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PART ONE 

The Unive r s i ty  of C a l i f o r n i a ,  San Francisco w i l l  coaply wi th  t h e  pol icy  
f o r  the p r o t e c t i o n  of  human s u b j e c t s  p a r t i c i p a t i n g  i n  a c t i v i t i e s  
supporcc:J d i r e c t l y  o r  i n d i r e c t l y  by g ran t s  o r  c o n t r a c t s  from t h e  
Department of I lenlth,  Education, and Welfare. 
assurnlice: 

I n  f u l f i l l m e n t  of i t s  

l 'h is  i i i s t i t u t i o n  will e s t a b l i s h  and maintain a c m m i t t e e  competent 
t o  review p r o j e c t s  and a c t i v i t i e s  t h a t  involve human s u b j e c t s .  
comni t tee  A.11 be assigned r e s p o n s i b i l i t y  t o  determine f o r  each 
a c t i v i t y  a s  planned and conducted t h a t :  

The 

The r i g h t s  and wel fare  of sub jec t s  a r e  adequately p ro tec t ed .  

The r i s k s  t o  sub jec t s  a r e  outweighed by p o t e n t i a l  b e n e f i t s .  

The informed consent of sub jec t s  w i l l  be obta ined  by methods 
t h a t  arc adequate and appropr ia te .  

This i n s t i t u t i o n  w i l l  provide fo r  c o m i t t e e  reviews t o  be conducted 
w i t h  o b j e c t i v i t y  and i n  a manner t o  ensure t h e  e x e r c i s e  of jndepcndent 
judgment of t h e  members. 
p r o j e c t s  o r  a c t i v i t i e s  i n  w!iich they have an a c t i v e  r o l e  or a c o n f l i c t  
of i nLeres t .  

This  i n s t i t u t i o n  w i l l  encourage continuing cons t ruc t ive  comnunication 
between the  committee and t h e  p ro jec t  d i r e c t o r s  as a means of  s a fe -  
guarding the  r i g h t s  and wel fare  of subjec ts .  

This  i n s t i t u t i o n  w i l l  provide f o r  the  f a c i l i t i e s  and p ro fes s iona l  
a t t e n t f o n  requi red  f o r  sub jec t s  who mmy s u f f e r  phys ica l ,  psychologicnl,  
o r  o t h e r  i n j u r y  a s  E r e s u l t  of p a r t i c i p a t i o n  i n  an a c t i v i t y .  

This  i n s t i t u t i o n  w i l l  maintain appropr ia te  and informat ive  records  of  
committee revfews of app l i ca t ions  nnd a c t i v e  p r o j e c t s ,  of documentation 

.of infornied consent ,  and of o the r  documentation t h a t  may p e r t a i n  t o  
the  s e l e c t i o n ,  p a r t i c i p a t i o n ,  and p ro tec t ion  of  sub jec t s  and t o  reviews 
oC circumstances t h a t  adversely a f f e c t  t he  r i g h t s  o r  we l fa re  of  ind iv idua l  
s u b j e c t s .  

This i n s t i t u t i o n  w i l l  pe r iod ica l ly  r eas su re  i t s e l f  through appropr i a t e  
admin i s t r a t ive  overview t h a t  t he  p r a c t i c e s  and procedures designed f o r  
t h e  p r o t e c t i o n  of t h e  r i g h t s  and wel fare  of  s u b j e c t s  a r e  being e f f e c t i v e l y  
app l i ed  and are cons i s t en t  wi th  i t s  assurance as accepted by the  Department 
of Health,  Education, and Welfare. 

I.iernbcrr w i l l  be excluded iron, revieris o l  

- - -  

Vice Chancellor,  Academic A f h i r s  
Ju ly  27, 1973 

E c losu re :  Tmplementing Guidelines,  Pa r t  Tu0 of R General I n s t j  t u t iona l  
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PART TWO 

IMPLEMENTING GUIDELINES 

STATEMENT OF PRINCIPLES . 
Yreamb le 

The C m i t t &  on Human Experimentation nccepta the Declaration of Hclsinki as a 
gulding principle. Inasmuch a8 that document i r  limited to clinital resesrch, 
it is furthcr understood that such principle8 will not supersede Department of 
Health, Education, and Welfare policy or the institutional aasurances derived 
from it which apply to human subJects participating in activitiee that place 
their rights or welfare at riek beyond established and accepted practices. 

Experimentation in Medical Research development, demonstration, or other similar 
aclivities often culminater in experimentation on human beings, for they nre the 
very ~ubjects of medical care. Three aspects of care characterize experimento- 
tfon on human bciugs: (1) no permanent ham to the experimental subject should 
be intended or anticipated, (2) it 18 the irrevocable right of every individual 
to nccept or rcfect participation in the experimentation vithout prejudice, and 
(3) exprriiiiciital subjccts and experimenters are fellow beings equal in hua*rn 
digniLy. 
No g o i n  in knowledge can compensate for the odium of their betrayal. 

Iii experiments done for the ucll-being of the patient, ethical responsibilities 
rcst, as in c!ia usual pursuit of medical care, on the experinienter'e professional 
jutlgit,erri and ronaciencr. 
(diether oii sick or healthy persons), ethical obligations ordinarily are fuliilled 
b r a t  dim the experimenter himsclf participates as the first subject of the cx- 
perloieut . 
Frwn the legal point of view, "Fear of aonctiona respecting A carefully performed 
rxperioicnt m y  be considered acndcmic when the following circunietances prevail: 

( a )  Tho experimcnt enjoys the consenma of confirmed medical opinion as to its ' 

l'lieue facts of experimentation on human beings arc second to none other. 

In experiments done for the advancement of knowledge 

legitimacy, and is not i n  violation of statute; 

(b) the subject, a competent ndult person, knowingly and voluntarily consents, 

(c) ciirre has been adequate preparation by animal experimentation."* 

after fu1 1 explanation; 

stuterPeiit of Policy 

1. T h i s  policy appliea to any and a11 research, demonstration, and teaching activ- 
itirts that ore not determined to be established and accepted practices t h a t  
would expose an iadividual to the possibility of harm--physical, psychologtc51, 
sociological, or other--as A consequence of hir, or her participstion a s  n nub- 
ject . 

~~ ~ 

*Ref: Louinell, D . U . ,  Archive8 of Rnrironmental Health, 6 : 9 8 ,  1915. 
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3 .  

2 .  A l l  perronr  who are involved in  i n i t f r t i n g ,  approving, o r  conducting a par t icu-  
l a r  reeearch p r o j e c t  share  a r e s p o n s i b i l i t y  for t h e  welfare of any ind iv idua l  
who may eerve A B  a subjec t  i n  t h a t  p r o j e c t ,  

3. The n a t u r e  and degree of r i s k  or s t r e s a  t o  t h e  human subjec t  must b e  def ined 
A B  accura te ly  as poes ib le  and t h e  pro jec t  deeigned t o  minimize t h e  poss ib le  
r i s k s  t o  the aubjec t .  Furthermore, t h e  p r o j e c t  d i r e c t o r  and h i s  co-worker8 
and e t a t f  must work with in  t h e  l i m i t s  of t h e  s t a t u t e s  without  cmsciOuSly ex- 
posjng A human subJect  t o  unreasonable r i s k  of any kind. 

4. The dec is ion  t o  u t i l i z e  a human subjec t  dur ing  an experiment muet be based on 
t h e  neceee i ty  f o r  observing t h e  unique r e a c t i o n  of t h e  human species .  
f u l l o e t  p r a c t i c a b l e  knowledge of t h e  r e a c t i o n s  o f  e u i t a b l e  anfmals t o  s i m i l a r  
condi t ions  is a p r e r e q u i s i t e  t o  making such a decis ion .  

The 

5 .  Medical uupervision appropr ia te  to  t h e  procedures i n  ques t ion  s h a l l  be provided 
i n  s e l e c t i n g  s u i t a b l e  s u b j e c t s  €or  obaerving them and continued during the  
couree of  the  p r o j e c t  o r  a c t i v i t y  as  may b e  necessary t o  p r o t e c t  t h e i r  welfare .  

6 .  Regardlese of the  na ture  of t h e  p r o j e c t ,  subjec t  p a r t i c i p a t i o n  must be voluntary 
and t h e  informed consent of the  ind iv idua l  must be obtained,  The Comnittee 
on Iiuninn Experlmaiitation w i l l  r equi re  t h a t  a copy of t h e  proposed consent form 
be iubnlitted f o r  rcview and approved with t h e  pro tocol .  As a mininum, t h e  con- 
s e n t  must follow: 

( a )  A f a i r  explanat ion of the  procedures t o  be followed, including an i d e n t i -  
f i c a t i o n  of those which are experimental; 

(b) 4 d e s c r i p t i o n  of the  a t tendant  d i scanfor te  and r i a k a ;  

( c )  a deecr ip t lon  of t h e  b e n e f i t s  t o  be expected;  

(d)  4 d i s c l o s u r e  of appropr ia te  a l t e r n a t i v e  procedures t h a t  would be advanta- 
geous f o r  the subjec t ;  

(e) an o f f e r  t o  anawer any i n q u i r i e s  concerning t h e  procedures; 

( f )  an i n e t r u c t i o n  t h a t  t h e  subjec t  i s  f r e e  t o  withdraw h i s  consent and t o  
d iscont inue  p a r t i c i p a t i o n  i n  the  p r o j e c t  o r  a c t i v i t y  a t  any time. 

In a d d i t i o n ,  the  agreement, which may be signed by e i t h e r  t h e  subject  o r  h i s  
au thor i rcd  representa t ive ,  may n o t  inc lude  any exculpatory language, through 
which t h e  subjec t  is made t o  waive, or t o  appear to  waive, any of his o r  her  
l e g a l  r i g h t e ,  o r  t o  r e l e a e e  t h e  i n s t i t u t i o n  o r  i t a  agent8 f o r  negligence. 

7. Hcniuneration may be of fe red  t o  an ind iv idua l  f o r  h i s  p a r t i c i p a t i o n  i n  4 s tudy 
provided t h e  Curraaittee i o  a a t i r f i e d  t h a t  under t h e  circimistanccs the  remunera- 
t i o n  i r  no t  BO l a r g e  a s  t o  c o n s t i t u t e  an improper inducement. 

8. A t  any t i m e ,  and €or any reason,  a subjec t  may reques t  t h a t  h i e  p a r t i c i p a t i o n  
i n  an experimcnt be terminated and h i e  reques t  w i l l  be honored prmpt?.y and 
without p r s  judf ce .  
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Cormrittes on Human Experfmentation 

The fO1lWfUg members c o n s t i t u t e  t h e  Connittee appointed by Chancallor Franc is  
A .  Sooy to conduct reviews f o r  e x p e r b e n t s  involving human subjec ts .  

J u l i e n  I.E. HOffmAn, Chainnan 
Thomas B. Bradley 
James R. Nielsen ' 
Morton Weinstein 
W i l l i A m  B. Atchley 
William It. Ehrenfeld 
Ot to  Guttentag 
Albert  Jonsen, S.J. 
Theodore P h i l l i p s  
V io lc t t e  Sutherland 
Doris Wellenkamp 

D r .  James R. Nielaan, b s r ides  h i s  Univer r i ty  appointment a s  Lec turer ,  conducts 
a p r i v a t e  law p r a c t i c e  in San Francieco and holds a part-t ime appointment h t  t he  
Ilastings Law School, 

Dr. Albert  Jonsen, formerly pres ident  of t h e  Univereity of San Francisco is a 
mcmber of t he  J o s u i t  Order. 
f c s s u r  of Medical Eth ics .  Ile continues t o  hold the  t i t l e  of ASSOCf8tC Profeosor 
of Thcology and Philosophy a t  t h e  University oE San Francisco. 

Since 1972, he has held t h e  t i t l e  of V i s i t i ng  Pro- 

I 0 9 0  I 2 8  
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5 .  

Procedure for Review of Proposalr Imolving AlrmAn Subjectr 

1. All proposafr are r.eviewed by the Appropriate administrative official to de- 
Action thenfollwi to ad- termine if human beings are involved AS eubjects. 

vise: 

(a) the Principal Investigator of the need to have the protocol approved by 
the Conunittee on Human Experimentation, and 

(b) the Comnittee on HUmAn Experimentation that it should be prepared to re- 
view the protocol. 

2,  The Chairman or Vice Chairman of the Coormittee on Human Experimentation 

(A) reviews for completeness; 

(b) contacts Principal Investigator if necessary, 

(c) determiner if proposal may be releared to supporting agency "pending" re- 
view and if so, advises the Contracts and Grants Office, and 

(d) dockets for consideration by the Cormnittee at next weekly meeting. 

3 .  The Coaxnittee on H m a n  Experimentation initiates consideration A O  

(a) C m i t t e e  of Whole, or 

(b) requests asristance by referring to panel of experts. 

4. The Carmittee acto on basis of report of panel of experts and on its o m  dcliber- 
atlone. Action may result in 

(a )  request for additional information, clarification or modificfition; 

(b) denial; 

(c) approval; or 

(d) establishment of, continuing review dates. 

5. Principal Investigator and Contracts and Grants Office are crdvised of 

(A) Comiittee action, 

(b) date of next review for those proposals receiving approval, and 

. (e). any conditions imposed. 

b .  The Chancellor has the option of reviewing Cormnittee action. He 1 s  the 
Appeal8 Officer both for Principal Znvestlgators and for subject8 either d i -  
rectly or through their authorized representatives. The Chnncellor may over- 
ride a favorable decision by the Comnittee; he may request reconsideration by 
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t h e  Cwnnittee of an unfavorable d s c i r i m  by t h e  Cormittee. 
on appeal of an unfavorable dec i r ion  w i l l  be made by t h e  Cannittee 88 a whole. 
I h e  Grants Manual asks  t h a t  we spec i fy :  

A f i n a l  dec is ion  

'Tho procedures which t h e  Conmittes w i l l  follow t o  provide advice and 
counrel t o  p r o j e c t  and program d i r e c t o r 8  with regard t o  the  Camnittee 
ac t ions  a8 w e l l  a s  t h e  requirement8 f o r  r epor t ing  t o  the C m i t t e e  any 
emergent problems o r  propoecd procedural changer." 

f tem 4 of t h e  pmcedure ou t l ined  above incorpora tes  a mechanim f o r  providing 
advice and counsel t o  t h e  p ro jec t  d i r e c t o r .  
form of 

(a) quota t ions  from the  carments of t he  panel of exper ta ;  

(b) requestr f o r  add i t iona l  information; 

( c )  etatcinents t h a t  t h e  procedure w i l l  be denied unless  s p e c i f i c  changes a r e  
made or s p e c i f i c  condi t ions  a r e  cs tab l iehed .  The l a t t e r  may include the  
requircment t h a t  t h e  consent of the  sub jec t  s h a l l  be obtained i n  a s p e c i f i c  
manner o r  i n  s p e c i f i c  words. 

The advice is forwarded i n  t h e  

The Coumiittee on Human Experimentation is i n  continuous communication with t h e  
Vice Chancellor, Academic Af fa i r s  and w i t h  the  C m i t t e e  on Research of the 
San Francloco Divieion of the  Acodemic Senate. Both of these  rccc ive  Minutes 
of t he  weekly meetings. The Minute8 conta in  l i s t i n g s  of p ro jec t s  under re -  
view a t  var ious  s tage8  of review, including no t i ce  of f i n a l  ac t ion .  [{hen i t  
appears from t h e  Minutes. from discuss ion  with t h e  Comnittce or i t e  o f f i c e r s .  
o r  from o the r  i nd ica t ions  t h a t  a cliange i n  the  organiza t ion  or mcmhership of 
t h e  C m i t t e e  i e  d e s i r a b l e  o r  needed in order  t o  expedite i t s  work, the  Vice 
Chancellor, Acadet4.c A f f a i r s  i n  coneul ta t ion  w i t h  t h e  C m i t t e e  on Research 
w i l l  e f f e c t  such change. Any change i n  the  persolinel of t he  C m i t t e e  w i l l  
be made by the  Chancellor.  

Iteme 5 and 6 above provide f o r  implementation of reconmendations of t he  Com- 
mittee. Execution of approval of proposals o r  pro tocols  involves adniinlstra- 
t i v e  ac t ion  by the  Chancellor o r  h i s  designee f o r  t h a t  purpose, inc luding  t h e  
adminis t ra tor  of t h e  Off ice  of Contracts and Grants.  

7. A s  a means of e f f e c t i n g  continuing review, upon n o t i c e  of t he  approval of the 
Committee on Human Experimentation, each Pr inc ipa l  Inves t iga to r  w i l l  be advised 
t h a t  i t  w i l l  be incumbent on him o r  her  t o  i m e d i a t e l y  n o t i f y  t h e  Cormnittee 
of any devia t ion  from t h e  approved pro tocol .  
review i t s  approval t o  t h e  same ex ten t  as i f  i t  were a newly received protocol.  
I ts  dec i s ion  w i l l  be s i m i l a r l y  announced. 
P r inc ipa l  Inves t iga to r  w i l l  be required t o  reaf f i rm t h i s  f a c t  a t  i n t e r v a l s  of 

of f i l i n g  supplemental a p p l i c a t i o n s ,  extensions of t h e  (with o r  without ad- 
d i t i o n a l  funds) ,  cont inua t ione  o r  renewals. F ina l ly ,  a complete review of t he  
o r ig i i i a l  approval w i l l  be conducted by t h e  Carmittee a t  l e a s t  once i n  every 
fou r  years ,  i f  t h e r e  has been no other  Cormnittee ac t ion  in ttie in te r im.  "he 
Comnittee i n i t f a t e e  follow up on eny question o r  expression of concern from 
any source. 

A t  t h a t  t i m e  ttie Comnittee will 

I f  no change is repor ted ,  each 

- n o t  more than one year .  Protocol6 will a l s o  be re-reviewed on t he  occasion 
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7. 

8 .  A quorum of the Camdttee, regardless of its sire, shall be six members of 
w h m  at Least one Shall be frar, other than the health profenaions. 
tion, in the caoe of review of a protocol involving investfgatioe new drug 
studiee, the cmposftlon of a quorum must satisfy the requirements of the 
Food and Drug Administration for investigative new drug sttidies, namely at 
least two members who arc licensed to administer drugs and one member who is 
not so licensed. 

In addi- 

9. Members of the Coamittee on Human hpcrimentation may not be involved i n  the 
review or continuing review of any activity in which he or she has a profes- 
sional responsibility or conflict of interest except to provide infomation 
requested by !he Coamittee. 

10. Promulgation of the principles and procedures, including sample consent forms, 
copies of the Department of Health, Education, and Welfare guidelines, the 
Declaration of Helsinki, the membership of the Cornnittoe on Humon Experimenta- 
tion, and other related documents will be accomplished by frequent carmnrniques 
from the ChAiIman, the campus! Chancellor or the hfversity President addressed 
to Deans, Department-Chairmen, Principal Investigators, Administrative Officers, 
and the campus library. 
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