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BPU;T.LIY: OFPLCE OF THE tK4SCELLOR . 

D&tidS, 3 IicECTORS Mi2 DEPAHTr’lENT CHA I RHEI4 

Pol i c y  and Procedures Governing 
the Protec:ion o f  Hman Subjects 

I an pleased t o  t rans3i  t t o  the canpus corrmni t y  a new pol Icy  and procedure 
statemmt governing the p ro tec t i on  o f  human subjects under a c t i v i t i e s  fw 
which the 3erkcley camus i s  responsible. This statement, d i i c h  supersedes 
thc i n t c r i n  s t o t c s n t  issued on January 4, 1571, vias dtvelooed i n  close COO 

ord ina t ion  wi.th tire Co.mi t t e e  for  P to tcc t i cn  of  pman Subjects and has been 
accepted by the U. S. 3e3artncnt of  Health, Education, and Wel fare  as r a t -  
i s l y i n g  current 3iiEW regulat ions.  The new statenent also ic.pIenents recent 
Univcrsitywlce p o l i c y  d i rec t i ves .  

The discharge of i n s t i t u t i o n a l  r t rpons lb i  l i t y  for safeguarding the r i gh ts  
and welfare of  h u a n  sub-jects i s  an cxtreriltly corp l tx  matter. 
ment of  r i s k  versus benef i t  t o  mrnkind Is c l e a r l y  not suscept ib le  t o  prccist 
measurement. Thus the f rasers  of Governrent L J I  i c y  very ea r l y  recognized 
the nccd for  broad-based i n s t i t u t i c n a l  c o m i t t e e s  as the foc i  f o r  p o l i c y  
adn in is t ra t ion .  

The assess- 

W’ nt Scrkefcy, we have had a facu l t y  c o x t i t t e e  as our decis ion-caking SrouD. 
t’:iscr tire chai&7ship of  Professor 5. L.  biacorid the Comi t tee  fo r  Protec- 
Zion o f  Hunan Subjects (a s u o c m i t t e e  of  the Graduate Council) has reviewed 
hundreds of nuraan suoject  protocols.  
administrat ion i s  t o  ;pply the p o l i c y  i n  a f l e x i b l e  manner consis tent  with 
comon sense and sound professional judgarnt. 

The i n ten t  of the  c o m i t t e e  and t h e  

I cmlund the new policy to ca re fu l  review by members of  your un i t  and urge 
that Cmirnan Diamond, t h e  nmbers o f  the Comi t tee  or the Campus Research 
Of f i ce  be consulted as nay be required. 

k l d i t i o n e l  coDias of the po l i cy  statement are ava i lab le  from the Campus 
iiesrarcn Officc. 

Enc 1 5 u r c . .  
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P O l l C l  AND PROCEDURE OF THE UHl i fERf l fY  O f  CALIFORNIA,  
BERKELEY CAMPUS, GOVERN1 tic THE PROTECTION QF HUbiAH SUBJECTS 

(June 1 , 1972) . W 

PURPOSE - 
This docuacnt cstaS1 irhes thc pol ic ies  and procedures for the protect ion of 
human subjects under projects sponsored through the Dcrkeley Campus of the 
University of California. 
ments of the U. 5 .  Deportment of Health, Education and Welfare (USDHEW) as set 
forth in the U&D~!EW-Crrntr -. ..-__. - kdxinistrct _- - ion.Hanue1, Chepter 1-40. 

It also serves to irnplemcnt the spcciflc require- 

APPLtCABILtTY 

The policlcs and procedures set forth herein apply to a l l  activities, if- 
respective o f  fund source, which involve human subjects for whlch the Berkeley 
campus i s  rcsponsfble. 

8AC KCRO'JHD 

The tiattonal Advisory Health Councll, after a study o f  the issues pertaining 
to clinical research and investigation involving hunrn beings, recornended 
to the Surgeon General of the Public Health Service (PHS) in December 1965 
that PHS adopt a po l icy  starczmt pertaining to thc protection of human sub- 
j e c t s  under PHS supported pro jec ts .  

fht present DH& pollcy, published in April 1971 as Chapter 1-40 to the DHEW 
Grants Administratio6 Hrnuol, is an outgrowth of thc basic principles and 
prtmircs of prior U. 5 .  Public Health Service pollcics Issucd In 1966 and 1969. 

. 

On June 25, 1970, the  Office of the University President extended the USPHS 
policies to all activities of the University involving human subjects regard- 
less of the funding source supporting such activltfcr. 

4 

On flarch 29, 1972, the 1971 DHEU rtgulrtlons were also made rppltcrble to a l l  
Unlversity sponsored activities. { 

REF ! !! ! ? ! 2!!S 

1. Subject: 
qutoce of participation as a subject in qcsearch, development, demonstration, 
or other activities. 
gans, tissues, and mrvlces; informants; and nornal volunteers, including 
students who arc  placed et r isk  during training in medical, prychologica1 , 
sociologlcrl, cducational, and other types of actlvi t i c s .  

This teirn describer any individual who may be at risk as a conse- 

This may lncludt patients; outpatients; donors of or- 

Of particular concern arc those subjects In groups with limited c i v i l  free- 
dom. These include prisoners. residents or c t i c n t t  of tnstitutions for 
the mentally i l l  8nd mentally retarded, and pcrtons subject to military d l s -  
cipl inc. 

The unborn and the dead should bc considered subjects to the extent that 

1 0 1 4 1 9 2  00132707.001 
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DEFl tIITIONS (COIIT'D, 1 . 
u' 1- Sub'ect (Coat'd.) they hove rights which can be exercised by their next 

of kin or lcgally ruthorlzed rcprcsentatives. 

2. At r isk :  An Individual is consldcrcd to be "at risk" If he may be expuscd 
to the possibllity of any harn--physfcal, psychological, sociological, or 
other-as a consequencc of any sctivity which sacs beyond the application 
of those established and acccpted nzthods nccossary to meet hlr needs. 

... Physlcitl r isks  - Unusual physical activity required of a subJect, or 
the inposttioil o f  strong aversive stimulation, or engaging hlm in a social 
situation that could involvc violence, night cndanger hls physical well- 
befng. It Is Important that an lnvcstigator foresee possibllitfcs of phyrl- 
ce2 danger and bring the3 to the attention of the Comittco. 

... Psycholoqlcal r isks are  fa r  more pervasive m o n g  behavloral scIcnce 
tercarcnerr. S'nr right to privacy i s  considcred relatively inallenable, 
8nd hence Invasion of a Subject's privacy is, ipso facto, held to be a 
blrisk". Corclestncss about the maintenance of confitential ity of protocols 
could increase the r i s k .  
milirtlon, cnbarrassmcnt, lots of  ~ c l f - c s t ~ e m ,  feelings of failure or frur- 
tration, feclings of anger toward the experimenter or  others, or even acute 
bredon can be considered undcslrable outcoacs of the research experience: 
hence, such procedures must be considered as placing the subjecl at risk. 
Any personality change, or chansc in the subject's feelings or motivation 
that extend bcyond a debriefing per iod,  Rust also be considered undtsir- 
able; possibi 1 1  ty of their oecurrencc constitutes r isk .  A subject's per- 
sonal stimulus value to h i s  fellows, such as would be represented by the 
term "his reputation", is somcthlng of value to him, and the possibility 
of its being damaged const1tutcs.a risk also. 

Any procedure that nay concclvably produce hu- 

W 

...Social rlrks are related In the main to procedures that may plrcc the 
reputation or status of a social group or an Instltution in jeopardy. 
Procedures designed to measure the chiractcristlct of easily defined tub- 
groups of a culture may entail risk i f  the quslltleo measured are oncs 
which havn pfisitiva or negative value in the cyos of the grouo. 
whcn research docs not implnge directly on i t ,  a group may be derogated 
or Its reputation injured. Likewise, an institution, such as a church, 
a unlvrrrfty, cr a pr i son ,  must be guarded against derogation, for many 
people may be affiliated with, or ecployed by, the institution. and pe- 

Even 

3. 

jorativt infornation about it would injure their reputations and self- 
esteem. In  cvaluatlng social risk, an investigator should o t k  himself 
how the findlngs wlll appear to persons belonging to any Identifiable 
group 0- or affiliated with an institution -- studied and reported up01 
These cautions arc as equally warranted in thz case of  anthropological 
field research in distant cutturts as in studies performed i n  domestic 
sett lngs. 

Informed consent: 

1 014193 

This i s  an appropriate rgrccmcnt obtalncd from a 

. 
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DEF I N I t  I ONS (CONT' 0)  

- Inforred consent (Cont'd.) 
to the subject's participation i n  a project or activity. 
aents of  informed consent arc: 

subject or from-his authorized representatlve, 
The basic elc- 

(1) a fair cxplanatlon of  the procedures to be followed, Including an 
Identi f icat Ion of those which are expcrlmtntal ; 

(2) a description of  the attendant discomforts and risks; 

(3) a description o f  the benefits to  be expected; 0 

(4) a dfsclosurc of appropriate alternative procedures that would be ad- 
vantageour for the subject; 

(5) an offer to answer any inquiries concernlng the procedure; and 

(6) an InstructJon 'that the subject Is f ree  to wlthdrau his consent and 
to discontlnuc participation In the project or activity at any time. 

' 

In rddltlon, the agreement, written or oral, entered into by the subject, m y  
not include any exculpatory language through which the subject i s  made to 
waive, or to appear t o  waive, any of his legal rights or to release the  i t a *  
stltution or its agents from liability for negligencc. 

STATEHENT OF ETHIWL PRINCIPLES 

1. 

2. 

3 .  

4. 

5. 

The UnIvarsity of California at Berkeley, accepts as barlc  principles that: 
(a) no h u m n  being i s  to be exposed to unreasonable risk to health or well 
being, (b) the rlghts and welfare o f  all subjects involved In research, 
t raining,  demonstration, d t v e l o m n t  and other activities who are subject 
to risk shall be adequately protected, ( c )  thrt the risks to an individual 
must be outweighed by the potential benefit to him or by t h s  lmbortance 
of the knozrlcdge to be gained, and (d) thrt adequate and appropriate in- 
formed consent i s  to be obtained without duress or deception In those 
cases where human beings w i l l  be or are l i k e l y  to be "at risk". 

All persons involved in initiating, approvlng, conducting, or supervising 
activities involving human subjects must  be aware of their joint respon- 
s i b l l l t y  for the welfare of the individuals who serve as subjects. 

It shall be the rerponslbillty o f  the indlvlduol investigator to decide 
when he does not have adequate knowledge of the possible consequences 
of his research or o f  research done under his dlrcctlon. When hc i s  in 
doubt, he must obtain the advice of others who do have the requisite or 
relevant knowledge. 

Any possible hazard to health resulting frm proccduras uti 1 ftlng human 
subjects must be first invertlgated through anlmal research, whenever 
such be possible and relevant. 

Whenever medications, operative procedurcs, or exposures to hazardous 
' .,r . 
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environmental conditlons are use4 (or occur), the activity nust be 
performed under medical protcctlor, and supervision. 

6.  The nature of the activity, the procedures to bc fol lowed, and the 
possible risks involved must be carefully and fully explained to thc 
subject, parent, or surrdian, as rppropr is tc .  
hove b:en f u l l y  understood and informtd consent obtained as appropriatc. 

Thc cxplrnat ion must 

7. The subject's personal prlvacy and the confidentiality of  lnfocmtion 
received fron him w s t  be protected. 

8. Any Subject nay rcqucst tcrnlnatlon of his prrticipatlon In an cxpcrl- 
m n t  at any tine, and thls requcst.wll1 be honored promptly and without 
prc jud i ce. 

9. Remuncration may be offered t o  1 subject as recompense for his tlme pro- 
vided t h a t  suc.', reauneration i s  not so large as to constitute an Improper 
inducement. 

10. I f  participation as a subject i s  part of the academic work of a student, 
it mist not be a coercive rcquirement and, as appropriate, Inforntd consent 
must be obtalned, 

11. The University w i l l  provlde, s t  no cost to the s u b j e c t ,  cdequatc medical 
treatnent for hospitalization as rcquircd during or as a direct result 
of an experitrent. Such individual care shall be provided without the 
necessity for establishing lcgal liability on the part of the University. 
The subject's t ighr '  to conoenrrtlon for damages must, however, be ertrb- 
lished on the b a s i s  o f  legal l i a b i l i t y ,  t . g . ,  n e n e n c c  or wrongdoing, 
on the  part o f  the University. 

ii 

I 

COHHITTEE FO3 PROTECTIOH OF HUMAN SUBJECTS (a Subcornmi ttse of thc Graduate Counci 1)  

rckgroundi in 1966, an advisory comlttce was appointed by'tha Dean of the 
raduatc Division, to rtview research proposals contewlating use of human sub- 

jects, as required by USPHS tcguiations then in effect and as later revised in 
1969. With the extension of the USPHS reauircments to all University activi- 
tier, as requlred by the 1970 and 1972 Unlvcrsity dircctives, the statvs of t h e  
advisory comittcc was re:onstituted as on administrative subcornnittee of the 
Graduate Council. 

Organization of thc Cornittee: 
Of a t  least f i v e  members, one of whom i s  to bc the Director of the Student Health 
Service. 
Cxpericncc which will assure complcte and adequate review of projects and acti- 
vities coxaonly administered or sponsored by the campus. No less than two awn- 
btrs of the  Comittce shal l  be licenstd to practice the healing arts,. and at 
least one rn:der shall not bc so 1 lccnsed but shall be competent In other rele- 
vant areas.  

The Camalttee, In its present form, must consist 

Ocher members must possess varying qual I f  icatlons, backgrounds, and 

APpointncnt of the chairman and members o f  the Cornittee shall be made by the 
Graduate Cpuncil and t h e  tcrm of  service sha l l  be at the pleasure of the Graduate LJ 

00 132707.004 
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COHnITTEE fOR FGOTECTION OF HUMAN SUBJECTS (C9Nr'O.) 

I 

Orqanltrtion of the Co-aitttt (Cont'd.) Council. Cmlttee mtmbershlp as of 
June 1 ,  1972, i s  set forth in Appendix A. 

The Corn1 ttec MY estrbl ish subccrml ttees as dccmed necessary by workload or 
other considerations. Such subcomlttees, constituted within teaching or rc- 
search units, are normally chaired by a menbgr o f  the Cornittee. 
ing of such departmental subcomittces is informal and their main tole i s  to 
provide a focus of expertise withlrt a specific unlt for the rcndcring o f  ad- 
v ice  and asslstance and prelJmlnary review of the adequacy of protocols. I n  
accordance with OHEL requiremnts, only the Comlttce or a quorun thereof may 
finally review a project Involving human subjects and issue a certification 
that the reqcircnents of the  inrtitutionrl assurance and USDHEW policy have 
betn satisf icd. 

e 

The function- 
' 

Functions of- the Comittec: 
must be given equal priority: 
sponsorcd activities utilizing h u m n  subjects conform to the regulotfons and 
policies of the USOHEW and University concernins the safety, welfarc, health, 
rfghts and privllcgcs of huarn subjects; and ( 2 )  to facilitate, within the 
1 lmi t i  of  eppl icable re+lationr, p o l i c i e s  and proccdures, accompl ishaent of 
project or program objectives by those whose work involves the use of human 
subjects. 

The pollcles and procedures set forth hereln concern mostly the f irst function. 
The second function, though of equal inportanre, is not easily set  forth in 
formal statermnts. Hawever, the Cowittee and tho campus adninistrrtion rccog- 
ntre the importance of the second function and desire, at a l l  t lncs ,  to be of 
service to ficmscrs of thc caEpus comgnity and consultation with the Coxtittee, 
or Individual comnittee mcnbers In  project planning is strongly encouraged. 
The Comittcc i s  not an authoritarian 'katchdoj", but rather serves to benefit 
the University, the scientifle cornunity, and the p u b l i c ,  through the facllita- 
tlon of activities which will extend the boundaries of human knowledge to the 
ultlnate good of all mankind. 

The C m l t t c c  has the rcsponslble functions whlch 
(I) to determine and certify that all canpus 

W 

PROCEDURES FOR OBTAlNlNC COHHllTEE REVIEW 

In1 t Irl Review: 
of proposals and activittes to insure compliance with University and USDHLW 

The following procedures are prescribed for the In1 tlal review 

t t e ~ ? : ~ ~ : ~ t s  for  t% ptGCaction G ~ ~ ~ I U I M I I  subjects: 

1.0 Projects Supported from Sollcl ted Extramural Funds: 

I. 1 fhc  Approval form for Extrcmural SupDort Proposal, accompanying a1 1 
appl lcat ions for funding rubmi tted to t h e  Campus Research Off ice for 
Institutional endorsement, s h a l l  contain an appropriate entry or en- 
tries on the prospective use of ) y a n  subjects. 

If human rubjccts are to bc used, the following procedures must be 
followcd: 

1.2 

A protocol, in  sufflcient detail, must 
' Research Office wlth thc proposal. As 

be submitted to the Campus 
a minimum, the protocol 

00132707.006 
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U' PROCEDURES FC3 OBTAlNlHC CC!!fillTEE REVIEW (COHT'D.) 

Jnltial Review (Cont'd.) should contain the following Informatton: 

1.2.1 A statement of  the slgnlficance and benoflts o f  the proposed 
project or activity, 

1.2.2 A rtatemnt whether tho project Involves: 

1.2.2s kcsearch on the nature and effects of marlJuan, and 
ha1 lucinatory drugs. 1/ 

1.2.2b Drug abuse. 2/ 

1.2.2~ Investigation of new drugs. t/ 

1.2.3 An evaluation of the need or desirability for tho utlltrrtlon 
of sub j t c  ts. 

1.2.4 A statement as to whether any subjects will be mlnorr (under 
age 16 per California law) or University of  California students. 

1.2.5 The prcclre way I n  whlch subjects wfll be utilized, 

1.2.6 An analysis of  the possible physical, psychologicalo ccnotionrl. 
i and socially deleterious effccts upon the sub jec t s ,  

1.2.7 A desctiption of the m a n s  to be taken to minimize each such 
deleterious effect including the  m a n s  by which the subject's 
personal privacy is to be protected and confidentiality of 
Tnfornut ion received maintained. 

1.2.8 A statement conccrnlng the method to be employed in document- 
ing informed consent: 

1.2.b urltttn consent agreement (regular form) in f k i t  
of Appendix B (include completed copy), or 

1.2.8b Ur I t ten consent agreement (short form) with wr1 ttcn 
s c r i p t  of oral presentation to be made to the subjects 
(Appendix C )  . 

) L  u Must be revitwed by the State Research Advisory Panel before such projects 
may be leQally conducted. 
Must be reported to the UCSF Dept. of Pharmacology. 

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

9 
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PROCEDURES FOR O B T A I H I t ~ C  COWITTEE REVIEW 

lnltlal RcvIew (Cont'd.) 

(CONT'D.) 

u' . .*.. 

1.2.8~ 

I .2.0d 

tiodiflcatlon of either of the two primary procedures. 

If a nodlfled procedure 1s proposed, the protocol must 
include a detalled explanation o f  the devletion and the 
reasons and jurtlf lcatlon f o r  the proposed deblation. 

Substantive changes In wrdtng in elthtr of the regular 
or short form may require approval of UnIverslty Counsel, 

Ualver of prlor written inforn-d consent must be approved 
by tho Camittee, 
tlon to establish that ttic r i s k  t o  t h e  subject 1s mlnlmcn 
and that use of either written consent procedure would 
Invalldrte objectives of conrjdcrable I m d i r t c  Importance,, 
rnd that any rtasonablc alternative means for sttrlning 
these objcctlves would be less advantrgaour to the subject. 

tome situations where a waiver of prior written informed 
consent might be granted Include anthropological flcld 
studies of illlterrte culture, or studies Involving decep- 
t ion. 

The tomittea m u s t  have full Jurtlflca- 

Oaccptlon crcater a particularly difficult problem In be- 
havioral rclcnce research. Soma experiments cannot be done 
,If the subject Is fully informed o f ,  8nd the reasons f o r ,  
the procedures. In most instances deception does lead to 
risks. Dcccptlon like the Invasion o f  privacy i s  t o  be con- 
sidered Ipso facto  a producer of "risk". Every effort 
should be made to avoid the use of deception in the research 
des I gn. 

Uhcn deception must ba used, speclol emphasis should be 
l a i d  on clartfylng for  the subject what consequences he may 
expect. 
8s in the brourrl of annoyance. for ~ X I R I U ~ Q ,  and a full 
'explanation of  the procedure which was followed 1s to Se 
given the subject i n  a debriefing session following the 
experlment. 

. 

Whether or not there are discomforting o u t c m ~ s ,  

1.3 Tho nature of the use of human subjects and therefore the risks t o  
the subjects may not be definable at tho tlm the protocol I s  sub- 
nltted to thc Comnfttce. For example, with a proposal for a training 
g r a n t ,  the nature of the rtrearch to bo undertaken by the partlclpat- 
trig students may not be known until after the student trainees arc 
selected and they have had an opportunity to dcflne their individual 
projects. In such a case it ls sufficient i f  tha training grant dl- 
rector submits a protocol to the Committee stating why It is not pos- 
rlble to satisfy t h e  s p e c i f i c  rcquirements at the time the proposal 
I S  submitted to the sponsoring agency, but agreeing to take the re- 
sponsibility for seeing that - each individual rccipicot of the funds 

00 132707.007 IO14 I98 
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PROCEDURES FOR OBTAL I4 I NC COHHl TTEE REV1 EW 

I n i t i a l  Revicw 

(CONI '  D. ) 

(Cont'd.) submits t o  the  Co,mittee an lnd lv i r 'us l  protocol ,  
when the I nd i v idua l ' s  p t o j c c t  has been defined insofar  as use of 
huran subjects are concerned and before such ULC i s  undertaken. 

1.4 The protocol  m s t  be signed by the p r i n c i p a l  I nves t i ga to r  or 
project/program d i r e c t o r  and respansiblc admin is t ra to r  (e.g., 
head of un i t  cxcrc is ing  i m e d l a t e  j u r i s d i c t i o n  over the a c t i v i t y ) .  

1.5 The Campus Research Of f ice i s  responsible f o r  r e f e r r l n g  pro toco ls  
for Co.mi t t e c  act ion.  

1.6 The C o m i t t e c  m t y  approve thz p ro jec t  wi thout  cond i t i on  I f  I t  I S  
s a t i s f i e d  tha t  the r i s k s  a r t  J u s t i f i e d  and tha t  a l l  reasonable 
means w i l l  be used t o  reducc such ris::s and t h a t  the lega l  and 
e t h i c a l  r e q u i r c m n t r  of  inforrntd consent have been met. 
Conni t tcc Is not  so s a t i s f i e d ,  i t  may: 
w i t h  cov; i t lons imposed which, when s a t i s f i e d ,  wll cause the  pro- 
j e c t  t o  naet minimum e t h i c a l  and legal standards and hence be ap- 
proved, ?r (b) disapprove the p ro jec t  wi thout  p re jud ice  f o r  resub- 
mission. 
mlt tec  minutes and sha l l  bc conveyed t o  the o r ig ina to r .  

If the 
(a) approve the p r o j e c t  

The rcesons f o r  disapproval s h a l l  be recorded i n  the  Coca- 

1.7 A l l  decis ions o f  the  C o m l t t c c  shall be conveyed to the orlgtnator 
of the protocol by the Caspus Research Offlee. 

2.0 

3.0 

Pro ccts Suoported by Unrol l c l t c d  Extrrmural Funds (Pr ivate G i f t s  and 
$+-, 

I f human subjects are t o  be used, the procedures ou t l i ned  under paragraph 
1 infra sha l l  be folloued. 
pus Research O f f i c e  unt i l  &he Corn i t tee  has approved t h e  use o f  human sub- 
j e c t s .  

The award s h a l l  n ~ t  be accepted by t he  Can- 

Pro jects  SupDortcd by Extramural Funds or In t ranura l  Funds 

Awarded by thc l n t t f t u t  ion ( C m i  t t e c  on Research Grants, Ccnaral Research 
Support Grant (School of Publ i c  Health). Bionicdlcal Sclcnces Suoport - -  ._ ~ 

Grant, Un ive rs i t y  Patcnt Fund Grants, Sperlal Intramural Funding, Canctr 
Rtsearch awards, etc.) 

3.1 Thorc campus o f f i c i a l s  responsible fo r  approval of a l l oca t i ons ,  shal l  
require as part  of the app l i ca t i on  proccsr a statement from the re- 
questor as t o  whether or not  the use of human subjects Is conternplatcd. 

3.2 I f  the use of human subjects i s  cqqtemplrted, a protocol s h a l l  be 
obtaincd and r a i d  protocol  with pro jec t  desc r ip t i on  s h a l l  be forwarded 
t o  the Campus Research O f f i ce  f o r  r e f e r r a l  to the Comnittee. 

3.3 An award may not be made until rece ip t  of n o t i f i c a t i o n  from the Cam- 
pus Research O f f i c e  tha t  Comi  t t e c  approval has been granted. 
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PROCEDURES iOR 03TAINIHC C O H H l n E E  R € V I E U  (CONT'D.) 

'W ' lnitlol Rtvtew (Cont'd.)' . 
4.C Projects, Prolrrams or Activf tics fcooorted freq Budgeted Unlverrlty 

Funds lncludino Endowent Incozs 
Research Unit Supported fro3 19500 Funds, Classes Yhsrcln Students 
Conduct Experimntation on Each Other,' c t c . ) :  

It shall bc thc responsibillty of she Department Chrfrmn, rcsponslble 
unlt Dlrcctor, and Instructor-In-Charge to see that a description Of 
the program and protocol i s  furnished the Conrrlttce and that Coml ttec 
approval is obtalncd p r i o r  to the use of hunun subjects. 

(Research Programs of an Organftcd 

5.0 tlinlcal Activftlts 

(School of Optonetry Eye Cllnlc, Cowcll Horpttal Clinics, C 1  inical 
Psychology Clinic, and other rctlvltics whareln services may be provided 
by student "trainees" under supcrvislon): 

A program description and protocol shall be rubmltted for Comfttec 
approval by the unit head at the beginning of each academlc ycar. 

6.0 Student Projects and Actlvl ties Supported fhrouoh Trolnecshipr, fel low- - 
ships, Special  Grants or Institutional Student Aid or Unsuworted 

Whenever h u m n  subjects are used by graduate or undergraduate students 
i s  part of their ccrdcmlc work the policico and procedures governing 
the protection,of human subjects apply in all particulars. 
quired regardless of whether the student is reccivlng research fel low- 
ship, or othcr funds. It i s  the responsibility of supervising faculty 
ncnbcrr, as well as department chaiqen, to ensure ihat students who 
utilize human subjects be Informed o f ,  and conply with, these rcqulre- 
mcnts. 

. 
This  i s  re- 

...... 

In the Instance of undergraduate students who, as part of t h e i r  class 
work, use human subjects for research, experimentation, testing, obscrva- 
tlon, lntervltws or other purposes, adherence to these policies and pro- 
cedures i s  also required. However, it may be more practlcal in connec- 
~ ! G G  with undtrgrsdustc &c,scloiiiit. abiivities For the instructor, r a t h e r  
than the Individual student, to assume responrlbflfty for such use of 
human subjects. Each Instructor who tequlres or  permits his students 
to use human subjects i n  connection with acadenifc work should prepare a 
protocol, whenever feasible,  for thc combined activity of a l l  of  his stu- 
dents. In such a protocol, the instructor may describe in general terms 
the actlvitlcs of  h is  students which use human subjects and the means by 
which he ensures compliance with the OHEU and UCB requircnents. 
lor attention should be ps ld  t o  the actlvitics of studcnts who are en- 
gegcd in field studies. 

._ Partleu' 

It i s  expected that graduate students who use human subjects in connec- 
tion w l t h  their dissertations or othcr rcademfc work will ordinarily 
prepare their cwn. Individual protocols, requesting approval by the 

I074200 t9) 
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PROCEDURES FOR OSfAlNlN~ COHHITTEE REV1 EU (COI IT 'O. )  

LJ Inltie! Review (Cont'd.) Comnlttec f o r  Protectton o Hunun Subjects. tbwever, 
In certrfn graduate courses where use o f  humn'subjects is regularly a 
part of tho academic uork, and thc use of the subJects and the tis.ks at- 
tcndlng such use arc similar for each student in the class, It may bc use- 
ful for the instructor to prepare B general protocol to cover the a c t l v l -  
ties of  all of the students i n  t h a t  class,  as suggested above for under- 
graduate courses. 

Con t 1 nu i ng Revi CH 

All projects involvlng h u m n  subjects and approved by the Comnittee shall be 
rcvfcwed annually by the Comittee. Such review, as a mlnfrum, w l l l  require 
the originator of the protocol to certify that the actual usc of human subjects 
has been or is b i n g  conducted in accordance with the approved protocol and 
conditions ( i f  any) inposcd by the Co.mlttee. 

Projects involving high risk nay be subjected to more frequent rcvlcw and/or 
special reviews iRClJding the revlcw of progrcss reports and briefing by the 
project director before the Connittee. 
designata  an rd hoc a m n i t t e e  to conduct project site visits. 

RESPONSIBlLltlES OF THE CAMPUS RESEARCH OFFICE 

The Campus Research Office shell scrvc as the secretariat and kdminlstrrtlve 
Office of  the Comaittee and for the Inpfcmcntation of this pol icy .  As such, 
thr fol lowing range of rcsponslbi 1 I tles are  asrigncd: 

The Comlttee may at its drrcrc t ion  

-L/ 
1. 

. 2. 

3. 

4. 

5. 

6. 
. ..-. .-. 

2. 

0. 
'W' 

reviews of all extramural support proposals fo; posslble use of 
human subjects 8nd requsstr protocols if not furnlthed, 

reviews protocols for procedural compl lance, 

renders advice and assistance to campus comnunity on h u m n  subject 
pollcy and Implementing procedures, 

develops approprtate e d u w t  ionrl crmpotgnr concerning human subjcct 
pollcy, utll ltlng available house organs and media; arranger workshops 
to discuss human subject pol Icles, 

serves as coordinative interface between D H W ,  zht Comlttec, General 
Counsel, Office of the Chancellor, and Prfnclprl Investigators, 

conducts a conttnutng rcvlcw of active projects and programs to asccr- 
taln: (a) the currency of approved protocols, (b) complfance with 
protocols containing condl tionr, and {e) whether human subfcctr are  
I n  fact being used on profects for which no protocol it on fllc; rd- 
vlror tomnittee of results of these reviews, 

provider logistic support for Comntttec meetings, Including schcdul- 
lng, notification of members, agenda and minutes. 

mtntains necessary records and f l les .  
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EFFECTIVE OAT€ 

June I ,  1972 

. 

SUP €RS EDUP. E 

Interim Pollcy and Rules o f  the Unlvtrslty o f  California (8trkelcv Canout) 
Covcrlna the Partlcioarion of  FJC3tl h i n g s  as Subjccts I n  Research, Issued 
by Vicc Chancellor - Rercrrch, January 4, 1971. 

-'....--I-- - 

REFEREIiCES 

( I )  DHEW Grants Adminlrtratlon Hrnual, Chapter 1-40 Protectfon o f  
Human Subjects. 

(2) The l n r t i t u t l o n a l  Cui& to DHEU Poltcy on Protectfon o f  H u m n  Subjects, 
DHEV pub1 icrtlon No. (NIH) 72-102. 

(3) Code of Federal Rtsulrtlonr, fftlc 21, food and Drug,  Part 130. 

(4) Unlvcrrity o f  Califotnla, Dtrectlve to Chancellors Harch 29, 1972, 
Pol icy  on Research Involving Human Subjects. 

Albert  H. Bowker 
Chancellor ' 

Attachments 

Appendices A ,  8, C 
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I Appendix A 

t1EiIBEFtSHIP OF THE COiLIITTEE FOR PZOTECTIOil  OF HCIkIAtJ SUBJECTS 

(f4ovenber 1 , 1972) 

* Di rec tor ,  Studcnt Heal th Service 

FI. Chernin, Pii.0. 

U. L. diamond, i1.Q. 
(Cha i man) 

i). 4. Loulrcll, J.3. 

5. tiargen, i4.U. 

f ro fessur  of Social L'el fa re  
Dean, School of Social Welfare 

Professor o f  Law 
Professor o f  Criminology 
C l i n i c a l  Professor  of  Psychiatry,  U C S F  

Professor o f  Law 

Professor of  Human I l u t r i t i o n  
Cha i raan , ;Jut r i t ional Sci ences 

I 

! 

J. HcCree, t l . i . ,  3.5. (tl.u.), Ph.Li. Research Physician 

Senior fesearch Coordinator, 
Campus h s c s  rch 3 f  f i ce 

* 
H. J. P:,iIlips, P h . l ~ .  Professor o f 'knthropolony 

L. J. Postman, Pii .3 .  Professor of Psychology 
Direc tor ,  I n s t i t u t e  o f  Human Learning 

P. T o k q i ,  Pn.s. Associate Professor o f  Criminology 

u. d. Van Jalen, Pi1.d. Professor of Physical Education 
Professor of Education 
Chs i m a n  Phys i ca 1 Educa t i on  

U. k' inkelstc ln,  Jr., 14.3. Professor of Epidemiology 
s Dean, Scliool of Publ ic  l l ee l th  

*Pos i t Ion vacant 

, 1 0 1 4 2 0 3  00132707.012 



I Appendix B 

4' 

UNIVERSITS OF CALFORXU 

COXSEW TO ACT AS SL?BJECT FOR RSSEAHCH AND IAYESTIGATIONS 

(REGULAR FORM) 

Subject's name: Date: 

II 1. I hereby authorize 
and/or such assistants as may bc selected by him to perform the following proce- 
dure(s) and/or investigation(s): 

on 
(Subject) 

! 
2. The procedure(s) and/or investigation(s) listed in Paragraph 1 has (have) I 

been explained to me by t 

(%me) 

3. I understand t k t  the procedure(s) and/or hvestigation(s) described in 

i Paragraph 1 involves (involve) the folloxing possible risks and discomforts: 
L J  

! 

. -  

and that the following benefits of the procedure(s) and/or investigation(s) are as 
folIows: iv 

! 

v 4 .  - I understand thzt 1. 
and/or such assistants as mey bc selected by hr 'm, will answer any inquiries I may 
bove at any time concerning the procedure(s) and/or investigation(s) . 

5. I understand chat I may terminate my participation in the study at any 
time, and that, owing to thc scientific nature ol the study, the investigator may in 

'W . 
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c . 
~- 

his absolute discrction tirrninate my participation at any time. u n  t h e  event that I 
am king compensated for my participation and my I>articipation is terminated by 
mc or by the invcstigator I understand that I will Ire entitled to payment of a sum 
h s e d  upon the scienrific s31ue to the study of the information obtained from my 
participation; provided, howcver. that in no event sbl l  I reccivc less than 
per cent of the agreed compensation if I continue to participate beyond the 

I- 

of the study. 
d 

i j  

s/ - 

SUBJECT'S SIC SATU RE 

- - W ITNE SS 

(If subject is a minor, or athenvise unable to sign, complete the following): 

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

. Father 

. Mother 

Notes 

y Name of person(s) who will perform the 
procedure(s) and/or investigation(s). 

2/ Dcscribc in detail and in layman's lan- 
guage a fair and detailed explanation of 
the procedurc(s) to bc followed, includ- 
ing an identification of those which are 
experimental. 
Dcscribc in detail. 
Dcscribc applicable time pcriod. 

- 

5/ Omit lincs in  brackets if  insppllcabte. 
h/ Citc name of fund source. 

% a d  

Gutrdia n 

Other person and relationship - 

Inst ructions 

One copy of this consent form duly 
signed by or on behalf of the subject is 
to bc rctaincd for the period specified 
by the Committee. 

C. 

1 0 1 4 2 0 5  00 132707.01 4 



Appendix C 
1 8 . 

U N N E R S T Y  OF CALIPORhlA 

COXSENT To ACT AS SUEJECT FOR RESEARCH AhD I!WESTIGATIOXS 

(SHORT FOX4) 

Srlbject's Kame: 

h te :  

Name of Project: 

I here'by c0nser.t to bc a participant in the project named above. An explana- 
tion of the procedure(s) and/or invcsription(s) to h. follovred, including an  identi- 
fication of those which a re  experimental, was provided to mc by . I was also provided with a descripion of 
thc attendant discomforts and risks to lx expected. I was also assured that any in-  
quiries concerning th+ procedure(s) and/or invcstjption(s) would be answered. I 
was also assured and 1 understand that I am f ree  to withdraw my consent and to dis-  
continue participation i n  the project or activity at any time. 

If 

'_ zl Financial support for this project is provided from funds made available by 

If injured as a direct result of the aforedescribed, please report said injury 
I to on forms provided for this purpose. 

Spbject's Signature: 

Auditor -Witness: 
(To oral presentation and signature) - - 

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

), or is unable to sign because - Subject is 8 mjnor (age 

Father Guardian 

Mother Other person and relationship . - 
Notes Instructions 
U Name. One copy of this consent form duly 
2/ Cite name of fund source. 
&/ May bc omitted i f  iwpplicable. 

- 
signed by or  on behalf of the subject 
is to be retained for the period spcci- 
ficd by the Committee. 
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. t 1 
GEh'ERAL ISTITL"T-~.LiL t\SSURASCE FOR CO~IPLM. .iE WITH THE 

REGUWT'IOSS ASD POLICIES OF THE U. S. DEPARTMEXT OF HEALTH, 
EDUCATlOS, AND WELFARE PERTAISISG TO THE PROTECTIOX OF HUhlAN SLJJECTS LJ 

The University of Cd i fo rnk  at  krkelcy will con!pl;r with the policy for the protection of 
human suSjects participating in activizics supported directly o r  indirectly by grants or con- 
tracts from tiis Department of Health, Education, and WeUarc. in fulfillment of its assur- 
ance: 

This institution will establish and niairitain a committee competent to review projccts and 
activities that involve human subjects. The committee will bc assigned responsibility to 
determine for each accivir; 8s p1anncd and condxtcd that: 

The rights and welfare of subjects a r e  adequately protccted. 
The risks to subjects are outwefghed k; potential benefits. 
7'he Informed consent of subjects \vi11 be obtained 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 rhe exercise of independent judgment of the members. Members will 
be excluded from reviews of projects o r  acthlt ies in which they have an active role or a 
conflict of interests. 

This institution trill encourage continuing constructive communication bemeen the committee 
and the project directors a s  a means of safeg~arding 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, o r  other injury as a result of participation 
in an  activity. 

. 

. 

'e 

This institution will maintain appropriate and informative records of committee revievcs 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 or welfare of individual subjects. 

This hstitution will periodically reassure itself through appropriate administrative ovenittv 
that the prarrices and procedures d e c i p 5  !cy the ?rxecrion cf :!!e rfpkta ex! 1:??!3=.c of sn5- 
jccts are  being effcctively applied 2nd a r e  consistent with its assurance as accepted by the 
Department of Health, Education, and Welfare. 
, .':. . . -. * 

. -.. 
n -.: . .* Official signing for the Institution 

Signature S/Al bert 11. Bowkcr 
Albert  H. Rowker 

Tit le Chancellor 

Date . June 19. 1972 
L.J 

Enclosure; Implementing Guidelines, Part Two of o General Institutional Assurance 
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Safoguording tho rights and wolfero of humon rubjodr invohmd 
In adivHior supponod by grontr or contracts from tho Dopartmnt 
of Hwith, Educotion, and Wolforo i s  1)10 rosponrfbillty of the InsDitu- 
tion which rocoivor or Is  occountobk ro tho DHEW for tho funds 
a w o r k d  for tho support of tho adivify. 

In odor to provido for tho odoquoro dirchorgo of this institutional 
rosponribility, ir IS tho polky of tho Oopartmont that no grant or 
controcl for an activity involving humon rub(octs rho11 bo mode unloss 
tho epplicotion for such support has b.on rovirwod ond approvod 
by on appropriafo tnrtitutionol commltteo. 

This roviow rholl d.1ormino thot rk rigfits ond wolforo of tho 
rubjach involvod am odoquatcly prohrlud, ?bot rho rlrks ro on indi- 
viduat aro outwoighod by tho pokntiol benefits to him or by tho 
Impor(onco of tho howlodge to be p k o d ,  ond that Informod con- 
sent i s  to b o  obtoinod by mothods thot an adoquato and oppropriato. 

In addition rho cornmiltoo mur? ertablirh a bosis for continuing 
rovlow of rho activity in  hopin# witk thoro dotorminotionr. 

Tho hsliWion must rubmi? to tho DWLW, for Its roviow, opproval, 
and oUiciol accoptanco, on ossum~co of its complionco with this 
policy. Tho inrtifufion murt dro p r o v h  with ooch proposal involving 
human tub/ocfs a eortifltotion Ihol I t  hor bocn or will bo roviowed In 
accordanco with tho institution's o ~ ~ u r o n ~ o .  
No Smnt or conrrocr lnvolvfng human rubiosts ot risk will be  mado 

to an Individual unlorr he Is  offtliohd with or sponrond by on inrti- 
tution which can and door ~ssurnm rcrponribi~ity for tho protrclion 
of the rublocts inrdvod. 

Since tho wolfore of 8ub)octs fr a molter of concorn to tho Doport- 
mont of Woafrh, EducoHon, and Wolfan as well os to tho institution, 
no gmnt or conlrort involving human subiocrr sholl bo made unloss 
h a  proporal for such ruppofl hor boon roviowod and opprovod by 
on 8Cprop~oto proforsionol committoo within th. rosponriblr com- 
ponont of the bopartnunt. As a nsuh of thir roviow, tho committoo 
may r~ommond to t h  operating qoncy, and ~ h o  operating agoncy 
may nqulro, rho imposition of rpocilc grant or contract terms pro- 
vidinB for tho protoclion of human rubjocts, including requirements 
for informod consent. 

APPLICABILITY 
A. Gencrol 

This policy opplios to all gmntr and contracts which support ac- 
tirltios in which rubiocts may bo ot risk. . 
U. Subiw 

This ? o m  dorcribos r n y  individual who may bo at risk os a conro- 

I 
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