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Department of Energy
Washington, DC 2N&85

August 23, 1995

MEMO TO: PHIL CAPLAN
WHITE HOIISE
OFFICE OF STAFF SECRETARY /1

/
FROM: TARA O'TOOLE, MD., MPH, ﬂ//"
DEPARTMENT OF ENERGY
OFFICE OF ENVIRONMENT, $ARETY AND HEALTH

SUBJECT: BACKGROUND ON ADVISORY COMMITTEE ON HUMAN
RADIATION EXPERIMENTS

The President is scheduled to receive the Advisory Committee on Human Radiation
Experiments’ Final Report on Sgptempber 22, 1998 This memorandum will describe the
process that has lod 1o this point and the major issues raised by the Advisory Committee's
work.

BACKGROUND

- December 1993:

Secretary of Energy Hazel O'Leury icleased declassificd documents concerning
18 persons injected with plutonium by Manhattan Project physicians and
promised to find all Departmental records related to human radiation
experiments,

Secretary O'Leary established a hotlino to receive inquiries from those who
believe they or a family member may have been a radiation expenment subject
(20,000 persons uitimately called).

. January 1994:

- President Clinton directed other Federal agencies to search for documents
related to human radiation research from World War II to 1974 (when

government-wide repulations on human subjects research were adopted).
» The Interagency Working Group was cstablished by President Clinton to

coordinate the search for records throughout the Federal government. Members
included the Secretaries of the Departments ot Energy, Defense, Health and
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Human Services and Veterans Affairs, the Attorney General, the Administrator
of the National Aeronautics and Space Administration, and the Directors of the
Office of Management and Budget and the Central Intelligence Agency.

- President Clinton established the Presidential Advisory Committce on Human
Radiation Experiments, chaired by bioethicist Dr. Ruth Faden of Johns
Hopkins. The Committee was charged to review the records of the Federal
agencics and provide expert advice to the Interagency Working Group on the
following issues related both to biomedical experiments and a list of intentional
environmental releases of radiation

’ The medical and scientific purposes for human radiation research
sponsored or conducted hy the government;

* Whether appropiiate medical follow up was undertaken and whether any
subjects should be notified now in order to take steps to protect their
health;

" Whether the experiments met the ethical and scientific standards of the

time and those that oxist today; and

Whether current human subject research safeguards are adequate (o
prevent recurrence of ethical abuses.

- Aprii 1994 thnough July 1998:

- The Committee met monthly in public; took testimony from experiment
subjects and their advocates. research institutions, several government
representatives; and made the drafts of its final report publicly available.

- Federal agencies mounted a nationwide, coordinated search for records dating
back to World War {1. ‘These records were often ill-organized and poorly
indexed and were scattered at dozens of locations around the country. The
fruits of this search were an estimated 840,000 pages of documents delivered
by the agencies to the Committee.

- The Committee reviewed 125 current or ongoing Federally-sponsored studics
(not Jimited to radiation-related research) and interviewed patients at leading
hospitals in order to gauge the adequacy of procedures for both evaluating the
risks of research and obtaining informed consent from subjects and also to
sample attitudes toward human subjact research.

- At the behest of advocacy groups, the Committse considered issues related to
some radiation exposures associated with government activity that were not
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"experiments” -- that is, persons who were not exposed for the purpose of
research. These include atemic veterans, uranium miners, and residents of the
Marshall Islands exposed 10 fallout fram a U.S. nuclear weapors test in 1954.

TTEE FINDINGS AND RECOMMENDATION

Thce passage of time, inevitable gaps in the historical records -- including the dlfﬁculty in
finding records documenting consent procedures -- and the sheer volume of human radiation
research sponsored by the Fedeial government, precluded the Committee from reviewing the
details of more than a few high profile experiments. The Committee, therefore, focused on
identifying the ethical standards that applied to the government and 10 the medical profession
in the post-War period and on Innking forward at whether the current system for the
protection of human subjects in all areas of Federally-sponsored research 1s adequate to
prevent ethical abuses.

A very abridged version of the Committee's tindings and recommendations follows.
. Biomedica! experiments and population exposures, 1944-1974

- The Committee finds that the government was aware of the need to obtain
informed consent from subjects, particularly for research with ne potential
benefit to the subjects ("non-therapeutic” research) but did not effectively
implement policies to ensure that consent was obtained.

. The Committee finds that in the area of experimental treatment, where sick
persons were the subjects, physicians generally did not recognize & need to
obtain consent from patients.

- Compensation is recommended for the families of a small group of subjects in
World War Il-era experiments, aven though no physical harm apparently
resuited, because the government misused secrecy to keep subjects uninformed
(the 18 plutonium injection subjects and a few others).

The fairness of laws govarning compensation of atomic veterans, uranium
miners, and other populations put at risk by the nuclear weapons program
should be re-assessed.

- Current human subject protection

- The Committee finds that, while improvement has been substantial, serious
deficiencies exist in thc cutrent systom for human subject protection in
Federally-funded research.
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- The Committee finds that the high level of trust reposed by patients in their
physicians can present a conflict of interest when consent is sought for
participation in clinical research

- The Committes calls for cuhainced cducation in cthios throughout the medical
and research communities. The Committee also recommends a series of
measures to ensure that research is clearly distinguished from treatment in
obraining consent, that risks are more clearly stated, that oversight by the
Federal agencies is improved, and that a mechanism for continued
interpretation of ethival rules is establishod.

. Secrecy and openness

- Public distrust, while arguably disproportionate to physical harm actually done,
has been fucled by decades of secrecy. Extra protections far classified research
are recommended, as are steps to make historical records more accessible.

ERNMENT RESPONSE TQ RECOMMENDATIONS

A group of representatives from the Federal agencies, with participation by OMB and OSTP,
has been meeting over the past month to consider government-wide options to address the
issues raised by the Committee and propose actions that Federal agencies may take
individually and cooperatively, as well as steps that the President may wish 1o announce. The
Group plans to present its product to agency principals by T.ahor Day and to the President
shortly thereafter.

AL REPORT PUBLIC EASE
WHO:

. National and international media interest in the human radiation experiments has been
intense. Media covering the issue include medical and science publications as well as
consumer electronic and print media

® Major dailies, including the Washingtan Post, USA Today and New York Times,
regularly cover Department of Energy human radiation-related announcements.
Regional media coverage -- whether or not local angles exist -- has been strong as
well. Broadcast reporters from ABC. CBS, CNN and NPR keep in touch with the
Department of Energy on the issue. The issue also is good "fodder" for editorial
coverage and analysis.
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- The August announcement has raised interest in the September event; Time magazine
decided to hold its story for the September announcement. Networks asked about
Sepleinber as well.

HOW:

. Generally speaking, the coverage is "on message': The Administration is credited for
opcnness, accountability and building public trst in government institutions.
Coverage of the most recent announcement notes the medical benefits that Americans
have derived, partly as a result of these types of tests. Negatives includc:

- There has been comparison among government agencies on level of
secrecy/openness, creating distinctinns among Cabinet agencies.

- Some analysis compuics the experiments to thc Naazis.

- Coverage always rotes the sensational aspects of the experiments, particularly
those held nn vulnerable populations.

. Coverage could focus on problems found in current research practices.
" In addition to Administration spokespeople, sources include:
- Cooper Brown, Task Force on Radiation and Human Rights, who advocates for

participants/subjcct in the experiments;
- Rep. Edward Markey (D-MA) who has pushed for disclosure since 1986, und

- Spokespeople from local universities and hospitals where experiments were
conducted.

NEXT STEPS:

. We believe that the President's announcement can generate strong, positive attention
from the mcdia and the American people. In addition to the event, which is certain to
generate extensive media coverage, the White House should consider efforts that make
the issue an area of informed discussion by the American people:

- Town hall meeting with members and staff of the Committee, scientists,
radiation subjects advocacy group representatives engaged in the issues, the

Secretary of Energy, Cabinet Secretaries, and members of Congross;

- Parade magazine article by [famous doctor?? university president?] that can
both credit the President for openness, as well as enumerate medical benefits,
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- Opinion editonal by Dr. Ruth Faden for placement in the Washington Post or
New York 7imes,

- Outreach to columnists in national and local newspapers;

- Outreach to editorial boards;
- Online forum on CompuServe or America Online with ethicist, maybe Dr. Ruth
Faden; and

. Radio talk shows throughout the country.

Prepared by the Department of Fnergy, Augini 23, 1993 6


















































































































































































































































































































































