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Ext: 24539

July 2, 1981
MEMORANDUM

10: "
SUBJECT:  Human Subjects Approval 81P-101-01

This memorandum is to advise you that the LLNL Human Subjects Committee has
approved your participation in the 92mNb Inhalation Experiment at AERE

Harwell. The approval of the Committee is subject to the following
conditions: ‘

1. Particle inhalation will be terminated as soon as the proposed
uptake level has been reached.

2. The experiment must follows the protocol outlined in your
January 29, 1981 memorandum to the Committee. Any change in
protocol must be approved in advance by the Committee.

3. -must sign the LLNL Consent to Act as a Human Subject form
with the serial number 81P-101-01.

4, Any complications must be reported immediately to the LLNL
Medical Department.

This approval is valid for the period of one year. If you desire to
continue this work beyond March 31, 1982, you must obtain prior approval of
the LLNL Human Subjects Committee.
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David C. Shepherd

Secretary
LLNL Human Subjects Committee
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L awrence Livermore National Laboratory

UNIVERSITY OF CALIFORNIA
LAWRENCE LIVERMORE NATIONAL LABORATORY

Consent to Act as a Human Subject

LLNL Human Subjects Committee
Approval Number: 81P-101-01
Approval Date: April 1, 1981

Subjects Name:

Date:

1. I hereby authorize representatives of AERE Harwell to administer
polystyrene microspheres labeled with 92mnb for experimental
purposes. The labeled microspheres will be inhaled through the
mouth.

2. T understand that the medical procedures for administering this
material are those outlined in my memorandum to the LLNL Human
Subjects Committee dated January 29, 1981. A copy of that
memorandum is attached and is incorporated into this consent form.

3. I understand that the possible risks and discomfort that may result
from my participation in this experiment are not known, but could
possibly include an increased risk of cancer at some time in the
future.

4. At the conclusion of this procedure it is expected that I will be
able to function normally immediately.

5. I understand that the purpose of performing these procedures is to
calibrate x-ray counters for the measurement of plutonium in human
lungs.

6. I further understand that this study may result in no direct benefit
to me but it may contribute to the development of methods for more
precise dose measurements of individuals exposed to plutonium and
may, therefore, be of some benefit to individuals in the future.

7. I understand that Dr. Donald Newton and/or such assistants as may be

selected will answer any inquiries I may have at any time concerning
the procedures and/or investigation.
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LLNL Human Subjects Committee
Approval Number: 81P-101-01
Approval Date: April 1, 1981

10.

11.

12.

13.

00394

Any publication arising from this study will be made without
specific reference to my name.

I recognize that my participation in this experiment is entirely
voluntary and I may refuse to participate or may withdraw at any
time without jeopardy. Owing to the scientific nature of the study,
the investigator may in his absolute discretion terminate the
procedures and/or investigations at any time.

Or. Donald Newton, an employee of the AERE Harwell, is responsible
for the conduct of the research in which I am to participate. -This
research is sponsored by International Atomic Energy Agency.

[ understand that I am entitled to a copy of this consent form and
the Lawrence Livermore National Laboratory Experimental Subject's
Bill of Rights.

[ understand that I am participating in this experiment as an
employee of the University of California, Lawrence Livermore
National Laboratory as a part of the work performed under Contract
W7405~ENG-48 between the University of California and Department of
Energy.

I understand that if [ have any complaints or concerns about the
procedures, I may address them to David C. Shepherd, Secretary of
the Human Subjects Committee, in person, by telephone, or in
writing. Mr. Shepherd can be reached at (415) 422-0182, L-455,
Lawrence Livermore National Laboratory, P.0O. Box 808, Livermore, CA

94550.
/
Date é\/) 44-0‘//(37 /

Subject's Signature

Witnesss

DateQalu, b, /9 B/
J 7

ED
PRIVACY ACT MATERIAL REMOV
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Lawrence Livermore National Laboratory

EXPERIMENTAL SUBJECT'S BILL OF RIGHTS

The management and staff of the University of California, Lawrence
Livermore National Laboratory, wish you to know:

Any person who is requested to consent to participate as a subject inh a
research study involving a medical experiment, or who is requested to
consent on behalf of another, has the right to:

10.

Be informed of the nature and purpose of the experiment.

Be given an explanation of the procedures to be followed in the
medical experiment, and any drug or device to be utilized.

Be given a description of any attendant discomforts and risks
reasonably to be expected from the experiment, if applicable.

Be given an explanation of any benefits to the subject reasonably

to be expected from the experiment, if applicable.

Be given a disclosure of any appropriate alternative procedures,
drugs or devices that might be advantageous to the subject, and
their relative risks and benefits.

Be informed of the avenues of medical treatment, if any,
available to the subject after the experiment, if complications
should arise.

Be given the opportunity to ask any questions concerning the
experiment or the procedures involved.

Be instructed that consent to participate in the medical
experiment may be withdrawn at any time and the subject may
discontinue participation in the medical experiment without
prejudice.

Be given a copy of the signed and dated written consent form.

Be given the opportunity to decide to consent or not to consent
to a medical experiment without the intervention of any element
of force, fraud, deceit, duress, coercion, or undue influence on
the subject's decision.

If at any time you have any questions regarding a research study, the
researcher or his/her assistant will be glad to answer them. You may
also seek assistance from the Human Subjects Committee which was
established for the protection of volunteers in research projects. The
~ Secretary of that Committee, David C. Shepherd, may be reached by
calling, (415) 422-0182, from 8:00 a.m. until 5:00 p.m., Monday thrdugh
Friday, or writing to the Human Subjects Committee, L-455, Lawrence
Livermore National Laboratory, P.0. box 808, Livermore, CA 9455Q.
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Lawrence Livermoie National Laboratory

CERTIFICATION OF REVIEW
AND
SPECIAL IMPLEMENTATION OF INSTITUTIONAL ASSURANCE

The programmatic activity titled IAEA 92mNp Inhalation Experiment

submitted on July 2, 1981, on behalf of George W. Campbell to the United States
Department of Energy, has been reviewed by the assembled members of the
Committee whose signatures appear below in accordance with the Requlrements of
the DOE regulations on the Protection of Human Subjects.

A. This Committee has determined that the subjects in this activity are
at risk. The risks are:

Increased risk of cancer resulting from increased exposure to

radioactive materials and to polystyrene a toxic material. The risk
is minimal.

B. This Committee has determined to its satisfaction that the following
safeguards against the specified risks are adequate:

Particle inhalation will be terminated as soon as the proposed uptake
level has been reached. This will minimize exposure to radioactivity
and polystyrene. The Lawrence Livermore National Laboratory Human
Subjects Committee has reviewed and approved this activity; a copy of
that approval is attached.

C. The committee has determined to its satisfaction that the risks to
the subjects are so outweighed by the sum of the benefits to the
subject and the importance of the knowledge to be gained as to
warrant a decision to allow the subject to accept the risks. This
determination is based upon the following benefits or reasons:

The calibration of x-ray counters for the measurement of plutonium in
human lungs has been very difficult. The development of a realistic
plutonium calibration phantom would provide a free world standard for
measuring plutonium Tung deposition. This would result in
considerable benefit to those individuals who might be exposed to
plutonium in the future.

brredtd
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D. This Committee has determined to its satisfaction that legally effective
informed consent is to be obtained and properly documented in accordance
with the requirements specified in the regulation 10 CFR 745 (a). The
informational statement to be given or read to each prospective subject
before his participation in the activity is attached.

E. This Committee agrees to arrange for the continuing exchange of
information and advice between itself and the activity director on any
matters affecting the rights and welfare of human subjects who participate
in the activity. The specific instructions, advice, counsel, and
conditions imposed by the committee for the conliuct of the activity are:

The LLNL Human Subjects Committee has advised George W. Campbell that
its approval was based upon his memo dated January 29, 1981, which
was reviewed at the April 1, 1981, Committee meeting. The protocol
reviewed at that meeting cannot be changed without prior approva] of
the Committee.

The next scheduled meeting of the committee for review of this activity is
April 1, 1982. The Committee may be called into an interim review session
by the Chairman at the request of any member, an institutional official or
the project director to consider any matter concerned with the rights and
welfare of any subject. 4

F. This Committee has determined to its satisfaction that this instituiion
will have available the professional attention and facilities that may be

needed for subjects who may suffer physical, psychological, or other
injury as a result of participation in the activity.

00374
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Signature Requirements

The members of the committee are listed below. None of the signatories
has a vested professional interest in this activity that conflicts with
the principle of independent, objective review.

I certify that this review was carried out in accordance with the
requirements of Part 745 Protection of Human Subjects of Title 10 of the
Code of Federal Regulations.

SRy A - Y

s N £
Ay 4 Roger E. BatzeV
Director
Lawrence Livermore National Laboratory

Max W. Biggs, M.D., Chairman

Director, Medical Department
Lawrence Livermore National
Laboratory

Licensed State of California

Employee, Practioner

John P. Beatty, W.D.
Physician
Lawrence Livermore National
Laboratory
Licensed State of California
Employee, Practioner

C,)l?¢?&uy/¢a ColCr

Samuel D. Cole, J.D.

Legal Advisor, Office of the
Controller

Member, California State Bar
Association

Employee, Attorney

R. Lowrey Dobson, M.D.

Research Scientist
Lawrence Livermore
National Laboratory

Employee, Investigator
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David B. Gordon, Ph.D.

Director, Research Laboratory
U.S. Veterans Admin. Hospital
Livermore, California

Board Member, Investigator

Frederick T. Hatch, M.D.
Research Scientist
Lawrence Livermore National
Laboratory

Licensed State of California
Employee, Investigator

5Ja%es S. hnson, Ph.D.
u

strial Rygienist
Certified Industrial Hygienist
Lawrence Livermore National
Laboratory
MS. Hygiene
Employee, Hazards Evaluation

(O o0 @ Py

David C. Shepherd, A.B. ~
Manager
Past Member & Chairman,
Community Concerns Committee
City of Pleasanton, California
Employee, Administrator




1.

ASSURANCE OF COMPLIANCE WITH DHEW

REGULATIONS ON PROTECTION OF HUMAN SUBJECTS

The University of California, Lawrence Livermore National Laboratory
(LLNL) will comply with the Department of Energy regulations on
Protection of Human Subjects (10 CFR 745 as amended), accordingly.

LLNL has established and will maintain an institutional review board,
titled Human Subjects Committee, competent to review projects and
activities that involve human subjects. The committee shall
determine for each activity as p]anned and conducted whether subgects
will be placed at risk, and if risk is involved, whether:

a. the risks to the subject are so outweighed by the sum of the
benefit to the subject and the importance of the knowledge to be
gained as to warrant a decision to allow the subject to accept
these risks;

b. the rights and welfare of any such subjects will be adequately
protected;

c. legally effective informed consent will be obtained by adequate
and appropriate methods in accordance with the provision of the
regulation;

d. the conduct of the activity will be reviewed at timely intervals.

LLNL will provide for Committee reviews to be conducted with
objectivity and in a manner to insure 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.

LLNL will encourage continuing constructive communication between the
Committee and the activity director as a means of safeguarding the
rights and welfare of the subjects.

LLNL 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.

LLNL 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.
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Assurance of Compliance
Page 2

7. LLNL will maintain appropriate and informative records of the Board's
review of applications and activities, of documentation that may
pertain to the selection, participation, and protection of subjects
and to the review of circumstances that adversely affect the rights
or welfare of individual subjects.

8. LLNL 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 Energy.

9. This special assurance of compliance applies sBecifica11y to the
proposal, project, or activity entitled, IAEA 2MNbL Inhalation
Experiment submitted by the University of California, Lawrence
Livermore National Laboratory on behalf of George W. Campbell
to the United States Department of Energy.

e £ BET

Roger E. Batzel
Director
Lawrence Livermore National Laboratory
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