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U. S. Atomic.Energy Commission
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Dear Mr. Thorne:
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January 16, 1973
D10 — 334 - 354

I am sorry for the delay in.replying to.your letter of August 18, 1°0°7
regarding the University's policy on the protection of human subjectc.

. You indicate that, based on your examinations and discussions wisk T
prersonnel of Vice President C. 0. McCorkle's memorandum of March 20, .77,
our policy appears to go far beyond DHEW's interpretation of tieir r2l7-

- in respect to assuming liability for medical care of subjects., Vies T:
MeCorkle's memorandum (which was modificd by the attached memorysd: - -
November 8, 1972, although not in this respect) was issued in resmo-ve o
DIEW's publication of their policy as Chapter 1-40 of the HEW Trovis o
stration Manual. In compliance with DIEW policy each ¢f our camscs
submitted to the NIII Division of Research Grants an "Instisvefomsl
bascd on the sample provided in Chapter 1-4C and comtalnlimg on »oio-

substantiilly as follows:

"This institution will provide for the fari'isies and preere :
attention required for subjects who moy sufifnr ~hysica! . wewel
or other injury as a result of particinaticn in om oo -

For ready comparison I'd like to cuote the perti-ert rassse fror ke

University peolicy:

"Adeﬂ‘.‘-ato Y)!'O')a"a"""\s Q""_"‘ be [P IS L'“.'" L‘-".A"__.-A .‘-.,.: ..:‘;"S -ttt
Y nreparations sh0'l AP ! WS > A

be provided to usrotect oosvhiecy e e AR

0f injury, JispnilTre om oo, T Lot Sl T
hospitalizuzion - Tcy moy T oreer Dot Jueiee oo nomoen ey -
experinent,s I~ . & yronmo, \ ‘e -
McCorkle's letsier of yoaooIeTow IR zttac

of this).
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Prior to the issuance of the University's policy, University personnel
attended NIH workshops on the implementation of the HEW policy and sub-
sequently all of the individual campus assurances and the University
policy contained in Vice President McCorkle'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. Consequently, we are uhaware of the in-
terpretation of DHEW policy by DHEW to which you refer. 1 am therefore
requesting from DHEW advice on whether our policy is broader than that
required by DHEW. Nevertheless, I would appreciate it if you would ad-
vise me of the particulars imparted to AEC by DHEW.

We naturally feel that the Univevrsity policy is consistent with DHEW's
and that in.our policy we are holding ourselves out to do no more than
what we have agreed to do in ovr institutional assurances. We do not

believe we are "assuming responsibility for the care of subjects over

and .above the responsibility recognized in.the DHEW policy”.

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

Sincerely,

(o,

*/

‘7’/’3ohn'A.-Perkihs :
Att.(3)

‘cc: Chief, Institutional Relations Section
Division of Research Grants -
National Institutes of Health .
. 'Bethesda, Maryland 20014 .
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and Restanch Developient Conaand contained tha follewiry new condition:,

"pdesuate presarctions should be made and adeguate

vidad to protect thwe experin.an

possibilities of injury, oz;aszl;‘y oy

hospitalization and medical
Corresrondsnce ketwvcen the 0Offic
of the U.S. Army weculted in cler
as follous:

*qha woards thospitalisn

- the e:psrimental subject with
) treatinant, vhich way be reguired during
.

exverinent."

The 0ffice of the Cenaral Counsel has
oblicato tii University to provida nedical

_graph 0.11 of the contract means -that you are regui
any hospitaliczation’e

po intni out that this provision,

-

Lo m
rste

ilities pro-

tel subj- ¢ igeinst cvan remote
geath, This includes
1 treatment as ray be reguired.” -
e of the Gone*al Counsel ara renfesentatives
ification Ly the Amiy COntractmnj Officer
ation A medical trcatzont 2s used in pava- “ee

zed to provlue
end/or medical
or a5 a result of the

- .

rould
care, incluling pernmanent

redical caw2, reguired as the rosult of the cxperimeny, cven "in the absenca
of ary nojligense or aay wrengdsing on the . part of the University,” and
. o )d thur antznﬂ the pblizntion of the University boyond that leg2lly
) roeguaired in the abscnce of this provision. o
nowaver, T 3o sos bediove thil the Undversity chould er could ignorn its
el Swd galisa) o onelRilite toopraviic noiissd gaua yeguirsd o the
veanls 0f avmavitanistion which it condusts on huwans, ‘irfesnective of our
' logal obligatisns oo puavial Guss esre in thc cobserce of negligene oF
OLHOY vadioSitg. X Bl chavelord auidorindsd +he excoution of i pro- :
porad cont=act. wdth the Army, dncluding the pyevieionn quoted above,
It is our unde niing that this provicion will beccx: a standard clause
3y futane pyor 2 Tor r~-c'vﬂh ca-rums=n Tyvan tha nqnﬁlt,,“» of the Azmy,
Navy, and air .1 a brinsing it to yeus attention with tie thiought
that you may W o alert vour Uoniract i Grant Clfiicers, your Leans,
Chirmon of ars sate dsrartomonis, and nr“sﬂ-sl'v vour Campus Comittee
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CILANCELLORS
VICE SRESIDENT -- AGRICULIURAL SCIENCES
VICE PILSINEST = LYXTENDED ACADEHIC AND PUBLIC SERVICE PROGRAMS

Gentlemen: _ ' ‘

Policy on The EBrotection of Human Subjects

Subsequent to the issuance of a U.S. Public lHealth Service policy titled
“protection ¢f the Individual as a Rescarch Subject" (May 1, 1969),
President Hitch issued, on June 25, 1970, a University policy concern-
ing research involving human subjects. That University policy provided
that the USPHS policy " . . . shall be applizzkle to all investigations

. involving human subjects for which the University is responsible, not just
those funded by the USPHS . . ."

on April 15, 1971, the USPHS policy was superscded by a Department of Health,

rducation, and telfare policy. Consequently, I issucd on March 29, 1972

a revised policy statcment, to superscde the University's June 25, 1970

policy. During subsequent discussions with represcentatives of the campuses,

the Office of the President, and the Office of tlie General Counsel it

- becam> clear that certain modifications of the March 29 policy wvere needed.
- These have been incorporated in the attached policy which it to be effec-
.07 tive immediately. The principal changes in the revised statement are

(1) the extension of the applicablility of the policy as required by DIEW to

a broader sccpe of activities than just research, i.e., to classroom activ-

ities, demonstrations,. and other activities in which human subjects may be

at risk; and (2) the permissibility of obtaining consent after the fact

in vnusual circunstances, - . )

- As was the case with the USPHS policy, the new DMEW policy shall be appli-
- _cable to all activities involving human subjects (as defined in the DHEV
policy) for which the University is responsible except for those supported
by other granting agencies which have their own regulations. 1In the case
of conflict between regulations of another funding agency and DHEW, the
more restrictive regulations shall prevail. . . 3

The University policy'has threce attachments*: (1) a copy of DIEW
Grants Administration Manual Chapter 1-40 (dated April 15, 1971) which

*These attachments are not being circulated with this revised policy, sirce
they are identical to the attachments sent with the March 29 policy with
one correction: the title of attachment (3) should be changed from '
"supplement to The Policy on Resecarch Involving Human Subjects™ to
“Supplement to The Policy on The Protection of Human Subjects.”
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: 2 )
includes a bacic ntatewent of the yolicvy, its applicability, and implesini-
ing proccdures; (2) a vepy of She Tnstitutional Guide to DI Iolicy on
Froteation of Prran Subigrats, bt toblication to. (L11) 74-102,
Decermber L, 1971, and (3) a “"surplement to the Poliey on The Protection
of Numan Subjects,” connisting of o cornilation of mazoranda from the
campuses, thé Office of the President,-and the Office of the General
Counscl on scveral issues related to the implementation of the policy.

The DMEV policy is clearly derived from the old PHUS policy, with two
differences vhich descrve special mention: (1) The DUEW policy provides
for two typcs of assurances, & “"general assurance” and a “special
assurance” (Grants Réuinistration ianual Chapter 1-40, pages 5-6) =--

the University falls into the general assurance category, and (2) minor
changes have been made in the "Informed Consent" provisions (ibid.,
‘pages 2, 16 and 17) and the applicable ones have been incorporated in
the University's form "Consent to Act as Human Subject" (attached to
the University's policy). '

*

As was mentioned in connection with the issuance of the earlier Univer-
sity policy, no policy such as this can provide for all possible circum-

~ stances., Thus we recoynize that, in practice, this policy will have to .
be interpreted with some f£lexibility, although this must be done with
strict adhercnce to its spirit. For example, while this policy applies
to all subjects "at risk," defined as exposure “, . . to the possibility
of harm -~ physical, psychulogical, sociological, or other -~ as a con~-
sequence of any activity which goes beyond the application of those
established and accepted methods nocessary to meet his needs,™ there will
be many instances, particularly in the social and bechavioral sciences,
for which it will be difficult to determine whether the applicebility of
this policy is indicated, As the policy states, “The determination of

. 'when an individual is at risk is a matter of the application of common
sense and sound professional judgment to the circumstances of the
activity in question. Responsibility for this determination resides at
all levels of institutional and Departmental review. Definitive determina-
tion will be made by the operating agency" (page 2}. :

' .  Sincerely,
M . It 1 1.
SO [/ A
. ‘ [’i" [.):‘ \
s LD
. - C.- 0. McCorkle, ‘Jr.
Attachments . .

cc: President nitech

Other Vice Presidents
Laboratory Directors

Special Assistant Powell
General Counsel Cunningham .
Assistant Vice President Everctt

1074773 | | ——



Office j the President

November 8, 1972

- POLICY ON THE PROTECTION OF HUMAN SUBJECTS

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

2. The policy of the Department of Health, Education, and Welfare, as con-

y tained in the attached copy of Grants Administration Manual Chapter 1-40
{April 15, 1971), shall be applicable to all activities involving human
subjects (as defined in that Chapter) for which the University is
responsible, not just those funded by the DHEW, except for those supported
by other granting agencies which have their own regulations, 1In the case
of conflict between regulations of the funding agency and DHEW, the more
restrictive regulations shall prevail,

3. 1In order to provide maximum protection from legal liability the individuals
responsible for activities in which human subjects may be at risk, the
campus review committees, and The Regents, one of the two attached standard
forms titled "Consent to Act as Human Subject" and subtitled " (Regular Form)"
and " (Short Form)", respectively, is to be used on all campuses and in all
cases except those where the Committee 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

— 7-8 of the attached copy of The Institutional Guide to DHEW Policy on

’ Protection of Human Subjects). Either of these forms may be modified, if
deemed necessary, with the approval of the campus review committee. In
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 Committee agrees to waive
‘the requirement 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 informed
consent would prejudice the outcome of a proposed activity, may the
committee approve an activity which does not provide for consent. Advance

_ 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 consent requirement. 1In all such circumstances, the committee shall
require debriefing of the subject and shall approve the debriefing
procedure.

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

FILE BRRCODE
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No. mecr 8, 1972

disability, or death. This includes medical treatment and hospitaliza-
tion which may be reguired during or as a result of an experiment. In
this regard, attention is invited to Vice President McCorkle's letter
of February 2, 1972 (Attachment B of the Supplement).

The campuses shall submit to the Office of the General Counsel the
policies and procedures required to be formulated and submitted to DHEW
to assure that legal and policy requirements are met, pricr to promulga-
tion or submission of the campus' general assurance to DHEW. Furthcrmore,
in the event that, in connection with a specific research proposal, the
investigator or the campus review coamittee identifies a significant
legal issue, approval of that proposal shall be sought from the General
Counsel.

In oxder to assist the researchers as well as the campus review com- .
mittees in their effort to identify the common types of legal issues which
might be presented and to develop criteria for their resolution, the
General Counsel has provided the following list of criteria which may be
used in determining whether to submit a particular project for legal
review:

a. The involvement of minors.

b. The involvement of adults whose competence to give an informed
consent may, in the opinion of the principal investigator, or
the campus review committee, be subject to question.

c. Doubt in the minds of the principal investigators or members
of the campus review committee as to whether the explanation set
forth on the consent form is sufficient fully to inform the
subject of the activity in regard to the procedures to be
performed and the risks attendant thereto.

d. The necessity for the principal investigator or those working
under his direction to perform acts requiring licensure under
the provisions of law relating to the healing arts.

e. Questions concerning interpretation of DHEW policy.

If a proposed activi@y.is to include students of the University as subjects,

the student Health Service Director of the campus responsible for the

activity to be conducted, if not already a member of the campus review
committee, shall be consulted in the review of that particular activity.

-2~
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UNIVERSITY OF CALIFORNIA

CONSENT TO ACT AS HUMAN SUBJECT

(REGULAK FORHM)

Subject's name

Date:

1. I hereby authorize

jname of person(s) who will perform the

and /or such assistants as may

procedure (s) and/or investigation(s)]

be selected by him to perform the following procedure(s) and/or
investigation(s): (Describe in detail in language which will provide a

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

tion of those whiclh are experimental.)

on .
{Subject)

2. The procedurc(s) and/or investigation(s) listed in Paragraph 1

A

has (have) been explained to me by
. . (Name)

FILE BARCODE
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.~

3. I understand that the procedure(s) and/or investigation(s)
described in Paragraph 1 involves (involve) the following possible risks

and discomforts: (Describe in detail)

-

and that the possible benefits of the procedure(s) and/or investigation{s)

are as follows: (Describe in detail)

4. I understand that
{Name of person(s) who will perform procecdure(s)

and/or such assistants as may be selected by

and/or investigation(s})
him will answer any inquiries I may have at any time concerning the pro-

cedure(s) and/or investigation(s).

5. 1 uﬂaerstand that I may terminate my participation in the study
at any timc, and that, owing to the scientific nature of the ft&dy, the
investigator may in his absolute discretion terminate my participation at
any time. In the event that I am being compensated for my pgrticipation

[ 2

November 8, 1972
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and my participation is terminated by me or by the invest%gétor 1
understand thaF I will bg cntitled to payment of a sum based upon the
scientific value to the study of the information obtained frbm my
participation; provided, However, that in no cvent shall I receive less

than per cent of the agreed compensation if I continue to

participate beyond the

{Describe the applicable time period)

cf the’ study.

SUBJECT'S SIGNATURE

WITNESS

- (If subject is a minor, or otherwise unable to sign, completc the following):

Subject is a minor (age ), or is unable to sign because

Father Guardian
Mother < Other person and relationship
-3-
November 8, 1972 ' 00132700.003
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CONSENT TO ACT AS HUIYAN SUBJECT

{SHORT FOR:M)

Subjoct's Name:

Date:

Neme of Project:

-

I hexeby conseat to be a participant in the activity named above.
An cxplanation of the procedure(s) and/or investigation(s) to be followed,

includirg an identification of those which are experimcntal, was providaed

- . » .

to me by . " I was provided with a
Nane ..

description of the attendant discomforts and risks to be expected. I was

assured that any inquiries concerning the proce2ure(s) and/or

investigation(s) would be answered. I was assured that I am free to with-

eraw my consent and to discontirue participation in the éroject or activity

at any time.

Subject's sjgn&ture:

Auditor-Witness:
(To oral presentation and signature

-
L]

(1f subject is a minor or otherwise unable to sign, complete the following):

Subject is a minor'(a;e '), ¢r is unable to sign because
L]

Pather ' . ' : Guardian

Mother Other person and relatioaship

074179 00132711,001



