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LAWRENCE BERKELEY LABORATORY 
UNIVER5ITY OF CALIFORNIA 

BERKELEY, CALIFORNIA 94720 0 TEL. (415) 843-2740 

July 31, 1975 
IX 75-1273 

Mr. J. F. Philip, Director 
Program Coordination 6 Management, UC Labs 
Energy Research and Dwelopment Administration 
San Francisco Operations Office 
1333 Broadway 
Oakland, CA 94612 

SUBJECT: Protection of Human Subjects 

Dear M r .  Philip: 

Please refer to your letter of June 11, 1975, on the subject as 
above, in which you approved the arrangement between LBL and the Berkeley 
campus. 

Enclosed for your approval is a revision of the proposed Hemorandw 
of Understanding. 
made since my letter of June 2, 1975; the main change is the addition of 
termination conditions. 
have had with UC staff and representatives of DKEW. 

Attached also is a copy marked to show the changes 

These changes are the result of discussions I 

DHEW also requires a statement of assurance by LBL, a copy of which 
We have followed their format for we herewith suhit for your apprwal. 

this "Assurance of Canpliance", as we understand it is the policy of 
DBER to adheri to DHEW guidelines for the protection of human subjects. 

Please give us written approval of these two documents. We shall 
submit to you for approval any subsequent revisions to existing Campus 
policy and procedures which impact the LBL-Campus arrangement. 

Sincerely yours, 

George L. Pappas 
Associate Director 
for Administration 

GLP:cm 
Enclosure 

bcc: G. B. W h a l e y y  
G. Young 

HUMAN SUBJECTS 
LBL II 1976 
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MEMORAKDUM OF UNDERSTANDING 

A meeting was held on Apr i l  18, 1975, a t  M11 Wheeler Hall. In attend- 
ance were Dr. Andrew M. Sessler, Director, Lawrence Berkeley Laboratory 
( L B L ) ;  Mr. George Pappas, Associate Director, LBL; Dr. James Born, D i -  
r ec tor ,  Donner Laboratory ( D L ) ;  Or. James McRae, Research Physican, DL; 
Mr. Baird Whaley, Assistant t o  Director, DL; Professor Herbert P. Phil lfps,  
Chairman, Comnittee for Protection of Human Subjects (CPHS); and Mrs. 
Lorraine McGraw, Executive Officer, CPHS. 

The purpose of t h i s  meeting was to  discuss the issues raised i n  Chairman 
Phi l l ips ’  l e t t e r  o f  January 28, 1975, t o  Dr. Sessler. (Appendix I )  and 
Dr. Sessler’s response o f  April 2, 1975, t o  Professor Phi l l ips ,  (Appendfx 
I1 with attachments). 

I t  was determined that the Berkeley CPHS will assume the o f f i c i a l  respon- 
s i b i l i t y  fo r  review and approval o f  
j e c t s )  which involve the use o f  human subjects as s e t  forth i n  the following: 

LBL a c t i v i t i e s  (including ERDA pro- 

a. The regulations issued by DHEW on the protection of human 
subjects. 

b .  The November 8, 1972; Berkeley Policy and Procedures Govern- 
i n g  the Protection,of Human Subjects. 

c. The March 29, 1972, directive by President Hitch - Pollcy on 
Research Involving Human Subjects ( w i t h  attachments). 

d. Any subsequent revisions to  the above c i ted  documents. 

I t  was further determined that LBL will appoint an advisory comnittee to  
a s s i s t  the Berkeley CPHS i n  t he i r  review of LBL projects, provide two re- 
search sc i en t i s t s  t o  serve as Committee members on the Berkeley CPHS, and 
t o  provide such financfal support as is  consonant w i t h  the administrative 
action required in the review of LBL protocols, ( the  exact amount o f  such 
financial support t o  be negotiated a t  a l a t e r  date). 

gach ins t i tu t ion  agreeLto keep the other i n -  w e r s - i g -  . .  
formed of issues o r  matters of mutua l  concern o r  in te res t  for the protec- 
tion of the rights and welfare of  human subjects. 

This Memorandum of Understanding will be subject t o  review o r  amendment 
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every two ( 2 )  years o r  a t  mre frequent intervals as mutually deemed 
necessary, o r  may be terminated by e i the r  party following notice o f  t e r -  
mination. The notice of termination shall be i n  writing and shall  take 
e f fec t  as soon thereafter as reasonably possible and sha l l  allow LBL suf- 
f i c i en t  time t o  receive DHEW approval of  a eneral assurance of compliance, 
b u t  i n  any case sha l l  not exceed twelve (127 months from the date of such 
notice. 

Approved: 

Albert H. Bowker, Chancellor 
University of California, Berkeley 

Andrew M. Sessl e r ,  Director 
Lawrence Berkeley Laboratory 

bate ba te  

Attachments 

\ 0 8 9 5 "  -2- 
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LAWRENCE BERKELEY LABORATORY 
UNIVERSITY OF CALIFORNIA 

BERKELEY, CALIFORNIA 94720 D TEL. (415) 643-2740 

INSTITUTIONAL ASSURANCE OF COMPLIANCE 

ASSURANCE OF COMPLIANCE W I T H  DHEW REGULATIONS ON PROTECTION OF HUMAN SUBJECTS 

1. 

2.  

3 .  

4 .  

5 .  

The University of California, Lawrence Berkeley Laboratory will comply with 
the Department of Health, Education, and Welfare regulations on Protection 
of Human Subjects (45 CFR 461, and the implementing guidelines cf the DHEW 
approved general assurance of the University of California-Berkehy, 
accordingly. 

This Institution will comply with the decisions of the University of California- 
Berkeley's Institutional Review Board, to which Board this Institution will 
submit all projects and activities involving human subjects for review urd 
approval. 
whether subjects will be placed at risk and if risk is involved, vhether: 

The Board shall determine for each activity as planned and conducted 

The risks to the subject are 80 outweighed by the m of the 
benefit  to the subject and the importance of the knowledge 
to be gained as to wcu?rznt a dec iswn to allow the subject to 
accept these risks; 

The r ights  a d  oelfare of any euch Btcbjects d7.1 be adequately 
protected; 

Legally e f f ec t i ve  infonned coneent will be obtained by adequat. 
mrd appropriate methods i n  accordmu?e with the provision of tlro 
regulation; 

The conduct of the a c t i v i t y  will be reviewed a t  timely i n t e m l s .  

This Institution will provide for Board reviews to be conducted objectively 
and in a manner to ensure the exercise of independent judgment of the members. 
Members will be excluded from review of projects or activities in which they 
have an active role or conflict of interest. 

This Institution will encourage continuing constructive cmunication betveen 
the Board and the activity director as a means of safeguarding the rights and 
welfare of the subjects. 

This Institution will have available the facilities and professional attention 
required for subjects who may suffer physical, psychological or other injury 
as a result of participation in an activity. 

I O 8 4 5 1 2  
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6 .  This Institution acknowledges that it will bear full responsibility for 
the proper performance of all work and services including the use of human 
subjects under any grant or contract covered by this assurance including 
continuing compliance.with pertinent state or local laws, particularly those 
concerned with informed consent. 

This Institution will maintain appropriate and informative records of the 
Board's review of applications and activities, of documentation of informed 
consent, and of other documentation that may pertain to selection, partici- 
pation, and protection of subjects and to the review of circumstances that 
adversely affect the rights or welfare of individual subjects. 

This Institution will at least annually reassure itself through appropriate 
administrative overview that its practices and procedures designed for the 
protection of the rights and welfare of human subjects are being effectively 
applied and are consistent with the regulation and with the implementation 
of this assurance as accepted by the Department of Health, Education, and 
Welfare. 

7. 

8 .  

9. This general assurance of compliance applies to The University of California, 
Lawrence Berkeley Laboratory. 

10. Appended hereto are (a) the implementing guidelines of the University of , 

California-Berkeley, modified as noted to apply to this Institution and (b) 
the list of current members of the Institutional Review Board responsible 
for review of projects and activities involving human subjects for this 
Institution, (c) Memorandum of Understanding. 

Signature of Authorized Official 

Title 

~ 

Date 

Telephone Number 


