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K OF FCTROMFI IA (MOUSE P O U  
(Follow-Up I n f o r m a t i o n )  

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
** ** **$ The NIH Guide fo r  Grants and Contracts (Vol, 9,  No. 1 ,  ** January 3, 1980) recently published a notice a ler t ing 
3 
* 

** the sc ien t i f ic  community of an outbreak of ectromelia i n
3 a laboratory a t  the NIH and t h a t  of an NIH contractor, **
* 

: This particular episode of ectromelia infection apparently *** 
: has been controlled and no longer should represent a hazard; ** 
; however, increased surveillance continues a t  the NIH. We * 

: are  providing more detailed information direct ly  to  NIH- 3 

: supported investigators who may be ut i l iz ing mice i n  the r 3
; research. * 
* * 
* We would appreciate your continued cooperation i n  report **
* 


* to  us any evidence o f  the disease. Please address such **
** information and other inquiries to:  *
** ** 
rc *
** **
* Dr. Robert A .  Whitney, J r .  * 

**
** Chief, Veterinary Resources Branch * 

** 
Division of Research Services*
* National Inst i tutes  of Health *** 
** 
* 9000 Rockville Pike ** 

**
* Bethesda , Mary1and 20205 ** 

** 
$ Telephone: (301) 496-2527 *i 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  * 
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SUPREME COURT RULES ON DATA 

I N  POSSESSION OF GRANTEES 

The U.S. Supreme Court has ru l ed  that c e r t a i n  d a t a  i n  the  possession of 
gran tees  are no t  N I H  records  and are t h e r e f o r e  not  s u b j e c t  t o  release under 
t h e  Federal  Government's Freedom of  Information A c t  (FOIA). The r u l i n g ' s  
e f f e c t  is  t h a t  N I H  is  n o t  requi red  t o  a sk  t h a t  g ran tees  hand over  t h e i r  
raw research  da ta  f o r  release t o  reques tors .  

The dec i s ion  w i l l  n o t  a f f e c t  N I H  p r a c t i c e ,  because i t  has never demanded 
r a w  research  d a t a  from grantees  f o r  FOIA release. 

Also, t h e  Supreme Court s t a t e d  t h a t  gran tees  themselves are no t  genera l ly  
regarded as U.S. government agencies  "absent ex tens ive ,  d e t a i l e d  and 
v i r t u a l l y  day-to-day supervis ion."  This  means t h a t  g ran tees  are  no t  
requi red  t o  respond t o  r eques t s  addressed t o  them t h a t  c i t e  t h e  Federal  
Government's FOIA. 

The case, Forsham v. Harris, involved records t h a t  g ran tees  had accumulated 
under t h e  Ungversity Group Diabetes  Program (UGDP). S c i e n t i s t s  had gathered 
d a t a  a t  12 c e n t e r s  on t h e  e f f ec t fveness  of treatment regimens f o r  d i abe te s .  
They had funneled t h e s e  records  t o  a coordinat ing c e n t e r  a t  t h e  Univers i ty  
of Maryland. A group of phys ic ians  who treat d i a b e t i c s  c r i t i c i z e d  the  
s tudy ' s  conclusions and requested that N I H  release t h e  r a w  d a t a  f o r  res tudy.  

The Government Qontendedin opposing t h e  reques t  that s i n c e  t h e  d a t a  had 
been generated by g ran tees  and had never come i n t o  N I H  hands, they were no t  
U.S. Government "agency records. ' '  The c o u r t  agreed wi th  t h e  Government's 
argument in fts 7-2 dec is ion .  

The Nat ional  I n s t i t u t e  of A r t h r i t i s ,  Metabolism, and Diges t ive  Diseases (NIAMDD) 
had funded t h e  g ran t s .  NIAMDD d id  have a r i g h t  Of access to  t h e  records  to 
assu re  compliance wi th  t h e  g r a n t s ,  o r  could have taken permanent custody of 
t h e  records ,  according t o  t h e  r eques to r s .  Even so, t h i s  d i d  n o t  make agency 
records  of t h e s e  r a w  d a t a ,  according t o  the  cour t .  J u s t i c e  W i l l i a m  H. Rehnquist 
wrote, f o r  t h e  cour t :  " . . .but  i n  t h i s  contex t  FOIA a p p l i e s  t o  records  which 
have been i n  fact obta ined  and no t  t o  records which merely could have been-obtained.  'I-

Reference: Forsham v.  Harris, Case No. 78-1118, decided March 3 ,  1980. All 
l a w  schools  w i l l  have received t h e  dec i s fon ,  which i s ' r e p o r t e d  i n  48 LW 4232, 
March 4, 1980. 

Address que r i e s  to :  

Bowen Hosford, J. D. 

N I H  Freedom of Information Coordinator 

Room 2B37, Bui lding 31 


W' 	 National  I n s t i t u t e s  of Heal th  
Bethesda, 'Maryland 20205 
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CONTINUED SUPPORT OF A RESEARCH PROJECT WHEN THE 

PRINCIPAL INVESTIGATOR LEAVES THE GRANTEE INSTITUTION 

A. 	 Purpose This  i s suance  states t h e  N I H ' s  po l icy  and t h e  procedures t o  
be used f o r  continued support  of a research  p r o j e c t  p rev ious ly  approved 
by t h e  N I H  when t h e  p r i n c i p a l  i n v e s t i g a t o r  depa r t s  t h e  g ran tee  i n s t i t u ­
t i o n  o r  leaves  t h e  p r o j e c t  f o r  any reason. It implements f o r  N I H  t h e  
PHS Grants Adminis t ra t ion 'Manual Chapter 1-502, Change of Grantee 
I n s t i t u t i o n ,  and supersedes NTH h i d e  for Gmnts and Contracts, N o .  16,  
pages 19-24, January 14, 1972. 

B. App l i cab i l i t y  	 This  po l i cy  a p p l i e s  t o  a l l  N I H  d i s c r e t i o n a r y  p r o j e c t  
n o tgrants .  It is  -a p p l i c a b l e  t o  fe l lowship  awards, o the r  awards t o  

ind iv idua l s ,  o r  t r a n s f e r s  of g ran t s  t o  o r  between fo re ign  i n s t i t u t i o n s .  
A t r a i n i n g  g ran t  o r  a r e sea rch  resource ,  cen te r  g ran t ,  o r  cons t ruc t ion  
g ran t  may be t r a n s f e r r e d  only  under unusual circumstances.  

C. De f in i t i ons  

1. 	 Change of Grantee I n s t i t u t i o n  - A process  whereby t h e  l e g a l  and 
admin i s t r a t ive  r e s p o n s i b i l i t y  f o r  adminis te r ing  a grant-supported 
p r o j e c t  o r  a c t i v i t y  fs t r a n s f e r r e d  from one e l i g i b l e ,  q u a l i f i e d  
g ran tee  t o  another  p r f o r  t o  t h e  ending d a t e  of t h e  approved 
p r o j e c t  per iod f o r  t h e  g ran t  being t r ans fe r r ed .  

2. 	 Successor i n  Interest - A process  whereby t h e  r i g h t s  and o b l i g a t i o n s  
t o  an  N I H  g ran t  o r  g r a n t s  are acquired i n c i d e n t a l  t o  t h e  t r a n s f e r  
of a l l  of t h e  assets of t h e  g ran tee  o r  a l l  of t h a t  p a r t  of t h e  
assets involved i n  t h e  performance of t h e  g ran t .  Such t r a n s f e r  
may r e s u l t  from l e g i s l a t h e  or o the r  l e g a l  a c t i o n s  such as a 
merger, d i v e s t i t u r e ,  o r  other corporate change. 

3. 	 N a m e  Change - An a c t i o n  whereby t h e  name of an  o rgan iza t ion  is  
changed without  o therwise  a f f e c t i n g  t h e  r i g h t s  and o b l i g a t i o n s  
of t h e  p a r t i e s  involved. 

D. Pol icy 

1. 	 When t h e  p r i n c i p a l  i n v e s t i g a t o r  o r  program d i r e c t o r  of  a n  NIH-
supported r e sea rch  p r o j e c t  expec ts  t o  leave  t h e  g ran tee  i n s t i t u t i o n  
o r  t h e  p r o j e c t  f o r  any reason (except a temporary absence) ,  t h e  
appropr i a t e  N I H  awarding u n i t  must be n o t i f i e d  as soon as p r a c t i c a b l e  
by t h e  p r i n c i p a l  i n v e s t i g a t o r  o r  an o f f i c i a l  of t h e  g ran tee  i n s t i t u ­
t i on .  The op t ions  a v a i l a b l e  f o r  continued support  of t h e  r e sea rch  
p ro jec t  by t h e  N I H  are: 
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a. 	 The o r i g i n a l  g ran tee  i n s t i t u t i o n  may r eques t  that t h e  p r o j e c t  
be r e t a i n e d  a t  t h e  i n s t i t u t i o n  under t h e  d i r e c t i o n  of ano the r  
p r i n c i p a l  i n v e s t i g a t o r  t o  be approved by t h e  NTH: OR 

b. 	 The remainder ( s e e  Sec t ionF .5 . )  of t h e  p r o j e c t  per iod may be 
supported a t  t h e  new i n s t i t u t i o n  i n  behalf  of t h e  same i n v e s t i ­
g a t o r  provided t h e  f i r s t  op t ion  i s  n o t  used. I n  t h i s  case, t h e  
new i n s t i t u t i o n  must submit an a p p l i c a t i o n  (form PHS 398) f o r  
support  of t h e  p r o j e c t ,  w i th  no s i g n i f i c a n t  change i n  r e sea rch  
ob jec t fves  o r  level of budget. 

I f  n e i t h e r  op t ion  is  proposed, support  of t h e  p r o j e c t  w i l l  be  
terminated.  

E. R e s p o n s i b i l i t i e s  

1. 	 When a change of i n s t i t u t i o n  is expected,  i t  is  t h e  r e s p o n s i b i l i t y  
of t h e  i n s t i t u t i o n  t o  main ta in  a reasonable  spending p a t t e r n  and 
rate s o  as n o t  t o  adverse ly  o r  unduly a f f e c t  cont inued support  
a t  t h e  proposed new i n s t i t u t i o n .  The o r i g i n a l  g ran tee  must no t  
presuppose t h e  t r a n s f e r  and t h e r e f o r e  may no t  expend any g ran t  
funds f o r  u s e  at t h e  proposed new i n s t i t u t i o n  without  p r i o r  
approval  from the N I H  awarding u n i t .  

2. 	 A change of g ran tee  i n s t i t u t i o n  f o r  a r e sea rch  g ran t ,  on behalf  of 
t h e  same i n v e s t f g a t o r  t r a n s f e r r i n g  between two domestic i n s t i t u ­
t i o n s  o r  from a fo re tgn  i n s t i t u t i o n  t o  a domestic i n s t i t u t i o n ,  
may be made wi thout  compet i t ive  review. Such change may be f o r  
a perfod up t o  t h e  remainder of t h e  prev ious ly  approved p r o j e c t  
per iod  i n  an amount n o t  t o  exceed t h a t  prev ious ly  recommended f o r  
t h e  remaining po r t fon  of t h e  p r o j e c t  per iod  provided: (a) t h e  
change of g ran tee  a c t t o n  m e e t s  a l l  o t h e r  a p p l i c a b l e  requirements  
of t h i s  po l i cy ,  (b) t h e r e  i s  no s i g n i f i c a n t  change i n  r e sea rch  
o b j e c t i v e s  o r  i n  t h e  level of funding f o r  d i r e c t  c o s t s  from that 
descrfbed i n  t h e  p r o j e c t  p rev ious ly  approved, (c) t h e  f a c i l i t i e s  
and resources  a t  t h e  new l o c a t i o n  a l low f o r  t h e  success fu l  performance 
of the p r o j e c t .  However, i f  t h e  proposed change of g ran tee  a c t i o n  
does n o t  c l e a r l y  m e e t  t h e s e  s t i p u l a t i o n s  o r  o t h e r  programmatic and 
admin i s t r a t ive  requirements ,  t h e  NTH awarding u n i t  may r e q u i r e  t h a t  
t h e  a p p l i c a t i o n  f o r  t h e  replacement g ran t  receive a compet i t ive  review 
i n  accordance wi th  t h e  usua l  peer  review procedures.  

3 .  	 A rel inquishment  s ta tement  ( s e e  Exhib i t  I) from t h e  o r i g i n a l  g ran tee  
r e l i n q u i s h i n g  i t s  i n t e r e s t s  and r i g h t s  t o  t h e  g ran t  is  r equ i r ed  when 
t h e  g ran t  t o  be t r a n s f e r r e d  involves  t h e  r e l o c a t i o n  of a p r i n c i p a l  
i n v e s t i g a t o r  t o  ano the r  i n s t i t u t i o n .  Acceptance of a rel inquishment  
s ta tement  and subsequent te rmina t ion  of g ran t  support  by N I H  does 
n o t  guarantee N I H  approval  of a replacement a p p l i c a t i o n  f o r  t h e  
continued funding of  t h e  p r o j e c t .  

m 
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4 .  	 I n  those  cases where t h e  g ran t  is  t o  be terminated by mutual 
consent,  o r  when t h e  g ran t  is u n i l a t e r a l l y  terminated by t h e  
gran tee ,  a w r i t t e n  s ta tement  i n  l i e u  of t h e  formal r e l inqu i sh ­
ment s ta tement  may be  submitted by t h e  g ran tee  i n s t i t u t i o n  t o  
t h e  awarding u n i t  which inc ludes  an estimate of t h e  unobl igated 
balance of funds expected t o  remain a t  t h e  t i m e  of te rmina t ion .  

5. 	 A change of g ran tee  a c t i o n  f o r  a t r a i n i n g ,  resource ,  o r  cen te r  
g r a n t  will gene ra l ly  be approved only  when a l l  of t h e  permanent 
b e n e f i t s  a t t r i b u t a b l e  t o  t h e  o r i g i n a l  g ran t  can be t r a n s f e r r e d .  
This  would inc lude  t h e  t r a n s f e r  of a l l  equipment c o s t i n g  $1,000 
o r  more i n  accordance w i t h  t h e  requirements of T i t l e  45, P a r t  74, 
Subpart  0, Property,  and curr iculum developed under a t r a i n i n g  
grant .  Such a c t i o n  must be thoroughly documented i n  t h e  o f f i c i a l  
g ran t  f i l e .  

F. Implementing Procedures 

1. 	 WHEN A PRINCIPAL I'NVESTIGATOR DEPARTS AND THE GRANTEE INSTITUTION 
REQUESTS CONTINUATION OF THE PROJECT UNDER THE DIRECTION OF 
ANOTHER PRINCIPAL INVESTIGATOR 

When t h e  p r i n c i p a l  i n v e s t i g a t o r  of an ongoing p r o j e c t  leaves t h e  
g ran tee  i n s t i t u t i o n  o r  t h e  p r o j e c t  f o r  any reason,  t h e  g ran tee  
i n s t i t u t i o n  may r eques t  t h a t  t h e  p r o j e c t  be continued a t  t h e  
same i n s t i t u t i o n  under t h e  d i r e c t i o n  of another  p r i n c i p a l  i n v e s t i ­
ga to r  f o r  t h e  remainder of t h e  p r o j e c t  per iod  and a t  t h e  level 
prev2ously recommended, The reques t  w i l l  be  made i n  w r i t i n g  
expla in ing  t h e  reason f o r  t h e  proposed change and should inc lude  
a b iographica l  ske t ch  of t h e  proposed new i n v e s t i g a t o r .  I f  t h e  
g r a n t  i s  t o  be cont inued,  t h e  ind iv idua l  proposed by t h e  g ran tee  
i n s t i t u t i o n  as t h e  new p r i n c i p a l  i n v e s t i g a t o r  must be found 
accep tab le  by t h e  N I H  awardfng u n i t  fol lowing review of h i s  o r  
he r  q u a l i f i c a t i o n s  and re-evaluat ion of t h e  p r o j e c t  i n  t h e  l i g h t  
of the proposed change. National Advisory C o u n c i l  o r  Board 
review is no t  requi red  f o r  such change of p r i n c i p a l  i n v e s t i g a t o r .  

2 .  	 WHEN A PRINCIPAL INVESTIGATOR DEPARTS FROM AN INSTITUTION WHEN 
THERE IS  AN NIH-APPROVEDBUT NOT YET AWARDED OR ACTIVATED GRANT 

When a p r i n c i p a l  i n v e s t i g a t o r  l eaves  an  i n s t i t u t i o n  which has  an 
approved competing a p p l i c a t i o n ,  bu t  p r i o r  t o  t h e  award o r  a c t i v a ­
t i o n  of t h e  g ran t ,  t h e  o r i g i n a l  app l i can t  i n s t i t u t i o n  may r eques t  
t h a t  t h e  p r o j e c t  be  supported a t  that i n s t i t u t i o n  of behalf  of 
another  p r i n c i p a l  i n v e s t i g a t o r .  (See F . l .  above.) A l t e rna t ive ly ,  
t he  p ro jec t  may, upon r eques t ,  be supported a t  t h e  new i n s t i t u t i o n  
t o  which t h e  p r i n c i p a l  i n v e s t i g a t o r  moves. This  w i l l  r e q u i r e  
(a )  formal withdrawal of t he  app l i ca t ion  by t h e  o r i g i n a l  a p p l i c a n t  
i n s t i t u t i o n ,  and (b) submission of an a p p l i c a t i o n  (form PHS 398) 
from t h e  new i n s t i t u t i o n .  This  app l i ca t ion ,  i f  i t  proposes no 
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s i g n i f i c a n t  change i n  t h e  p r o j e c t  o r  l e v e l  of expendi ture ,  and 
provides  f o r  s a t i s f a c t o r y  f a c i l i t i e s  and resources ,  may be ac t ed  

_f 

upon admin i s t r a t ive ly  by t h e  N I H  awarding u n i t  and does n o t  r e q u i r e  
Council o r  Board a c t i o n .  

3. 	 WHEN THE PRINCIPAL INVESTIGATOR DEPARTS THE INSTITUTION AND 
REQUESTS THAT THE PROJECT BE SUPPORTED AT ANOTHER INSTITUTION 

When t h e  p r i n c i p a l  i n v e s t i g a t o r  d e p a r t s  t h e  i n s t i t u t i o n  t h a t  
w a s  awarded t h e  g ran t ,  and r eques t s  t h e  p r o j e c t  be supported 
a t  another  i n s t i t u t i o n ,  t h e  p r o j e c t  i n  behalf  o f  t h e  same 
i n v e s t i g a t o r  may be supported a t  t h e  new i n s t i t u t i o n  f o r  a 
per iod up t o  t h e  remainder (see Sec t ion  ' F . 5 . )  of t h e  prev ious ly  
approved p r o j e c t  perfod and i n  an amount genera l ly  no t  t o  exceed 
t h a t  prev ious ly  recommended f o r  t h e  remaining per iod .  Nat ional  
Advisory Council/Board review and recommendation is  n o t  requi red .  
Support may be continued a t  t h e  new i n s t i t u t i o n  without  
compet i t fve revfew provided t h a t :  

0 	 t h e  p r o j e c t  is  no longer  supported by g ran t  funds a t  t h e  
o r i g i n a l  i n s t  it u t  ion  

0 	 t h e  i n v e s t i g a t o r  p l ans  no s i g n i f i c a n t  change i n  t h e  r e sea rch  
o b j e c t i v e s  o r  i n  t h e  lwel of t h e  budget from those  descr ibed  
i n  t h e  prev ious ly  approved p r o j e c t ;  and 

0 	 t h e  new i n s t t t u t i o n  submits a n  a p p l i c a t i o n  f o r  support  of 
t h e  p r o j e c t .  

I f  t h e  i n v e s t i g a t o r  wishes t o  depa r t  from t h e  prev ious ly  
recommended p r o j e c t ,  o r  i f  any o t h e r  cond i t ion  above is  no t  
m e t ,  t h e  o l d  g ran t  w i l l  be  terminated,  t h e  replacement a p p l i c a t i o n  
w i l l  compete f o r  a v a t l a b l e  funds a long  w i t h  o t h e r  new a p p l i c a t i o n s .  

4 .  	 For continued support  a t  a new i n s t i t u t i o n  of  a c u r r e n t l y  ongoing 
research  p r o j e c t ,  t h e  fol lowing shall be submitted: 

a. Informateon r equ i r ed  from t h e  o r i g i n a l  g ran tee  i n s t i t u t i o n  

(1) A r e l o c a t i o n  a p p l i c a t i o n  w i l l  n o t  be processed u n t i l  an 
o f f i c i a l  s ta tement ,  s igned by t h e  proper  i n s t i t u t i o n  
o f f i c i a l ,  r e l i n q u i s h i n g  i n t e r e s t s  and r i g h t s  i n  t h e  
g r a n t  has  been received by t h e  N I H  awarding u n i t .  For a 
l i s t  of information t o  be included i n  t h e  rel inquishment  
s ta tement  see Exhib i t  I. 

( 2 )  	Following t h e  terminat ion of t h e  g r a n t ,  t h e  o r i g i n a l  
g r a n t e e  i n s t i t u t i o n  w i l l  submit t o  t h e  awarding u n i t :  

0 a f f n a l  expendi ture  o r  f i n a n c i a l  s t a t u s  r e p o r t  

0 a f i n a l  Invent ion  Statement,  Form HEW 568 
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Note: 	 No terminal  progress  r e p o r t  w i l l  be required i f  t h e  gran t  is  
t r ans fe r r ed .  The progress  r e p o r t  required i n  t h e  PHS 398 
app l i ca t ion  from t h e  new i n s t i t u t i o n  w i l l  s e rve  i n  l i e u  of 
a f i n a l  p rogress  r e p o r t  f o r  t h e  p ro jec t  a t  t h e  o r i g i n a l  
i n s t i t u t i o n  . 

b. Information requi red  from t h e  new i n s t i t u t i o n  

(1) Request f o r  support  previously approved 

The new h s t i t u t i o n  should submit a completed r e sea rch  
g ran t  app l i ca t ron ,  form PHS 398, with  "CHANGE OF GRANTEE 
TNSTfTUTTON" typed i n  capi ta l  let ters ac ross  the  top of 
t h e  face page and budget page. This app l i ca t ion  should 
conta in  a l l  the  information requested i n  t h e  i n s t r u c t i o n s .  
(The comprehensive progress  r epor t  w i l l  s e rve  in l i e u  of 
a f i n a l  progress  r e p o r t  from the  o r i g i n a l  i n s t i t u t i o n . )  
The app l i ca t fon  must include: 

0 a desc r ip t fon  of  t h e  research  plan,  

0 	 a desc r ip t ion  of the  f a c i l i t i e s  a t  t h e  new 
inst f t ution,  

0 t h e  probable e f f e c t e  of t h e  move on t h e  p r o j e c t ,  

0 	 biographica l  ske tches  of a l l  p ro fes s iona l  personnel 
t o  be aesoc ia ted  wi th  the  p r o j e c t ,  

0 	 a lfst of all equipment t o  be t r a n s f e r r e d  by t h e  
o r r g i n a l  g ran tee  i n s t i t u t i o n  t o  t h e  p r o j e c t  which 
w a s  purchased i n  whole o r  i n  p a r t  wi th  g r a n t  funds,  
and which had a a c q u i s i t i o n  c o s t  of $1,000. 

Such a l i s t i n g  i n  the app l i ca t ion  r ep resen t s  the new 
i n s t i t u t i o n ' s  acceptance of t i t l e  and r e s p o n s i b i l i t y  
f o r  t h e  equipment. 

The a p p l i c a t i o n  w i l l  r ece ive  admin i s t r a t ive  review by t h e  
NIH awarding u n i t  as a change of i n s t i t u t i o n  (Type 7)  
app l i ca t ion .  

(2) 	 Request f o r  a d d i t i o n a l  years  beyond those  previously 
approved 

I f  support  is  t o  be requested f o r  a d d i t i o n a l  years  beyond 
those  of t h e  previously approved p r o j e c t  per iod ,  a sepa ra t e  
f a c e  page and budget page f o r  t h e  a d d i t i o n a l  yea r s  may be 
included wi th  t h e  Type 7 appl ica t ion  so t h a t  the same pre­
s e n t a t i o n  h a i n  body of t h e  app l i ca t ion )  can be u t i l i z e d  
f o r  both t h e  admin i s t r a t ive  review (above) and a competi t ive 
review f o r  t h e  a d d i t i o n a l  years. The t o t a l  number of addi­
t i o n a l  years  requested may no t  exceed f i v e .  The f a c e  page 
and budget pages f o r  t h e  previously approved support  should 
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be a t t ached  t o  t h e  e x t r a  cop ie s  of t h e  a p p l i c a t i o n  and 
w i l l  receive admin i s t r a t ive  review by t h e  awarding u n i t .  
The f a c e  page and budget pages f o r  a d d i t i o n a l  years w i l l  
be a t t ached  t o  t h e  o r i g i n a l  copy of t h e  a p p l i c a t i o n  and 
w i l l  be ass igned  as a Type 2 (competing cont inua t ion  
a p p l i c a t i o n )  t o  compete f o r  a d d i t i o n a l  funds.  

( 3 )  Emergency i n t e r i m  support  t o  prevent  a l a p s e  i n  t h e  p r o j e c t  

I f  i n  t h e  pre l iminary  r e v i e w  of a Type 7 proposal  i t  is  
found t h e r e  i s  a s i g n i f i c a n t  change i n  t h e  proposed p r o j e c t  
o r  level of expendi ture ,  a new a p p l i c a t i o n  f o r  compet i t ive  
review w i l l  be  requi red  f o r  continued suppor t .  However, 
should t h i s  requirement f o r  compet i t ive review cause an  
undes i r ab le  i n t e r r u p t i o n  i n  r e sea rch  suppor t ,  t h e  N I H  
awarding u n i t  may g ive  admin i s t r a t ive  approval  f o r  t h e  
award of i n t e r i m  emergency support  a t  t h e  new i n s t i t u t i o n  
while  t h e  Type 2 a p p l i c a t i o n  is  being reviewed. This  may 
only be done Ca) i f  t h e r e  are remaining yea r s  i n  t h e  pre­
v ious ly  approved p r o j e c t  per iod ,  (b) a t  a p ro ra t ed  l e v e l  no 
g r e a t e r  than  t h a t  prev ious ly  recommended, and (c )  f o r  only 
enough t i m e  t o  complete t h e  competi t ive review and, i f  
approved, make an  award. I n  no case may t h e  i n t e r i m  award 
be made f o r  a per iod  longer  than 18 months. 

5. 	 The l eng th  of t i m e  t o  be approved f o r  t h e  f i r s t  budget per iod of 
t h e  replacement g r a n t  w i l l  u t i l i z e  a 12-month budget per iod  when-
ever poss ib l e .  Less than 6 months w i l l  be  considered f o r  award 
only under very  unusual c i rcumstances.  The award t o  t h e  replacement 
g ran tee  w i l l  show t h e  f i r s t  year  of support  under a new g ran t  number 

6 .  	 I f  an es t imated  unobl igated balance i n  t h e  o r i g i n a l  g ran t  i s  used 
t o  determine t h e  award level of t h e  replacement g r a n t ,  t h e  awarding 
u n i t  may subsequent ly  a d j u s t  such a g r a n t  ( e i t h e r  upward o r  downward 
in accordance wi th  t h e  a c t u a l ,  unobl igated balance remaining from 
t h e  o r i g t n a l  g ran t  as shown on t h e  f i n a l  expendi tures  r e p o r t .  

Other Changes 

1. 	 Changes Tnvolving a Foreign I n s t i t u t i o n  I n v e s t i g a t o r s  t r a n s f e r r i n g  
t o  o r  between fo re ign  i n s t i t u t i o n s  are requi red  t o  submit a new 
a p p l i c a t i o n  from t h e  new i n s t i t u t i o n ;  admin i s t r a t ive  approval  may 
not-be given.  The a p p l i c a t i o n  w i l l  be  reviewed as any new appl ica­
t i o n  and must compete f o r  a v a i l a b l e  funds.  A gran t  made t o  a fore ign  
i n s t i t u t i o n  may be a d m i n i s t r a t i v e l y  r e loca ted  t o  a domestic 
i n s t i t u t i o n .  
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a. 	 Relocat ion in t h e  Same Univers i ty  System 
p r o j e c t  from one "campus" t o  another  i n  t h e  same u n i v e r s i t y  

I f  moving a r e sea rch  

system r e s u l t s  i n  a major geographic change, e.g.  from Dallas 
t o  Galveston o r  from Berkeley t o  San Diego, t h e  move should be 
considered a change of i n s t i t u t i o n  and be s u b j e c t  t o  t h e  pro­
cedures  o u t l i n e d  i n  F.3. 

b. 	 Change of I n s t i t u t i o n a l  Sponsorship a t  Same Geographic Location 
I f  t h e r e  i s  a r eques t  f o r  change of  g ran tee  i n s t i t u t i o n  on a 
p r o j e c t  which does n o t ,  however, a f f e c t  t h e  geographic l o c a t i o n ,  
f a c i l i t i e s ,  resources ,  o r  o b j e c t i v e s  of t h e  p r o j e c t ,  t h i s  is  
s t i l l  considered a change of i n s t i t u t i o n  and s u b j e c t  t o  t h e  
procedures ou t l ined  i n  P. 3. 

H. E f f ec t ive  Date This  po l i cy  is  e f f e c t i v e  on d a t e  of release. 
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Exhib i t  I 

REQUIREMENTS FOR A STATEMENT 
RELINQUISHING INTEREST I N  A PHS GRANT 

The fol lowing items must be included i n  t h e  o f f i c i a l  s ta tement  
r e l inqu i sh ing  i n t e r e s t  i n  a n  NTH g ran t .  

1. Date 

2 .  Grant Number 

3 .  Name and address  of g ran tee  i n s t i t u t i o n  

4. Name of  P r i n c i p a l  Tnves t iga to r lP ro jec t  Di rec tor  

5. 	 A b r i e f  s ta tement  of t h e  reasons f o r  r e l i n q u i s h i n g  
i n t e r e s t  i n  t h e  g r a n t  

6. 	 A s ta tement  t n d i c a t i n g  t h e  g ran tee ' s  w i l l i ngness  t o  terminate 
t h e  g r a n t  and t o  r e l i n q u i s h  a l l  c la ims t o  any unobl igated 
funds remainfng t n  t h e  g ran t ,  as w e l l  a s  t o  a l l  recommended 
f u t u r e  suppor t ,  i f  any, of t h i s  p r o j e c t .  

7 .  E f f e c t i v e  date of te rmina t ion  

8. 	 A n  es t imated  unexpended balance ( d i r e c t  and i n d i r e c t  c o s t s )  
on t h e  te rmina t ion  d a t e  of t h e  p r o j e c t .  

9 .  	 A l ist  of a l l  ftems of  equipment wi th  an  a c q u i s i t i o n  c o s t  of 
$1,000 o r  more, purchased i n  whole o r  i n  p a r t  w i t h  g r a n t  funds. 

10. 	 The s i g n a t u r e s  of t h e  o f f i c i a l  au thor ized  t o  s i g n  in behalf  
of t h e  g ran tee  o rgan iza t ion  and of t h e  f i n a n c i a l  o f f i c e r .  

-c 
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SPECIALIZED CLINICAL RESEARCH CENTERS 	 * 0 0 / 0 0 0 0 0 / 0 /  

/ , , , # # #  ....'ANNOUNCEMENT; 
FOR PERIODONTAL DISEASES 

NATIONAL INSTITUTE OF DENTAL RESEARCH 

Appfication atec&pX &e, Octoben 1 ,  1980  

INTRODUCTION 

The Nat ional  I n s t i t u t e  of Dental  Research (NIDR) is  c u r r e n t l y  support ing 
t h r e e  Spec ia l ized  C l i n i c a l  Research Centers  f o r  Per iodonta l  Diseases a t  
Forsyth Dental  Center ,  Boston; S t a t e  Univers i ty  of New York, Buffalo;  and 
and Virg in ia  Commonwealth Univers i ty ,  Richmond. The f i r s t  two c e n t e r s  
w i l l  complete a 5 year  p r o j e c t  per iod  i n  1982 and t h e  t h i r d  i n  1983. The 
o r i g i n a l  announcement (NIH a i d e  for Grants and Contmcts, V o l .  5 ,  No. 22, 
December 20, 1976) s t a t e d  t h a t  t h e  g r a n t s  would be awarded t o  t h e  c e n t e r s  
f o r  an i n i t i a l  per iod of f i v e  yea r s ,  and that support  f o r  subsequent pro­
ject  per iods  would be determined by competi t ive reviews of new and  renewal 
app l i ca t ions .  Accordingly, t h e  NIDR now i n v i t e s  a p p l i c a t i o n s  from a l l  
i n s t i t u t i o n s  wishing t o  compete f o r  c e n t e r  gran t  suppor t .  The p resen t  
announcement provides  r ev i sed  gu ide l ines  f o r  prepar ing  a n  a p p l i c a t i o n .  
Applicants  are advised t o  con tac t  D r .  Paul  Parakkal,  Extramural Programs, 
National I n s t i t u t e  of Dental  Research, Room 519, Westwood Building,  
Bethesda, Maryland 20205, (301) 496-7784 f o r  a d d i t i o n a l  information.  

The Per iodonta l  Diseases Centers  w e r e  e s t ab l i shed  t o  accelerate t h e  
a c q u i s i t i o n  of new information f o r  prevent ing,  diagnosing and t r e a t i n g  
per iodonta l  d i s e a s e s  and t o  b r ing  their resources ,  f a c i l i t i e s  and manpower 
t o  bear  on these  problems i n  a concerted way. I n  t h e  span of t h r e e  yea r s ,  
t he  c e n t e r s  have a l r eady  made s i g n i f i c a n t  progress  i n  microbio logica l  and 
immunological research .  They have i d e n t i f i e d  numerous new s p e c i e s  of 
b a c t e r i a  from t h e  d iseased  pe r iodon ta l  pockets,  and are cont inuing  t h e  
task of c l a s s i f y i n g  the t o t a l  f l o r a  of t h e  per iodonta l  pockets .  The bas i c  
f ind ing  that polymorphonuclear leucocytes  show kmpaired chemotactic func t ion  
i n  p a t i e n t s  w i t h  j u v e n i l e  p e r i o d o n t i t i s  has now been confirmed and ampl i f ied .  
The r o l e  of complement in  hos t  response t o  per iodonta l  d i s e a s e  has  a l s o  
been f u r t h e r  c l a r i f i e d .  The c e n t e r s  w i l l  cont inue these  e f f o r t s  and a l s o  
focus t h e i r  a t t e n t i o n  on t h e  many o t h e r  c e l l u l a r  and chemical r e a c t i o n s  
which may p r o t e c t  t h e  hos t ,  o r  cause s o f t  t i s s u e  and bone d e s t r u c t i o n .  
The development of t he rapeu t i c  techniques and prevent ive  measures has  been 
slow and t h e  c e n t e r s  are expected t o  accelerate t h e i r  e f f o r t s  i n  t h i s  area. 

This program i s  descr ibed  i n  t h e  Catalog of Federal  Domestic Ass is tance  
number 13.841. Awards w i l l  be  made under t h e  a u t h o r i t y  of t h e  Pub l i c  Heal th  
Service A c t ,  T i t l e  111, Sect ion  301 (Publ ic  Law 78-410, as amended; 42 USC 
241) and adminis tered under PHS g ran t  p o l i c i e s  and Federal  Regulat ions 42 CFR 
P a r t  52 and 45 CFR P a r t  74. This  program is n o t  s u b j e c t  t o  A-95 Clearinghouse 
o r  Health Systems Agency review. 
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BACKGROUND 

“ew
Per iodonta l  d i s e a s e s  inc lude  inflammatory condi t ions  which a f f e c t  t h e  
t i s s u e s  around t h e  r o o t s  of t h e  t e e t h  and l ead  t o  too th  loss. I t  i s  
est imated t h a t  94 m i l l i o n  Americans have a c t i v e  per iodonta l  d i s e a s e ,  and 
approximately 32 m i l l i o n  of  t hese  i n d i v i d u a l s  have an  advanced s t a g e  of 
t h e  d isease .  Thus, t h e s e  d i s e a s e s  c o n s t i t u t e  a major h e a l t h  problem of 
increas ing  concern i n  o u r  soc ie ty .  Not on ly  are t h e  cu r ren t  t reatment  
methods d i f f i c u l t ,  b u t  t h e  r e s u l t s  are unce r t a in .  The American pub l i c  
pays approximately $1.5 b i l l i o n  every year  f o r  per iodonta l  therapy even 
though only a f r a c t i o n  of  those  who need t reatment  a c t u a l l y  receive i t .  

OBJECTIVES 

The main o b j e c t i v e  of t h e  c l i n i c a l  r e sea rch  c e n t e r s  i s  t o  f a c i l i t a t e  t h e  
app l i ca t ion  of b a s i c  r e sea rch  f ind ings  i n  t h e  areas of pharmacology, micro-
biology, and immunology i n  c l i n i c a l  i n v e s t i g a t i o n s  of p a t i e n t s  having 
per iodonta l  d i sease .  Even though t h e s e  c e n t e r s  should emphasize s t u d i e s  
of human p a t i e n t s ,  i t  is  recognized t h a t  l abo ra to ry  and animal s t u d i e s  
may a l s o  be needed t o  a i d  i n  understanding t h e  d i sease  processes .  Spec i f i c -
a l l y ,  t hese  c e n t e r s  should develop programs t o  accomplish some o r  a l l  of 
t h e  fol lowing ob jec t ives :  

1. Develop p reven t ive  measures; 
2 .  Improve the rapeu t i c  techniques and regimens; 
3. E s t a b l i s h  t h e  c a u s a t i v e  organisms i n  per iodonta l  d i s e a s e s ;  
4 .  Determine t h e  h o s t  response t o  t h e s e  c a u s a t i v e  organisms. 

The substance of each r e sea rch  program may vary  according t o  l o c a l  e x p e r t i s e ,  
i n t e r e s t ,  resources ,  and recru i tment  p o s s i b i l i t i e s ,  bu t  t h e  p r o j e c t s  developed 
by each cen te r  must relate t o  t h e  above ob jec t ives .  Applicants  should a t tempt  
to develop a unique program which i s  complementary r a t h e r  than  d u p l i c a t i v e  
of ongoing research .  The I n s t i t u t i o n  must be w i l l i n g  t o  make a commitment 
of resources  and s t a f f  t o  ensure  t h e  development, ope ra t ion ,  and func t ion  
of t h e  proposed cen te r .  

CHARACTERISTICS OF A CLINICAL RESEARCH CENTER 

Within the  i n s t i t u t i o n ,  t h e  c l i n i c a l  r e sea rch  c e n t e r  must become an  
i d e n t i f i a b l e  o r g a n i z a t i o n a l  u n i t  which can develop r e l evan t  c l i n i c a l  
i nves t iga t ions .  The I n s t i t u t i o n  must have an  adequate  base  of ongoing 
r e sea rch  in a t  least one of t h e  fol lowing areas: pharmacology, micro-
biology, o r  immunology. The d i r e c t o r  of each c l i n i c a l  r e sea rch  c e n t e r  
should be an  e s t a b l i s h e d  s c i e n t i s t  who can provide both s c i e n t i f i c  and 
admin i s t r a t ive  l eade r sh ip  and is  w i l l i n g  t o  make a s i g n i f i c a n t  t i m e  and 
e f f o r t  commitment t o  t h e  c e n t e r .  The d i r e c t o r  w i l l  be r e spons ib l e  f o r  
organiz ing  and ope ra t ing  t h e  c e n t e r  and f o r  communicating w i t h  t h e  N I D R  
on s c i e n t i f i c  and o p e r a t i o n a l  matters. An i n t e r n a l  review board c o n s i s t i n g  
of s t a f f  members of t h e  c e n t e r  and o t h e r  exper t  consu l t an t s  who are no t  
members of t h e  c l i n i c a l  c e n t e r  program should be e s t ab l i shed .  This  board 
w i l l  assess t h e  c e n t e r ’ s  progress  on c u r r e n t  p r o j e c t s ,  w i l l  inform t h e  
d i r e c t o r  of i t s  f i n d i n g s ,  and w i l l  conduct an i n i t i a l  review of new 
i n i t i a t i v e s. 
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ADMINISTRATIVE ITEMS AND COSTS 

The c e n t e r  g ran t  may inc lude  funding f o r  p i l o t  p r o j e c t s  as w e l l  as f o r  a 
c l u s t e r  of i n t e r r e l a t e d  r e g u l a r  p r o j e c t s .  Funds may be  used f o r  c e n t r a l  
support  services, equipment, supp l i e s ,  renovat ions,  consu l t a t ion  s e r v i c e s ,  
t r a v e l ,  pub l i ca t ion  c o s t s ,  and a l s o  f o r  p ro fes s iona l ,  technical, and 
admin i s t r a t ive  personnel.  Only those  p a t i e n t  c o s t s  d i r e c t l y  r e l a t e d  t o  
research  may be charged t o  t h e  c e n t e r  gran t .  The program does n o t  provide 
funds f o r  new cons t ruc t ion .  Each p a r t i c i p a t i n g  s c i e n t i s t  is expected t o  
ob ta in  independent r e sea rch  support  from sources  o t h e r  than  t h e  c e n t e r  
gran t  during t h e  award per iod ,  thereby r e l eas ing  t h e  c e n t e r  funds t o  
a t t ract  o t h e r  s c i e n t i s t s  t o  e n t e r  t h e  center's research  program. New 
a p p l i c a n t s  may reques t  up t o  $250,000 f o r  t h e  f i r s t  year  wi th  appropr i a t e  
i nc reases  tn subsequent years .  

MECHANISM AND LENGTH OF SUPPORT 

These c e n t e r s  w i l l  be  supported by t h e  research  g r a n t  mechanism f o r  a per iod  
of f i v e  years ;  support  f o r  subsequent p r o j e c t  per iods  w i l l  be  cont ingent  
upon program needs,  success fu l  compet i t ive reviews (new and renewals) and 
t h e  a v a i l a b i l i t y  of funds.  Once a c l i n i c a l  r e sea rch  c e n t e r  gran t  has been 
awarded, a coopera t ive  r e l a t i o n s h i p  w i l l  be e s t a b l i s h e d  between t h e  N I D R  
and t h e  g ran tee  i n s t i t u t i o n .  A program o f f i c e r  w i l l  be  designated by t h e  
NIDR t o  work c l o s e l y  wi th  t h e  c e n t e r  t o  d i scuss  progress  and t o  provide 
a s s t s t ance .  Each c e n t e r  is  a l s o  expected t o  c o l l a b o r a t e  wi th  o t h e r  cen te r s .  
A s  p a r t  of a n  o v e r a l l  eva lua t ion ,  annual  site v i s i t s  w i l l  be  made to  each 
center .  The budget w i l l  be  nego t i a t ed  yea r ly ,  and w i l l  be  based upon the  
assessment of progress  of each c e n t e r ,  and t h e  a v a i l a b i l i t y  of funds.  

REVIEW PROCEDURES 

The a p p l i c a t i o n s  w i l l  be  reviewed by t h e  NIDR Spec ia l  Grants Review 
Committee and t h e  Nat ional  Advisory Dental Research Council .  

REVIEW CRITERIA 

Applicat ions w i l l  be  judged on t h e  b a s i s  of t h e  fol lowing criteria: 

1. 	 S c i e n t i f i c  m e r f t  o f  t h e  proposed research  and its 
relevance t o  pe r iodon ta l  d i seases ;  

2 .  	 Adequacy of ongoing r e sea rch  i n  bas i c  pharmacology, 
microbiology, o r  immunology; 

3. A v a i l a b i l i t y  of competent c l i n i c a l  i n v e s t i g a t o r s ;  

4 .  Access t o  a p p r o p r i a t e  p a t i e n t  populat ions;  

5. Adequacy of f a c i l t t i e s  f o r  c l i n i c a l  research;  

6 .  A favorable  environment f o r  research  t r a i n i n g .  
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APPLICATION PROCESS 

Applicat ions should be prepared on form PHS 398, "Application f o r  Research 
Grant ," and should inc lude  : 

1. A t a b l e  of con ten t s ;  

2. 	 A complete, consol ida ted  f i r s t - y e a r  budget f o r  t h e  e n t i r e  
c e n t e r  and d e t a i l e d  sub-budgets f o r  t h e  component p r o j e c t s  
with appropr i a t e  j u s t i f i c a t i o n ;  

3 .  Deta i led  information f o r  each i t e m  l i s t e d  below: 

a. Rat iona le  and j u s t i f i c a t i o n  f o r  t h e  c e n t e r ;  

b. Descrspt ion of intended p r o j e c t s ;  

c. 	 Descr ip t ion  of ongoing b a s i c  and c l i n i c a l  research  
r e l a t e d  t o  per iodonta l  d i sease ;  

d. Descr ip t ion  of a v a i l a b l e  l abora to ry  f a c i l i t i e s ;  

e. Description of available c l i n i c a l  f a c i l i t i e s ;  

f .  S p e c i f i c  information on p a t i e n t  a v a i l a b i l i t y ;  

g. 	 Evidence of c a p a b i l i t y  of performing s ta t i s t ica l  
and d a t a  a n a l y s i s ;  

h. 	 Currfculum vi tae  of t h e  program d i r e c t o r  and h i s  
immediate s taff ;  

i. 	Planned c o l l a b o r a t i o n  wi th  o t h e r  r e sea rch  groups and a 
d e l i n e a t i o n  of t h e  r o l e s  and modus operandi  of expected 
i n t e r a  t i on .  

TIMETABLE FOR REVIEW 

A. Deadline f o r  r e c e i p t  of a p p l i c a t i o n  - October 1, 1980. 

B. The earliest beginning d a t e  f o r  award of  g r a n t s  - J u l y  1, 1982. 

The o r i g i n a l  and s i x  cop ie s  of t h e  completed a p p l i c a t i o n  should be 
mailed t o  : 

Divis ion  of Research Grants 
Nat iona l  I n s t i t u t e s  of Heal th  
Bethesda, Maryland 20205 

Ir 
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In additfon, two copies should be sent under separate cover to: 

D r .  Paul Parakkal 

Periodontal Diseases Program Branch 

Extramural Programs 

National Inst i tute  of Dental Research 

Room 519, Westwood Building 

National Inst i tutes  of Health 

Bethesda, Maryland 20205 
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N I H  CONTRACT COMPLIANCE PROGRAM 

Background 

The Nat ional  I n s t i t u t e s  of Heal th  i s  r e spons ib l e  f o r  t h e  awarding of 
thousands of c o n t r a c t s  each y e a r  t o  academic i n s t i t u t i o n s ,  h o s p i t a l s ,  
medical research  c e n t e r s ,  and commercial f i rms .  Many people i n  var ious  
occupat iona l  areas are employed through these  f e d e r a l l y  funded c o n t r a c t s .  
Discr iminat ion is p roh ib i t ed  according t o  Executive Order 11246, as 
amended, t h a t  states "No f e d e r a l l y  funded c o n t r a c t o r  can d i sc r imina te  
a g a i n s t  any employee o r  app l i can t  f o r  employment because of race, sex,  
creed,  r e l i g i o n ,  c o l o r ,  n a t i o n a l  o r ig in . "  I n  response t o  t h i s  d i r e c t i v e  
and r e l a t e d  Civil  Rights  p o l i c i e s  and procedures,  N I H  has  developed a 
Contract  Compliance Program i n  the  Divis ion of Contracts  and Grants (DCG) 

Obj ect ive 

The N I H  is  concerned t h a t  c o n t r a c t o r s  wi th  which i t  does bus iness  have an  
updated and approved Aff i rmative Action Program i n  employment, and that 
a f f i r m a t i v e  a c t i o n  measures are taken t o  ensure that m i n o r i t i e s ,  females,  
handicapped and Vietnam era ve te rans  receive equal  oppor tuni ty .  

The N I H  began t h e  implementation of t h e  Contract  Compliance Program 
November 1, 1977. Contract ing O f f i c e r s  and Contract  S p e c i a l i s t s  are 
implementing t h e  f i r s t  phase of t h e  program. P r o j e c t  O f f i c e r s  are 
r e spons ib l e  f o r  implementing t h e  second phase of t h e  compliance program. 

In Apr i l ,  1980, P r o j e c t  O f f i c e r s  w i l l  begin adminis te r ing  t h e  N I H  
P r i n c i p a l  I n v e s t i g a t o r ' s  EEO Contract  Compliance Abbreviated Check L i s t  
(ACL) . The ques t ions  about  Equal Employment Opportunity (EEO) p r a c t i c e s  
should be answered by t h e  Cont rac tor ' s  P r i n c i p a l  I n v e s t i g a t o r / P r o j e c t  
Di rec tor  and revlewed by t h e  P r o j e c t  O f f i c e r  during a s i t e  v i s i t  o r  a 
reverse s i t e  v i s i t  a t  t h e  f i r s t  opportuni ty  a f t e r  award of t h e  c o n t r a c t .  
Questions t o  be answered are summarized below. 

The EEO Check L i s t  concerning t h e  Equal Employment Opportunity Program 
t h a t  t h e  Contract ing Off icers /Cont rac t  S p e c i a l i s t s  u se  has  been rev ised .  
These ques t ions  are a l s o  l i s t e d  below. 

S t a f f  Contact 

For f u r t h e r  information,  con tac t :  

M s .  Maureen B.  E. Miles 

N I H  Cont rac ts  and Grants Compliance O f f i c e r  

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

9000 Rockvi l le  Pike 

Room 1B-34, Building 31 

Bethesda, Maryland 20205 


Telephone: (301) 496-6385 
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N I H  P r i n c i p a l  I n v e s t i g a t o r ' s  EEO Contract  Compliance Report 
.e". 


P r i n c i p a l  I n v e s t i g a t o r ' s  EEO Contract  Compliance Abbreviated Check L i s t  (ACL) 

The fol lowing ques t ions  about Equal Employment Opportunity (EEO) practices 
should be answered by t h e  Con t rac to r ' s  P r i n c i p a l  I n v e s t i g a t o r / P r o j e c t  D i rec to r  
and reviewed by t h e  Government P r o j e c t  O f f i c e r  dur ing  a s i t e  v i s i t  o r  r eve r se  
s i t e  v i s i t  a t  t h e  f i r s t  oppor tuni ty  a f t e r  award of t h e  c o n t r a c t .  C i t a t i o n s  
r e f e r  t o  t h e  Code of Federa l  Regulat ions,  Chapters 19-100. 

1. 	 Are you aware of your r e s p o n s i b i l i t i e s  f o r  implementing your 
institution's/organizatfon's AAp? 

2. 	 Have t h e  employees under your superv is ion  received an  explana t ion  
of t h e  AAP wi th in  t h e  p a s t  year?  

60-2.20 and 60-2.12 

3. 	 Does your institution's/organization's AAP inc lude  goa l s  and 
t ime tab le s  f o r  h i r i n g  and promoting: Minor i t i e s?  Females? 

60-2.20 

4. 	 I n  your u n i t ,  do women w i t h  comparable t r a i n i n g  and experience 
performing comparable work as men receive equal  pay f o r  t h e i r  
e f f o r t s ?  

60-2.20 

5. 	 I n  your u n i t ,  do racial  m i n o r i t i e s  w i th  comparable t r a i n i n g  and 
experience performing comparable work as non-minori t ies  receive 
equal  pay f o r  t h e i r  e f f o r t s ?  

60-741 

6. 	 A r e  a f f i r m a t i v e  s t e p s  taken t o  accommodate handicapped employees? 

60-2.20 

7. 	 I n  your u n i t  among i n d i v i d u a l s  wi th  comparable t r a i n i n g  and exper ience ,  
are h i r i n g  and promotional oppor tun i t i e s  t h e  same f o r :  Minor i t i e s?  
Women? Handicapped? Vietnam E r a  Veterans? Various Rel ig ious /Ethnic  
Groups? 

60-50.2 

Questions w i l l  no t  be asked of P r i n c i p a l  I n v e s t i g a t o r / P r o j e c t  D i rec to r  
i f  t h e  ques t ions  have been asked t o  P r i n c i p a l  I n v e s t i g a t o r / P r o j e c t  Di rec tor  
wi th in  t h e  l a s t  year .  
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EEO Check L i s t  Concernine t h e  Cont rac tor ' s  

Equal Employment Opportunity Program 

The fol lowing i t e m s  should be covered informally by t h e  Contract ing 
Off icer /Cont rac t  S p e c i a l i s t  wi th  t h e  c o n t r a c t o r ' s  au thor ized  representa­
t ive  about Equal Employment Opportunity (EEO) p r a c t i c e s  a t  t h e  t i m e  of 
face-to-face nego t i a t ions .  

1. 	 Does t h e  i n s t i t u t i o n ,  o rgan iza t ion ,  o r  corpora t ion  maintain an 
Aff i rmative Action Program which has been updated wi th in  t h e  p a s t  
year ,  and meets t h e  requirements of Executive Order 11246, (41CFR) 
60-2, Sec t ion  503 of t h e  Rehabf l i t a t ion  A c t  of 1973 (41CFR) 60-741, 
402 of t h e  Vietnam E r a  Veterans Readjustment Ass is tance  A c t  of 1974, 
(41CFR 60-250)? -1/ 

2. 	 Has t h e  Department of Labor/Office of Federal  Contract  Compliance 
Programs revfewed and approved t h e  i n s t i t u t i o n ' s ,  o rgan iza t ion ' s ,  
o r  co rpora t ion ' s  AAP withfn  t h e  p a s t  year?  

I n d i c a t e  d a t e  of most recen t  compliance review. 

3. 	 Has t h e  i n s t i t u t i o n ' s ,  o rgan iza t ion ' s ,  o r  co rpora t ion ' s  EEO po l i cy  
been communfcated i n t e r n a l l y ?  

( I n t e r n a l  communication may involve meetings wi th  supe rv i so r s  and 
employees, t r a i n i n g  programs, personnel  manual, company newspapers, 
magazines and annual r e p o r t s  that inc lude  t h e  company's Equal 
Employment Opportunity Pol icy)  . 

4. 	 H a s  t h e  i n s t i t u t i o n ' s ,  o rgan iza t ion ' s ,  o r  co rpora t ion ' s  EEO po l i cy  
been disseminated ex te rna l ly?  

(External  communication should inc lude  r e c r u i t i n g  sources ,  minori ty/  
women's o rgan iza t ions ,  ve t e rans  and handicapped o rgan iza t ions ,  secondary 
schools  and co l l eges .  Purchase o r d e r s ,  leases, and subcont rac ts  should 
inc lude  t h e  requi red  equal  oppor tuni ty  and Aff i rmative Action Clauses.  

5 .  	 Does the  AAP inc lude  goa ls  and t imetables  f o r  h i r i n g  m i n o r i t i e s  and 
women? 

-1/ These th ree  a u t h o r i t i e s  r e q u i r e  each covered con t r ac to r  wi th  50 o r  more 
employees and a c o n t r a c t  i n  excess of $50,000 t o  develop and maintain 
a w r i t t e n  AAP with in  120 days of r e c e i p t  of such a c o n t r a c t .  S ince  
most con t r ac to r s  have rece ived  previous Government c o n t r a c t s ,  they would 
be expected t o  have an AAP on f i l e .  For c o n t r a c t s  where t h e  company 
employs fewer than 50 employees o r  where t h e  c o n t r a c t  i s  under $50,000, 
t h e  con t r ac to r  i s  not  requi red  t o  have an AAP on f i l e .  
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NEW INVESTIGATOR RESEARCH AWARD (NIRA) 

IN ARTHRITISy BONE DISEASES, AND SKIN DISEASES 

The Nat ional  I n s t i t u t e  of A r t h r i t i s ,  Metabolism and Diges t ive  Diseases 
wishes t o  announce t h a t  t h e  areas of a r t h r i t i s ,  bone d i seases ,  and s k i n  
d i seases  have been added t o  t h e  New I n v e s t i g a t o r  Research Award Program. 
The I n s t i t u t e  w i l l  consider  a p p l i c a t i o n s  f o r  N I R A  support  i n  t h e  fol lowing 
areas: a r t h r i t i s ,  bone d i seases ,  s k i n  d i seases ,  d i abe te s ,  endocrinology, 
metabolism, d i g e s t i v e  d i seases ,  l iver d i seases ,  panc rea t i c  d i seases ,  
n u t r i t i o n ,  hemotology, r e n a l  physiology, r e n a l  pathophysiology, urology 
and chronic  r e n a l  d i seases .  

The N I R A  program is descr ibed i n  t h e  NIH Guide for Grants and Contracts, 
Vol. 9, No. 1, January 3, 1980. For f u r t h e r  information on NIAMLID 
programs contac t :  

D r .  George T. Brooks 

Natfonal  I n s t i t u t e  of A r t h r i t i s ,  


Metabolism and Diges t ive  Diseases 
Room 655, Westwood Building 
Bethesda, Maryland 20205 

Telephone: (301) 496-7277 
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REQUEST FOR RESEARCH COOPERATIVE AGREEMENT APPLICATIONS 


BUREAU OF RADIOLOGICAL HEALTH, FDA-HFX-80-1 


FOOD AND DRUG ADMINISTRATION 


TITLE : OPTIMIZATION OF MAMGRAPHIC EXAMTNATIONS 

Appficatian a.~eceip;tdate, June 75, 7960 

I. BACKGROUND INFORMATION 

Page T w e n t y  f i v e  

V / # 8 8 8 8 # t f f / 

'AWWOUMCEMEMT
'/8 / 1 8  8 t " 

The Medical Physics  Program of t h e  Bureau of Radiological  Heal th ,  
FDA, i n v i t e s  app l i ca t fons  f o r  a coopera t ive  agreement t o  be awarded 
in W-80 r e l a t e d  t o  development of a mathematical model capable  of 
p r e d k t i n g  physfca l  imagfng performance i n  mammography as a func t ion  
of t he  des2gn parameters involved. 

11. RESEARCH GOALS AND SCOPE 

The competing requirements of high image q u a l i t y  and low p a t i e n t  
dose i n  x-ray examinations of t h e  b r e a s t  have prompted much research  
i n  t h i s  area. Advances i n  mammographic imaging techniques have 
r e c e n t l y  been demonstrated i n  t h r e e  areas: 1 )  op t imiza t ion  of x-ray 
spectrum; 2) b e t t e r  scatter r e j e c t i o n ;  and 3) minimization of 
r e so lu t ion  l o s s  due t o  t h e  combined effects of f o c a l  spo t  and image 
r ecep to r  b lu r r ing .  The opt imiza t ion  of t h e  x-ray spectrum has been 
s tudied  i n  d e t a i l  a t  t h e  Bureau of  Radiological  Heal th  and elsewhere.  

The purpose of t h i s  s tudy is  t o  develop a mathematical model capable  
of p r e d i c t i n g  phys ica l  imaging performance i n  mamography as a func t ion  
of t h e  design parameters involved. Since t h e s e  areas of improvement 
are no t  independent of each o t h e r ,  i t  i s  necessary t o  develop optimized 
mammographic imaging systems that w i l l  r e f l e c t  t h e  l a r g e s t  p o s s i b l e  
improvement of a l l  of t h e s e  combined f a c t o r s .  An added complicat ion 
t o  t h i s  problem i s  t h a t  imaging system performance is s t rong ly  dependent 
on t h e  s p e c i f i c  imaging t a s k  being s tudied .  

To accomplish t h e  o b j e c t i v e  s t a t e d  above, t h e  s e l e c t e d  app l i can t  w i l l  
be expected to :  

1. 	 Develop a mathematical model as  s t a t e d  above. The model should 
include,  but  need no t  be l i m i t e d  t o ,  cons idera t ion  of anode 
material, anode hea t  l i m i t s ,  f o c a l  spo t  s i z e ,  high vo l t age  
amplitude (KVp) and waveform, x-ray beam f i l i t r a t i o n ,  system 
geometry, s c a t t e r e d  r a d i a t f o n  and techniques f o r  i t s  suppression,  
p a t i e n t  s i z e  and composition d i s t r i b u t i o n s ,  image r ecep to r  
c h a r a c t e r i s t i c s ,  and appropr i a t e  eva lua t ion  cri teria such as 
c o n t r a s t ,  s ignal- to-noise  r a t i o  (SNR), l a t i t u d e ,  and p a t i e n t  dose. 
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2. 	 Use t h e  model developed t o  determine t h e  optimum s y s t e m  des ign  
f o r  several imaging t a s k s  a s soc ia t ed  wi th  mammography f o r  each 
of t h e  eva lua t ion  cr i ter ia  considered.  The model w i l l  a l s o  be 
used t o  determine relative optima when c e r t a i n  system parameters 
are he ld  cons tan t .  For example, t h e  optimum conf igu ra t ion  f o r  an 
imaging system based on an  e x i s t i n g  x-ray tube design and image 
receptor  could be  determined. I n  t h i s  way, any in t e rmed ia t e  
improvements which can be achieved wi th  e x i s t i n g  equipment w i l l  
be i d e n t i f i e d .  

3 .  	 It i s  a n t i c i p a t e d  t h a t  t h e  a c t i v i t i e s  involved can be  accomplished 
i n  a one-year per iod .  

111. 'MECHANISM OF SUPPORT 

The support  mechanism f o r  t h i s  program w i l l  be  t h e  coopera t ive  agreement 
due t o  t h e  requirement f o r  s u b s t a n t i a l  involvement on t h e  p a r t  of t h e  
Food and Drug Adminis t ra t ion.  

To da te ,  t h e  Bureau of  Radio logica l  Heal th  (BRH) has been deeply involved 
as one of t h e  l ead ing  f o r c e s  i n  t h e  technology of op t imiza t ion  of x-ray 
spectrum i n  mammographic imaging. It is ,  the re fo re ,  important  t h a t  any 
g ran tee  be w i l l i n g  t o  work i n  c l o s e  co l l abora t ion  wi th  BRH i n  t h e  con­
t inuance  of t h i s  p r o j e c t .  Because of t h e  computational complexity of 
t h e  p r o j e c t ,  t h e  model which is developed is  t o  be implemented, i n  
For t ran ,  on t h e  D i g i t a l  Equipment Corporation VAX 11/780 computer 
l oca t ed  i n  t h e  Medical Physics  Branch, Divis ion of E lec t ron ic  Products ,  
BRH. It i s  a n t i c i p a t e d  t h a t  t h i s  w i l l  r e q u i r e  s e v e r a l  t r i p s  by t h e  
g ran tee  t o  t h e  f a c i l i t y  f d e n t i f i e d  above. The t h e o r e t i c a l  modeling w i l l  
be supported by experimental  work t o  genera te  input  d a t a  and f o r  v e r i f i ­
ca t ron  of r e s u l t s .  Laboratory f a c i l i t i e s ,  e i t h e r  of FDA o r  t h e  g ran tee ,  
i f  a v a f l a b l e ,  may be used f o r  t h i s  purpose. An i n v e s t i g a t o r  is  t o  be 
a v a f l a b l e  f o r  c o n s u l t a t i o n  wi th  BRH s t a f f  on a r egu la r  b a s i s .  

It i s  a n t i c i p a t e d  t h a t  a t  least one award w i l l  be made i n  F i s c a l  Year 
1980 by t h e  Food and Drug Adminis t ra t ion and t h a t  t h e  pe r iod  of support  
need not exceed one year .  The approximate leve l  of suppor t  i s  $30,000. 

IV. REVIEW PROCEDURES AND CRITERIA 

A. 	 R e v i e w  Method: The r e c e i p t  d a t e  f o r  a p p l i c a t i o n  i s  June 15, 1980. 
The a p p l i c a t i o n s  w i l l  be eva lua ted  on a competi t ive b a s i s  and t h e  
in i t ia l  s c i e n t i f i c  review w i l l  be arranged by t h e  Div is ion  of  
Research Grants,  N I H .  

B. 	 R e v i e w  Criteria: Appl ica t ions  must be responsive t o  t h i s  RFA; t h a t  
is, they must be r e l e v a n t  t o  t h e  goals  of t h i s  program announcement 
and gu ide l ines .  Appl ica t ions  judged by FDA no t  t o  be respons ive  
w i l l  be  re turned  t o  t h e  a p p l i c a n t .  
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The f a c t o r s  considered i n  eva lua t ion  of each a p p l i c a t i o n  w i l l  be: 

1. S c i e n t i f i c  m e r i t  o f  t h e  research  design.  

2. 	 Demonstrated experience i n  t h e  a n a l y s i s  of image q u a l i t y  
i n  mammography, i n  p a r t f c u l a r  t h e  opt imiza t ion  of x-ray 
energy , evalua t ton  of scatter reduct ion  devices  and techniques , 
and p red ic t ion  of opttmum reso lu t ion  and conf igura t ions .  

3. 	 A v a i l a b i l i t y  of personnel  q u a l i f i e d  t o  assist i n  t h e  implementa­
t i o n  of model developed on t h e  VAX 11/780 computer, i n  For t ran .  

4. 	 A v a i l a b i l i t y  of i n v e s t i g a t o r  f o r  consu l t a t ion  wi th  t h e  BRH 
s t a f f  on a r egu la r  b a s i s  (twice a month by phone; two v i s i t s  
per  year ) .  

V. METHOD OF APPLYING 

A. Letter of I n t e n t  

Prospec t ive  a p p l i c a n t s  are requested t o  submit a one-page let ter 
of i n t e n t  which should inc lude  a very s h o r t  synopsis  of proposed 
areas of r e sea rch  and i d e n t i f i c a t i o n  of 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 .  This  letter should be rece ived  no later than 
May 15, 1980, a t  t h e  fol lowing address:  

D r .  D e W i t t  G. Hazzard (HFX-14) 

Direc to r ,  Extramural Research S t a f f ,  OMS 

Bureau of Radiological  Heal th  

Food and Drug Adminis t ra t ion 

5600 F i she r s  Lane 

Rockvil le ,  Maryland 20857 


Telephone: (301) 443-4190 

The Bureau r eques t s  such letters only t o  provide an  i n d i c a t i o n  of 
t h e  number and scope of a p p l i c a t i o n s  t o  be received., A letter of 
i n t e n t  i s  no t  binding and i t  w i l l  no t  enter i n t o  t h e  review of 
any proposal  subsequent ly  submitted nor  is  it  a necessary  requi re ­
ment f o r  app l i ca t ion .  

B. Format f o r  Appl ica t ion  

Applicat ions must be submitted on form PHS 398. These forms are 
a v a i l a b l e  a t  a l l  major schools  through whichever o f f i c e  handles  

extramural funding a c t i v i t i e s  o r  d i r e c t l y  from t h e  Divis ion of 

Research Grants ,  NIH.  The convent ional  p re sen ta t ion  i n  format and 

d e t a i l  f o r  r e g u l a r  r e sea rch  grant  a p p l i c a t i o n s  should be u t i l i z e d ,  

with  care taken t o  f u l f i l l  t he  po in t s  i d e n t i f i e d  under review c r i te r ia .  

Attent ion  i s  d i r e c t e d  toward t h e  inc lus ion  of a s ta tement  i n d i c a t i n g  

t h e  wi l l i ngness  of t h e  app l i can t  t o  work coopera t ive ly  wi th  o t h e r  

p a r t i c i p a n t s  i n  t h e  program and wi th  t h e  Bureau of Radiological  

Health.  
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C. Deadline f o r  Submission 

Applicat ions must be received by June 15 ,  1980. Appl ica t ions  
received a f t e r  t h i s  d a t e  w i l l  be re turned .  

D. Appl icat ion Procedure 

The o r i g i n a l  and s i x  ( 6 )  copies  of t h e  completed a p p l i c a t i o n  
should be s e n t  o r  de l ive red  t o :  

Applicat ion Receipt 

Divis ion  of Rese.arch Grants 

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

Room 240, Westwood Building 

5333 Westbard Avenue 

Bethesda, Maryland 20205 


LABEL THE OUTSIDE OF THE MAILING PACKAGE AND THE TOP OF THE 
APPLICATION FACE PAGE " I N  RESPONSE TO FDA-HFX-80-1." 

A very  b r i e f  covering l e t te r  must accompany t h e  a p p l i c a t i o n  
i n d i c a t i n g  t h a t  i t  i s  submitted i n  response t o  t h i s  program 
announcement: OPTIMIZATION O F  MAMMOGRAPHIC EXAMINATIONS. 
A carbon copy of t h i s  covering let ter should be s e n t  t o  
D r .  D e W i t t  G. Hazzard a t  t h e  address  shown under Item A. 

E. I n q u i r i e s  

I n q u i r i e s  may be d i r e c t e d  t o :  

Robert J. Jenning6, Ph.D. 

Medical Physics  Branch (HFX-250) 

Divis ion  of E l e c t r o n i c  Products  

Bureau of Radiological  Heal th  

Food and Drug Adminis t ra t ion 

5600 F i she r s  Lane 

Rockvil le ,  Maryland 20857 


Telephone: (301) 443-5020 


This program is supported under t h e  au tho r i za t ion  of Sec t ion  356(b)(2) of t h e  
Publ ic  Heal th  Service A c t  as amended (42 USC 263d). The Catalog o f  Federal  
Domestic Assis tance number i s  13.103. Cost-sharing i s  required.  This  pro-
gram is  n o t  s u b j e c t  t o  OMB C i rcu la r  A-95 Clearinghouse requirements o r  
Heal th  Systems Agency review. 


