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Banorable James R. Schlesinger 

4. S, Atomic Energy Commission 
alairman 

fSashington, D, C. 20545 

Dear JG:- 4 

Thank you for your letter of October 16 concerning collaboration of 
the National I n s t i t u t e s  of Health and the Atonic.Energy Comission 
on research projects of mutual interest .  I was pleased t o  hear yocr 
opinion on the excellent and productive relationships t h a t  have been 
established and maintained. 

. -  

- - - _  - 
-;--- - 

- -  _ -  

- -  - -  - 
i- --.= - - 

-king a t  the t w o  groposed st rategies  which would permit DHEW t o  
sake grants t o  the AEC, the first, seeking statutory,chznge, might 
be more burdensone *an is  necessary. 
.changing our r q u i a t i o n s  t o  perrnit grants to Frofit-making ins t i tc t ions ,  
appears more feasible and thus deserves our most serious consideration. 
My staff w i l l  ex9lore this matter further and w i l l  advise you.at an 

. early date as to what might be done. 

The al ternate  proposal, 

@i%g 
'Yo9 may be interested i n  knowing tha t  the Cornmission on Government 
.Procurement, i n  several  conferences w i t h  our s t a f f ,  exzressed shilar 
Concern t h a t  profit-naking i n s t i t u t i o n s  are not e l ig ib le  f o r  DiiEW 
research grakts, 
OUT review of t h i s  question- 

Y o u r  l e t t e r  enshasizes the need for us t o  expedite 

0 

In the.meantime, I applaud what I understand from you and the N I H  
t0 be an excellent working relationship. 

W i t h  kindest regards, 

Sincerely 

. .  Secretary ,. ... ,.. . . . ._ .: .-.- . . . 
* * 
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UNITED STATES 

ATOMIC ENERGY COMMISSION 
WASHINGTON. D.C. 2054s . .  

. OCT 1 6 1912 

_ . Honorable E l l i o t t  Richardson 
:- - - S e c r e t a r y  of Hea l th ,  Educat ion 
, ,. . and Welfare 
- , ?3  b C L -  j . 

. D e a r m r c h a r - d s o n :  

The AEC and v a r i o u s  I n s t i t u t e s  of t h e  Nat iona l  I n s t i t u t e s  of 
Health have c o l l a b o r a t e d  on r e s e a r c h  p r o j e c t s  of mutual i n t e r e s t  
for many years .  
I q s t i t u t e s ,  from t ime t o  t i m e ,  r e sea rch  of primary i n t e r e s t  t o  
the I n s t i t u t e s ,  which most e f f e c t i v e l y  can be c a r r i e d  ou t  a t  
the AEC l a b o r a t o r i e s .  The Commission has been very  p leased  a t  
these o p p o r t u n i t i e s  t o  c o l l a b o r a t e  and t o  b e  of  a s s i s t a n c e  t o  
NIH. It hopes t o  be a b l e  t o  cont inue  the  r e l a t i o n s h i p s  i n  t h e  
most cf f ec t i v e  manne r 

I n  a d d i t i o n ,  t h e  AEC has  conducted for t h e  

A8 you know, t h e  f a c i l i t i e s  a t  t h e  AEC l a b o r a t o r i e s  are o p e r a t e d  
for AEC by c o n t r a c t o r s  under cost-reimbursement type Cont rac ts .  
Most of t h e s e  o p e r a t i n g  c o n t r a c t o r s  a r e  non-prof i t  u n i v e r s i t i e s  
or a s s o c i a t i o n s  of u n i v e r s i t i e s ;  one or' t h e  major l a b o r a t o r i e s ,  
the Oak Ridge Na t iona l  Laboratory,  i s  operated by a p r o f i t -  
making c o n t r a c t o r ,  Union Carbide Corporation. 

The National I n s t i t u t e s  a r e  w e l l  aware of t h e  unique r e s e a r c h  
c a p a b i l i t i e s  of t h e s e  l a b o r a t o r i e s ,  and of t h e  a s s i s t a n c e  they  
can p rov ide  i n  support of t h e  missions and o b j e c t i v e s  of t h e  
I n s t i t u t e s .  
diverse s c i e n t i f i c  an5 eng inee r ing  t a l e n t ,  and suppor t  person- 
nel. which nake t h e  AEC l a b o r a t o r i e s  a unique m u l t i d i s c i p l i n a r y  
n a t i o n a l  resource.  
problems t h a t  conf ron t  man and t h e  n a t i o n  today r e q u i r e s  ex- 
pertise from more t h a n  one s c i e n t i f i c  o r  eng inee r ing  s p e c i a l t y ,  
the AEC l a b o r a t o r i e s ,  w i t h  t h e i r  broad c a p a b i l i t i e s ,  a r e  i d e a l l y  
c o n s t i t u t e d  and h i g h l y  q u a l i f i e d  t o  a t t a c k  problems i n  t h e  bio-  
l o g i c a l ,  medical ,  environmental ,  a g r i c u l t u r a l  and p h y s i c a l  

. sciences' r e sea rch  and development a r e a s  wi th  a h igh  p robab i l -  
i t y  of a t t a i n i n g  s o l u t i o n s  t o  t h e s e  problems i n  a reasonable  
period of time. 

These c a p a b i l i t i e s  inc lude  s p e c i a l i z e d  f a c i l i t i e s ,  

S ince  t h e  s o l u t i o n  t o  many of t h e  complex 

. 
. 

. 
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Boaorable E l l i o t t  Richardson -2- OCT 1 6 1972 

To a s s u r e  t h e  cont inued success  of t h e  c o l l a b o r a t i v e  r e s e a r c h  
.programs oF AEC and N I H ,  t h e  Commission vould a p p r e c i a t e  your  
c o n s i d e r a t i o n  of c e r t a i n  sugges t ions  t o  remove r e s t r i c t i o n s  
which prevent  t h e  AEC, or  t h e  profit-making c o n t r a c t o r s  which 
are o p e r a t i n g  i t s  l a b o r a t o r i e s ,  from rece iv ing  r e sea rch  g ran t s .  
The r e s e a r c h  conducted a t  ORNL by Union Carbide Corpora t ion  
has been supported by in te ragency  agreements between AEC and . 
NIH which use  NIH's c o n t r a c t  funds.  However, N I H  r ep resen ta -  
t ives have r e c e n t l y  ind ica t ed  t h a t  they  have cons ide rab ly  more 

%funds a v a i l a b l e  f o r  grant-supported r e sea rch  than for c o n t r a c t -  - 
supported r e sea rch  and t h a t  funds earmarked f o r  g r a n t s  o r  
contracts a r e  not in te rchangeable .  
that  t h e y  would p r e f e r  t o  use  t h e  peer  review p rocess  which i s  
used t o  review grant-supported r e sea rch  f o r  t h e  work t o  be con- 
ducted a t  OFCqL. Thus, N I H  would r a t h e r  suppor t  a number of t h e  
ongoing or  r e c e n t l y  proposed p r o j e c t s  a t  ORNL wi th  g r a n t  funds 

They have a lso i n d i c a t e d  

. i n s t e a d  of c o n t r a c t  funds. 

However, HEW'S r e g u l a t i o n s  governing e l i g i b i l i t y  t o  r e c e i v e  
the I n s t i t u t e  r e s e a r c h  p r o j e c t  g r a n t s  now provide t h a t  Fede ra l  
agencies n o t  s p e c i f i c a l l y  au tho r i zed  by law, and prof i t -making 
i n s t i t u t i o n s ,  a r e  i n e l i g i b l e  for g r a n t  awards (42 CFR, P a r t  52, 
Sec. 52.11). AEC i s  no t  s p e c i f i c a l l y  des igna ted  by l a w - t o  re- 
ceive r e s e a r c h  p r o j e c t  g r a n t s  ( a s  are t h e  h o s p i t a l s  of a number 
of o t h e r  agenc ie s  s p e c i f i e d  i n  t h e  Pub l i c  Heal th  S e r v i c e  Act,  
S e c t i o n  507 (42, U.S.C. Sec. 225 a.)), and thus  p o s s i b l e  a r range-  
ments f o r  g r a n t  prograins a t  l a b o r a t g r i e s ,  sach as ORNL, which 
happen t o  be ope ra t ed  by prof i t -making c o n t r a c t o r s  are 
handicapped. 

. 

Grants have been made by N I H  t o  non-prof i t  c o n t r a c t o r s  o p e r a t i n g  
AEC's l a b o r a t o r i e s ,  such as Associated U n i v e r s i t i e s ,  Inc., which 

However, whether 
a grant i s  made t o  AEC o r  one of i t s  c o n t r a c t o r s ,  t h e  r e s e a r c h  

t ract  and covered by the  o v e r a l l  a d m i n i s t r a t i v e  mecnanism 
governing t h e  conduct of r e s e a r c h  a t  t h e  l abora to ry .  
thus b e  more d i r e c t  and a d m i n i s t r a t i v e l y  uncomplicated i f  
there were no b a r  t o  a g ran t  d i r e c t l y  t o  AEC f o r  r e s e a r c h  t o  
be performed by a c o n t r a c t o r  ope ra t ing  an AEC l abora to ry .  

Notwithstanding t h e  foregoing  problems, t h e  o v e r a l l  r e l a t i o n -  
s h i p  between t h e  C o m i s s i o n  and t h e  I n s t i t u t e s  has  been ex- 
cellent. In  t h a t  s p i r i t  t h e  Commission would l i k e  t o  o f f e r  a 

% o p e r a t e s  t h e  Brookhaven Nat iona l  Laboratory.  

would be conducted wi th in  t h e  scope of t h e  AEC o p e r a t i n g  con- 
* .  

. 
It would 

. 

DOE ARCsjIVES 
I' .* '. 
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- . _  srtg&rtiun regarding a change of the Pclblic Realtb Service 
. A c t  orn if a statutory change is not feasible, a change of 

a h i n i s t r a t l v e  regulations uhich could facilitate t h e  Xn- 
s t i t u t e s '  support of research a t  any of A X ' S  lsboratorier 
by the use of grants, These suggestions were discussed at 
8 secttag of AEC s ta f f  w i t h  ISr, X, W. Lamnt-!lavers', Asoocirta 
Dkector, ExtraslraL Programs, NXX; 
w e e r a o r ;  8nd Dr. R, P, Aket8 ,  Policy and Procedure Officer, 
Zxtraumrol ProgrsPu, 

ilr. lhazso  !%lone, his 

a. 
-l[f the Public Hc8'fth Service A c t  vere rncaded t o  permit grsnt8 
k, be made to A E C  for research a t  any of i t s  Clovarnstnt-ovtled, 
tgntr8ctor-operated laboratories, the Instltutcr could exercise 
v r t c r  discretion in eelectFn3 t h e  appropriate e t h d  of sup- 
pert. 
ease of each Individual project if a contract or granr should 
k taM, basad upon such iactors a6 the availability of contract 
-grant funds and whether it Cccmad t b e  contract o r  grant pro- 
odurer more ruitoble rlor reviewing the  project application. 

For example, an Institute could  then detcrnfne in the 

If 8 rtrtutory  chanqe fs n o t  deened feasible at t h i s  tlnsa, AEC 
w l d  also apprec ia te  your cunsitiering the deaitabllfty of an 
rssndmtot of t h e  r e p l a t i o n s  governing eligibility to rccatve 
fort i tute  grant*, to enable our operating contractors to qualify 
for the receipt of grantr for  vork at AEC laboratories Lrreswc- 

be for-profit entity.  
of whether the particular operating contractor happens to 

- 
. thr Cclm?nirrion would appreciate your ccasldtt8tion of there t u p  

g88tfOIlS because i t  be l i eves  that  t h e  outstacdinq capabilities 
8t the AEC laboratories should be made available to the I n a t l -  
-el, when they vlsh to use them, with  AI little addnirtrativrr 
diff iculty 88 port ib lo .  . *  = 

h 

VI 
w 
CLT 

- h~ m y  b8 interested tn knowing that  AEC ha# received saxe g r a t a  . . ' 
ftm the  Nattonal Science FoundatLou t b a t  w u l d  be aimilar t o  

trIrr place. 
.want8 it could receive frcm Hili f f  the changes ruggrated abovo 
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'2JCnae8 S h t e s  % e n  
CLAleORNE PELL. R.I. PETE V. DOMENIW. N. ME% SPECIAL COMMITTEE ON AGING 

WASHINGTON, D.C. 20510 

(PURSUANT TO S. RES. Sl. PfO W f f i R a S )  

WILLIAM E. ORIOL, STAFF DIRECTOR 
DAVID & AFFELDT. M l E F  COUNSEL Deceniber 21, 1973 
JOHN GUY MIUER. MINOR IT^ STAFF niRrCmn 

. . . ,  

D i x y  Lee Ray, Ph.D. 
Chairman 
Atonic Energy Commission 
Washington, D. C. 20545 

Dear Dr.  Ray: 

Each year, the Senate Special Committee on Aging prepres  
an annual repork flunmarizing developments related t o  Federal 
policy and actions affecting older Americans. 

You 
w i U  note, i n  Appendix One, statements froin Federal units which 
are concerned in one way or another with aging, 

I have enclosed a copy of our most recent report. 

These presen-ktions, it seems t o  me, serve a-n important 
function. 
on m t t e r s  which should receive p b l i c  attention. 

They enable departaents and agencies t o  report directly 

I would  very much l ike  t o  have, therefore, a p p e r  from 
your office sunanarizing major act ivi t ies  on aging duririg 19m and 
your plans for  follow-up effor ts  during 1973. 

W e  plan t o  go to press by mid-February. Your reply should 
reach us by January 30 for  study and for  publication. 
enclose a carbon copy of your reply and a duplicate copy of 
any other material you m y  wish t o  send. 

Please 

If you have questions, please get in touch wLth Mr. Willian 
E. Oriol a t  th i s  office (180-5364). 

Enclo s_;re 

0 0  t 5388 
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UNITED STATES 

ATOMIC ENERGY COMMISSION 
WASH I NGTON. D.C. 20545 

Chairman Ray 

-lPUC# 

SUPPORT OF RESEARCH BY THE NATIONAL INSTITUTES OF W T H  
CONDUCTED AT AEC LABORATORIES 

Enclosed is a proposed letter for your signature to the 
Honorable Caspar W. Weinberger, Secretary of HEW. 
endorses current efforts on the part of HEW to broaden their 
legislative authority permitting research grants to be awarded 
to all Government agencies and private institutions. Although 
HEW could, by changing regulations, make it possible for ORNL 
to receive research grants, they are seeking a much broader 
authority which would be of very great benefit to all parts of 
the AEC. 

The letter 

A year ago, the problems posed to ORNL by the inability of HEW 
to award grants to private parties were discussed and pointed 
out in the enclosed letter from former Chairman James Schlesinger 
to former Secretary Elliott Richardson. 
Mr. Richardson felt that the alternative strategy of changing 
regulations to permit grants to profit-making institutions would 
be sufficient for HEW'S needs. Since that time, the HEW has 
apparently decided that Congressional action to permit a much 
broader authority is the desirable course of action. 
proposed changes to Section 507 of the Public Health Services Act 
would permit HEW to award grants directly to private institutions, 
corporations, and all governmental agencies. 

At that time, 

These 

Representatives of the National Institutes of Health are vigorously 
pushing for these changes following several meetings during the 
past months between AEC and NIH staff. At present, the request for 
Congressional action has been transmitted to the Assistant Secretary 

0 0  I 5 3 9 0  



Chairman Ray - 2 -  

of HEW for legislation, has been approved by that office, and is 
now on Secretary Weinberger's desk for transmittal to the proper 
Congressional committee. 
endorsing these developments would be most helpful in obtaining 
the necessary action. 

A letter from you to Secretary Weinberger 

sistant General Manager for 
Biomedical and Environmental 
Research and Safety Programs 

Enclosures: 
1. Proposed ltr to Secy. Weinberger 
2. 

3 .  

11/6/72 ltr to Schlesinger frm 

10/16/72 ltr to Richardson frm 
Richardson 

Schlesinger 
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T H E  S E C R E T A R Y  OF H E A L T H ,  E D U C A T I O N .  A N D  W E L F A R E  

W A S H I N G T O N ,  0. C .  2 0 2 0 1  

D r .  Dixy L e e  Ray 
Chairman, Atomic Energy Commission 
Washington, D.C. 20545 

Dear Madam Chairman: 

The d e s i r a b i l i t y  of developing a uniform comprehensive Federa l  
po l icy  providing f o r  t h e  p ro tec t ion  of human s u b j e c t s  involved 
i n  Federally-supported and Federally-conducted research  is, I 
be l i eve ,  ev ident .  
means t o  guarantee as f u l l y  as poss ib l e  the  p ro tec t ion  of t h e  
r i g h t s  and w e l f a r e  of any American c i t i z e n  who i s  asked t o  
serve as p a r t  of a research  p r o j e c t  are needed so  t h a t  pub l i c  
confidence i n  t h e  s c i e n t i s t s  and scholars  of t h i s  country w i l l  
continue. 

A c l e a r l y  enunciated uniform pol icy  and a 

I b e l i e v e  t h e r e  is  general  agreement among those most concerned 
wi th  t h i s  i s s u e  t h a t ,  while  much of the e a r l y  stages of medical, 
psychological  and soc io log ica l  research can and should be  c a r r i e d  
out  using animals,  man remains the sub jec t  of necess i ty  i f  new 
d iagnos t i c ,  t he rapeu t i c ,  preventive o r  r e h a b i l i t a t i v e  techniques 
are t o  be shown e f f e c t i v e  and s a f e  f o r  human app l i ca t ion .  
p roh ib i t i on  of research  i n  which humans play a r o l e  would s e r i o u s l y  
impede i f  no t  h a l t  t h e  Government’s continuing e f f o r t s  t o  improve 
t h e  q u a l i t y  of p ro fes s iona l  care i n  the United States. 
I a m  convinced t h a t  it i s  both important and appropr i a t e  t h a t  t h e  
i n i t i a t i v e  i n  safeguarding t h e  r i g h t s  of human sub jec t s  be  
maintained by t h e  Federa l  Government. 

A 

Therefore,  

The Department of Health,  Education, and Welfare now funds about 
seventy percent  of t h e  Federa l  research  a c t i v i t i e s  involving human 
sub jec t s .  Ear ly  i n  1953, w e  began t o  develop i n t e r n a l  po l i cy  f o r  
t h e  p r o t e c t i o n  of sub jec t s  i n  biomedical research  a t  t h e  Nat iona l  
I n s t i t u t e s  of Health.  
continued t o  be  developed and extended. Most r e c e n t l y ,  on 
October 9 ,  1973, I published a n o t i c e  of proposed rule-making i n  
t h e  Federa l  Reg i s t e r  proposing regula t ions  t o  govern a l l  Departmental 

Through t h e  yea r s ,  p r o t e c t i v e  p o l i c i e s  have 

a‘:&-/ 
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gran t  and c o n t r a c t  programs. 
no t i ce  were developed wi th  t h e  he lp  of sister Departmental agencies  
and are a l ready  i n  p l ace  on a voluntary b a s i s  i n  programs of t h e  
Department of Agr icu l ture ,  t he  Agency f o r  In t e rna t iona l  Development, 
and por t ions  of t h e  Department of Defense, t he  Atomic Energy Commission 
and t h e  Environmental P ro tec t ion  Agency. 

Many of t h e  p o l i c i e s  contained i n  t h a t  

Enclosed wi th  t h i s  le t ter  is a f i r s t  at tempt a t  developing an e x p l i c i t  
government-wide po l i cy  and procedure f o r  ensuring the  p ro tec t ion  of 
h m a n  subjec ts .  
t he  opportuni ty  t- wi th  you--and your s t a f f  t o  develop _.,__, ,. . .------I___ i t  f u r t h e r .  

work wi th  us. I have asked D r .  Charles C.  Edwards, Ass i s t an t  Secre ta ry  
f o r  Heal th ,  t o  lead  t h i s  e f f o r t  f o r  m e ;  p lease  provide him wi th  the  
name of your designee by . J a g & ~ ~ r ~ 1 5 ~ . - & 2 4 ,  i f  poss ib le .  I a m  a l s o  
enclosing a l i s t  of o the r  Departments-Snd agencies t o  which I have 
s e n t  a similar r eques t .  

I would apprec i a t e  -....- your ....----. r e a c t i o n ~ t o - - ~ ~ ~ ! r ~ ~ ~ . ~ ~ n l  --. ..*_--. 

-n--w-o-u*cb .-.....,_-_ ---- -- - - 
e very  h e l p f u l  i f  you w i l l  des igna te  a 7 e p r e s e n t a t i v e  t o  

Preliminary p o l i c i e s  dea l ing  s p e c i f i c a l l y  wi th  the  s p e c i a l  problems 
of research  involving ch i ld ren ,  pr i soners ,  and t h e  i n s t i t u t i o n a l i z e d  
mentally ill and mental ly  re ta rded  have been d ra f t ed ;  I would consider  
t hese  t o  be  t h e  next  l o g i c a l  extension of Federa l  po l icy  f o r  us  to 
consider.  
employees are being d r a f t e d  which a l s o  could be  considered as poss ib l e  
Federal  po l icy .  

S imi la r  gu ide l ines  f o r  research performed by Departmental 

The i s sues  surrounding t h e  p a r t i c i p a t i o n  of human sub jec t s  i n  research  
p r o j e c t s  are complex and challenging. 
with you i n  t h e  development of a Federal  po l icy  t o  meet those i s sues .  

I look forward t o  cooperating y7-p+ 
Secretary 

2 Enclosures 

5 0 1 5 3 9 3  
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3 1  c. Enclosure fl , 

- .- I,. ? ~ p o s e d  Federal  Pol icy :  

-:. lL Lr.c poI~cy of L;le r e k e i b i  LGV~.C::LXLL -?.cL :., - .._._ - 2  ~ 

for us2 by a Federa l  agency s h a l l  be  used t o  concucc GY su?pc,~ 

research ,  development, o r  r e l a t e d  a c t i v i t y  involving human s & j e  - s  

unless  a respons ib le  o f f i c i a l  advised by a convened committee 

of appropr ia te ly  q u a l i f i e d  and knowledgeable ind iv idua l s ,  has reviewec 

and derermined: 

risk or t h a t  r i s k  i s  involved and t h a t :  

1. 

c;zpos..c 

either t h a t  t h e s e  sub jec t s  w i l l  not  be placed ax 

The a c t i v i t y  has  s c i e n t i f i c  m e r i t ,  w i l l  provide sound informatlor; 

and r equ i r e s  the  p a r t i c i p a t i o n  of human sub jec t s ;  

The sum of b e n e f i t  t o  t h e  sub jec t ,  t he  importance of t h e  

knowledge t o  b e  gained, and t h e  expected outcome of t h e  

appropr i a t e ly  designed experiment j u s t i f i e s  a dec is ion  t o  

permit  s u b j e c t s  t o  b e  asked t o  accept  r isk;  

The r i g h t s  and we l fa re  of any such sub jec t  w i l l  be  adequately 

pro tec ted ;  

The s u b j e c t ' s  f r e e l y  given informed consent is  t o  be obtained 

by adequate and appropr i a t e  methods; 

2.  

3.  

4 .  
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I n t e r v a l s ;  

6. Sui t ab le  records o r  s u n r a r i e s  are kept  t o  perniL lacer 

foilow-up i f  new f ind ings  may r equ i r e  i t;  

7. ?20 study w i l l  be undertaken i r ? .  which t h e  expected outcome 

I s  the death o r  s e r i o u s  i n j u r y  of the subjecr ;  

I 8. The sub jec t  r e t a i n s  complete freedom t o  withcrzw TZC, - ) I  

experienent a t  any t h e .  

-_ 
b. T n i s  p c l i c y  i s  app l l cab le  t o  a l l  Federa l ly  supported researcr-, 

I 
! 

I 

development, test ,  and eva lua t ion  where humans are t h e  s u b j e c t s  of 

t h e  inves t iga t ion .  It i s  n o t  concerned wi th  t h e  ordinary r i s k s  of 

publ ic  o r  p r i v a t e  l i v i n g  nor wi th  recognized occupational h- azards. 

No i nd iv idua l  supported by Federa l  funds may a c t  as a p r o j e c t  

d i r e c t o r  o r  i n  a similar i n v e s t i g a t i v e  capac i ty  involving human 

s u b j e c t s  a t  r i s k  un le s s  he i s  a f f i l i a t e d  wi th  an agency o r  organiza t ion  

which reviews human sub jec t  use as described i n  A above. 

a 4  ! 

I 

C. ' I  1 

I 

N o  member I '  
I of a committee s h a l l  b e  involved i n  e i t h e r  t h e  i n i t i a l  o r  continuing 

I review of an a c t i v i t y  i n  which he has  a c o n f l i c t i n g  i n t e r e s t ,  

except t o  provide informat icn  requested by t h e  Committee. 

III. Defin i t ions :  

A. "Activity" means any research ,  development, o r  r e l a t e d  p r o j e c t ,  

program, s tudy ,  t a s k ,  test, experiement, o r  similar organized func t ion ,  

"Agency" means any department o r  independent agency of t he  Federal  

Government au thor ized  t o  conduct research ,  development, o r  r e l a t e d  

a c t i v i t i e s ,  o r  t o  e n t e r  i n t o  agreements t o  support such a c t i v i t i e s  

wi th  appropriated funds. 

B. 

0015395 . 



or enc5;ty (including State and. loczl government entities) found by 

an agency to be  authorized and quhlified by professional and o the r  

relevat competence to administer research, development, or related 

activities involving human subjects. 

"Subjecc zt Risk" means any individual who may be sxpcsel tc tk. 

p c s s i b i l i t y  of ham--physical, psychological, sociologLcal. ur . , . 

2 .  

' !  , i 

a s  a subject in any research, development, or relaTed sctivicy mi-1. 

goes beyond the application of those established and accepted pro- 

cedures necessary to meet his needs. 

"Informed Consent" means the consent of a person, or his legal 

representative, so situated as to be able to exercise free power of 

choice without the intervention of any element of force, fraud, deceit, 

duress, or other form of constraint, coercion, or undue or  improper 

inducement. 

E. 

The information to be given to the subject should include 

the following basic elements: 

1. A fair explanation of the procedures to be followed, including 

i ' c i ]  an identification of any which are experimental; 
I I' 

2 .  A description of any attendant discomforts and risks reasonably ;' 1 
i '  

to be expected; 

A description of any benefits reasonably to be expected; 

A disclosure of any appropriate alternative procedures that might 

3. 

4. 

be' advantageous for the subject ; 

5. 

6. 

A n  offer to answer any inquiries concerning the procedures; and 

An instruction that the subject is free to decline entrance into 

a project or to withdraw his consent and to discontinue partici- 

pation in the project or activity at any time without prejudice. 

0 0 1 5 3 9 b  
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In  add i t ion ,  the agrei?ment entered i n t o  by such person or  h i s  

l e g a l  r ep resen ta t ive ,  s h a l l  inc lude  no exculpatory language 

through which t h e  sub jec t  i s  nade t o  waive, o r  t o  appear t o  

waive, any of h i s  l e g a l  r i g h t s ,  or  t o  release t h e  organiza t ion  OK 

i t s  agents  from l i a b i l i t y ,  inc luding  l i a b i l i t y  f o r  negligence. 

I V .  Respons ib i l i t i e s  : 

A. 

B. 

C. 

D. 

The Cabinet C o m m i t t e e  on Health w i l l  formulate Federa l  pol icy 

for  t h e  p ro tec t ion  of human subjects and w i l l  review subsequent 

hp lemen ta t ion  of t h e  Federal  pol icy.  

the agenda, t he  following departments and agencies  will be added 

to  t h e  Cabinet Committee: Departments of S t a t e ,  Jus t i ce ,  I n t e r i o r ,  

Agr i cu l tme ,  Transportat ion,  t h e  Atonic Energy Corcmission, En- 

vironmental Pro tec t ion  Agency, the Nat ional  Aeronautics aEd Space 

Administration, t h e  National Science Foundation, and t h e  

Smithsonian I n s t i t u t i o n .  

The head of each Federal  agency w i l l  be re spons ib l e  f o r  execution 

of t h e s e  p o l i c i e s  wi th in  h i s  agency. 

The Ass i s t an t  Secre ta ry  f o r  Health of HEW or  h i s  r ep resen ta t ive  

w i l l  head an interagency ad hoc working group composed of repre-  

s e n t a t i v e s  of a l l  Federal  agencies  which use h m n  s c b j e c t s  i n  

r e sea rch  t o  assist t h e  Cabinet Committee on Health i n  developing 

i t s  p o l i c i e s  and review procedures.  

The Secre ta ry  of H E W  w i l l  des igna te  a s i n g l e  o f f i c e  wi th in  DHEW 

t o  serve as s t a f f  to t h e  working group. 

c 

When t h i s  s u b j e c t  is  on 
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VI. 

! '  
! 
i 
: 
i ,  

, '  

! 

I '  

I 

V I 1  . 

Federa i  Review of Proposals : 

IT. consultation w i t h  other Federa l  agencies, the Federal Policy Council 

shall develop policies and procedures for the internal review by Federal 

a&,enciss of proposals snd agreements for the support of research, develop- 

x n t ,  and related activities involving human subjects. 

procedures shall be reasonable and, insofar as possible, uniform. 

Federal Review of the Conduct of Direcc Operations: 

Such policies and 

c c r ; , s c l t ~ t i ~ :  ;:Fc~ ycdera l  agpncipc- ~ 
tbc- Faders:. '2k>-b i $ 2 ~  ,-til sfiall 

dsvelop policies and procedures for the review of new and ongomg reseazcn, 

development, and related activities performed on humans by Federal 

emptoyees. 

insofar as possible, uniform procedures to be applied to all such Federally 

supported activities. 

Organizational Review of Agreements: 

In consultation with other Federal agencies, the Federal Policy Council 

shall develop policies and procedures for initial and continuing review 

of activities conducted under agreements entered into between Federal 

agencies and non-Federal organizations for the support of research, 

development, and related activities involving human subjects. 

Such policies and procedures shall prescribe reasonable and, 

I VIII. Federal Agency Participation: 

I 

I Each Federal agency which conducts or supports from appropriated funds 

I 
! 
1 

research, development, or related activities shall designate an individual 

with whom the Federal Policy Council and the ad hoc working group staff 

will interact in the coordinatiop, development, and implementation of 

I these guidelines and policies. 
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Enclosure #2 

Departxent o r  State 
Department of Defense 
Deparrixent of Justice 
Department of the Interior 
Department of Agriculture 
Department of Transportation 
Atomic Energy Commission 
Environmental Protection Agency 
National Aeronautics and Space Administration 
National Science Foundation 
Smithsonian Institution 
Veterans Administration 
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