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January 16, 1973 
$10 .- 33+ - 393c 

Mr. Robert D, Thorne 
U. S; Atomic Energy Commission 

2111 Bancroft \fay 
- San Francisco Q'crat ions Office 

Berkeley, California  94704 , .  

Dezr Mr. Thorne: 

I an sorry f o r  the delay in . rep ly ing  to .your  l e t t e r  of August 18, I C Y ?  regarding the .University 's  .pol icy on t h e  protect ion of human s- **5+ecr$.  , 

You i nd ica t e  that ,  based' on your examinations and discussioas :i.LC,?. "i"' 

our policy appears t o  go far beyond DIEW's in te rpre ta t ion  of t h l r  p":: 
i n  respect t o  assuming l i a b i l i t y  for medical c a r t  of subjects. ';5c.? 7: 
XcCorklc' s rnanor;inJum Cwlii.c!i was modi f j  cd by tlic attached wcr:iora:tc'* .. *. 
Sovc!nbcr 8, 1972, although not i n  .this respcct)  was issued in rcs:.c.-c*' * 

s t r a t i o n  Manual. In compliance with DIIEIt policy erc!i cf our c~::::"!-cc." ' 

sQ5mitted t o  the NIIl Division of Research Grants 2~ "I*~st~.t-::Z:--~. . .  .* 

bawd on t h e  sample providcd i n  Chaptcr 1 - 4 C  an3 coptz. :I...?: 2 -  ** : '3.- . 
s g b s t a n t i l l l y  as follows: 

hlsrc!? 22,  : ,:- , personnel of Vice President C. 0. McCorkle's memorandum of I - c -  

. .  
d. 

31;Elf's publicat ion of t h e i r  policy as Chapter 1-40 of t.. ke I{E!( pcT",= ',  . 

"This i n s t i t u t i o n  will provide f o r  t he  f-rf-*.i:Lc; zr.l 3rccc.cr' : 
a t t en t ion  required f o r  subjects who nay s.:C--c:: -Ilysic?.:. ::y?*.- . 
or other i n ju ry  as a result of partici?at ' .c? FI! ::- L:::. . -. . . 

. 
. I -  

For re3dy comparison 1 ' 1  l i k e  t o  c;iotc :!le ?ertL-cr ' l  :-=_cc-* ,- :to:.. -?? 
Zniversi ty  policy: 

00132703.001 
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Prior t o  the issuance of the University's policy, University personnel 
attended NIli workshops on the implerncntation of the HElJ policy and sub- 
sequently all of the individual ca'mpus assurances and the University 
policy contirincd in Vice President hlcCorkle's memorandum were carefully 
reviewed by the NIH Division of Research Grants. We do not recall that 
there was any discussion whether the requirement that each institution 
seeking a general assurance assume responsibility for the care of sub- 
jects was limited in any respect. 
terpretation of DHEN policy by D E W  to which you refer. 
requesting from DHEW advice on whether our policy is broader than that 
required by DIEW. 
vise me of the particulars imparted to AEC by D E W .  

Consequently, we are uhaware of the in- 
I am therefore 

Nevertheless, I would appreciate it if you would ad- 

We naturally feel that the Univezsity lolicy is consistent with DEW's 
and that in .our policy. we are holding aurselves out to do no more than 
what we have agreed to do in 0'2.t institutional assurances. We do not 
believe we are "assuming responsibility for the care of subjects over 
and .above the responsibility recognized in. the D E W  policy". 

Attached hereto is a copy of my letter'to the Division of Research Grants. 
I w i l l  advise you of their response, which I hope will resolve this matter. 

Sincerely , 

J 
A t t e ( 3 )  

cc: Chief, Institutional Relations Section , 

Division of Research Grants 
National Institutes of Health 

. 'Bethosda, Maryland 20014 

1 0 7 4 i b 9  00132703.002 
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Pol icy  on The ?ratcc.t ion of Hurnan Subjccts 

Subsequent to the i s suancc  of a U.S. public I!cnlth Service policy t i t l e d  
"Protcction cf t h e  Indiv idua l  os a Research Suljjcct'' (May 1, 1069), 
Pres ident  Hitch iosucd, on June 2S, 1970, a Universi ty  policy concern- 
ing r e sea rch  involving lrumtln subjec ts .  That Universi ty  pol icy  provide2 
t h a t  the USPUS p o l i c y  '' . . , shall bo ilpplizatlo t o  all i nves t iga t ions  
involving humn subjects  for which bhe Universi ty  .is respons ib le ,  n o t  j u s t  
t hose  funded by the USPHS . . .*I 

On April 1 5 ,  1971, the USPIIS policy was, supcrrcdcd by a Department of Health, 
Education, and Vclfare policy. 
il r c v h e d  policy s ta tement ,  t o  supcrscde the University's June 25,  1970 
policy. During subsequent d i scuss ions  with xeprosontatives of t h e  caq?uscs," 
t h e  O f f i c e  of tho Yrcsidont, and the Office of the Cicncral Counscl it 
becm? clear that c e r t a i n  modif icat ions of thc Ilclrch 29 pol icy  vere needed. 
l 'hctc havc been incorporated i n  thc at tached pol icy  which is  t o  bo cffcc- 
t i v e  hncdiately. 
(1) t h e  extension of the a p p l i c a b f l i t y  of the policy as requircd 5 y  C!!Ek? to 
a broadcr sccpe of a c t i v i t i e s  than j u s t  rcsezrch,  i.c., t o  classroom cc t iv-  
ities, demonstrations,  and other a c t i v i t i e s  i n  which l~uman subjects may be 
at r i s k :  and (21 the p e r m i s s i b i l i t y  of obta in ing  consent after the fast 
i n  unusual. c i r c m s t a n c e s .  

Consequently, I issued on ttarth 29, 1972 . 

The p r i n c i p a l  changes in t \ c  rev ised  statctucnt are 

' 

A s  was the case wi th  the USPMS policy, the. new D?IkI? policy shall be appl i -  
. cable to all a c t i v i t i e s  involving hman subjects (as dcflncd i n  the D H 9 I  

po l i cy )  for which t h e  Universi ty  is rcsponsible  csccp!: for those supported 
by other grantinc; agencies  which havc t h e i r  own regulations. 
of c o n f l i c t  bctwcn  r egu la t ions  of another  funding sgcncy and DMCW, t h e  

The Univcrs i ty  policy'has three attachments*: (I) a copy of Dl!EI.J 
Grants A h i n i s t z a t i o n  f.:anual Chapter l-'40 (dated A p r i l  15, 1371) which 

I n  the  case 

more r e s t r i c t i v e  r egu la t ions  sha l l  p reva i l .  . .  
- .  

w- 
.8= E=+ one correc t ion :  the t i t l e  of r l t t s c h c n t  (3) Ehould be changed fron 

*These attac1unc:rt; are not being c i r cu la t ed  with t h i s  r cv i scd  po l i cy ,  s~'T.c* 
they ore identical t o  t h e  attachments sen t  w i t h  the March 23 po l i cy  with 

"Supplc:!!ent to Tho Policy .on Rcscarch Itivolving liman Subjects'* to -m 
mb *Supdlcmcnt t o  T!ic 1'olicy ob Protcction of iluman Subjects.'' a# 

Lms MmM 
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- 
i nc ludc t i  Q basic ::t;\Lci.iwit oi t l k  1.01 l.t'y, it:: applic;lhj.li.ty, and i1!y4.f::::1:11L- 

ing procc.r)\irus; ( 2 )  il C:C!>Y of :;!:I? Tri::? i tLtj.ccnnl C;uiJc to  D;!!;\J Policy 011 

protcctjo:\ cr2: f ~ : ~ i : t r  Y;!lj*iP::!:!:, b;;::'~! !-i:!,.Lj.c.iLj.oi\ :io, (f:L!1) 72-10;!, 
~occ.~:%s- I, l'.t';l, id ( 2 )  ;& ":;c!:;~lcn~:r,t to ~ ! I C  .policy on l'hc Protection 
of I!c::!:~I~ Subjcctr;, '' iXii:;iStiJ1:; O F  ;: co:t!).i Icltioii. of rnc.i;:oranda from tlic 
cmpuscs , the' Office .of the Prcsidcnt ,  . and tlic Off icc of thc Gcncral 
Counscl on scvc ra l  i s s u c s  r e l a t e d  to  the implcmcntation of thc policy. 

The D!W? po l i cy  is clcarly derived fro3 t h e  old PIE pol icy ,  wi th  two 
diffcrcnccs which descrve spcc ia l  mention: 
fot two typcs of a s s u r a c e s ,  a "Ccncrol assux'anso" and a, "spccio1. 
osourancc" (Grants F.C-5 ?i.f.strct2ox i!an;rnl C h p t c r  1-40, pages 5-61 -- 
the Univc r t i t y  falls into rhc gcncrtl ~ ~ ~ S U T C I I C ~  category, and (2) minor 
changes have been made in tho "Informed Consent" provisioits ($bid., 
pages 2, 1G and 37) and thc 'applicable ones have been incorporated i n  
the Unive r s i ty ' s  form "Consent to A c i a s  Human Subject" (a t tached t o  
the Univers i ty ' s  p o l i c y ) .  

As was rncnLioncd i n  chnncction with the issuance of the earlier Univer- 
s i t y  policy,  no po l i cy  'such as this can provide for  a l l  possible c i r c u ~  
stances. 'rhus we recognize t h a t ,  in p r a c t i c e ,  this pol icy  w i l l  have to 
be interpr,etcd with sone f l e x i b i l i t y *  although t i r i d  must be done with 
s t r i c t  adherence t o  i t s  spirit. For exil"l,?le, whi le  this po l i cy  app l i e s  
t o  all sul'jccts " a t  risk," defined as exposure. ". . . to the p o s s i b i l i t y  . 
of ham -- physical, p s y d ~ o l o g i c a l ,  soc io logica l ,  ox o t h e r  -- as a con- 
sequence of any a c t i v i t y  which goes beyond Lkc application of those 
cs t eb l i shcd  and acccptoe met!lods nccessary t o  meet his needs," there w i l l  
be many ins t ances ,  part i cu la ly  in . the  social and behavioral  sciences, 
for which it will be d i f f i c u l t  to determine whether the  a p p l i c z b i l i t y  of 
this po l i cy  is ind ica ted .  As t h e  policy states, "The dctxmiination of 

'when an i nd iv idua l  is a t  risk is a matter of the appl ica t ion  of comon 
sensa and sound p ro fes s iona l  judgnent to tlic circumstances of t h e  
activity i n  question. Responsibi l i ty  for  this datcnaiimtion r e s i d e s  a t  
a l l  l c v c l s  of i n s t i t u t i o n a l  and Departqental review. 
tion w i l l  be made by the operating agency" (page 2). 

----,----- -.------ 

(1) .The DIIEC po l i cy  provi2cs 

. 

. 

Def in i t i ve  dstermina- ' 

Attachments . .  

cc: Prcsidcnt 1Iitch 
Oehcr V i c e  Presidents 
Laboratory Directors 
Specia l  Assistant Powell 
General CounoQ Cunninghm 
Assistant Vice Prcs idcnt  Evcrctt 

. .  

.' 
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Office j the President 

Kovembcr 8, 1972 

* 

POLICY ON TME PROTECTION OF HUMAN SUBJECTS 

1. The responsibility for compliance with regulations concerning activities 
in which human subjects may be at risk shall rest with the Chancellors, 
the Vice President -- Agricultural Sciences, and the Vice President -- 
Extended Academic and Public Service Programs. 

2. The policy of the Department of Health, Education, and Welfare, a8 con- 
tained in the attached copy of Grants Administration Kanual Chapter 1-40 
(April 15, 19711, shall be applicable to all activities involving human 
subjects (as defined in that Chapter)-for which the University is 
rcsponsiblc, not just those funded by the DHEW, except for those supported 
by other granting agencies which have their own regulations. In the case 
of conflict between regulations of the funding agency and DHEW, the more 
restrictive regulations shall prevail. 

3. In order to provide maximum protection from legal liability the individuals 
responsible 'for activities in which human subjects may be at' risk, the 
cpmpus review comittees, and The Regents, one of the two attached standard 
forms titled "Consent to Act as Human Subject" and subtitled "(Regular Fom)" 
and "(Short Fom)", respectively, is to be used on all campuses and in all 
cases except those where the Cocrmittee has determined that consent is ". . . implicit in 'voluntary participation in an adequately advertised 
activity . . . in the light of the risks to the subject . . ." (see pages 

keeping with the opinion of the General Counsel, in those cases in which 
the basic elements of informed consent are to be presented orally to the 
subject, i.e., cases for which a Short Form is to be used, the complete 
statement of what is to be said to the subject is to be approved by the 
Committee, not just "written summaries," as required by the "Institutional 
GuiCe" (page 16). In those cases in which the Camnittee agrees to waive 

, t h e  requirenent of informed consent altogether, the Committee must have 
been advised of the information which is to be provided to the subjects. 

4. Only in rare and unusual circumstances, where the obtaining of infonned 
consent would prejudice the outcome of a proposed activity, may the 
committee approve an activity which does not provide for consent. 
committee approval for such a procedure is required and is to be given 
only after consideration of the proposed justification for the waiver of 
the cmsent.requirernent. In all such circumstances, the committec shall 
require debriefing of the subject and shall approve the debriefing 
procedure. 

Advance 

I 

5. Adequate preparations shall be made and ade-quate facilities shall be pro- 
vided to protect a subject against even remote possibilities of injury, 

00 132699.001 
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. .  I 1 
No.;mbcr 8, 1972 

d i s a b i l i t y ,  o r  death.  This includes medical trcatmcnt and hospi ta l iza-  
t i o n  which may be required during or as a r e s u l t  of an  experiment. 
t h i s  regard,  a t t en t ion '  is  inv i t ed  t o  Vice President NcCorklc 's le t ter  
of February 2 ,  1372 (Attachment  B of the Supplement). 

The campuses s h a l l  submi t  t o  the Office of the  General Counsel t he  
p o l i c i e s  and proceclures required to  be formulated and submitted t o  D E W  
t o  assure t h a t  legal and pol icy requirements a re  met, p r i d r  t o  promulga- 
t i o n  o r  submission of t h e  campus' general  assurance t o  DHEW. 
i n  t he  event  t h a t ,  i n  connection with a s p e c i f i c  research proposal,  the 
i nves t iga to r  or the campus review coinmittee i d e n t i f i e s  a s i g n i f i c a n t  
l e g a l  i s s u e ,  approval of t h a t  proposal ' shal l  be sought from the  General 
Counsel. 

In  

6 .  

Furthcrmorc, 

I n  order  t o  assist t h e  researchers  as well  a s  t he  campus review com- 
mittees i n  t h e i r  e f f o r t  t o  iden t i fy  the  common types of l e g a l  i s sues  which 
n i g h t  be presented and to  develop c r i t e r i a  for t h e i r  reso lu t ion ,  t h e  
General Counsel has provided the  following l is t  of c r i t e r i a  which may be 
used i n  determining whether t o  submit a p a r t i c u l a r  p ro jec t  f o r  l e g a l  
review: 

a. The involvement of minors. 

b. The invo lvmen t  of adults whose compctence to give an in fomed 
consent may, i n  t h e  opinion of t h e  pr inc ipa l  i nves t iga to r ,  or 
the campus review coxrmittee, be subject t o  question. 

c. Doubt in t h e  minds of the pr inc ipa l  i nves t iga to r s  or members 
of t h e  campus review committee as t o  whether the explanation set 
f o r t h  on t h e  consent form i s  s u f f i c i e n t  f u l l y  to inform t h e  
subject of the a c t i v i t y  i n  regard to t h e  procedures to be 
performed and t h e  r i s k s  a t tendant  there to ;  

d.  The necess i ty  for the pr inc ipa l  i nves t iga to r  o r  those working 
under h i s  d i r e c t i o n  t o  perform acts requi r ing  l icensure  under 
the provis ions of l a w  r e l a t i n g  to  the  heal ing a r t s .  

e. 

If a proposed a c t i v i t y ' i s  t o  include s tudents  of  t h e  University as sub jec t s ,  
t h e  Student Health Serv ice  Director of the  campus responsible  f o r  the 
a c t i v i t y  t o  be conducted, if not  a l ready a member of t h e  campus review 
committee, s h a l l  be consulted i n  the  review of t h a t  p a r t i c u l a r  a c t i v i t y .  

Questions concerning i n t e r p r e t a t i o n  of DHEW policy.  

3 .  

-2- 

. .  
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UNIVERSITY OF CALIFORNIA 

(REGULRH FOR.1) 

. .  Subject's name 

Date : I 

1. I hereby authorize 
Inane of parson(s) wh6 will perform the 

and/or such assistants as may 
procedurc(s) and/or investigation(s)l 

be selected by hin to perform the following procedute(s) and/or 

investigation,(s) : 

fair explanation of the procedure(s) to be followed, including an idcntifica- 

{Describe in detail in language which will provide a 

t i o n  of those w h i c h  are experimental. 1 
. .  - 

\ 

on 
. (Sub jec tl 

2. The procedurcts) and/or 

ha6 (have) beon explained t o  me 

invcstigation(s) l i s t c d  i n  Paragraph 1 

by 
\ 

( N a m e  1 

November 8, 1972 . 
001 32700 
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3. I understand t h a t  t h e  procedurc(s) and/or i nvcs t iga t ion ( s1  

described in Paragraph 1 involves (involve) the  following poss ib l e  r i s k s  

and discomforts:  (Describe i n  detail) 

. .  

and t h a t  the  possible b e n e f i t s  of the  procedure(s1 and/or i nves t ign t ion ( s )  

are a8 follows: ‘(Describe i n  de ta i l )  

. . .  

4.  I understand t h a t  
[Name of person(s)  who w i l l  perform proccdurc (SI 

and/or such a s s i s t a n t s  as may be selected by 
and/or i nves t iga t ion  (s) 1 

him will answer any i n q u i r i e s  I may have a t  any timc concerning the pro- 

cedure ( 5 )  and/or i n v e s t i g a t i o n  (s) . 

.5. I understand t h a t  I may 

at any timc, and that, owing to .. 

t ennina te  my p a r t i c i p a t i o n  i n  the study 

the s c i e n t i f i c  na ture  of thc study, % t he  

h J c S t i g a t O r  may in his absolute d i s c r e t i o n  terminate  my p a r t i c i p a t i o n  a t  

any thQ. I n  the event  that I am being cornpensatcd for my p a r t i c i p a t i o n  

. .  

November 8, 1972 

i 

-2- 
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* '  . 

and my p a r t i c i p a t i o n  is tenninatcd by me or by t he  invcs t igo tor  I 

understand t h a t  I w i l l  +c c n t i t l c d  to  payment of a sum bascd upon the 

s c i e n t i f i c  va lue  to the study of the information obtained from my 

p a r t i c i p a t i o n ;  provided, however, t h a t  i n  no event s h a l l  I r ece ive  less 

than per c e n t  of t he  agreed compensation i f  I: cont inue to  

4 

p a r t i c i p a t e  beyond t h e  
(De scribe tiic appl i ca ble  t i m e  period 1 

of the' study. 

SUBJECT ' S SIGNATURE 

WITNESS 

(If subject is a minor, or otherwise unable t o  s ign ,  complete t h e  following):  --c 

Subjec t  is a minor (age 1 ,  o r  is  unable t o  s ign  because 

.. 
0 .  

Father  Guardian 

Mother Other person and r e l a t i o n s h i p  

-3- 
v 
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I '  
. . -  .. . 

. I  

suss cc t ' s t:;C;\c : 

. Date : 

Nx,e of Project; 

I hereby C O C S C ; ~ ~  t o  be a participant . .  in the a c t i v i t y  csree above. 

An cxplanztion of the procedczc ( 0 )  ane/or inve'stigation (a) to be followed, 

includir.5 an i d e n t i f i c a t i o n  of those which are oxpe$.=lcntal, w i l l  proviead , ' .  
. * 1 was provided with a 

1- 

- 

subject's Ssgndture: ,- 

(If subject i o  a a i n o t  or otherwise unable to si511, complete the f0lloh'inS) : 

Subject is a minor (age ), dr in unable to s ign  bccaurc 
* 

.. Cuardi D n Psthcr 
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