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RESEARCH PR~JECTSINVOLVING 

Hw SWECTS A N N O U N C E M E N T  


The purpose of t h i s  n o t i c e  i s  t o  provide c l a r i f i c a t i o n  of t h a t  p o r t i o n  of t h e  
I n s t r u c t i o n  Sheet (Rev. 2-73) f o r  Form N I H  398 p e r t a i n i n g  t o  Research Involving 
Human Subjects .  

DHEW r e g u l a t i o n s  d e f i n e  " sub jec t  a t  r i s k "  as "any i n d i v i d u a l  who may b e  exposed t o  
the  p o s s i b i l i t y  of i n j u r y  , i nc lud ing  p h y s i c a l ,  p sycho log ica l ,  o r  s o c i a l  i n j u r y ,  as 
a consequence of p a r t i c i p a t i o n  as a s u b j e c t  i n  any r e s e a r c h ,  development, o r  r e l a t e d  
a c t i v i t y  which d e p a r t s  from the a p p l i c a t i o n  of those  e s t a b l i s h e d  and accepted methods 
necessary t o  m e e t  h i s  needs,  o r  which i n c r e a s e s  t h e  o rd ina ry  r i s k s  of d a i l y  l i f e ,  
i nc lud ing  t h e  recognized r i s k s  i n h e r e n t  i n  a chosen occupat ion o r  f i e l d  of s e r v i c e . "  

DHFW i s  concerned wi th  t h e  p r o t e c t i o n  of t h e  r i g h t s  and w e l f a r e  of human s u b j e c t s  
i n  a l l  r e sea rch  , development, and r e l a t e d  a c t i v i t i e s .  The Department's r e g u l a t i o n s  
(45  C.F.R.,  P a r t  4 6 )  are concerned w i t h  p r o t e c t i o n  of r i g h t s  t o  p r ivacy ,  t h e  need 
f o r  informed consent ,  p r o t e c t i o n  of c o n f i d e n t i a l i t y  of d a t a ,  and p r o t e c t i o n  a g a i n s t  
p h y s i c a l ,  p sycho log ica l ,  s o c i o l o g i c a l ,  o r  l e g a l  r i s k s .  The need f o r  p r o t e c t i o n  of 
r i g h t s  and w e l f a r e  and p r o t e c t i o n  a g a i n s t  r i s k s  t o  t h e  i n d i v i d u a l  i s  n o t  l i m i t e d  t o  
a c t i v i t i e s  i nvo lv ing  c h i l d r e n  and a d u l t s  b u t  a l s o  inc ludes  t h e  f e t u s ,  t h e  abor tus  
and t h e  dead. The uses  of organs,  t i s s u e s ,  body f l u i d s ,  o r  g r a p h i c ,  w r i t t e n  o r  
recorded in fo rma t ion ,  while  they p r e s e n t  no phys ica l  r i s k s  t o  t h e  s u b j e c t s ,  may 
create medico-legal r i s k s ,  o r  expose t h e  s u b j e c t  t o  p u b l i c  embarrassment o r  humilia
t i o n  through break of c o n f i d e n t i a l i t y  and invas ion  of pr ivacy.  The major focus  of 
a p r o j e c t  ( f o r  example, on a medical procedure) i s  n o t  t h e  s o l e  determinant  of t h e  
need f o r  p r o t e c t i o n s .  The safeguarding and c o n f i d e n t i a l i t y  of medical  records and 
o t h e r  forms of d a t a  c o l l e c t e d  on i n d i v i d u a l s  and groups and t h e  use of such d a t a  
e i t h e r  by t h e  i n v e s t i g a t o r  conducting t h e  o r i g i n a l  r e s e a r c h ,  concurrent  u se  of t h e  
d a t a  by o t h e r  i n v e s t i g a t o r s ,  o r  use of t h e  d a t a  a t  a later t i m e  are considered w i t h i n  
t h e  scope of concern of t h i s  po l i cy .  

While safeguarding t h e  r i g h t s  and w e l f a r e  of s u b j e c t s  a t  r i s k  i s  p r imar i ly  t h e  
r e s p o n s i b i l i t y  of t h e  o rgan iza t ion  conducting g r a n t  a c t i v i t i e s  , t h e  r e s p o n s i b i l i t y  
f o r  determining t h e  adequacy of proposed procedures is  shared by o r g a n i z a t i o n a l  
review committees and DHEW s t a f f  and advisory committees. Therefore ,  i f  t h e  
proposal  i nvo lves  human s u b j e c t s ,  t h e  p r i n c i p a l  i n v e s t i g a t o r  s h a l l ,  under t h e  
heading HUMAN SUBJECTS a t  t h e  end of t h e  Methods of Procedure s e c t i o n  of t h e  
a p p l i c a t i o n :  

The GUIDE i s  published a t  irregular  in tervals  t o  provide pol icy ,  program, and 
acbninistrative information t o  individuals  and organizations who need t o  be kept
informed of requirements and changes i n  grants and contracts a c t i v i t i e s  a h i n i s t e r e d  
by the National Ins t i t u t e s  of Health. 
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Page Two 

1) Describe t h e  requirements f o r  a s u b j e c t  popu la t ion  and exp la in  t h e  
r a t i o n a l e  f o r  using i n  t h i s  populat ion s p e c i a l  groups such as p r i s o n e r s ,  
c h i l d r e n  , t h e  mental ly  d i s a b l e d  o r  groups whose a b i l i t y  t o  g i v e  vo lun ta ry  
informed consent may be i n  ques t ion .  

2 )  Describe and assess any p o t e n t i a l  r i sks - -phys ica l ,  p sycho log ica l ,  s o c i a l ,  
l e g a l  o r  other--and assess t h e  l i k e l i h o o d  and s e r i o u s n e s s  of such r i s k s .  I f  
methods of r e sea rch  c r e a t e  p o t e n t i a l  r i s k s ,  d e s c r i b e  o t h e r  methods, i f  any, 
t h a t  were considered and why they w i l l  n o t  be used. 

3) Describe consent procedures t o  b e  fol lowed,  i nc lud ing  how and where 
informed consent w i l l  be  obtained.  

4)  	 Describe procedures ( including c o n f i d e n t i a l i t y  safeguards)  f o r  p r o t e c t i n g  
a g a i n s t  o r  minimizing p o t e n t i a l  r i s k s  and an assessment of t h e i r  l i k e l y  
e f f e c t i v e n e s s .  

5) Assess the  p o t e n t i a l  b e n e f i t s  t o  be gained by t h e  i n d i v i d u a l  s u b j e c t ,  as 
w e l l  as b e n e f i t s  which may accrue t o  s o c i e t y  i n  g e n e r a l  as a r e s u l t  of t h e  
planned work. 

6) Analyze t h e  r i s k - b e n e f i t  r a t i o .  

The statements are s u b j e c t  t o  review,  approval ,  and mod i f i ca t ion  by your l o c a l  
o r g a n i z a t i o n a l  review committee. To i n s u r e  t imely completion of t h i s  review, 
your a p p l i c a t i o n  and any a d d i t i o n a l  materials r eques t ed  by t h e  committee should be 

_. 

submit ted f o r  l o c a l  review w e l l  i n  advance of P u b l i c  Heal th  Se rv ice  dead l ines .  I f  

t h i s  review i s  n o t  completed i n  advance of t h e  dead l ine ,  i t  w i l l  b e  your  responsi 

b i l i t y  t o  see t h a t  any mod i f i ca t ions  of t h e  Methods of Procedure o r  HUMAN SUBJECTS 

s e c t i o n  as a r e s u l t  of t h e  review are forwarded t o  the  PHS. These should be s e n t  

d i r e c t l y  t o  t h e  Div i s ion  of Research Grants ,  N I H ,  Bethesda, Maryland 20014, and 

should be i d e n t i f i e d  by p r i n c i p a l  i n v e s t i g a t o r ' s  name, p r o j e c t  t i t l e ,  and name of 

organ iza t ion  p r e c i s e l y  as e n t e r e d  on t h e  r e c e i p t  of a p p l i c a t i o n  ca rd  r e tu rned  w i t h  

t h e  o r i g i n a l  a p p l i c a t i o n .  


The r e g u l a t i o n s  concerned with t h e  p r o t e c t i o n  of human s u b j e c t s  e f f e c t i v e  

Ju ly  1, 1974, r e q u i r e  t h a t  o r g a n i z a t i o n a l  review and approval  be completed and 

c e r t i f i e d  p r i o r  t o  submission of proposals  t o  DHEW. However, by s e p a r a t e  n o t i c e ,  

t h e  DHEW w i l l  provide t h a t  � o r  a p e r i o d  of one y e a r  from t h e  e f f e c t i v e  d a t e  of 

t h e s e  r e g u l a t i o n s ,  o r g a n i z a t i o n s  may submit c e r t i f i c a t i o n s  no la ter  than  30 days 

fol lowing t h e  dead l ine  f o r  which t h e  p roposa l  w a s  submit ted,  o r ,  if no dead l ine  i s  

s p e c i f i e d ,  30 days fol lowing t h e  submission of t h e  proposal .  I f  a c e r t i f i c a t i o n  i s  

no t  r ece ived  w i t h i n  t h e  30 days,  as provided above, t h e  a p p l i c a t i o n  w i l l  be 

a d m i n i s t r a t i v e l y  withdrawn by the  Div i s ion  o f  Research G r a n t s  and r e tu rned  t o  t h e  

a p p l i c a n t  i n s t i t u t i o n .  


After J u l y  1, 1975, o r g a n i z a t i o n a l  review and approval  must be completed and 

c e r t i f i e d  p r i o r  t o  submission of p roposa l s  t o  DHEW. 
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A N N O U N C E M E N T  

A C l i n i c a l  Virology S p e c i a l  Emphasis Program has been i n i t i a t e d  by t h e  Na t iona l  
I n s t i t u t e  of Allergy and I n f e c t i o u s  Diseases t o  encourage r e sea rch  on t h e  develop
ment of more e f f e c t i v e  methods f o r  t h e  p reven t ion ,  d i agnos i s ,  and t r ea tmen t  of 
v i r a l  i n f e c t i o n s .  Through t h i s  program t h e  I n s t i t u t e  hopes t o  support  through 
g r a n t s  i n v e s t i g a t i o n s  t h a t  w i l l  determine t h e  most e f f e c t i v e  r o u t e s  f o r  adminis tra
t i o n  of v i r a l  immunogens, c l a r i f y  mechanisms of immunity t o  v i r a l  a g e n t s ,  and 
i d e n t i f y  those which modify defense responses.  

As a n t i v i r a l s  are developed f o r  c l inical  u s e ,  t h e r e  i s  a s p e c i a l  need f o r  more 
r a p i d ,  s e n s i t i v e  , and economical methods of v i r a l  diagnosis .  Although molecular  
v i ro logy  i s  providing answers t o  a number of b a s i c  problems, knowledge remains 
d e f i c i e n t  on t h e  pathogenesis  and c l i n i c a l  consequences of v i r a l  i n f e c t i o n .  

An important  g o a l  of t h e  program i s  t o  seek  ou t  and support  r e sea rch  environments 
which encourage c l o s e  c o l l a b o r a t i o n  between the  r e sea rch  v i r o l o g i s t  o r  immunologist 
and t h e  c l i n i c i a n  r e spons ib l e  f o r  t h e  d i agnos i s  and care of p a t i e n t s  w i th  v i r a l  
d i seases .  This i n t e r a c t i o n  i s  usua l ly  b e s t  achieved i n  those i n s t i t u t i o n s  where 
hospi ta l -based v i r u s  d i a g n o s t i c  l a b o r a t o r i e s  are c l o s e l y  t i e d  t o  c l i n i c a l  i n v e s t i 
g a t i v e  prcgrams i n  v i r a l  i n f e c t i o n s .  

Applicat ions f o r  r e sea rch  g r a n t s  i n  c l i n i c a l  v i ro logy  w i l l  be accepted from e l i g i b l e  
i n s t i t u t i o n s  i n  which t h e  proposed p r i n c i p a l  i n v e s t i g a t o r  has  a d o c t o r a l  degree 
i n  medicine o r  i n  a s c i e n t i f i c  f i e l d  such as molecular  v i ro logy  o r  immunology. 
For f i s c a l  yea r  1975, a p p l i c a t i o n s  should b e  submitted on o r  b e f o r e  October 1. 
Contact: D r .  Luz Froeh l i ch  (301) 496-7131, A s s i s t a n t  f o r  C l i n i c a l  Programs, 
Extramural Programs, N I A I D ,  Bethesda, MD 20014. 

INVITATION TO SUBMITRESEARCH GRANT PLICATIONS 
ON ME PWSIOLOGY OF AGING A N N O U N C E M E N T  

The Na t iona l  I n s t i t u t e s  of Health i s  r e spons ib l e  f o r  t he  suppor t  of r e sea rch  on many 
of t h e  b i o l o g i c a l ,  medical ,  and b e h a v i o r a l  a s p e c t s  of aging.  

N I H  wishes t o  expand i t s  c u r r e n t  program of r e sea rch  on p h y s i o l o g i c a l  a s p e c t s  of 
aging and t h e r e f o r e  i n v i t e s  t h e  submission of i n v e s t i g a t o r - i n i t i a t e d  g r a n t  app l i ca 
t i o n s  i n  t h a t  area. 

I n  o rde r  t o  be e l i g i b l e  f o r  funding i n  f i s c a l  y e a r  1975, a p p l i c a t i o n s  must b e  
submitted by October 1, 1974. 
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Award and funding of p r o j e c t s  w i l l  depend on r e v i e w  
through t h e  u s u a l  N I H  procedures.  

I n q u i r i e s  regarding t h i s  program may b e  addressed t o  D r .  Leroy E. Duncan, Jr.,  
Chief ,  Adult Development and Aging Branch, NICHD,  N I H ,  Bethesda, MD 20014. 
Telephone: (301) 496-1033. App l i ca t ions ,  when i n  t h e  f i n a l  form, should be 
s e n t  t o  t h e  Div i s ion  of Research Gran t s ,  N I H ,  Bethesda, MD 20014. That D iv i s ion  
i s  r e spons ib l e  f o r  t h e  i n i t i a l  review of a p p l i c a t i o n s  and t h e i r  assignment t o  the  
a p p r o p r i a t e  i n st it u t e  . 


