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for GRANTS 
and CONTRACTS- NIH GUIDE 

U.S. DEPARTMENT OF HEALTH. EDUCATION. AND WELFARE 

No. 7, June 14, 1971 

1. PURPOSE This  issuance s t a t e s  t h e  N I H ' s  p o l i c y  on submission o f  i n d i v i d u a l  
s a l a r y  i tems on g ran t  a p p l i c a t i o n s  which are  made a v a i l a b l e  t o  rev iew ing  con
su l  tan ts .  

2 .  	 APPLICAEILITY This  p o l i c y  i s  app l i cab le  t o  a l l  N I H  g r a n t  programs which 
(1) r e q u i r e  a p p l i c a n t  o rgan iza t i ons  t o  submit i n fo rma t ion  on s a l a r y  r a t e s  o r  
amounts f o r  i n d i v i d u a l s  i n  connect ion w i t h  t h e  budgets of g r a n t  a p p l i c a t i o n s ,  and 
(2 )  use ou ts ide  consu l tan ts  i n  t h e  rev iew of g ran t  app l i ca t i ons .  The p o l i c y  does 
n o t  apply t o  a p p l i c a t i o n s  f o r  suppor t  o f  i n d i v i d u a l s  such as research career  
development awards, fe l lowsh ips  , t r a i n e e s h i p  awards , Heal th  Science Scholars , and 
Fogarty I n t e r n a t i o n a l  scho la rsh ips ,  no r  does i t  apply t o  noncompeting a p p l i c a t i o n s  

v which do n o t  rece ive  rev iew by ou ts ide  consu l tan ts .  

3. 	 POLICY Appl ican t  o rgan iza t ions  s h a l l  have the  o p t i o n  t o  omi t  s p e c i f i c  sa la ry  
ra tes  o r  amounts f o r  i n d i v i d u a l s  f rom those copies o f  g r a n t  a p p l i c a t i y n s  which are 
made avai 1ab le  t o  NIH 's  rev iewing  consu l tan ts .  Da taconcern ing  speci  ic sa l  ary 
amounts f o r  i n d i v i d u a l s  w i l l  be i nc luded  i n  copies t o  be used a d m i n i s t r a t i v e l y  by 
the  N I H .  This s a l a r y  i n fo rma t ion  s h a l l  no t  r o u t i n e l y  be d i vu lged  i n  t h e  review 
process, bu t  w i l l  be a v a i l a b l e  f o r  use by r e g u l a r  N I H  employees. 

4. 	 IMPLEMENTATION U n t i l  such t ime as a l l  a f f e c t e d  a p p l i c a t i o n  forms are  rev i sed  
and u n t i l  experience has been gained t o  i n d i c a t e  the  most e f f i c i e n t  method of 
ob ta in ing  sa la ry  i n f o r m a t i o n  f o r  N I H  s t a f f  use w h i l e  e l i m i n a t i n g  i t  f rom copies 
provided f o r  rev iewers,  t h e  f o l l o w i n g  procedures w i l l  be used: 

a. 	 The new p o l i c y  and i n s t r u c t i o n s  w i l l  be w ide ly  d i s t r i b u t e d  and a copy w i l l  
be i n s e r t e d  i n  a l l  competing a p p l i c a t i o n  k i t s  sent o u t  from t h e  NIH. 

b. 	 I f  the  app l i can t  exerc ises  t h e  o p t i o n  a l lowed by t h i s  p o l i c y ,  i n fo rma t ion  
on i n d i v i d u a l  s a l a r i e s  may be omi t ted  on t h e  o r i  i n a l  of t he  a p p l i c a t i o n  
b u t  must be inc luded on a l l  copies submitted. -7.8- e t o t a l  amount f o r  t h e  
personnel category w i l l  be shown on t h e  o r i g i n a l  and a l l  copies o f  t he  
app l i ca t i on .  

c. 	 The o r i g i n a l  o f  t he  budget page w i l l  show t h e  name o f  t h e  i n d i v i d u a l  ( i f  
known), h i s  p o s i t i o n  o r  j o b  t i t l e ,  and a percentage o f  t ime o r  e f f o r t  he i s  
expected t o  devote t o  t h e  grant -suppor ted a c t i v i t y .  
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d. 	 When s a l a r y  i n f o r m a t i o n  i s  be ing omi t ted  f rom the  o r i g i n a l ,  t h e  a p p l i c a n t  
w i l l  p lace a s t e r i s k s  i n  t h e  s a l a r y  column t o  i d e n t i f y  each o f  t h e  i n d i 
v idua ls  f o r  whom s a l a r y  i s  be ing requested. 

e. The o r i g i n a l  w i l l  be t h e  one used f o r  d u p l i c a t i n g  purposes, and o n l y  
copies o f  t h e  o r i g i n a l  may be prov ided t o  reviewers.  The a d d i t i o n a l  
a p p l i c a t i o n  copies w i t h  i n d i v i d u a l  s a l a r y  i n f o r m a t i o n  w i l l  be used o n l y  
by N I H  s t a f f .  

5. EFFECTIVE DATE Th is  change i s  e f f e c t i v e  J u l y  1, 1971. 

References 
(1 )  	DHEW Grants Admin i s t ra t i on  Manual, Chapter 1-470, Submission o f  Salary  

In format ion i n  Grant App'l i c a t i o n s  , September 5, 1970. 
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( N E  PSJD TREATPENT OF LMORATORY AUIW s (IJIH 425) POLICY 
1 . PURPOSE This  issuance descr ibes the  responsi b i  1it i e s  o f  i n s t i t u t i o n s  r e c e i  v
i n g  v n t , award, o r  con t rac t  suppor t  f o r  demonstrat ions o r  s tud ies  i n v o l v i n g  
t e s t s  o r  experiments on 1i v e  warm-blooded animals , and t h e  r e s p o n s i b i l i t i e s  o f  t h e  
N I H  awarding u n i t s  f o r  implementing p o l i c i e s  and procedures descr ibed here in .  

2. BACKGROUND The Na t iona l  I n s t i t u t e s  o f  Hea l th  has a long-standing commitment 
t o  the  p r i n c i p l e  t h a t  animals used i n  a c t i v i t i e s  supported by N I H  must rece ive  
appropr ia te  care and humane treatment.  With suppor t  from NIH,  t h e  Nat iona l  
Academy o f  Sciences developed a "Guide f o r  Laboratory  Animal F a c i l i t i e s  and Care." 
The f i r s t  e d i t i o n  of t h e  Guide was pub l ished i n  March 1963, and t o  date i t  has 
been rev i sed  twice. The Pub1ic Hea l th  Serv i  ce "Grants f o r  Research P ro jec ts  ; 
P o l i c y  Statement" (PHS P u b l i c a t i o n  No. 1301 and "Grants f o r  T r a i n i n g  P ro jec ts ;  
P o l i c y  Statement" (PHS P u b l i c a t i o n  No. 1302) s t a t e  t h a t  the  c r i t e r i a  es tab l i shed  i n  
the  "Guide f o r  Laboratory  Animal F a c i l i t i e s  and Care" (PHS P u b l i c a t i o n  No. 1024) 
should be fol lowed. I n  a d d i t i o n ,  these p u b l i c a t i o n s  s t a t e  t h a t  "It i s  t h e  respon
s i b i l i t y  o f  each person assigned o r  appointed t o  a p r o j e c t  r e c e i v i n g  any P u b l i c  
Hea l th  Serv ice  suppor t  t o  exerc ise  every p recaut ion  t o  assure proper  care  and 
humane t reatment  o f  research animals ." 
Pub l i c  Law 89-544, The Laboratory  Animal Welfare Act o f  August 24, 1966, and 
amendments as o f  December 24, 1970, o u t l i n e  l e g a l  requirements f o r  t h e  proper  care 
and humane t reatment  o f  1abora tory  animals. 

w 3. POLICY It i s  t h e  p o l i c y  o f  the  Nat iona l  I n s t i t u t e s  o f  Hea l th  t h a t  i n s t i t u -

I 


t i o n s o r g a n i z a t i o n s  us ing  warm-blooded animals i n  p r o j e c t s  o r  demonstrat ions 
supported w i t h  funds from N I H  grants,  awards, o r  con t rac ts  s h a l l  assure t h e  N I H  
t h a t  they  w i l l  eva luate t h e i r  animal f a c i l i t i e s  i n  regard t o  the  maintenance of 
-acceptable standards f o r  t h e  care, use, and t reatment  o f  such animals. Grantees 
and con t rac to rs  w i  11 : 

a. 	 prov ide  assurance o f  a c c r e d i t a t i o n  by a recognized p ro fess iona l  l abo ra tn ry  
animal a c c r e d i t i n g  body o r  o f  t h e  establ ishment  o f  a comnittee, a t  l e a s t  
one o f  whose membership i s  a Doctor o f  Veter inary  Medicine, t o  eva lua te  the  
care of a l l  warm-blooded animals h e l d  o r  used f o r  research, teaching,  o r  
o the r  a c t i v i t i e s  supported by N I H  g ran ts ,  awards, o r  con t rac ts ;  and 

b. 	 f o l l o w  the  gu ide l i nes  prescr ibed i n  PHS P u b l i c a t i o n  No. 1024, app l i cab le  
po r t i ons  o f  PL 89-544 as amended, the  appended N I H  Guidel ines f o r  Use o f  
Experimental Animals ,and the  procedures descr ibed i n  t h i s  issuance. 

I n  add i t i on ,  as a p a r t  of t h e  con t inu ing  eva lua t i on  process, awardees w i l l  keep a 
record  o f  committee a c t i v i t i e s ,  i n c l u d i n g  i t s  recomnendations arid determinat ions.  

4. 	 IMPLEMENTATION: GRANTEES OR CONTRACTORS I n s t i t u t i o n s  and organ iza t ions  rece iv 
i r tq N I H  w a n t ,  award, o r  con t rac t  suppor t  s h a l l  p rov ide  t h e  D i r e c t o r ,  NIH,  o r  h i s  
de i ignated  representa t ives ,  w i t h  one' o f  t h e  f o l l o w i n g  assurances over  t h e  s ignature  
o f  a responsible o f f i c i a l  o f  t he  awardee i n s t i t u t i o n ,  as app l i cab le :  

"The (name o f  i n s t i t u t i o n )  does no t  use o r  i n tend  t o  use warm-blooded 
animals i n  demonstrat ions , research and/or teaching supported by N I H  g ran ts  , 
awards , o r  cont rac ts .  I '  
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o r  

"The (name o f  i n s t i t u t i o n )  uses o r  in tends t o  use warm-blooded 
animals i n  a c t i v i t i e s  supported by N I H  grants ,  awards, o r  con t rac ts .  
This i n s t i t u t i o n  i s  acc red i ted  by a recognized p ro fess iona l  l a b o r a t o r y  
animal a c c r e d i t i n g  body [o r  has es tab l i shed  a c o r n i t t e e ,  a t  l e a s t  one 
o f  whose membership i s  a Doctor o f  Ve te r ina ry  Medicine,] t o  evaluate 
t h e  care o f  a l l  warm-blooded animals h e l d  o r  used f o r  research, teaching, 
o r  o t h e r  a c t i v i t i e s  supported by N I H  grants ,  awards, o r  con t rac ts  f o r  
meeting t h e  c r i t e r i a  descr ibed i n  P u b l i c  Heal th  Serv ice P u b l i c a t i o n  
No. 1024 'Guide f o r  Laboratory Animal F a c i l i t i e s  and Care.' 

"The eva lua t i on  connnittee w i l l  p e r i o d i c a l l y  i nspec t  t h e  animal f a c i l i 
t i e s  o f  t h i s  i n s t i t u t i o n  and r e p o r t  i t s  f i n d i n g s  and recomendat ions t o  
t h e  i n s t i t u t i o n ' s  respons ib le  o f f i c i a l s  on a schedule i t  determines 
necessary; b u t  i n  no case w i l l  these r e p o r t s  be issued l e s s  than annual ly .  
Records w i l l  be kep t  o f  committee a c t i v i t i e s ,  recomnendations, and 
determinat ions o f  t h e  a c c r e d i t i n g  body. These records w i l l  be a v a i l a b l e  
f o r  i nspec t i on  by t h e  D i r e c t o r ,  N I H ,  o r  h i s  author ized representat ives."  

5. REVIEW BY N I H  ADVISORY GROUPS NIH advisory groups responsib le  f o r  t h e  rev iew 
of app l i ca t i ons  f o r  g ran ts  o r  con t rac ts  w i l l  cont inue t o  rev iew research p ro toco ls ,  
w i t h  t h e  requirements o f  t h e  N I H  p o l i c y  on warm-blooded animals i n  mind. Special
a t t e n t i o n  should be g iven t o  those p r o t o c o l s  which suggest procedures o r  r e f l e c t  
i n s t i t u t i o n a l  cond i t i ons  o r  p o l i c i e s  which a re  ou ts ide  t h e  l i m i t s  o f  t h e  NIH 
Guide1ines  f o r  Use of Experimental Animals. Where procedures, cond i t i ons  , o r  
p o l i c i e s  o f  a p p l i c a n t  i n s t i t u t i o n s  a re  n o t  w i t h i n  t h e  N I H  Guidel ines,  they s h a l l  
be brought t o  t h e  a t t e n t i o n  o f  awarding u n i t  program s t a f f  by means o f  a "spec ia l  
note"  on t h e  adv isory group 's  sumnary statement. It i s  t h e  r e s p o n s i b i l i t y  o f  t h e  
s t a f f  o f  t h e  awarding u n i t s  t o  reso lve  such quest ions as are r a i s e d  by adv isory 
groups. The implementat ion o f  t h i s  p o l i c y  w i l l  be reviewed by t h e  NIH a f t e r  one 
yea r  t o  determine whether m o d i f i c a t i o n s  o r  s t r i c t u r e s  a re  necessary. 

6 .  IMPLEMEHTATION: N I H  STAFF 

a. 	 The D i r e c t o r ,  NIH, has designated t h e  I n s t i t u t i o n a l  Relat ions Sect ion ( I R S ) ,  
D i v i s i o n  o f  Research Grants, t o  c a r r y  o u t  t h e  terms o f  t h i s  p o l i c y  on 
b e h a l f  o f  NIH.  

b. 	 The I R S  w i l l  con tac t  i n s t i t u t i o n s  and o rgan iza t i ons  r e c e i v i n g  N I H  g r a n t ,  
award, o r  c o n t r a c t  support ,  t o  o b t a i n  the  assurance requ i red  in para-
graph 4 o f  t h i s  issuance. These assurances wi1.l be h e l d  by t h e  NIH, which 
w i l l  p e r i o d i c a l l y  p u b l i s h  and c i r c u l a t e  t o  a l l  N I H  awarding u n i t s  a 
l i s t i n g  o f  those i n s t i t u t i o n s  t h a t  have i n d i c a t e d  t h e i r  use o r  in tended 
use o f  warm-blooded animals. 

7. EFFECTIVE DATE This  p o l i c y  i s  e f f e c t i v e  J u l y  1, 1971. 

References 

(1 )  Animal Welfare Act,  P u b l i c  Law 89-544; 80 s t a t .  350, August 24, 1966. 

(2) Animal Welfare Act as amended, P u b l i c  Law 91-579, December 24, 1970. 

( 3 )  Guide f o r  Laboratory Animal F a c i l i t i e s  and Care, PHS P u b l i c a t i o n  No. 1024, 


Revised J u l y  1968. 
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GUIDELINES FOR USE OF EXPERIMENTAL ANIMALS 

NATIONAL INSTITUTES OF HEALTH 

The personnel 

1. 	 Experiments i n v o l v i n g  l i v e  warm-blooded animals and t h e  procurement o f  l i v i n g  
animal t i s s u e s  f o r  research must be performed by, o r  under t h e  immnediate 
superv i s ion  o f  , a q u a l i f i e d  b i o l o g i c a l  o r  medical s c i e n t i s t .  

2. 	 The housing, c a w ,  and feed ing  o f  a l l  exper imental  animals must be supervised 
by a p r o p e r l y  q u a l i f i e d  v e t e r i n a r i a n  o r  o t h e r  b i o l o g i c a l  s c i e n t i s t  competent 
i n  such matters.  

The research 

3 .  The research should be such as t o  y i e l d  f r u i t f u l  r e s u l t s  f o r  t h e  good o f  
soc ie ty ,  n o t  f e a s i b l e  by o t h e r  methods o r  means o f  study, and n o t  random and 
unnecessary i n  nature.  

4. 	 The experiment should be so designed and based on knowledge o f  t h e  disease o r  
problem under study t h a t  t h e  a n t i c i p a t e d  r e s u l t s  w i l l  j u s t i f y  i t s  performance. 

-Id 

5. 	 The experiment should be so conducted as t o  avoid a l l  unnecessary s u f f e r i n g  
and i n j u r y  t o  t h e  sub jec t  animals. 

6. 	 The s c i e n t i s t  i n  charge o f  t h e  experiment must be prepared t o  te rm ina te  i t  
whenever he be l i eves  t h a t  i t s  c o n t i n u a t i o n  may r e s u l t  i n  unnecessary i n j u r y  
t o  t h e  sub jec t  animals. 

7. 	 I f  t h e  experiment i s  l i k e l y  t o  cause g r e a t e r  d iscomfor t  than t h a t  a t t e n d i n g  
anesthetization, the subject animals must f i r s t  be rendered incapable of per
c e i v i n g  t h e  p a i n  and be mainta ined i n  t h a t  c o n d i t i o n  u n t i l  t h e  experiment i s  
ended. The o n l y  except ion t o  t h i s  g u i d e l i n e  should be i n  those cases where 
anes the t i za t i on  would de fea t  t h e  purpose o f  t h e  experiment, and then t h e  
procedures must be c a r e f u l l y  supervised 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 .  

13. 	 I f  i t  i s  necessary t o  s a c r i f i c e  an exper imental  animal, t h e  s u b j e c t  animal 
must be k i l l e d  i n  a humane manner i n  such a way as t o  i n s u r e  immediate death 
i n  accordance w i th  procedures approved by an i n s t i t u t i o n a l  committee. No 

i animal s h a l l  be discarded u n t i l  death i s  c e r t a i n .  

9 . Post-experiment care o f  sub jec t  animals must be such as t o  minimize d iscomfor t ,  
i n  accordance wi th acceptable p r a c t i c e s  i n  v e t e r i n a r y  medicine. 

The f a c i l  it i e s  

10. 	 Standards f o r  t h e  cons t ruc t i on  and use o f  housing, serv ice,  and s u r g i c a l  
f a c i l i t i e s  should meet those descr ibed i n  t h e  p u b l i c a t i o n ,  "Guide for Labora
t o r y  Animal F a c i l i t i e s  and Care," P u b l i c  Hea l th  Serv ice P u b l i c a t i o n  No. 1024, 
o r  as otherwise requ i red  by t h e  U. S. Department of A g r i c u l t u r e  r e g u l a t i o n s  
establshed under the  terms o f  t h e  Laboratory  Animal Welfare Act  (PL 89-544) as 
amended December 24, 1970. 
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PROPOSEDIFPLEENTATICNOF NIH GIPYRIWT PCLICY (NIH 4'208) :NOTlCE: 
' / / / I / ,  

The N I H  P o l i c y  i s :  

"Except as may o therw ise  be prov ided under t h e  terms and cond i t i ons  o f  t h e  award, 
t h e  grantee may copy r igh t  w i t h o u t  p r i o r  approval any pub1ica t ions ,  f ilms , o r  
s i m i l a r  m a t e r i a l s  developed o r  r e s u l t i n g  from a research p r o j e c t  supported by a 
g ran t  under t h i s  p a r t ,  sub jec t ,  however, t o  a r o y a l t y - f r e e ,  nonexc lus ive l i c e n s e  
o r  r i g h t  i n  t h e  Government t o  reproduce, t r a n s l a t e ,  pub l i sh ,  use, disseminate, and 
dispose o f  such m a t e r i a l s  and t o  au tho r i ze  o thers  t o  do so." 

Implementation, i n  p a r t ,  o f  t he  above p o l i c y :  

U t i l i z i n g  t h e  key phrase "and t o  au tho r i ze  o thers  t o  do so," i t  i s  proposed t o  add 
t o  t h e  p o l i c y  the  statement: 

"Communications i n  p r imary  s c i e n t i f i c  j o u r n a l s  r e p o r t i n g  r e s u l t s  of research 
supported i n  whole o r  i n  p a r t  by t h e  Nat iona l  I n s t i t u t e s  o f  Hea l th  may be 
copyr ighted cons is ten t  w i t h  the  copy r igh t  p o l i c y  o f  t h e  p u b l i c a t i o n ,  w i t h  
the  understanding , however , t h a t  i n d i v i d u a l  s are au thor ized  t o  make, o r  
have made by any means a v a i l a b l e  t o  them, a s i n g l e  copy o f  any such a r t i c l e  
f o r  t h e i r  own use." 

Anyone w ish ing  t o  comment on t h i s  proposed p o l i c y  change should con tac t  D r .  Ronald 
Lamont-Havers be fore  J u l y  15 , 1971 , addressed as f o l 1ows : 

Dr .  Ronald W. Lamont-Havers 
Associate D i r e c t o r  f o r  Extramural 

Research and T r a i n i n g  
Nat iona l  I n s t i t u t e s  o f  Hea l th  
9000 R o c k v i l l e  Pike,  Bldg. 1, Room 118 
Bethesda, Md. 20014. 
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PROGRAMS OF THE F~ATIONP~ CANCER INSTITIJTF 

T h i s  issuance provides a sumnary of programs i n  chemotherapy, e t io logy ,  and 
general l abo ra to r i e s  and c l i n i c s  cu r ren t ly  being conducted by the  National Cancer 
I n s t i t u t e  (NCI). The con t r ac t  mechanism is  used a s  a t  l e a s t  a p a r t i a l  means of 
pursuing the  ob jec t ives  o f  each of the programs described below. 

CHEMOTHERAPY 

The object ive of the Chemotherapy program i s  the development of drugs  t h a t  a r e  
e f f i cac ious  i n  producing complete remissions of c l i n i c a l  cancer a t  s a f e  and 
t o l e r a b l e  dosages. This is  done i n  l abo ra to r i e s  and c l i n i c s  i n  Bethesda,
Baltimore, Washington, and Kampala, Uganda, by NCI scientists and a t  u n i v e r s i t i e s  
and comnercial o rganiza t ions  under g ran t s  and con t r ac t s .  

The Chemotherapy program a t  NCI s t a r t e d  i n  1955 with the  establishment of the 
Cancer Chemotherapy National Service Center. The program was, i n  i t s  e a r l y  days ,
n a t u r a l l y  an empiric one. In 1965 a thorough study of the 10 yea r s '  data  was 
undertaken. As a r e s u l t  of t h a t  study, a l i n e a r  a r r ay  was developed and t h e  log ic  
s t e p s  from screening t o  c l i n i c a l  t r i a l  were out l ined.  The program was reorga
nized i n t o  th ree  major segments along the lines of t he  l i n e a r  array.  

The f i r s t  of these major segments i s  the Drug Research and Development area which 
i s  responsible f o r  i n p u t  of chemical compounds, screening, dose scheduling and 
drug  formulation, and procurement. The second segment i s  Experimental Thera

w 	 peut ics  where the toxicology and pharmacologic d i spos i t i on  of the drug i s  s t u d i e d .  
Those compounds t h a t  pass these f i r s t  two segments successful ly  a r e  then s tudied 
i n  man under the d i r ec t ion  o f  the Clinical  T r i a l s  area of the program. C l in i ca l ly
a c t i v e ,  s a f e  drugs  eventua l ly  a r e  c leared by the FDA and become conrnercially
ava i l ab le  f o r  use by p rac t i c ing  physicians f o r  the control of cancer. Over 25 o f  
these anti-tumor drugs a r e  cu r ren t ly  ava i l ab le .  Curative a c t i v i t y  i s  confined 
almost exc lus ive ly  t o  the more rapidly growing tumors, b u t  many of the drugs  have 
some degree of a c t i v i t y  aga ins t  the slowly growing tumors. 

The s t r a t egy  f o r  the f u t u r e  includes studies t o  explain the  differences between 
rapidly growing and slowly growing tumors, and perfection o f  animal models f o r  
slowly growing tumors; the continuation o f  a broad screening operation involving
rmdomly selected chemicals , as we1 1 as those se l ec t ed  because of a biochemical 
r a t i o n a l e ;  t he  use of slowly and rapidly growing animal tumor models t o  s e l e c t  t h e  
best drugs  , schedules , and combinations; increased toxicologic  and pharmacologic
s t u d i e s  i n  animals and man; and the organiza t ion  of c l i n i c a l  t r i a l s  t o  study each 
n e w  agent i n  a few rep resen ta t ive  r ap id ly  and slowly growing tumors. F ina l ly ,
there a r e  extensive c l i n i c a l  s t u d i e s  on the natural  h i s to ry  of cancer,  and the 
supportive care of p a t i e n t s  receiving chemotherapy. This includes s t u d i e s  of 
granulocyte t ransfusions , bone marrow t r a n s p l a n t s ,  and laminar flow pro tec ted
environments. 

ETIOLOGY 

Genera 1 

The Etiology area i s  responsible f o r  planning and executing a broad research 
program on et iology and prevention o f  cancers. Experimental and epidemiologic
research i s  conducted on po ten t i a l  and actual v i r a l  , chemical , and radiologic
carcinogenic agents and on t h e i r  combinations. Evaluations of carcinoqenic 

*b@ 	 hazards and s tud ie s  on mechanism of cancer induction a re  included. Biometric and 
epidemiologic inves t iga t ion  o f  cancers a re  conducted i n  populations,  and  extensive 
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demographic data a re  c o n t i n u a l l y  compiled. The var ious areas o f  research comple
ment each other,  w i t h  data from one area p r o v i d i n g  i n p u t  f o r  another  area i n  the  
p lann ing  , conduct, and eval  u a t i  on o f  research programs. 

v ide  leads t h a t  must be evaluated i n  human popu la t ions ;  observed assoc ia t ions  o f  


Laboratory  f ind i  ngs pro-

cancer w i t h  o t h e r  f a c t o r s  determined i n  ep idemio log ic  s tud ies  r e q u i r e  f u r t h e r  
c l a r i f i c a t i o n  i n  experimental i n v e s t i g a t i o n s .  

The E t i o l o g y  area i s  d i v ided  i n t o  th ree  main pa r t s ,  each headed by an Associate 
S c i e n t i f i c  D i rec to r .  The V i r a l  Oncology area i s  concerned w i t h  determin ing t h e  
s ign i f i cance  o f  v i ruses  i n  t h e  i n d u c t i o n  o f  cancers i n  man and w i t h  develop ing 
means f o r  p revent ing  these cancers w i t h  v i r o l o g i c a l  , immunological, and o t h e r  
techniques. The Chemi c a l  Carcinogenesis area is concerned w i t h  determin ing t h e  
s i g n i f i c a n c e  o f  chemical agents i n  the  i n d u c t i o n  o f  cancer i n  man and w i t h  
developing means o f  p revent ing  these cancers. The Demographic area i s  concerned 
w i t h  cont inued moni twing o f  popu la t ions  f o r  cancer incidence, prevalence , and 
m o r t a l i t y ;  i d e n t i f i c a t i o n  o f  groups w i t h  d i f f e r e n t  r i s k s  o f  cancers and determi
n a t i o n  o f  assoc iated i n t e r n a l  and ex te rna l  environmental and gene t i c  fac to rs ;  
conduct o f  observa t iona l  research i n  s i t u a t i o n s  where soc ie ty  o r  na tu re  has 
provided experiments on cancer, such as s tud ies  on occupat ional  groups, migran t  
populat ions,  groups w i t h  o the r  diseases, e t c .  ; s tud ies  on d iagnos is  and therapy, 
i n c l u d i n g  design and eva l  ua t i on  o f  t he rapeu t i c  tria1s , end r e s u l t s  o f  t h e  
therap ies ,  d iagnos t i c  and de tec t i on  s tud ies ,  e t c .  ; and c o l l a b o r a t i o n  i n  a v a r i e t y  
o f  i n v e s t i g a t i o n s  r e q u i r i n g  ep idemio log ic ,  demographic, s t a t i s t i c a l ,  and mathe
mat i ca l  exper t i se .  

The program i s  conducted by means o f  in-house research and t h e  use o f  con t rac ts  
f o r  nat ionwide e f f o r t s  w i t h i n  t h e  i n t e g r a t e d  programs i n  t h e  th ree  areas. The 
E t i o l o g y  area s t a f f  are respons ib le  f o r  p lanning,  coord ina t ion ,  and eva lua t i on  o f  
t h e  contract -suppor ted e f f o r t s  as w e l l  as f o r  t h e  conduct o f  in-house inves t i ga 
t i o n s .  Many o f  these e f f o r t s  are done i n  con junc t i on  w i t h  i n v e s t i g a t o r s  who are  
a l so  grantees o f  t h e  N C I .  

V i r a l  Oncology 

The V i r a l  Oncology program i s  respons ib le  f o r  the  I n s t i t u t e ' s  research i n t o  t h e  
r o l e  o f  v i ruses  i n  t h e  causat ion o f  cancer o f  man and animals, in tended u l t i m a t e l y  
t o  prevent  and c o n t r o l  neop las t i c  diseases o f  v i r a l  e t i o l o g y .  The t h r e e  branches 
w i t h i n  t h e  O f f i c e  o f  the  Associate S c i e n t i f i c  D i r e c t o r  f o r  V i r a l  Oncology a re  
respons ib le  f o r  the  p lann ing  and superv is ion  o f  broad programs of bas ic ,  develop-
mental,  and app l i ed  research d i r e c t e d  toward these ob jec t i ves ,  as w e l l  as f o r  t h e  
management o f  s i m i l a r l y  d i r e c t e d  spec ia l  programs o f  n a t i o n a l  scope under t h e  
d i r e c t  operat ions a c t i v i t i e s  o f  t he  N C I .  

The many d i s c i p l i n e s  and s k i l l s  needed t o  study problems o f  v i r a l  causat ion  o f  
cancer a re  l oca ted  i n  t h e  th ree  branches and a re  a v a i l a b l e  f o r  deployment i n  vary
i n g  combinations fo r  c o l l a b o r a t i o n  i n  pmblem-so lv ing  approaches t o  disease 

Th is  type  of c o l l a b o r a t i v e  u t i l i z a t i o ne n t i t i e s  a t  t h e  program and p r o j e c t  l e v e l s .  

o f  research c a p a b i l i t i e s  and d i s c i p l i n e s  has served t o  un i f y  research e f f o r t s  and 

t o  reduce unnecessary d u p l i c a t i o n  t o  a minimum. 

The Special  Virus Cancer Program--Programed research on the  v i r a l  e t i o l o g y  o f  
human cancer s t a r t e d  i n  1964 w i t h  a spec ia l  Congressional app rop r ia t i on  o f  $10 
m i l l i o n .  Launching o f  t he  Special V i rus  Leukemia Program was p red ica ted  upon t h e  
under l y ing  b e l i e f  t h a t  a t  l e a s t  one v i r u s  i s  causa l l y  r e l a t e d  t o  human leukemia 
and lymphoma and p e r s i s t s  i n  the  diseased i n d i v i d u a l .  Management o f  t h i s  program 
was under the  Leukemia and Lymphoma Branch. Increased evidence o f  a r e l a t i o n s h i p  
of v i ruses  t o  the  e t i o l o g y  o f  s o l i d  tumors l e d  t o  a d d i t i o n a l  funding and t h e  
launching o f  a S o l i d  Tumor V i rus  Program i n  1967, under the  management o f  the  
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V i r a l  Carcinogenesis Branch. 

i n t e r f a c e s  l e d  t o  t h e i r  merger i n  1968 i n t o  the  Special  V i rus Cancer Program, 


The growth o f  both programs and t h e i r  many common 

which now embraces v i r a l  e t i o l o g i c a l  research on cancers o f  a l l  types. The pro-
gram now employs a research convergence technique t o  prov ide coo rd ina t i on  o f  
o b j e c t i v e s ,  personnel, resources, and in fo rma t ion  under the  general d i r e c t i o n  o f  
t h e  O f f i c e  o f  t h e  Associate S c i e n t i f i c  D i r e c t o r  f o r  V i r a l  Oncology. 

A l l  o rgan iza t i ona l  u n i t s  under t h e  O f f i c e  o f  t he  Associate S c i e n t i f i c  D i r e c t o r  f o r  
V i r a l  Oncology, as w e l l  as members o f  o t h e r  o rgan iza t i ona l  u n i t s  i n  t h e  E t i o l o g y  
area, p a r t i c i p a t e  i n  t h e  program. The resources o f  t h e  I n s t i t u t e  a re  s t r o n g l y  
complemented by t h e  numerous academic and comnercial research groups c o l l a b o r a t i n g  

i n  t h i s  e f f o r t .  

r e s u l t i n g  f rom the  examinat ion and t reatment  o f  l a r g e  numbers o f  leukemic p a t i e n t s  


Th is  i n t e g r a t i o n  has made poss ib le  t h e  shar ing o f  i n f o r m a t i o n  

w i t h o u t  which i t  would be d i f f i c u l t  o r  impossib le  t o  conduct s i g n i f i c a n t  research 
programs d i r e c t e d  t o  t h e  e t i o l o g y ,  prevent ion,  and c o n t r o l  o f  t h i s  disease. I t  
has a l s o  made poss ib le  concurrent  s tud ies  on t h e  leukemia-sarcoma complex i n  
animals, p a r t i c u l a r l y  those comnon t o  t h e  human environment. Such s t u d i e s  a r e  
expected t o  y i e l d  answers t o  t h e  p o s s i b l e  i n t e r r e l a t i o n s h i p s  of these diseases t o  
p rov ide  models f o r  t h e  s tudy o f  t h e  coun te rpa r t  human stud ies.  

Carcinogenesis 

The Carcinogenesis area, i n c l u d i n g  t h e  Lung Cancer Task Force, t oge the r  w i t h  t h e  
Bio logy,  Chemistry, and Experimental Pathology Branches, i s  responsib le  f o r  
p lanning,  implementing, and managing t h e  coord inated research program of t h e  N C I  
on carcinogenesis by chemical and phys i ca l  f a c t o r s  and on cancer prevent ion.  

w 	 I n t ramura l  research and a contract -suppor ted c o l l a b o r a t i v e  program, d i r e c t e d  by 
t h e  s c i e n t i f i c  s t a f f ,  encompass an i n t e g r a t e d  e f f o r t  f o r  t h e  i d e n t i f i c a t i o n  o f  
popu la t i on  groups a t  d i f f e r e n t  r i s k s  t o  cancers, t h e  s e l e c t i o n  o f  chemical agents
f o r  bioassay w i th  emphasis on suspected environmental carc inogenic  hazards, t h e  
development and s e l e c t i o n  o f  b i o l o g i c a l  models f o r  carcinogenesis bioassays and 
s tud ies,  t h e  i d e n t i f i c a t i o n  o f  carc inogenic  a c t i v i t y  t o  se lec ted  chemicals by 
b i o a s s a y ,  and t h e  i d e n t i f i c a t i o n  o f  processes r e q u i r e d  f o r  t h e  carc inogenic  
a c t i o n  o f  se lected agents as t a r g e t  p o i n t s  f o r  p reven t ion  o r  i r h i b i t o r y  measures. 
Processes s tud ied  i nc lude  t h e  p e n e t r a t i o n  o f  chemicals i n t o  t h e  organism and t h e i r  
rnolecular l o g i s t i c s ,  metabol ic  pathways and enzymatic mechanisms o f  a c t i v a t i o n ,  
i n t e r a c t i o n  w i th  c e l l  cons t i t uen ts ,  n e o p l a s t i c  t ransformat ion,  growth r e g u l a t i o n  
o f  t ransformed ce l  I s ,  and imnunologica l  c o n t r o l .  

The Lung Cancer Un i t ,  e s t a b l i s  ed on t h e  recomnendation of t h e  Lung Cancer Task 
Lung Cancer Program. The Uni t  conducts i n v e s t i 

c agents and b i o l o g i c a l  f a c t o r s  i n v o l v e d  i n  t h e  
at tempts t o  determine means by which these f a c t o r s  
It develops, designs, and s tandard izes b i o l o g i c a l  

t e s t i n g  t h e  carc inogenic  and/or s y n e r g i s t i c  
t u e n t s  and o f  o t h e r  chemical and phys i ca l  agents 
on. 

Force, w i l l  develop t h e  Specia 
ga t i ons  t o  i d e n t i f y  carcinogen 
development o f  l u n g  cancer and 
may be i n h i b i t e d  o r  prevented. 
and chemical assay systems f o r  
e f f e c t s  of tobacco smoke const  
- involved i n  l ung  cancer causat 

Demography 

The Demography area has t h r e e  major f u n c t i o n s :  (a )  research i n t o  t h e  e t i o l o g y  o f  
cancer i n  f r e e - l i v i n g  populat ions,  l a r g e l y  b u t  c e r t a i n l y  n o t  e x c l u s i v e l y  human; 
(b) consul t a t i o n  and support  i n  mathematics , s t a t i s t i c s  [ i n c l u d i n g  experiment 
design and ana lys i s ]  and system a n a l y s i s  i n  problems o f  cancer research; ( c )  devel
opment o f  t he  bas ic  data o f  cancer inc idence,  prevalence, and m o r t a l i t y  i n  t h e  

9w 	 Uni ted States s u f f i c i e n t l y  p r e c i s e  t o  pe rm i t  admin i s t ra to rs  and research workers 
t o  measure t h e i r  successes [and f a i l u r e s ]  i n  prevent ing,  d iagnosinq, o r  t r e a t i n g  



Page Ten 

cancer. The two Branches [Biometry and Epidemiology] w i t h i n  t h e  O f f i c e  o f  t h e  
Associate S c i e n t i f i c  D i r e c t o r  f o r  Demography supplement and suppor t  each o t h e r  i n  
these a c t i v i t i e s .  

Ob jec t ives  f o r  1972 

The major  ob jec t i ves  i n  the  Special V i rus  Cancer Program are:  (a )  t h e  deterrni
n a t i o n  o f  cancer-causing a c t i v i t y  i n  animals by v i ruses  a l ready  i s o l a t e d  f rom 
human cancers; (b )  r e l a t i n g  t h i s  a c t i v i t y ,  and o the r  c h a r a c t e r i s t i c s  o f  t h e  candi
date v i ruses ,  t o  cancer i n  man; ( c )  t h e  de terminat ion  of t h e  e n t i r e  sequence o f  
molecular  events , i n c l u d i n g  s p e c i f i c  enzymatic a c t i v i t i e s  (e.9. , polymerases) i n  
v i r a l  r e p l i c a t i o n  and tumor i nduc t i on ;  and (d) r e l a t i n g  t h i s  i n fo rma t ion  t o  t h e  
c o n t r o l  o f  cancer i n  man. 

The Chemical Carcinogenesis area w i l l  g i v e  h igh  p r i o r i t y  t o  t h e  i d e n t i f i c a t i o n  of 
chemica l -v i ra l  i n t e r a c t i o n  mechanisms, t h e  r o l e  o f  var ious chemicals and dus ts  i n  
the  i n d u c t i o n  o f  l ung  cancer, and t h e  establ ishment  o f  data c o l l e c t i o n  and 
r e t r i e v a l  systems t o  improve e f f i c i e n c y  i n  coo rd ina t i ng  i n fo rma t ion  generated by 
the  program and d isseminat ing i t  t o  t h e  s c i e n t i f i c  comnunity. 

I n  Demography, epidemiology s tud ies  w i l l  be made i n  human popu la t ions  o f  t h e  r o l e  
of v i ruses  and chemicals i n  cancer i n i t i a t i o n .  I n  1972, t h e  a c t i v i t i e s  o f  t h e  
T h i r d  Nat ional  Cancer Survey w i l l  s h i f t  f rom t h e  c o l l e c t i o n  o f  data t o  t h e  analysis 
o f  the  data. 

GENERAL LABORATORIES AND CLINICS 

The General Labora tor ies  and C l i n i c s  area i s  respons ib le  f o r  p lann ing  and d i r e c t 
i n g  t h e  Nat iona l  Cancer I n s t i t u t e ’ s  general (as d i s t i ngu ished  f rom s p e c i f i c a l l y  
ta rge ted)  l abo ra to ry  and c l i n i c a l  research a c t i v i t i e s .  The ob jec t i ves  i nc lude  
ob ta in ing  i n fo rma t ion  and knowledge f o r  t h e  understanding o f  t h e  fundamental 
b i o l o g i c a l  processes under l y ing  cancer i n  man through the  conduct o f  research i n  
the  biomedical sciences. 

The research i s  c a r r i e d  ou t  i n  12 u n i t s .  F ive  of these are  i n  the  bas ic  sciences; 
namely, Biology, Ce l l  Biology, Molecular  B io logy ,  B iochemist ry ,  and Physiology. 
Seven u n i t s  are engaged i n  c l i n i c a l  research programs o f  Surgery, Imnunology, 
Radiat ion,  Dermatology, Pathology, Metabolism, and Breast Cancer. There a re  
approximately 70 h o s p i t a l  beds t o  complement these c l i n i c a l  programs. The 
S c i e n t i f i c  D i r e c t o r  f o r  General Labora tor ies  and C l i n i c s  i s  ass i s ted  by an Associ
a te  S c i e n t i f i c  D i r e c t o r  f o r  C l i n i c a l  Research t o  whom i s  de legated r e s p o n s i b i l i t y  
f o r  t h e  c l i n i c a l  programs and by a group o f  l a b o r a t o r y  and branch c h i e f s  respon
s i b l e  f o r  l abo ra to ry  i n v e s t i g a t i o n s .  The s c i e n t i s t s  and phys ic ians  o f  these 12 
u n i t s  conduct s tud ies  broad ly  descr ibed by t h e  t i t l e  o f  t h e i r  u n i t .  The i r  research 
i s  designed t o  add t o  ou r  knowledge about t h e  changes caused by cancer, whether 
they be i n  the  b iochemis t ry  o f  t h e  c e l l  o r  t h e  e f f e c t  of cancer upon t h e  p a t i e n t .  
They i nc lude  s tud ies  o f  t h e  t rea tment  o f  cancer by surg ica l ,  chemical, and r a d i o -
l o g i c a l  means. Studies i n  p a t i e n t s  range f rom those designed t o  improve r a d i a t i o n  
therapy and surgery as the rapeu t i c  t o o l s  toge the r  w i t h  those designed t o  determine 
how a cancer a f f e c t s  t h e  p a t i e n t ,  how anemia i s  produced, and why hos t  defenses t o  
b a c t e r i a  are reduced. 

Th is  b road ly  based program t o  s tudy cancer i n  man and experimental animals w i l l  be 
v igo rous l y  pursued i n  1972 t o  acqu i re  new knowledge t h a t  w i l l  permi t  improved care 
o f  p a t i e n t s  and a b e t t e r  understanding of t h e  fundamental abe r ra t i on  t h a t  r e s u l t s  
i n  cancer. While t h e  major  e f f o r t  i s  c a r n e d  on i n  i t s  own f a c i l i t i e s ,  some 
con t rac ts  are used f o r  o b t a i n i n g  s p e c i f i c  m a t e r i a l s  o r  serv ices  t o  supplement the  
in-house capabi 1ity. 
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\ PROCEDURE NOTICE: 
\'\\ \ \ \ \  \ \ \ \ \ \ \  \ \ \  \ \ \  

(Correct ion ) 

The procedure not ice  published on page four  o f  N I H  Guide f o r  Grants and Contracts ,  
No. 6 ,  April 26, 1971, c a r r i e d  an error i n  t h e  deadl ine d a t e  for t h e  Fal l  round of  
research c a r e e r  award appl ica t ions .  I t  should be amended t o  read September 1 
ins tead  o f  October 1 a s  published. 


