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Mr. Robert D. Thorne, ﬁannger

San Francisco Operations Office

U. S. Atomic Energy Commission

2111 Bancroft Way

Berkeley, Ca. 94704

Re:'.Policy on Research Involving Human Subjects

Dear Mr. Thorne: '

_ On August 18, 1972 you wrote me on the above subject to the effact

that the University's policy ".;.goea far beyond DHEW's interpretation of
- the new DHEW policy...in the area of assumption of 1iability of medical
care ﬁf suﬁjects required as a result of the experimentation conducted
upon such subjects." I provided an interim response on January 16,

and at the same time wrote to Dr. Donald Chalkley of NIH in an attempt
to clarify the apparent disparity of views.

Dr. Chhlkley has now replied in a letter of February 16, 1973, a ‘
copy of which is enclosed. Although he does not directly answer my question
to him whether the University's policy i{s broader than that required by
DHEW, he does Qo indirectly by citing the opinion of DHEW General Counsel,

Our understanding of Dr.'Chalkley's letter ia that University policy

. appears to go fnrthgf in terms of the time duration of inspitutional
responsibility than DHEW intended when they promulgated, in their Institutional
Guide, the paragraﬁh which reads:

This institution will provide for the facilities and professional
attention requi;ed_for subjects who may suffer physical, psycho-
logical or other injury as a result of participation in an activity."”

He goes on- to say that his Office of Gene;al Counsel is of the opinion

that the quoted paragraph, in absence of a court decisfon, ",..could be
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reagsonably interpreted as giving full as;urancé that all nbcessary_eare.
will be provided to a aubjgct injured {n the course of an activity--w;thoﬁt
regard to fault, duration of the lmpairment, or ability of the institution
to provide such care." We conclude that the University's policy has simply
anticipated this interpretation of the DHEW poii&y.

Dr. Chalkley continues with the suggescioﬁ of a revised paragraph,
limiting the provision of attention and care to injuries of {mmediate and/or
short-term duration. Even this change, as he points out, gives no protection
to a court's interpretation of the real meaning 6f “immediate"” and/or
"short-term." _

In view of the foregoing discussion, we vculd appreciate your reviewing
Dr. Chalkley's letter, and agaiﬁ revieving the Lssue of whether indeed the
University's policy does exceed that of DHEW. We believe that it does not,
'If you disagree, we would appreciate a clearer definition from you as to
which costs, incurred under what circumstances, could be considered to be
unal%owable under Contract No. 7405-ENG-48 and other coﬁtracts SAN has
with the University, so that we may be guided in our future activities
involving human subjects. »

- . 5 0

Sincerely,

John A. Perkins

Atts.
cc: Dr. Chalkley, w/o atts,
. Director McMillan, w/atts.
Director Batzel, w/atts,
Director Lunt, w/atts.
Contract and Grant Officers, w/atts.
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