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1 HAVE YOU MVED? 

I f  your present address d i f f e r s  from that shown on 
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~ r r m t eand Contract Guide Distribution Center, 
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During the  cour se  o f  many NIH-supported r e sea rch  p r o j e c t s ,  p rope r ty  o f  
va lue  may be produced i n  excess  of  t h e  needs of  t h e  p r o j e c t  i t s e l f .  
Examples of  such p r o p e r t y ,  a l though  no t  a l l - i n c l u s i v e ,  are f a b r i c a t e d  
equipment,  an ima l s ,  enzymes and o t h e r  blood and t i s s u e  p roduc t s ,  c e l l  
c u l t u r e s ,  and chemical  s y n t h e t i c s .  When such p rope r ty  is d isposed  o f  
through a sales  p r o c e s s ,  t h e  proceeds o f  such a sale are g r a n t - r e l a t e d  
income. 

A l l  g r a n t - r e l a t e d  income earned  du r ing  t h e  pe r iod  of  N I H  g r a n t  s u p p o r t  
excep t  r o y a l t i e s *  and proceeds from t h e  sa le  of real  p r o p e r t y  s h a l l  
be r e t a i n e d  by t h e  g r a n t e e  and u n l e s s  t h e  terms and c o n d i t i o n s  o f  t h e  
award s p e c i f y  which o p t i o n  is t o  be  used,  t h e  income s h a l l  be  t r e a t e d  
i n  accordance wi th  one o r  a combinat ion o f  t he  fo l lowing  o p t i o n s :  

A. 	 Used by t h e  g r a n t e e  f o r  any purposes  t h a t  f u r t h e r  
t h e  o b j e c t i v e s  o f  t h e  l e g i s l a t i o n  under which t h e  
g r a n t  w a s  made. 

uu' 


B .  	 Deducted from t h e  t o t a l  p r o j e c t  c o s t s  f o r  t h e  purpose 
o f  de te rmining  t h e  n e t  c o s t s  on which t h e  Fede ra l  s h a r e  
of c o s t s  w i l l  be  based .  

*See PubZic Health Serv i ce  Grants Po l i cy  Statement  f o r  s p e c i a l  t r ea tmen t  
of  r o y a l t i e s  r ece ived  as copyr ight - o r  pa ten t -earned  income. 

NATIONAL PRI! E PLAN A V A I L A B L E  /

A d r a f t  o f  t h e  Nat ion  l a n  is a v a i l a b l e  f o r  comment by i n t e r e s t e d  

oped by t h e  Interagency Primate S t e e r i n g  
f o r  nonhuman p r ima te  supply  f o r  U.S. 

b i o s c i e n t i f i c  a c t i v i t  n sets f o r t h  t h e  need f o r  p r ima tes ,  
ses a c t i o n s  t o  p rov ide  a n  adequate  

mments on a f t  p l a n  are be ing  s o l i c i t e d  from 
a l l  i n t e r e s t e d  and w i l l  be  cons ide red  b e f o r e  

raf t  p l a n  may be  o b t a i n e d  
lood ,  Execut ive  D i r e c t o r  agency P r i m a t e  S t e e r i n g  
102,  Bui ld ing  1 4 G ,  Nat io  t i t u t e s  o f  H e a l t h ,  Bethesda ,  

Maryland 20014. 
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I N D I A  ANNOUNCES BAN ON 	 / / /  / / / /, 

5 NOTICE/,
P R I M A T E  EXPORTS 

The Government of  I n d i a  r e c e n t l y  announced t h a t  i t  would make no new 
commitments f o r  t h e  e x p o r t  of nonhuman p r ima tes .  All c u r r e n t  e x p o r t  
commitments f o r  t h e  United S t a t e s  are due t o  e x p i r e  on March 31 ,  1978. 
No o f f i c i a l  r eason  w a s  g iven  f o r  t h e  ban b u t  i t  co inc ided  w i t h  r e p o r t s  
i n  t h e  I n d i a n  p r e s s  abou t  a l l e g e d l y  c r u e l  exper iments  i n v o l v i n g  rhesus  
monkeys expor t ed  from I n d i a .  The newspaper accounts  t o l d  of t h e  use  of 
rhesus  monkeys i n  n e u t r o n  i r r a d i a t i o n  tests and a l l e g e d  t h a t  t h i s  w a s  
i n  v i o l a t i o n  o f  t h e  U.S.-India agreement on use  of p r ima tes  expor t ed  
from I n d i a .  This  agreement p r o v i d e s  t h a t  t h e  an imals  w i l l  b e  used o n l y  
f o r  medica l  r e s e a r c h  and v a c c i n e  p roduc t ion .  S p e c i f i c a l l y  p r o h i b i t e d  uses  
are a tomic  b l a s t  exper iments  and space r e s e a r c h .  

S t e p s  are be ing  t aken  t o  t r y  t o  g e t  t h e  I n d i a n  Government t o  r e s c i n d  o r  
modify i t s  ban on p r i m a t e  e x p o r t s .  It is  n o t  real is t ic  t o  p r e d i c t  a t  
t h i s  t i m e  whether  o r  n o t  t h i s  e f f o r t  w i l l  b e  s u c c e s s f u l .  

I n d i a  is  the p r i n c i p a l  s o u r c e  coun t ry  f o r  rhesus  monkeys. Domestic 
b reed ing  programs s t a r t e d  i n  r e c e n t  y e a r s  are making s a t i s f a c t o r y  p r o g r e s s  
b u t  i n  1978 will b e  a b l e  t o  supp ly  on ly  about  10% of t h e  13,000 rhesus  
monkeys used a n n u a l l y  i n  t h e  U.S. Bangladesh is a l s o  a s u p p l i e r  of r h e s u s  
monkeys and a n  e s t i m a t e d  2,000 t o  5,000 animals  can b e  o b t a i n e d  from t h i s  
sou rce  a n n u a l l y .  Re-use o f  an ima l s  a l r e a d y  i n  t h i s  coun t ry  and use  o f  R.(i 

o t h e r  s p e c i e s  are tact ics  t h a t  i n d i v i d u a l  i n v e s t i g a t o r s  might  f i n d  h e l p f u l  
i f  t h e  ban is  n o t  r e sc inded .  
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/ / / / / / / I  

NOTICE?
T R A I N I N G  GRANT CONTINUATION A P P L I C A T I O N  / / / / / / , /  

A number of t r a i n i n g  g r a n t  c o n t i n u a t i o n  a p p l i c a t i o n  forms ( P H S  2499-2 
formerly N I H  2003-2) have been r ece ived  by N I H  w i th  t h e  Terms and Condi t ions  
b lock  ( i tem 16) on t h e  f a c e  page modif ied i n  a way which is i n c o n s i s t e n t  
wi th  t h e  i n s t r u c t i o n s  f o r  complet ion of t h e  a p p l i c a t i o n .  The i n s t r u c t i o n s  
f o r  i t e m  16 a s k  t h e  a p p l i c a n t  t o  i n s e r t  ("and p o l i c i e s " )  a f t e r  t h e  word 
" r e g u l a t i o n s "  i n  t h e  f i r s t  l i n e  o f  i t e m  16 on page 1 of t h e  a p p l i c a t i o n  
and s t r i k e  t h e  remainder  of t h a t  f i r s t  s e n t e n c e  which a p p e a r s  on t h e  
second l i n e  because  i t  r e f e r s  t o  a superseded  p o l i c y  brochure .  Some 
a p p l i c a n t s  have e r roneous ly  s t r u c k  t h e  second and t h i r d  s e n t e n c e s  as 
w e l l  which d e a l  w i t h  C i v i l  R igh t s  and c o n f l i c t  of i n t e r e s t .  Although a 
c o r r e c t e d  f a c e  page w i l l  no t  be  r e q u i r e d ,  w e  are c a l l i n g  t o  your  a t t e n t i o n  
t h a t  t h e  T e r m s  and Cond i t ions  i n  sen tences  one ( a s  modif ied)  and s e n t e n c e s  
two and t h r e e  ( a s  p r i n t e d )  are f u l l y  a p p l i c a b l e  t o  any award made as a 
r e s u l t  of t h e  a p p l i c a t i o n .  

ACKNOWLEDGMENT ON PUBLICATIONS 
/ / / / / / /, 

OF PHS SUPPORT NOTICE5 

S c i e n t i f i c  p u b l i c a t i o n s  r e s u l t i n g  from work suppor ted  t o  any e x t e n t  by PHS 
g r a n t  o r  c o n t r a c t  funds must c o n t a i n  a c r e d i t  l i n e  o r  f o o t n o t e  acknowledging 
t h e  s o u r c e  of s u p p o r t .  This requirement  f o r  acknowledgment of s u p p o r t  
became c r i t i c a l  w i t h  t h e  implementat ion on January  1, 1978, o f  t h e  new 
copyr igh t  l a w .  Any f a i l u r e  t o  adhere  t o  
is a d i s s e r v i c e  t o  t h e  s c i e n t i f i c  p u b l i c  
means by which i n v e s t i g a t o r s  can i d e n t i f y  
p e r m i t t e d  t o  make a s ing le  copy f o r  t h e i r  
copyr igh t  of t h e  j o u r n a l .  I n v e s t i g a t o r s  

t h e  acknowledgment requi rement  
s i n c e  t h i s  is of ten the only 

a r t i c l e s  of which they  are 
own use wi thou t  r e g a r d  t o  t h e  

on PHS-supported g r a n t s  o r  c o n t r a c t s  
are t h e r e f o r e  urged t o  pay p a r t i c u l a r  a t t e n t i o n  t o  a p p r o p r i a t e  acknowledgment. 
(See PHS copyr igh t  p o l i c y  i n  t h e  N I H  Guide for Grants and Contracts, Vol. 6 ,  
N o .  21 ,  p.  15, December 1, 1977.) 
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APPLICATION RECEIPT DATES 


DEADLINES // / / / / I/ 

It is o c c a s i o n a l l y  b rough t  t o  our a t t e n t i o n  t h a t  t h e r e  is some confus ion  
r e g a r d i n g  r e c e i p t  d a t e s  f o r  g r a n t  a p p l i c a t i o n s  submi t t ed  t o  t h e  Na t iona l  
I n s t i t u t e s  of Hea l th .  It  seems t h a t  many i n v e s t i g a t o r s  and i n s t i t u t i o n a l  
s t a f f  are under t h e  impress ion  t h a t  t h e  a p p l i c a t i o n  must be  postmarked on 
t h e  day i n d i c a t e d  as a r e c e i p t  d a t e  f o r  t h e  a p p l i c a t i o n .  Th i s  i n fo rma t ion  
is  i n c o r r e c t .  The a p p l i c a t i o n  f o r  any g iven  r e c e i p t  d a t e  must be received 
a t  t h e  Na t iona l  I n s t i t u t e s  of Heal th  i n  i t s  ent irety  by t h e  s t a t e d  d a t e .  
Any a p p l i c a t i o n  r e c e i v e d  a f t e r  t h e  s t a t e d  d a t e  w i l l  be cons idered  as not 
meeting t h a t  p a r t i c u l a r  r e c e i p t  d a t e .  

Requests  f o r  waiver w i l l  be  cons ide red  on a n  i n d i v i d u a l  b a s i s  by c o n t a c t i n g  
D r .  L u i s  Angelone, C h i e f ,  R e f e r r a l  Branch,  D i v i s i o n  of Research G r a n t s ,  N I H .  
It shou ld  be  p o i n t e d  o u t ,  however, t h a t  i n  t h e s e  days o f  e x t r a o r d i n a r i l y  
heavy workloads,  very few waive r s  are g ran ted .  All i n v e s t i g a t o r s  are 
urged t o  p l a n  t h e  p r e p a r a t i o n  of t h e i r  a p p l i c a t i o n s  i n  s u f f i c i e n t  t i m e  
t o  m e e t  t h e  announced schedu le  of r e c e i p t  d a t e s  and t o  aZZow for possible 
delays i n  the m a i l .  
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,,,,,,,I~.noncr.:
DNA RECOMBINANT RESEARCH 	 h'evisims ure in i t a l i c s .  ////,,/ / 

l_l__-_l___-

This supersedes the  a r t i c l e  e n t i t l e d  "DNA Recombinant Research" i n  the  
October 17, 1977, i s s u e  of t he  N I H  Guide for  Grants and Contracts and 
the "Important Notice" concerning recombinant DNA i n  the Publ ic  Health Serv ice  
research g ran t  and t r a i n i n g  app l i ca t ion  k i t s .  Described he re in  are (1) require
ments f o r  no ta t ions  on research and t r a i n i n g  grant  app l i ca t ions ,  ( 2 )  a 
restatement of  the  requirements f o r  t he  I n s t i t u t i o n a l  Biohazards Committee, 
( 3 )  refinements t o  the  MUA, ( 4 )  new nota t ions  t h a t  w i l l  appear on the  N I H  
Notice of  Grant Award forms f o r  g ran t s  involving recombinant DNA, (5) procedures 
f o r  reques t ing  p r i o r  approval i n  funded recombinant DNA p r o j e c t s ,  and 
(6) s p e c i f i c a t i o n s  f o r  shipping and t r a n s f e r  requirements f o r  recombinant DNA 
mater ia l s .  

I .  NOTATION ON RESEARCH AND TRAINING GRANT APPLICATIONS 

Applicat ion forms are under r ev i s ion  t o  include a check block i n d i c a t i n g  
whether o r  no t  recombinant DNA research is involved. U n t i l  such t i m e  as 
these forms are ava i l ab le ,  app l i can t s  should spec i fy  i n  c a p i t a l  let ters 
a t  t he  bottom of t he  f i r s t  page of the  app l i ca t ion  "THIS APPLICATION DOES/ 
DOES NOT INVOLVE RECOMBINANT DNA." Label l ing the  face  page of t he  appl ica
t i o n  w i l l  assist  i n  expedi t ing  the  processing of  the  app l i ca t ion .  

11. INSTITUTIONAL BIOHAZARDS COMMITTEE (IBC) 

Each i n s t i t u t i o n  where research  involving recombinant DNA technology is  
being o r  s h a l l  be  conducted must e s t a b l i s h  a s tanding  biohazards 
committee. Suggestions f o r  t h e  composition of such a committee are 
discussed under Sec t ion  I V  of  t he  Guidel ines ,  which a l s o  d iscusses  t h e  
r o l e s  and r e s p o n s i b i l i t i e s  of p r i n c i p a l  i nves t iga to r s  and i n s t i t u t i o n s .  
A r o s t e r  of  t he  members of t h e  I n s t i t u t i o n a l  Biohazards Committee must 
be submitted t o  t h e  N I H .  

The minimum information must inc lude  the  names, addresses ,  occupat ions,  
and q u a l i f i c a t i o n s  of  t h e  chairman and members of t h e  committee. This 
information must be submitted to :  

Of f i ce  of Recombinant DNA A c t i v i t i e s  

National  I n s t i t u t e  of General Medical Sciences 

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

Room 4A52, Building 31 

Bethesda, Maryland 20014 


The composition of  I n s t i t u t i o n a l  Biohazards Committees is sub jec t  t o  
review by t h e  Off ice  of Recombinant DNA A c t i v i t i e s  f o r  compliance wi th  
recommendations s t a t e d  i n  t h e  Guidelines. I t  i s  the  r e s p o n s i b i l i t y  of  
each grantee  i n s t i t u t i o n  t o  update t h i s  information a t  least annual ly .  
As s t i p u l a t e d  i n  the  Guidel ines ,  t he  Off ice  of Recombinant DNA A c t i v i t i e s  
s h a l l  assist i n  the  formation of an  Area Biohazards Committee (ABC) when 
t h i s  i s  appropr ia te .  Such an Area Committee s h a l l  be  necessary when 

W a d d i t i o n a l  e x p e r t i s e  from ou t s ide  a given i n s t i t u t i o n  i s  necessary f o r  
t he  Biohazards Committee t o  f u l f i l l  i t s  funct ions.  



Page S i x  

111. CONTENTS OF MEMOWVDLJM OF UNDERSTANDING AND AGREEMENT (MUA) 
Y t i  

A p p l i c a t i o n s  f o r  t he  N a t i o n a l  I n s t i t u t e s  of  Heal th  invo lv ing  recombinant 
DNA r e s e a r c h ,  as d e f i n e d  by t h e  G u i d e l i n e s ,  m u s t  be  accompanied by a 
proposed MLJA wi th  t h e  s t a t e m e n t s  shown i n  t h e  a t t a c h e d  i l l u s t r a t i o n .  
Because t h e  in fo rma t ion  provided  is  cap tu red  by a d a t a  management sys tem,  
f o r  N I H  u s e ,  a p p l i c a n t s  are  urged t o  fo l low t h e  sequence and format o f  
t h e  i l l u s t r a t i o n  as c l o s e l y  as p o s s i b l e .  

Incomplete  MUAs r ende r  t h e  a p p l i c a t i o n  incomple te .  An a p p l i c a t i o n  wi thou t  
a proposed N J A  i s  incomple te  and w i l l  n o t  be  reviewed u n t i l  a p r o p e r l y  
executed  1KJA i s  provided .  Once an MUA has been submitted f o r  the  proposed 
p r o j e c t ,  changes des i red  t o  that; p r o j e c t  must be made by submit t ing a 
rev ised  M I A .  The rev i sed  MUA should conta in  e i t h e r  a copy o f  t he  or ig ina l  

o rMUA, showing the  des i red  c k n g e s ,  - a s tatement  expla in ing  how the  
or ig ina l  MUA should be modif ied.  

The proposed MUA m u s t  c o n t a i n :  

A .  	 A d e s c r i p t i o n  o f  each proposed series o f  exper iments  t h a t  i n v o l v e s  
recombinant DNA molecules  and t h e  i n d i v i d u a l  i n v e s t i g a t o r  r e s p o n s i b l e  
f o r  each exper iment ,  i f  o t h e r  than  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 o  
no t  submit a separate  MUA for each experiment.  

D e s c r i p t i o n s  should  inc lude  a summary o f  the  research p r o j e c t  and 
should i n d i c a t e  t h e  s o u r c e s  o f  DNA, nature of i n s e r t e d  nuc le i c  ac id  
sequences, h o s t s ,  and v e c t o r s .  D e s c r i p t i o n s  must be o f  s u f f i c i e n t  
d e t a i l  t o  p rov ide  in fo rma t ion  about  t h e  exper iments  w i thou t  need 
f o r  r e f e r e n c e  t o  t h e  a p p l i c a t i o n .  D e s c r i p t i o n s  should  p rov ide  f o r  
each recombinant DNA experiment  an  i n d i c a t i o n  o f  t h e  approximate 
t i m e  o f  i n i t i a t i o n  a f t e r  t h e  s t a r t  d a t e  of  t h e  p r o j e c t  p e r i o d  ( e . g . ,  
f i r s t  y e a r ,  second y e a r ,  t h i r d  y e a r ) .  The t i m e  o f  a v a i l a b i l i t y  of  
t h e  r e q u i r e d  f a c i l i t i e s  should  a l s o  be  provided  i n  t h e  d e s c r i p t i o n .  
O r d i n a r i l y  no more than  two pages of  d e s c r i p t i o n  f o r  each experiment  
are a c c e p t a b l e .  

B.  	 An assessment  of  t h e  l e v e l ( s )  o f  p h y s i c a l  and b i o l o g i c a l  containment  
f o r  each  experiment  as r e q u i r e d  by t h e  c u r r e n t  N I H  Gu ide l ines  f o r  
t h e s e  exper iments .  

C.  	 A d e s c r i p t i o n  of  t h e  f a c i l i t i e s  and s p e c i f i c  procedures  t h a t  s h a l l  
be  used t o  p rov ide  t h e  r e q u i r e d  l e v e l s  o f  containment .  Each perform
ance  s i t e  must be  i d e n t i f i e d  wi th  t h e  name of t h e  o r g a n i z a t i o n ,  c i t y ,  
and s t a t e .  

D. 	 A s p e c i f i c  b r i e f  s t a t e m e n t  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  a g r e e i n g  
t o  a b i d e  by t h e  p r o v i s i o n s  o f  t h e  c u r r e n t  N I H  Gu ide l ines  and t h e  
requi rements  con ta ined  i n  t h i s  No t i ce  concern ing  shipment and 
t r a n s f e r  of  recombinant  DNA materials ( s e e  S e c t i o n  V I ) .  

The p r i n c i p a l  i n v e s t i g a t o r  must a l s o  a t t e s t  t o  t h e  accuracy  o f  t h e  
in fo rma t ion  i n  A through D o f  t h i s  document. 



N I H  Guide f o r  Grants  and C o n t r a c t s  

V o l .  7, No. 3, February  15,  1978 Page Seven 


E .  In fo rma t ion  concern ing  I n s t i t u t i o n a l  Biohazards Committee review: 

1. 	 When f a c i l i t i e s  are i n  e x i s t e n c e ,  a c e r t i f i c a t i o n  is r e q u i r e d  
i n d i c a t i n g  t h a t  t h e  I n s t i t u t i o n a l  Biohazards Committee has  
reviewed t h e  proposed p r o j e c t  f o r  recombinant DNA exper iments  
and found adequate  and i n  compliance w i t h  t h e  N I H  Gu ide l ines ,  
t h i s  No t i ce ,  and o t h e r  s p e c i f i c  N I H  i n s t r u c t i o n s  p e r t a i n i n g  t o  
t h e  proposed p r o j e c t ,  t h e  (a )  p rocedures ,  (b)  p r o j e c t  and 
f a c i l i t i e s  pe r sonne l  i n  place a t  t h e  t i m e  of rev iew,  and 
( c )  f a c i l i t i e s .  The d a t e  of t h e  review must b e  s p e c i f i e d .  

2. 	 When f a c i l i t i e s  are proposed o r  are under  c o n s t r u c t i o n  o r  renova
t i o n  a t  t h e  t i m e  of t h e  a p p l i c a t i o n ,  a n  a s su rance  i n  l i e u  o f  a 
c e r t i f i c a t i o n  must b e  provided.  The a s su rance  is  s i g n e d  by t h e  
a p p r o p r i a t e  i n s t i t u t i o n a l  o f f i c i a l ( s )  t o  i n d i c a t e  t h a t  t h e  
I n s t i t u t i o n a l  Biohazards Committee h a s  reviewed t h e  proposed 
p r o j e c t  f o r  recombinant DNA exper iments  and found adequate  and 
i n  compliance w i t h  N I H  G u i d e l i n e s ,  t h i s  No t i ce ,  and o t h e r  spec i f i c  
N I H  i n s t r u c t i o n s  p e r t a i n i n g  t o  t h e  proposed p r o j e c t ,  t h e  
(a )  p rocedures ,  (b)  p r o j e c t  and f a c i l i t i e s  pe r sonne l  i n  place-
a t  t h e  t i m e  of review, and ( c )  p l a n s  f o r  f a c i l i t i e s  proposed 
o r  under  c o n s t r u c t i o n  o r  r enova t ion .  The as su rance  i n c l u d e s  a 
s t a t e m e n t  t h a t  recombinant DNA expe r imen ta t ion  sha l l  n o t  occur  
u n t i l  t h e  completed f a c i l i t y  h a s  been reviewed by t h e  I n s t i t u t i o n a l  
Biohazards Committee and a revised MUA, w i th  c e r t i f i c a t i o n ,  has  
been  approved by N I H  and r e s e a r c h  i s  a u t h o r i z e d  by i s s u a n c e  of 
a r e v i s e d  award w i t h  a Footnote  2 (see S e c t i o n  IV). 

- Some MUAs w i l l  i n c o r p o r a t e  p r o v i s i o n s  o f  b o t h  a c e r t i f i c a t i o nNOTE: 
and an  a s su rance  i f  t h e r e  are s e v e r a l  exper iments  a t  d i f f e r e n t  
s t a g e s  . 

F. 	 A s t a t e m e n t  by t h e  a p p r o p r i a t e  i n s t i t u t i o n a l  o f f i c i a l  t h a t  t h e  
I n s t i t u t i o n a l  Biohazards Committee s h a l l  moni tor ,  th roughout  t h e  
d u r a t i o n  of t h e  p r o j e c t ,  t h e  f a c i l i t i e s ,  p rocedures ,  and t r a i n i n g  
and e x p e r t i s e  of t h e  pe r sonne l  who are working on  the p r o j e c t  and 
f o r  t h e  f a c i l i t i e s .  

G. 	 The s i g n a t u r e  of bo th  t h e  i n s t i t u t i o n a l  o f f i c i a l ( s )  and t h e  p r i n c i p a l  
i n v e s t i g a t o r .  

H. 	 The d a t e  of s i g n a t u r e  by t h e  i n s t i t u t i o n a l  o f f i c i a l  o f  t h e  a p p l i c a n t  
i n s t i t u t i o n .  This s h a l l  become t h e  d a t e  of t h e  proposed MUA f o r  
f u t u r e  r e f e r e n c e .  

M u l t i p l e  S i t e s :  When recombinant DNA r e s e a r c h  i s  proposed a t  m u l t i p l e  
sites, t h e  proposed MUA must s p e c i f y  items A through C above by each  
s i te .  'When recombinant DNA r e s e a r c h  is proposed a t  sites governed by 
o t h e r  t h a n  t h e  a p p l i c a n t  i n s t i t u t i o n ,  s i g n a t u r e s  of t h e  a p p r o p r i a t e  
o f f i c i a l s  a t  t h e  a p p l i c a n t  i n s t i t u t i o n  and t h e  i n s t i t u t i o n ( s )  where t h e-
recombinant DNA research is t o  b e  conducted are r e q u i r e d .  The s i g n a t u r e s  
s h a l l  i n d i c a t e  t h a t  t h e  I n s t i t u t i o n a l  Biohazards Committees of t h e  
i n s t i t u t i o n s  where t h e  r e s e a r c h  is  t o  b e  performed have g iven  t h e  
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c e r t i f i c a t i o n  and /o r  a s s u r a n c e  r e q u i r e d  i n  i t e m  E of  t h e  MUA, and t h a t  
t h e  o t h e r  i n fo rma t ion  is complete  and a c c u r a t e  concern ing  t h e  r e s e a r c h  
t o  be  performed a t  t h e  s i t e  under  t h e  j u r i s d i c t i o n  o f  t h e  s i g n e r ' s  
i n s  t i  t u t i o n .  

MUAs w i th  Noncompeting A p p l i c a t i o n s :  A l l  noncompeting c o n t i n u a t i o n  
a p p l i c a t i o n s  i n v o l v i n g  recombinant DNA r e s e a r c h  p ro jec t smus t  b e  accompanied 
by a proposed,  updated MUA t h a t  i n c o r p o r a t e s  a s t a t emen t  t h a t  t h e  
f a c i l i t i e s ,  p rocedures ,  and p r o j e c t  and f a c i l i t i e s  pe r sonne l  i n  p l a c e  
a t  t h e  t i m e  o f  review have been reviewed by t h e  I n s t i t u t i o n a l  Biohazards 
Committee p r i o r  t o  t h e  submiss ion  o f  t h e  a p p l i c a t i o n ,  and t h a t  t h e  p r o j e c t  
con t inues  t o  be  i n  compliance w i t h  N I H  Gu ide l ines .  

-___Fellowship A p p l i c a n t s ,  Research Career Development Award Candida tes  
(RCDA), Research Career Awardees (RCA) , and Program D i r e c t o r s  f o r  
I n s t i t u t i o n a l  Research T r a i n i n g  Grants: 

1. 	 Fellowship a p p l i c a n t s ,  RCDA c a n d i d a t e s ,  R C A s ,  o r  Program D i r e c t o r s  
f o r  I n s t i t u t i o n a l  Research T r a i n i n g  Grants  may a t t a c h  t o  t h e  a p p l i c a 
t i o n  a copy of  t h e  MUA(s) =roved by t h e  O f f i c e  of  Recombinant DNA 
A c t i v i t i e s  when t h e  proposed r e s e a r c h  o r  t r a i n i n g  i s  p a r t  o f  a funded 
N I H  p r o j e c t  i n v o l v i n g  recombinant DNA. 

The fe l lowsh ip  a p p l i c a n t ,  RCDA c a n d i d a t e ,  RCAs,  o r  Program D i r e c t o r  
( i f  o t h e r  than  t h e  p r i n c i p a l  i n v e s t i g a t o r )  must s i g n  t h e  MUA copy 
under t h e  s i g n a t u r e  of the p r i n c i p a l  i n v e s t i g a t o r ,  i n d i c a t i n g  t h a t  
he / she  has  become f a m i l i a r  w i t h  and a g r e e s  t o  a b i d e  by t h e  p r o v i s i o n s  
of  t h e  c u r r e n t  NIH'Guide l ines ,  t h i s  No t i ce ,  and o t h e r  s p e c i f i c  
N I H  i n s t r u c t i o n s  p e r t a i n i n g  t o  t h e  proposed p r o j e c t .  The p r i n c i p a l  
i n v e s t i g a t o r  and t h e  a p p r o p r i a t e  i n s t i t u t i o n a l  o f f i c i a l  must a l s o  
i n i t i a l  and d a t e  the approved MLJA copy t o  i n d i c a t e  t h a t  the copy is  
c u r r e n t  and a c c u r a t e  and t h a t  t h e  r e s e a r c h  o r  t r a i n i n g  proposed f o r  
t h e  f e l l o w s h i p  a p p l i c a n t ,  RCDA c a n d i d a t e ,  R C A s ,  o r  Program D i r e c t o r  
is  c o n s i s t e n t  w i t h  t h e  approved recombinant DNA p r o j e c t .  

2. 	 I f  any recombinant DNA work is proposed o t h e r  t han  t h a t  i n d i c a t e d  
i n  t h e  approved MUA(s), a s e p a r a t e  proposed MUA must b e  submi t t ed  
t o  N I H .  

I V .  APPROVAL OF MUAs AND AWARD PROCEDURES 

This  s e c t i o n  a p p l i e s  on ly  t o  g r a n t s  awarded by N I H .  NO PROJECT I N V O L V I N G  

RECOMBINANT DNA RESEARCH CAN BE FUNDED WITHOUT AN MUA APPROVED BY THE N I H .  

NOTE THE CONCEPTS OF A PROPOSED MUA VERSUS AN MUA APPROVED BY THE OFFICE 

OF RECOMBINANT DNA ACTIVITIES, AND AN ASSURANCE VERSUS A CERTIFICATION 

O N  AN MUA. AUTHORIZATION FOR USE OF FUNDSTOCONDUCT
RECOMBINANT DNA 
EXPERIMENTS CAN ONLY BE EFFECTED BY THE ISSUANCE OR REVISION OF A NOTICE 
OF GRANT AWARD. A l l  N I H  awards made f o r  approved a p p l i c a t i o n s  which 
propose recombinant DNA expe r imen ta t ion  s h a l l  c a r r y  one o f  t h e  fo l lowing  
f o o t n o t e s :  

*I 


*I"-

'** 



NIH Guide f o r  Grants and Contracts  

Volt 7 ,  No, 3 :  February 15,  1978 Page Nine 


A. 	 Footnote 1: "Funds from t h i s  award may not  be used t o  conduct 
recombinant DNA experiments .'I 

B .  	 Footnote 2: "Recombinant DNA experiments must b e  conducted i n  
compliance wi th  N I H  Guidel ines  and approved MUA da ted  - - 1 - - / - - . ' I  

C. 	 Footnote 3: ' "NO funds from t h i s  o r  f u t u r e  awards may b e  used f o r  
recombinant DNA experiments u n t i l  a rev ised  MUA is  approved by N I H  
and au thor ized  on an  award document." 

Footnote 1 s h a l l  be  used i n  those in s t ances  where recombinant DNA 

research  w a s  o r i g i n a l l y  proposed by the  a p p l i c a n t  b u t ,  f o r  whatever reason,  

an MUA has  no t  been approved by t h e  N I H  a t  t i m e  of award. 


Footnote 2 s h a l l  b e  used i n  those in s t ances  where recombinant DNA 

experiments s h a l l  begin  during t h e  awarded budget per iod  and an approved 

MUA, wi th  proper  c e r t i f i c a t i o n ,  i s  on f i l e  wi th  t h e  N I H  a t  t i m e  of  award. 


Footnote 3 s h a l l  be  used i n  those in s t ances  where, a t  t i m e  of  award, a n  

approved MUA is on f i l e  wi th  t h e  N I H  conta in ing:  (1) an assurance t h a t  

adequate f a c i l i t i e s  s h a l l  be  a v a i l a b l e  a t  some t i m e  i n  t h e  f u t u r e ,  o r  

(2)  c e r t i f i c a t i o n  t h a t  adequate f a c i l i t i e s  e x i s t  f o r  experiments t o  t ake  

p lace  during a f u t u r e  budget per iod .  I t  should be  noted t h a t  noncompeting 

a p p l i c a t i o n s  must inc lude  a proposed MUA r e c e r t i f y i n g  e x i s t i n g  f a c i l i t i e s ,  

procedures ,  and personnel .  


V .  PRIOR APPROVAL REOUIREMENT FOR CHANGES I N  CURRENTLY FUNDED PROJECTS 

Grantees engaged i n  active p r o j e c t s  supported by N I H  who wish t o  modify 
t h e i r  e x i s t i n g  p r o j e c t s  wi th  r e spec t  t o  recombinant DNA research  must 
o b t a i n  p r i o r  approval  from t h e  N I H  i n  t he  fol lowing in s t ances :  
(1) i n i t i a t i o n  of recombinant DNA experimentat ion n o t  prev ious ly  approved 
by N I H ;  (2)  a c c e l e r a t i o n  of  t h e  schedule  f o r  recombinant DNA experimenta
t i o n  t o  t h e  c u r r e n t  budget per iod;  ( 3 )  change of experiments t o  d i f f e r e n t  
phys ica l  O r  b i o l o g i c a l  l e v e l s ;  ( 4 )  changes of h o s t ,  v e c t o r ,  o r  Source DNA; 
( 5 )  c loning  o t h e r  than o r i g i n a l l y  approved DNA segments; ( 6 )  change of 
phys ica l  l o c a t i o n  of t he  experiments;  and ( 7 )  change i n  p r i n c i p a l  
i n v e s t i g a t o r .  

The i n s t i t u t i o n  and t h e  p r i n c i p a l  i n v e s t i g a t o r  must apply t o  t h e  awarding 
Bureau, I n s t i t u t e ,  o r  Div is ion  f o r  permission be fo re  proceeding wi th  t h e  
proposed changes. The reques t  t o  conduct such experiments must b e  ac
companied by a new MUA; a rev ised  MUA; o r  i n  the  case of  minor modi f ica t ions  
t o  approved recombinant DNA experiments,  a l e t te r ,  s igned  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  and the  appropr i a t e  i n s t i t u t i o n a l  o f f i c i a l ,  r eques t ing  an 
amendment t o  the  c u r r e n t  MUA. A rev ised  MUA should contain a copy of 
the current MUA, showing the des ired  changes, o r  a statement explaining
how the current MUA should be modified. The s i g n a t u r e  of t he  i n s t i t u t i o n a l  
o f f i c i a l  s h a l l  s i g n i f y  t h a t  t h e  change has  been c l ea red  wi th  t h e  
I n s t i t u t i o n a l  Biohazards Committee. 
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For approved changes r e q u e s t e d  v i a  a new o r  r e v i s e d  MUA, t h e  Bureau, 
I n s t i t u t e ,  o r  D i v i s i o n  s h a l l  i s s u e  a r e v i s e d  award c i t i n g  t h e  d a t e  of  
t h e  approved MUA, For approved changes r e q u e s t e d  v i a  a l e t t e r ,  t h e  
Bureau, I n s t i t u t e ,  o r  D i v i s i o n  s h a l l  i s s u e  a r e v i s e d  award c i t i n g  t h e  
approved MUA d a t e  and s p e c i f y i n g  t h e  approved changes.  The O f f i c e  o f  
Recombinant DNA A c t i v i t i e s  may a u t h o r i z e  t h e  Bureau, I n s t i t u t e ,  o r  D i v i s i o n  
t o  inform by l e t t e r ,  t h e  a p p r o p r i a t e  i n s t i t u t i o n a l  o f f i c i a l  o f  t h e  a p p r o v a l  
of  minor changes i n  l i e u  of  i s s u i n g  a r e v i s e d  award. 

NOTE: 	 No chunges in recombintint DNA e e e r i m e n t s  i n  current ly  funded 
p r o j e c t s  may he i n i t i a t e d  prior t o  obtaining w r i t t e n  approval 
from the  N I H .  

V I .  SHIPPING REQUIREMENTS 

All MUAs submi t ted  w i t h  competing and noncompeting a p p l i c a t i o n s  i n v o l v i n g  
recombinant DNA r e s e a r c h  must i n d i c a t e  t h a t  t h e  p r i n c i p a l  i n v e s t i g a t o r  
(program d i r e c t o r ,  f e l l o w ,  o r  c a n d i d a t e )  a g r e e s  t o  comply w i t h  t h e  N I H  
G u i d e l i n e s ,  t h i s  N o t i c e ,  and o t h e r  s p e c i f i c  N I H  i n s t r u c t i o n s  p e r t a i n k g  
t o  t h e  proposed p r o j e c t .  Included i n  t h e  p r o v i s i o n s  are t h e  following 
p e r t a i n i n g  t o  shipment o r  t r a n s f e r  of  recombinant DNA materials: 

A .  	 P r i o r  t o  shipment o r  t r a n s f e r  of recombinant DNA materials t o  o t h e r  
F e d e r a l l y  funded i n v e s t i g a t o r s  w i t h i n  t h e  United States ,  t h e  sending  
l a b o r a t o r y  s h a l l  o b t a i n  a l e t t e r  from t h e  r e q u e s t i n g  l a b o r a t o r y  
s t a t i n g  t h a t  : 

1. 	 Research i n v o l v i n g  recombinant DNA molecules  s h a l l  b e  conducted 
i n  compliance w i t h  t h e  N I H  G u i d e l i n e s ,  t h i s  Not ice ,  and o t h e r  
N I H  i n s t r u c t i o n s ,  and t h a t  t h e  r e q u e s t i n g  l a b o r a t o r y  s h a l l  n o t  
t r a n s f e r  t h e  recombinant DNA m a t e r i a l s  t o  o t h e r  l a b o r a t o r i e s ;  

2. 	 The r e q u e s t i n g  l a b o r a t o r y  h a s  been reviewed by its I n s t i t u t i o n a l  
Biohazards Committee which h a s  c e r t i f i e d  t h a t  f a c i l i t i e s ,  
p rocedures ,  and t h e  t r a i n i n g  and e x p e r t i s e  of  t h e  p e r s o n n e l  
involved  are  adequate ;  

3. 	 An approved HUA w i t h  a c e r t i f i c a t i o n  i s  on f i l e  w i t h  t h e  funding  
agency of  t h e  r e q u e s t i n g  l a b o r a t o r y ;  

4 .  	 A copy of t h i s  l e t t e r  i s  on f i l e  w i t h  t h e  r e q u e s t i n g  l a b o r a t o r y ' s  
I n s t i t u t i o n a l  Biohazards Committee. 

B .  	 P r i o r  t o  shipment o r  t r a n s f e r  of recombinant DNA materials t o  non-
F e d e r a l l y  funded i n v e s t i g a t o r s  o r  i n s t i t u t i o n s  w i t h i n  t h e  United 
S t a t e s ,  t h e  sending  l a b o r a t o r y  s h a l l  o b t a i n  a l e t t e r  from t h e  
r e q u e s t i n g  l a b o r a t o r y  s t a t i n g  items 1, 2 ,  and 4 under A above. 

C .  	 P r i o r  t o  i n t e r n a t i o n a l  shipment of recombinant DNA m a t e r i a l s ,  t h e  
sending  l a b o r a t o r y  s h a l l  o b t a i n  a s t a t e m e n t  from t h e  r e q u e s t i n g  
l a b o r a t o r y  s t a t i n g  t h a t  r e s e a r c h  i n v o l v i n g  recombinant DNA molecules  
s h a l l  be conducted i n  accordance wi th  t h e  containment l e v e l s  s p e c i f i e d  
b y  t h e  NIH G u i d e l i n e s ,  o r  a p p l i c a b l e  n a t i o n a l  g u i d e l i n e s  i f  such  have 
been adopted by t h e  count ry  i n  which t h e  r e s e a r c h  i s  t o  b e  conducted,  

u a  
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and t h a t  the .  r eques t ing  l abora to ry  s h a l l  no t  t r a n s f e r  t h e  
recombinant DNA material t o  other l a b o r a t o r i e s .  

D. 	 The sending l abora to ry  s h a l l  maintain a record  of  a l l  shipments of  
recombinant DNA materials a n d ' s h a l l  provide NIH w i t h  a complete 
l i s t  of such shipments i n  the  annua l*progres s  r e p o r t  f o r  NIH g r a n t s  
and c o n t r a c t s .  

V I I .  FOREIGN GRANT APPLICATIONS 

Applicants for  N I H  awards i n  foreign countries f i r s t  should contact 
the Office of Recombinant DNA Ac t iv i t ies  for  informatton on N I H  
policies and procedures for  recombinant DNA research projects t o  
be conducted outside of the United States. 
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MEMORANDUM OF UNDERSTANDING AND AGREEMENT 

Description 
(To be suppl ied)  

Levels of Physical  and Biological  Containment 
(To be suppl ied)  

F a c i l i t i e s  and Procedures f o r  Containment 
(To be suppl ied)  

The information above is accura te  and complete. I a m  f ami l i a r  with and agree 
t o  abide by the provis ions of the cur ren t  N I H  Guidelines,  the  Notice contained 
i n  the NIH Guide for Grants and Contracts of February 15, 1978,and o the r  
s p e c i f i c  N I H  i n s t r u c t i o n s  pe r t a in ing  t o  the proposed p ro jec t .  I agree t o  
comply with the requirements spec i f i ed  by the Guide per t a in ing  t o  shipment 
and t r a n s f e r  of recombinant DNA materials. 

P r inc ipa l  Inves t iga to r  Date 

I 	c e r t i f y  t h a t  the I n s t i t u t i o n a l  Biohazards Committee (IBC) has  reviewed on 
(da te )  the  proposed p ro jec t  f o r  recombinant DNA experiments, and found 

adequate and i n  compliance with N I H  Guidelines,  the Notice contained i n  the 
NIH Guide for Grants and Contracts of February 15 ,  1978,and o the r  s p e c i f i c  
N I H  i n s t r u c t i o n s  pe r t a in ing  t o  the proposed p ro jec t ,  the  (a)  procedures;  
(b) p ro jec t  and f a c i l i t i e s  personnel i n  place a t  the  t i m e  of review; and

U’ 	 (c)  f a c i l i t i e s .  I agree t o  comply with the  requirements s p e c i f i e d  i n  the Guide 
per t a in ing  t o  the  shipment and t r a n s f e r  of recombinant DNA materials. 

AND/OR 

I a s su re  t h a t  the  I B C  has reviewed on (date)  the proposed p r o j e c t  f o r  
recombinant DNA experiments,  and found adequate and i n  compliance with N I H  
Guidelines,  the Notice contained i n  the NIH Guide for Grants m d  Contracts of 
February 15, 1978, and other s p e c i f i c  N I H  i n s t r u c t i o n s  pe r t a in ing  :o the  
proposed p r o j e c t ,  the  (a)  procedures;  (b) p ro jec t  and f a c i l i t i e s  personnel i n  
p lace  a t  the  t i m e  of review; and (c) plans f o r  f a c i l i t i e s  proposed o r  under 
cons t ruc t ion  o r  renovation. Recombinant DNA experimentation s h a l l  not  occur 
u n t i l  the  completed f a c i l i t i e s  have been reviewed by the  I B C  and an MUA with 
c e r t i f i c a t i o n  has  been approved by N I H  and research authorized by issuance of a 
revised award c i t i n g  the  da t e  of the  approved MUA. 

I agree  t h a t  the  I B C  s h a l l  monitor throughout the dura t ion  of the  p ro jec t  the 
f a c i l i t i e s ,  procedures,  and t r a i n i n g  and expe r t i s e  of the personnel who are 
working on the  p ro jec t  and f o r  the  f a c i l i t i e s .  

Applicant I n s t i t u t i o n a l  O f f i c i a l  Date 

I n s t i t u t i o n a l  O f f i c i a l  Date 
(Additional Performance S i t e s ,  i f  appl icable)  
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