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-- _a UNiVERSITY OF CALIFORNIA AT BERKELEY 

GENERAL INSTlTUTIONAL ASSURANCE FOR COMPLIANCE WlTH THE 
REGULATIONS AND POLICES OF THE U. S. DEPARTMENT OF HEALTH, 

EDUCATION, AND WELFARE PERTAINING TO THE PROTECTION OF HUMAN SUBJECTS 

The University of California a t  Berkeley will comply with the policy for  the protection of 
human subjects participating in  activities supported directly o r  indirectly by grants o r  con- 
tracts from the Department of Health, Education, and Welfare. In fulfillment of its assur -  
ance: 

This institution will establish and maintain a committee competent to review projects and 
activities that involve human subjects. The committee will be assigned responsibility to  
determine for each activity as planned and conducted that: 

The rights and welfare of subjects are adequately protected. 
The risks to subjects are outweighed by potential benefits. 
The infoxmed consent of subjects will be olxained by methods 
that are adequate and appropriate. 

This institution will provide for  committee reviews to be conducted with objectivity and in 
a manner to ensure the exercise  of independent judgment of the members .  Members will 
be excluded from reviews of projects or activities in  which they have an active role o r  a 
conflict of interests. 

This institution will encourage continuing constructive communication bemeen the committee 
and the project directors as a means of safeguarding the rights and welfare of subjects. 

This institution will provide for  the facilities and professional attention required for sub- 
jects who may suffer physical, psychological, or other injury as a result of participation 
in a n  activity. 

This institution will maintain appropriate and informative records of committee reviews of 
applications and active projects, of documentation of informed consent, and of other docu- 
mentation that may pertain to  the selection, participation, and protection of subjects and 
to reviews of circumstances that adversely affect the rights o r  welfare of individual subjects. 

This institution will periodically reassure itself through appropriate administrative overview 
that the practices and procedures designed for  the protection of the rights and welfare of sub- 
jects are being effectively applied and are consistent with i ts  assurance as accepted by the 
Department of Health, Education, and Welfare. 

, 

Official signing for  the Institution 

Signature S/Albcrt H .  M e r  
Albert H. Bowker 

Title Chancellor 

Date June 19, 1972 

Enclosure: Implementing Guidelines, Part Two of 8 General Institutional Assurance. 
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POLICY AND PROCEDURE OF THE UNIVERSITY OF CALIFORNIA, 
BERKELEY CAHPUS, GOVERNING THE PROTECTION OF HUMAN SUBJECTS 

PURPOSE 

This document establishes the 
human subjects under projects 
Universi ty o f  Cal i fornia.  i t  
ments o f  the U. S. Department 

(June I ,  1972) 

po l i c ies  and procedures f o r  the protect ion o f  
sponsored through the Berkeley Campus o f  the 
also serves t o  implement the spec i f i c  require- 
o f  Health. Education and Welfare (USDHEW) as# set 

f o r t h  i n  the USDHEW Grants Administrat ion Manual , Chapter 1-40. 

APPLICABILITY 

The po l i c i es  and procedures set f o r t h  herein apply t o  a11 ac t i v i t i es ,  Ir- 
respective of fund source, which involve human subjects for which the Berkeley 
campus i s  responsible. 

BACKGROUND 
.. 

The National Advisory Health Council, a f t e r  a study of the issues pertaining 
to  c l  i n i ca l  research and invest igat ion involv ing human beings, recommnded 
t o  the Surgeon General o f  the Public Health Servlce (PHS) In December 1965 
tha t  PHS adopt a po l i cy  statement pertaining t o  the protect ion o f  human sub- 
j ec ts  under PHS supported projects. 

The present DHEW pol icy,  published in A p r i l  1971 as Chapter 1-40 t o  the DHEW 
Grants Administrat ion nanuai, i s  an outgrowth o f  the basic p r lnc lp les  and 
premises of p r i o r  U. S. Public Health Service po l i c ies  issued i n  1966 and 1969. 

On June 25, 1970, the Off ice o f  the Universi ty President extended the USPHS 
po l i c ies  t o  a l l  a c t i v i t i e s  o f  the Universi ty Involving human subjects regard- 
less o f  the funding source supporting such a c t i v i t i e s .  

On March 29, 1972. the 1971 DHEW regulat ions were also made applicable t o  a l l  

-? 
-J 

- .  

- Universi ty sponsored a c t i v i t i e s .  

DEFINITIONS 

1. Subject: 
quence o f  pa r t i c i pa t i on  as a subject I n  research, development, demonstration, 
or other a c t i v i t i e s .  
gans, ttssues, and services; Informants; and normal volunteers, including 
students who are placed a t  r i s k  during t ra in ing  I n  medical, psychological, 
sociological ,  educational, and other types o f  a c t i v l t i e s .  

This term describes any Indiv idual  who may be a t  r i s k  as a conse- 

This m y  include patients; outpatients; donors o f  or-  

O f  pa r t i cu la r  concern are those subJects In groups w i t h  l im i ted  c i v i l  free- 
dom. These include prisoners, residents or c l i e n t s  of i ns t i t u t i ons  fo r  
the mentally ill and mental ly retarded, and persons subject t o  m i l i t a r y  dts-  
c i p i  ine. 

The unborn and the dead should be considered subjects t o  the extent that  
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DEFl NITIONS (CONT'D. ) 

Subject (Cont'd.) 
o f  k i n  or l ega l l y  authorized representatives. 

A t  r i sk :  
to the p o s s i b l l l t y  o f  any harm--physlcal, psychologlcal, socIo\oglcal,  o r  
other-as a consequence o f  any a c t l v l t y  whlch goes beyond the appl lcat ion 
of those established and accepted methods necessary t o  meet h i s  needs. 

... Physlcal r i sks  - Unusual physlcal a c t l v l t y  required o f  a subject, or 
the imposltion o f  strong aversive st imulat ion, or engaging him i n  a social 
s i t ua t i on  that could involve violence, might endanger h i s  physical mll- 
being. It Is important that  an Invest igator foresee p o s s i b i l i t i e s  o f  physi- 
cal danger and br ing them t o  the a t ten t ion  o f  the Conmlttce. 

they have r i gh ts  whlch can be exercfsed by the i r  n u t  

2. An indiv idual  Is considered t o  be "at rlsk" I f  he may be exposed 

... Psychological r i sks  are f a r  more pervasive among behavioral science 
researchers. The r i g h t  t o  privacy Is considered r e l a t i v e l y  inal lenable, 
and hence invasion o f  a subJect's privacy Is, I so facto, held t o  be J 
"rlsk". Carelessness about the maintenance o f h l a l  i t y  of protocols 
could Increaso the r l sk .  Any procedure that may conceivably produce hu- 
n i l i a t l o n ,  wbarrassmcnt, loss o f  self-esteem, feel ings o f  f a l l u r e  o r  f rus- 
t ra t ion ,  feol ings of anger toward the exparlmenter o r  others, o r  even acuto 
boredom can be considered undesirable outcomes of the research experience; 
hence, such procedures must be considered as placing the subJect a t  r l sk .  
Any personal i ty change, o r  change i n  the subject 's feel ings or lnotivation 
tha t  extend beyond a debr ief ing period, must also be considered undeslr- 
able; possibility o f  t he i r  occurrence const i tutes r i sk .  A subject's per- 
sonal stimulus value t o  h l s  fel lows, such as would be represented by the 
term "his reputation", is something o f  value t o  hlm, and the poss ib l l l t y  
o f  I t s  being damaged const i tutes a r l s k  also. 

... Soclal r l s k s  are related I n  the m l n  t o  procedures tha t  may place the 

Procedures designed t o  measure the character ist ics o f  easi l y  def lned sub- 
groups o f  a cu l tu re  may en ta i l  r i s k  I f  the qua l i t i es  measured are ones 
which have pos i t i ve  o r  negative vatue i n  the eyes o f  the group. 
when research does not impinge d l r e c t l y  on i t ,  a group m y  be derogated 
o r  I t s  reputation InJured. Likewise, an i ns t i t u t i on ,  such as a church, 
a universi ty,  o r  a prison, must be guarded against derogatlon, f o r  many 
people may be a f f i l l a t o d  with,  o r  employed by, the Ins t i t u t i on ,  and pe- 
Jorat ive information about It would inJure t h e l r  reputations and se l f -  
esteem. in evaluatlng social  r i sk ,  an Invest igator should ask him%elf 
how the f indings w i l l  appear t o  persons belonging t o  any Iden t l f l ab ie  
group -- o r  a f f i l i a t e d  w i th  an i n s t i t u t i o n  -- studied and reported upon. 
These cautions are as equally warranted. i n  the case o f  anthropological 
f i e l d  research tn  d is tan t  cul tures as I n  studies performed I n  domestic 
sett ings. 

- reputation or status o f  a social group o r  an l n s t l t u t i o n  i n  Jeopardy. 

Even 

* 

3.  l n f o m d  consent: Thls Is an appropriate agrement obtafned from a 

1089'009 
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DEFi N ITIONS (CONT'D) 

(3 l n f o m d  consent (Cont'd.) 
t o  the subject 's pa r t l c i pa t i on  !n a p ro jec t  o r  a c t i v i t y .  
ments o f  Informed consent are: 

subject, o r  from' h i r  authorized representative, 
The basic eie- 

( I )  

(2) 

(3) 

(4) 

( 5 )  

(6) 

a f a l r  explanation o f  the procedures t o  be followed, including an 
i den t i f i ca t i on  o f  those which are experimental; 

a descr ipt fon o f  the attendant dlscomforts and r isks;  

a descr ipt ion o f  the benef i ts t o  be expected; 

a disclosure o f  appropriate a l te rna t ive  procedures that m i d  be ad- 
vantageous f o r  the subject; 

an o f fe r  t o  answer any inqu i r les  concerning the procedure; and 

an ins t ruc t ion  that the subJect Is f ree  t o  withdraw h i s  consent and 
t o  discontinue pa r t i c i pa t i on  I n  the project  o r  a c t f v l t y  a t  any time. 

I n  addit ion, the agreement, w r i t t en  o r  o ra l ,  entered i n t o  by the subject, may 
not include any exculpatory language through which the subJect Is made t o  
waive, o r  t o  appear t o  walve, any o f  h l s  legal r i gh ts  o r  t o  release the in -  
s t i t u t i o n  o r  i t s  agents from l l a b l l i t y  f o r  negligence. 

STATEMENT OF ETHICAL PRINCIPLES 

. -- 

I .  The Universi ty o f  Ca l i fo rn ia  a t  Berkeley, accepts as basic p r lnc ip les  that :  
(a) no human baing 1s t o  be exposed t o  unreasonable r i s k  t o  health o r  wel l  
baing, (b) the r l gh rs  and welfare o f  a11 subjects Involved In research, . 
t ra in ing, demonstration, development and other a c t i v l t i e s  who .are subject 
t o  r i s k  shal l  be adequately protected, (c) that the r i sks  t o  an individual 
must be outweighed by the potent ia l  benef i t  t o  him o r  by the importance 
of the knowledge t o  be gained, and (d) that  adequate and appropriate in- 
formed consent Is t o  be obtained without duress o r  deception I n  those 
cases where human belngs w i l l  be o r  are l i k e l y  t o  be "at risk". 

2. A l l  persons involved i n  I n i t i a t i n g ,  approvlng, conducting, o r  supervlsing 
a c t l v i t l e s  involv ing human subjects must be aware o f  t h e l r  j o i n t  respon- 
s l b l l i t y  f o r  tha wolfare o f  the indtv iduals who serve as subjects. 

3 .  It sha l l  be the respons ib i i i t y  o f  the indiv idual  Investigator t o  decide 
when he does not have adequate knowledge o f  the possible consequences 
o f  h l r  research o r  o f  research done under h l s  dlrect ion.  When he is i n  
doubt, he must ob ta in  the advice o f  others who do have the requ is i te  o r  
relevant knowledge. 

Any possible hazard t o  heal th resu l t ing  from procedures u t i l l z l n g  human 
subJects must be f i r s t  Investigated,through anima1 research, whenever 
such be posslble and relevant. 

4. 

n 5. Whenever medications, operative procedures, or  exposures t o  hazardous 
2 
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STATEMENT OF ETHICAL PRINCIPLES (COHT'D.) 

environmentai condit ions are  used (or occur), the a c t i v i t y  must be 
performed under medical protect ion and supervision. 

6. 

7. 

8. 

9. 

10. 

J'. 

The nature o f  the a c t i v i t y ,  the procedures t o  be foliowad, and the 
possible r i s k s  involved must be ca re fu l l y  and f u l l y  explained t o  the 
subject, parent, o r  guardian, as appropriate. 
have been f u l l y  understood and informed consent obtained as appropriate. 

The subject 's personal privacy and the con f iden t ia l i t y  o f  information 
received from him must be protected. 

Any subject may request termination o f  h i s  pa r t i c i pa t i on  I n  an experi- 
ment a t  any time, and t h i s  request w i l l  be honored promptly and without 
prejudice. 

Remuneration may be of fered t o  a subject as recompense f o r  h i s  time pro- 
vided that such remuneration i s  not so large as t o  cons t i tu te  an improper 
inducement. 

I f  pa r t i c i pa t i on  as a subject i s  par t  o f  the academic work o f  a student, 
i t  must not be a coercive requirement and, as appropriate, informed consent 
must be obtained. 

The Universi ty w i l l  provide, a t  no cost t o  the subject, adequate medical 
treatment f o r  hosp i ta l i za t ion  as required during o r  as a d i rec t  resu l t  
of an experiment. Such indiv idual  care shal l  be provided without the 
necessity f o r  establ ishing legal l i a b i l i t y  on the par t  o f  the University. 
The subject 's r i g h t  t o  compensation fo r  damages must, however, be estab- 
l ished on the basis o f  legal l i a b i l i t y ,  e.g., n e n e n c e  o r  wrongdoing, 
on the part  o f  the Universi ty.  

The explanation must 

-- 

COMMITTEE FOR PROTECTION OF HUMAN SUBJECTS (a Subcornittee o f  the Graduate Council) 

Background: I n  1966, an advisory comnittee was appointed by the Dean o f  the 
Graduate Div is ion,  t o  review research proposals contemplating use o f  human sub- 
jec ts ,  as required by USPHS regulat ions then i n  e f fec t  and as l a te r  revised i n  
1969. With the extension o f  the USPHS requirements t o  a11 Universi ty a c t i v i -  
t i es ,  as required by the 1970 and 1972 Universi ty direct ives,  the status of the 
advisory committee was reconsti tuted as an administrat ive subcommittee o f  the 
Graduate Council. 

Organization of  the Comnittee: The tomnittee. I n  i t s  present form, must consist 
o f  a t  least f i v e  members,'one o f  whom i s  t o  be the Director o f  the Student Health 
Service. Other members must possess varying qua l i f i ca t ions ,  backgrounds, and 
experience which w i l l  assure complete and adequate review o f  projects and a c t i -  
v i t i e s  comnonly administered o r  sponsored by the campus. No less than two mem- 
bers o f  the Cormnittee sha l l  be licensed t o  pract ice the healing arts,  and a t  
least one member sha l l  not be so 1 icensed but shal I be competent i n  other reie- 
vant areas. 

Appointment o f  the chairman and members o f  the Comnittee sha l l  be nude by the 
Graduate Council and the term o f  service sha l l  be a t  the pleasure o f  the Graduate 
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COWITTEE FOR PROTECTION OF HUMAN SUBJECTS (CONT'D.) 

h\ Organization of the Comnittee (Cont'd.) Council. Comnittee membership as of 
I June I ,  1972, is set forth in Appendix A. 

The Comnittee may establish subcomnittaes as deemed necessary by workload or 
other considerations. 
search units, are normally chaired by a member of the Comnittee. 
ing of such departmental subcornittees is informal and their m l n  rolo is to 
provide a focus of expertise within a specific unit for the rendering of ad- 
vice and assistance and preliminary review of the adequacy of protocols. i n  
accordance with DHEW requirements, only the Committee or a quorum thereof may 
finally review a project involving human subjects and issue a certification 
that the requirements of the lnstltutional assurance and USDHEW pollcy have 
been sat i s f  1 ed. 

Functions of the Comnlttee: 
must be given equal priority: 
sponsored actlvlties utilizing human subjects conform to the regulations and 
policies of the USOHEW and University concerning the safety, welfare, health, 
rights and privileges of human subjects; and (2) to facilitate, within the 
I imi ts of appl lcable regulations, poi lcies and procedures, accompl ishment of 
project or program objectives by those whose work involves the use of human 
subjects. 

The pol icies and procedures set forth herein concern mostly the first function. 
The second function, though of equal Importance, Is not easily set forth in 
forma1 statements. However, the Comnittee and the campus administration recog- 
nize the importance of the second function and desire, at ail times, to be of 
service to members of the campus c o m n i t y  and consultation with the Committee, 
or individual comnlttee members In project planning is strongly encouraged. 
The Comnittee is not an authoritarian 'batchdog", but rather serves to benefit 
the University, the scientific c m n i t y ,  and the public, through the facilltr- 
tion of activities which will extend the boundaries of human knowledge to the 
ultimate good of all mankind. 

PROCEDURES FOR OBTAINING COHHITTEE REVIEW 

Initial Review: The following procedures are prescribed for the inltial review 
of proposals and rctlvlties to Insure compliance wlth University and USDHEW 
requirements for the protection of human subjects: 

1 .O 

Such subcomnittaes, constituted within teaching or re- 
The function- 

The Comnlttee has two responsible functlons which 
( I )  to determine and certify that all campus 

- \  
J 

Projects Supported from Sol icited Extramural Funds: 

1 . 1  

1.2 

': 
W 

The Approval Form for Extramural Support Proposal, accompanying ail 
applications for funding submitted to the Campus Research Office for 
institutional endorsement, shall contain an appropriate entry or en- 
tries on the prospective use of human subjects. 

If human subjects are to be used, the foilwing procedures must be 
followed: 

A protocol, in sufficient detail, must be submitted to the Campus 
Research Office with the proposal. As a minimum, the protocol . 
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>% PROCEDURES FOR OBTAINING COWITTEE REVIEW (COW'D.) 

Initial Revfew (Cont'd.) should contaln the following Informtfon: 

1.2.1 A statement 6f the slgnlflcance and beneflts of the proposed 
proJect or aetlvl ty, 

1.2.2 A statement whether the project involver: 

1.2.2a Research on the nature and effects of mrr.ljuana and 
hallucfnatory drugs. 1/ 

1.2.2b Drug abuse. 2/ 

1.2.2~ Investigation of new drugs. 3) 

1.2.3 An evaluation of  the need or desirrblllty for the utilizatlon 
of subjec ts. 

1.2.4 A statemant as to whether any subjects will be minors (under 
age 18 per California law) or University of California students. 

1.2.5 The precise way in which subjects w i l l  be utilized, 

. 

1.2.6 An rnalysis of the possible physical, psychological, emtlonal, 
and soctally deleterious effects upon the subfects. 

1.2.7 A description of the m a n s  to be taken to minlmire each such 
deleterious effect including the means by which the subject's 
personal privacy is to be protected and confidentiality of 
lnfornution received maintained. 

1.2.8 A statement concernfng the method to be employed in document- 
ing informad consent: 

1.2.81 Written consent agreement (regular form) In format 
of Appendix 6 (include completed copy), or 

1.2.8b Written consent agreement (short form) with wrltten 
script of oral presentation to be made to the subJects 
(Append1 x C)  . 

1/ Must be reviewed by the State Research,Advlsory Panel before such projects 
m y  be legally conducted. 

2/ Must be reported to the UCSF Dept. of Pharmacology. 

Regulations of Food and Drug Adlainirtratlon (21 CFR 130) governlng consent 
must be adhered to. 

1 0 8 9 b 1 3  I 
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PROCEDURES FOR O B T A ~ N ~ N C  COMMIITEE REVIEW (COWO.) 

initial Review (Cont'd.) - 
1.2.8~ Hodlflcatlon of either of the two prlmary procedures. 

If a modified procedura Is proposed, the protocol must 
include a detailed explanation of the deviation and tho 
reasons and justification for the proposed deviation. 

Substantive changes In wording in elther of the regular 
or short form m y  require approval of University Counsel. 

1.2.8d Waiver of prlor wrltten informed consent must bo approved 
by the Comnittee. The Comlttee must have full Justlflca- 
tlon to establish that the risk to the subJect Is rinlmn 
and that use of alther written consent procedure would 
lnval ldate obfectlves of considerable Inmadlate lmportaocr, 
and that any reasonable alternative means for attaining 
these objectives would be less advantageous to the subject. 

Some situations where a waiver of prior writton infomod 
consent might be granted include anthropological f laid 
studies of llllterate culture, or studies involving decep- 
tion. 

Deception creates a particularly difficult problr In bo- 
havioral sclence research. Some experiments cannot be done 
If the subJect i s  fully Informed of, and the reasons f o r ,  
the procedures. In most instances deception does lead to 
risks. Deception like the Invasion o f  privacy i s  to be con- 
sidered ipso facto a producer of "risk14. Every effort 
should be nude to avoid the use of deception In the rrsoarch 
design. 

When deception must be used, speclal emphasis should bo 
laid on clarlfyfng for the subject what consequences he may 
expect. 
as In the arousal of annoyance, for example, and a full 
explanation of the procedure which was followed I s  to be 
given the subfect In a debriefing session following the 
exper 1 ment . 

Mother or not there are discomforting OU~COIIYS, 

1.3 The nature of the use of human subJects and therefore the risks to 
the subjects m y  not be deflnable at the time the protocol Is sub- 
mitted to the Comnittee. For example, with a proposal for I tralnlng 
grant, the nature of the research to be undertaken by the partlclpat- 
Ing students 'may not be known untll after the student trainees are 
selected and they have had an opportunity to define their indlvldual 
projects. In such a case ft'ls sufficient If the tralnlng grant dl- 
rector submits I protocol to the C m l t t e e  stating why It Is not pos- 
slble to satisfy the specific roqulrements at the time the proposal 
i s  submitted to the sponsoring agency, but agreeing to take the re- 
sponsibility for seeing that 9 individual reclplent of the funds 

l 0 8 9 b  I 4  
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PROCEDURES FOR OBTAI N i NC COHHITTEE REV I EW (CONT'D .) 

I n i t i a l  Review (Cont'd.) submits t o  the Connittee an indlv idual  protocol, 
when the  ind iv idua l ' s  p ro jec t  has been defined insofar as use o f  
human subjects are concerned and before such use is undertaken. 

1.4 The protocoi must be signed by the pr inc ipa l  invest igator o r  
project/program d i rec to r  responsible administrator (8.g.. 
head o f  u n i t  exercising imnediate Ju r i sd i c t i on  over the a c t i v i t y ) .  

1.5 The Campus Research Of f i ce  i s  responsible f o r  re fe r r i ng  protocols 
f o r  Cornit tee action. 

1.6 The Committee may approve the pro jec t  without condi t ion i f  i t  Is 
sa t i s f i ed  that the r i sks  are Jus t i f i ed  and that a l l  reasonable 
means w i l l  be used t o  reduce such r i sks  and tha t  the Iegal and 
e th i ca l  requirements o f  informed consent have been met. i f  the 
Cornit tee i s  not so sat isf ied,  It may: (a) approve the project  
w i th  condit ions Imposed which, when sa t is f ied ,  w i t  cause the pro- 
j e c t  t o  meet minimum eth ica l  and legal standards and hence be ap- 
proved, o r  (b) disapprove the project  without prejudice f o r  resub- 
mission. The reasons f o r  disapproval sha l l  be recorded i n  the Com- 
mit tee minutes and shal l  be conveyed t o  the or ig ina tor .  

1.7 A l l  decisions o f  the Cornit tee shal l  be conveyed t o  the or ig ina tor  
o f  the protocol by the Campus Research Off ice. 

2.0 Projects Supported by Unsol i c i t e d  Extramurai Funds (Private G i f t s  and 
Grants) : 

If human subjects are .to be used, the procedures out l ined under paragraph 
I In f ra  sha l l  be followed. 
pus Research Of f i ca  u n t i l  the Comnlttee has approved the use of human sub- 
jec ts .  

The award shal l  not be accepted by the Cam- 

3 .0  Projects Supported by Extramural Funds o r  Intramural Funds - 
Awarded by the I n s t i t u t i o n  (Comnlttee on Research Grants, Gen8ral Research 
Support Grant (School o f  Pub1 IC Health), Biomedical Sciences Support 
Grant, Universi ty Patent Fund Grants, Special Intramural Funding, Cancer 
Research awards, etc.) 

3.1 Those campus o f f i c i a l s  responsible f o r  approval o f  al locations, shal l  
require as par t  of  the appl icat ion process a statement from the re- 
questor as t o  whether o r  not the use o f  human subjects Is contemplated. 

obtained and said protocol w i th  project  descr ipt ion shal l  be forwarded 
t o  the Campus Research Off ice For re fe r ra l  t o  the Cornnittee. 

3 .3  An award may not be made u n t i l  receipt  o f  n o t i f i c a t i o n  from the Cam- 
pus Research m i c e  that Comnlttee approval has been granted. 

3.2 I f  the use o f  human subjects I s  contemplated, a protocol sha l l  be 

i- 
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PROCEDURES FOR OBTAlNlNC COnnITTEE REVIEW 

I n i  t l a l  Revlew (Cont'd.) 

(CONT'D.) 

4.0 

5.0 

6.0 

Projects, Programs o r  A c t i v i t i e s  Supported from Budgeted Un ivers l t  
Funds Including Endowment income (Research Programs of an 0rganiz:d 
Research Un i t  Supported from 19900 Funds, Classes Wherein Students 
Conduct Experimentation on Each Other, etc.): 

It sha l l  be the respons ib i l i t y  o f  the Department Chairman, responsible 
u n i t  Director, and Instructor-in-Charge t o  see that a descr ipt ion of 
the program and protocol is furnished the tomnittee and that Comnlttee 
approval i s  obtained p r i o r  t o  the use o f  human subjects. 

C l i n i ca l  A c t l v l t l e s  

(School of Optometry Eye C I  i n lc ,  Cowell Hospital C l  In ics,  C1 i n i ca l  
Psychology C l i n i c ,  and other r c t i v l t i e s  wherein services may be provlded 
by student "trainees" under supervision): 

A program descr ipt ion and protocol shall be Submitted f o r  Comnlttee 
approval by the u n i t  head a t  the beginning o f  each academic year. 

Student Projects and A c t i v i t l e s  Supported Through Tralneeships, Fellow- 
ships, Special Grants o r  I ns t l t u t l ona l  Student Aid o r  Unsupported 

Whenever human subjects are used by graduate o r  undergraduate students 
as par t  o f  t h e i r  academic work the po l i c ies  and procedures governlng 
the protect ion o f  human subjects apply i n  a l l  par t i cu la rs .  This is re- 
quired regardless o f  whether the student i s  receiving research fel low- . 
shlp, o r  other funds. i t  is the respons lb i l l t y  o f  supervising facu l ty  
members, as well as department chairmen, t o  ensure that students who 
u t i l i z e  human subjects be Informed o f ,  and comply with, these require- 
ments. 

I n  the instance of undergraduate students who, as pa r t  o f  t h e i r  class 
work, use human subjects f o r  research, experimentatton, test ing,  observa- 
t ion, interviews o r  other purposes, adherence t o  these po l i c ies  and pro- 
cedures I s  also requlred. However, i t  may be more prac t ica l  i n  connec- 
t i o n  w i t h  undergraduate academic r c t l v l t l e s  f o r  the instructor,  rather 
than the indiv idual  student, t o  assume respons!bi l i ty  f o r  such use of 
human subjects. Each ins t ruc to r  who requires o r  permits h i s  students 
t o  use human subJects i n  connection w i th  academic work should prepare a 
protocol, whenever feaslbie, f o r  the combined a c t i v i t y  o f  a l l  o f  h i s  stu- 
dents. i n  such a protocol, the ins t ruc to r  may describe I n  general terms 
the a c t i v l t f e s  of h i s  students which use human subjects and the means by 
whlch he ensures compliance w i th  the DHEU and UCB requirements. Particu- 
l a r  a t ten t i on  should be p r l d  t o  the a c t f v i t f e s  o f  students who are en- 
gaged i n  f l e l d  studies. / 

I t  is  expected tha t  graduate students who use human subjects i n  connec- 
t i o n  w i th  t h e i r  d issertat ions o r  other academic work w i l i  o rd ina r l l y  
prepare t h e i r  own, fndlvidual protoCo1S, requesting approval by the 
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PROCEDURES FOR OBTAINING COHIIITTEE REV IN (CONT'O.) 

1 

i n i t i a l  Revlaw (Cont'd.) Comni t t ee  f o r  Protact ion o f  Human Subjects. However, 
i n  certacn graduate courses where use o f  human subjects It regular ly a 
par t  of the academic work, and the use o f  the subjects and the r i sks  a t -  
tending such use are s im i la r  f o r  each student In the c las t ,  I t  nuy be use- 
f u l  f o r  the Ins t ruc to r  t o  prepare a general protocol t o  cover the a c t l v i -  
t i e s  of a l l  o f  the students i n  that  class, as suggested above for under- 
graduate courses. 

Contlnulng Review 

A l l  p ro jec ts  Involv ing human subjects and approved by the Comnlttee sha l l  be 
rev iemd annually by the Comnittee. Such review, as a mlnfmum, w i l l  require 
the o r ig ina to r  o f  the protocol t o  c e r t i f y  that  the actual use of human subjects 
has been or is being conducted in  accordance w i th  the approved protocol and 
condit ions (if any) imposed by the Comnlttee. 

Projects involv ing h igh  r i s k  may be subjected t o  more frequent review and/or 
special reviews including the revfew o f  progress reports and b r ie f i ng  by the 
pro jec t  d i rec to r  before the Comnlttee. 
designate an ad hoc comnittee t o  conduct proJect s i t e  v i s i t s .  

The Comnlttee m y  a t  i t s  d isc re t ion  

RESPONSlBfLlTlES OF THE CAHPUS RESEARCH OFFICE 

The Campus Research O f f i ce  sha l l  serve as the secretar iat  and Administrat ive 
Of f fce  of the Comnitter and f o r  the Implementation o f  t h i s  pol icy. As such, 
the fol lowtng range o f  respons lb l l l t l es  are asslgned: 

I .  reviews of a1 I extramural support proposals f o r  possible use of 
human subjects and requests protocols i f  not furnished, 

2. reviews protocols f o r  procedural compliance, 

3.  renders advice and assistance t o  campus c m n i t y  on human subject 
po l i cy  and lmplernentfng procedures, 

- 4. develops approprlate educational campaigns concerning human tubfect 
pol Icy, u t i  1 l t i n g  aval lable house organs and media; arranges workshops 
t o  discuss human subject pollcles, 

5. serves as coordinatfva interface between DHEW, the C m l t t e a ,  General 
Counsel, Of f i ce  o f  the Chancellor, and Pr lnclpal  Investigators, 

6. conducts a conttnuing review of ac t i ve  projects and programs t o  ascer- 
ta in :  
protocols containing condl tlons, and (c) whether human subjects are 
I n  fac t  being used on profects f o r  which no protocol I s  on f i l e ;  ad- 
vises Comnittee o f  resu l ts  of these,reviews, 

(a) the currency o f  approved protocols, (b) compllance w i th  

7. provides l o g i s t i c  support f o r  Comnittee meetings, Including tchedul- 
lng, n o t i f i c a t i o n  o f  members, agenda and minutes. 

8. malntains necessary records and f i l e s .  
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