ARGONNE NATIONAL LABORATORY

April 15, 1974 .

TO: R. G. Sachs Director of the Laboratory
B p . N -
FROM: R. J. M. Fry [ r *’:i; Chairman of the Review Committee for Research
— Projects Involving Human Subjects

SUBJECT: Atomic Energy Commission Instructions concerning patients injected
with Plutonium

I write in reply to the request from Dr. W. K. Sinclair, received April 12, 1974
concerning the action of the Review Committee for Research Projects Involving Human
Subjects on the matter of the Plutonium cases.

In November 1973, Drs. . V., Nevitt and R. E. Rowland asked my opinion about the
communication of results and interpretation of results for assays of plutonium in
excreta of two patients of Dr. Waterhouse. As a result of these conversations I
requested Dr. Stehney to send me information about the investigations carried cut on
the so-called Plutonium cases. I enclose that memorandum from Dr. Stehney dated
December 14, 1973.

As you can see, this memorandum noted that the studies of the Plutonium cases
were being carried out as part of the project, "Effects of Internal Radiation on
Humans" for which the revised research protocol was approved by the committee for
Research Projects Involving Human Subjects on September 17, 1971. This procedure
was considered coansistent with the scope of that proposal which "covers medical studie:
"and radiocactivity measurements of humans exposed to internal radiation under circum-—
stances beyond our control,”

I included this memorandum in the material sent to the members of the Committee foo
Research Projects Involving Human Subjects prior to the meeting of the Committee held
on March 14, 1974,

In March 1974, I also requested Dr. R. E. Rowland to send me copies of the
correspondence with Dr. Waterhouse. These were received on March 13, 1974 and copies
are enclosed.

At the March committee meeting the report from the Center for Human Radiobiology

of the activities for the vear 1973 and dated February 1, 1974 and other matters
including the Plutonium cases were discussed.
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1t is also noted that excreta from two further so-called Plutonium cases were
examined and that these cases are under the care of Dr. Waterhouse. It is our under-
gtanding that these patients have not been informed that they received injections of
plutonium.

It 1s our opinion that the Center for Human Radiobiology should not be involved
in examination of patients believed to have a body burden of plutonium, or excreta
from such subjects, unless the patients have been informed that the examination is to
establish the presence or absence of residual radloact1v1ty stemming from the plutonium
that they received many years ago.

This opinion is given in the belief that informed consent, when given by a patient,
is based on full information about the reasons for the examinations to be carried ourt.
Clearly, the protocol for obtaining, informed consent from the Radlum cases is apullcabLo
to the plutonium cases and must be followed.

We appreciate the responsibility of the physicians involved for the health and
well being of their patients, and therefore the physicians in charge of the patients
could be requested to inform the patients of the reasons of the examination for
radioactivity. In any case the patients should be suitably informed.

The committee would appreciate information about the action you take to ensure
that the patients have been informed.
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I enlisse « vupy oL che amendment or House Bill 7531 for your information. Please
note--it is likely that reports on projects involving humans will have to be returnad

to the Department of Public Health of the State of Illinois.
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Dr. Sachs ~2- April 15, 1974

I enclose a copy of my memorandum to Dr. A. F. Stehney on April 8, 1974 which
contains the opinion and request of the committee concerning the Plutonium Cases.

RIMF :dmp

Enclosures: (1) Memorandum from A, F. Stehnev, December 14, 1974
(2) Report from A. M. Brues and A. F. Stehney, February 1, 1974
(3) Letters and memoranda concerning Dr. Waterhouse
(4) Memorandum to A. F. Stehney, April 8, 1974
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