  and 

adminis tered under PHS g ran t  p o l i c i e s  and Federal  Regulat ions most 

s p e c i f i c a l l y  42 CFR P a r t  52 and 45 CFR P a r t  7 4 .  This  program i s " n o t  sub jec t  

t o  intergovernmental  review requirements  o f  Executive Order 12372 o r  t o  Heal th  

Systems Agency Review. 
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XXTHE MAILING ADDRESS GIVEN FOR SENDING APPLICATIONS TO THE DIVISION OF
RESEARCH GRANTS OR CONTACTING PROGRAM STAFF IN THE WESTWOOD BUILDING IS THE 
CENTRAL MAILING ADDRESS FOR THE NATIONAL INSTITUTES OF HEALTH. APPLICANTS WHO
USE EXPRESS MAIL OR A COURIER SERVICE ARE ADVISED TO FOLLOW THE CARRIER'S 
REQUIREMENTS FOR SHOWING A STREET ADDRESS. THE ADDRESS FOR THE WESTWOOD
BUILDING IS: 
5333 Westbard Avenue 
Bethesda, Maryland 20816 

bU.S.GOVERNMENT PRINTING OFFICE:1990-261-138:00035 
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