
-I 

71.3590 

UNIVERSITY OF CALIFORNIA, BERKELEY 

llERKLLEY * UAVIS * I l l V l h E  - LO\ ANCELL\ * I I I V L R ~ I U E  - $AN 1111 r a  * L A N  VIIANCI\CO S A N T A  I I A l l n A l l A  + \ANTA CIIV’ 

Institutional Ahsurance on Investigations Involving I lurnan Suhlccts, 

Including Clinical Research 

Thc University of California, Berkeley, a b T C C S  with the principles of the Puhlic 
Health Service policy (identified as Policy and  F’roccdurc Order 12Y dated July  I ,  1966) 
with regard to investigations involving human subjects, including clinical r tscarch . 
This institution agrees that review independent of the investigator is necessary L o  
safeguard the rights and welfare of human subjects of research investigations and 
assures  the Public Health Service that it will establish and maintain advisory y o u p s  
competent to review plans of investigations involving human subjects, prior to 
initiation of investigations, to insure adequate safeguard. Group reviews and 
decisions wil1 be carr ied out in rcferencc to (1) the rights and welfare of the indiv 
duals involved, (2) the appropriateness of the methods u s 4  to obtain informed 
consent, and ( 3 )  the r isks  and potential medical benefits of t h e  investixstions. 

The University of California, Berkeley, also agrees to cxercisc survciIlancc of 
PHS -supported projects using human subjects for changes in protocol which may 
al ter  t h e  investigational situation with regard to  the criteria cited above. The 
University of California, Berkeley, further assures the Public Ilcalth Service that 
it wil l  provide advice and consultation to investigators on matters of employing 
human subjects in investigation, and also that it will provide whatever professional 
attention or facilities may be required to safeguard t h e  rights and welfare of human 
subjects involved in investigation. Records of &Toup review and decision on the use 
of human subjects and of informed consent will be developed and kept hy the University. 

Attached a s  par t  of this statement are copies of policy and procedure of this institution 
with rcgard to use of human subjects in investigation, as well  as  a description of the 
groups utilized to review projects for enforcement of these policies and the manner 
in which the institution will assure  itself that the advice of the committee of asso-  
ciates i s  followed. 

Attachement 

Approvcd by t . 1 ~  Public Health Service oil f k i i h c r  2 8 ,  1966. HUMAN SUPJFCTS I 
H IS1 0 R ICAL I 9 7 2- I97 



H. SPACE AND ALTERATION REQULREMENTS: (Approved by date ) 

( 1 )  Space required: sq.f t .  Give room(.) and buildin[(m): 

Do you have a I i rm  commitment that th is  space will be avadabl t  throughouf entire period of propomed p ropc t?  

If not. explain alternatives. 

(2 )  Wil l  alterations to existins or proposed rpace be taqurr*d? II 10, how will t b q  be financed' 

I .  OFFICE EQUIPMENT REQUIREMENTS: Will office equipment be needed? How will it be acquired? 

J .  HEALTH AND SAFETY IMPLICATIONS: 

( I )  Wv111 animals  be umed? Do animml facilities mmet Stat. of California Burnr Act requirernants? 

H i v e  these facilities been inspected by the Oificr of Envkonmantal Health? 

( 2 )  Will toxic solvrntr or noxious gasem ba used? 

( 3 )  

1s ventilation adoquAt.7 

W i l l  radioactive mater ia ls  be used? H a w  facilities been approved by the Office of Environmental Health? 

Give date and number of active ipplicatron to us. radioieotopes. Date: No. : 

K. COMPUTING SERVICE REQULREMENTS: All computing mervic*# for project must  be financed throulb prOJ*Ct funds. If such 
services  are required. complete the following: 

2nd yr. 3rd yr. 4thyr. 5th yr. Computer Center: Hrs: l s t y r .  

Surv. R e s ,  Center: E::;: lstyr. $ 2ndyr.S 3rdyr .S  4thyr . t  5tbyr. I 

L. BRIEF LAYMAN'S DESCRIPTION 01 PROJECT: 

-------- 
If proposal is to any unit of the U. S . Public Health Service, will human subjects be used? 
If yes attach protocol  in accordance wlth the Policy and Rules of the UniversitY of  
Cal i forn ia  (Berkeley) h v e d  the Par t ic ipa t ion  of H m  Beings 88 SubJects in 
Research for USPRS Grants a n & k & .  

Date M. SUBMITTED BY: (Signature1 h p a r u n e n t  or Inmtitute 
Prmcipal  Inve mtigator 

N. APPROVALS: 

Date Date Dem of tbe Gradrut. Dinsion Department Chairman 

Date Date Campus Remearch Oftic. Institute Director 

Date I08qb80 Date Chancdlor 


