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Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EQOP

cc:
Subject: Need for Closure on Radiation Report Release Date

Press {Lori McHugh) advised Friday that they wanted to put the report and EQ out this Friday,
March 28th, at the top of McCurry's briefing, but now Press office is revisiting. | do not want to
sit on this beyond Monday as the main coalition of interest groups -- the Task Force on Radiation
and Human Rights -- has asked us to get it out the door before their meeting April 1 {per a letter
Diane brought to my attention Friday). DOE and my preference is to release the report, however
we can, this week. Pena and key Asst. Secretary are available Friday and MAY be available
Thursday. Barry Toiv is now working to get closure in the press office. If this comes up again,
please let people know we need to get it out the door. We just need 2 days notice to get to
advisory committee members, certain reporters, and key Hill people if we want to get any decent
press and not offend anyone. Since 7 agencies are involved, outreach can't be done at very last
minute. Thanks for your help.
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The Administration Announces Actions
Responding to President Clinton's Advisory Committee on
Human Radiation Experiments
March 28, 1997

Background

In January, 1994 President Clinton established the Advisory Committec on Human
Radiation Experiments (ACHRE) to examine reports that the government had supported unethical
human radiation experiments and releases of radiation during the Cold War. He asked ACHRE to
uncover the truth, recommend ways to right past wrongs, and suggest ways to make sure the
government will not repeat past mistakes.

In October, 1995 ACHRE issued its report. ACHRE found that the-government had
conducted several thousand human radiation experiments from 1945 to 1975 and that the majority
advanced biomedical research. The Committee found, however, that some were conducted
unethically. For example, scientists injected plutonium into 18 patients without their knowledge,
and researchers conducted experiments on indigent patients and children. ACHRE made 18
recommendations to open the public record, protect human subjects of future research, and
compensate those wronged by the government's actions.

In October, 1995 the President received the Advisory Committee's report and made it clear
that the report would "not be left on a shelf to gather dust" He directed his Cabinet to "use and
build on these recommendations." Over the past year and a half, the Administration has acted to
implement ACHRE's recommendations to improve openness in government, strengthen ethics in
human subjects research, and compensate individuals for the government's mistakes.

Today's Announcement

. The Administration released Building Public Trust, outlining its comprehensive
response to the President's Advisory Committee on Human Radiation Experiments
(ACHRE). The report summarizes actions to address ACHRE's 18 recommendations.

. The Departments of Energy and Justice announced that the government has settled
compensation claims with families of all of the known individuals ACHRE '
recommended for compensation. ACHRE recommended the government compensate the
families of 18 subjects of plutonium injection experiments. The government has settled
with all 16 families that came forward.

. President Clinton signed a memorandum to strengthen the rights and protections of
people participating in secret, government-supported research. ACHRE
recommended that subjects of secret experiments have special protections and information.
Acting on that recommendation, the President directed agencies today to propose new rules
for secret research that would require scientists to: obtain informed consent from all
potential subjects of all secret experiments (current rules allow researchers to waive infom‘yﬂf
consent in certain cases); disclose the identity of the sponsoring agency to potential
subjects; and tell potential subjects that an experiment is classified. The new rules would



also establish a more independent review process; require the head of the agency
conducting secret human research to approve each project; and require permanent records
of secret experiments. The President also directed federal agencies to report annually on
the number of classified human research projects and the number of subjects in each
project. A preliminary review by the Administration's human radiation Interagency
Working Group indicates that the government is not supporting any classified human
research at this time; today's directive initiates a formal, routine accounting of secret
human studies.

The Administration announced proposed amendments to the Radiation Exposure
Compensation Act of 1990 to compensate hundreds of uranium miners who would not
be compensated under current law. ACHRE found that some deserving miners do not
qualify for compensation under the Act. The amendments would establish fairer, science—
based criteria for compensation. The Administration will also propose regulatory changes
to RECA to facilitate claims processing.

Previous and On-going Actions Described in Building Public Trust Include:

Actions to Improve Openness in Government.

ACHRE transferred more than 4,000 cubic feet of documents to the National Archives. The
Administration has made 300,000 fully searchable pages of documents available on the
Internet, and will add an additional 200,000 pages shortly. The Departments of Energy and
Defense have published document search guides.

The President signed Executive Order 12958 directing Federal agencies to review and
declassify thousands of documents, including documents on radiation experiments.

Actions to Protect human subjects in the future.

President Clinton established the National Bicethics Advisory Commission (NBAC) to
examine bioethical issues, including human research issues. A subcommittee of NBAC will
address certain broad questions raised by ACHRE, including how to strengthen Institutional
Review Boards —- the local ethics panels for Federally—sponsored research.

In October, 1995 President Clinton directed agencies to develop plans to improve their
oversight of ethics rules. The agencies have completed their review and upgraded
protections, and NBAC will review agency procedures in the coming months.

Agencies have undertaken nationwide education efforts to raise the profile of ethical
considerations, and are funding research to improve our understanding of informed consent.

Actions to Right Past Wrongs.

In October, 1995 President Clinton apologized to subjects of radiation experiments and
their families on behalf of an earlier generation of American leaders and citizens; former
Energy Secretary O'Leary made apologies in certain individual cases.

The Administration will propose legislation to make veterans treated with nasopharyngeal
radiation eligible for health care services under the Veteran's Administration's Ionizing
Radiation Program. '
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Record Type: Record

Ta: Bruce N. Reed/OPD/EQP

cc: Diane C. Regas/QPD/EOP, Elena Kagan/OPD/EQOP
Subject: Re: ACHRE EO [}

Ne problem getting this done by the 25th. We will have the report responding to all 18
recommendations and uranium miner legislation done too. We'lt get back to you with suggestions
on briefing -- as you know, O'Leary wanted to be involved in any announcement.
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Record Type: Record

To: Elizabeth Drye/OPD/EQOP, Diane C. Regas/OPD/EQP

cc: Elena Kagan/OPD/EOP
Subject: ACHRE EO ;.

We have tentatively put the ACHRE EO on the schedule for Tues March 25. This is the
Pres's day off, so his only involvement would be to make sure the e.0. got signed sometime that
day. Perhaps Pena could go to the WH briefing room to explain the details (unless there's someone
better to do it}.

One issue is not resolved -- how to make sure the Tuskegee folks don't feel slighted. | argued that
since this wasn't a POTUS event, that shouldn’t be as difficult -- but we'll have to deal with that
issue with Ann Lewis somehow. Maybe a stmt goes out on that sometime too {not same days}.

Can you get everything wrapped and ready? It may fall off and on the schedule a few more times,
but the odds look pretty good.



The Administration Announces Actions
Responding to President Clinton's Advisory Committee on
Human Radiation Experiments
March 28, 1997
Background '

In January, 1994 President Clinten established the Advisory Committee on Human
Radiation Experiments (ACHRE) to examine Teports that the government had supported unethical
human radiation experiments and releases of radiation during the Cold War. He asked ACHRE to
uncover the truth, recommend ways to right past wrongs, and suggest ways to make sure the
government will not repeat past mistakes. - -

"4 October, 1995 ACHRE issucd its report. ACHRE found that the government had
conducted several thousand human rediation experiments from 1945 to 1975 and that the majority
advanced biomedical research. The Committee found, howevez, that some were conducted
unethically. For example, scientists injected plutonium into 18 patients without their lmowledge,
and researchers conducted experiments on indigent patients and children. ACHRE made 18
Irecommendations to open the public record, protect human subjects of futute research, and
compensate those wronged by the government's actjons. :

In October, 1995 the President reccived the Advisory Committee's report and made it clear
that the report would "not be left on a shelf to gather dust” He directed his Cabinet to "use and
build on these recommendations.” Over the past year and a half, the Administration has acted to
implement ACHRE's recommendations to improve openness in government, strengthen ethics in
human subjects research, and compensate individuals for the government's mistakes.

Today's Announcement _

. The Administration released Building Public Trust, outlining its comprehensive
response to the President's Advisory Committee on Human Radiatiors Experiments
(ACHRE). The report summarizes actions to address ACHRE's 18 recormmendations.

’ The Departments of Energy and Justice announced that the government has settled
: compensation claims with families of all of the known individuals AC HRE
recommended for compensation. ACHRE recommended the government compensate the
families of 18 subjects of plutonium injection experiments. The governyment has settled
with all 16 familics that came forward.

’ President Clinton signed a memorandum to strengthen the rights and protections of
people participating in secret, government-supported research. ACHRE |
recommended that subjects of secret experiments have special protections and information.
Acting on that recommendation, the President directed agencies today to propose new rules
<or secret research that woul! require scientists to: obtain wformed consent from all
potentiai subjects of all secret experiments (current rules allow researchers to waive
informed consent in certain cases); disclose the identity of the sponsoring agency to
potential subjects; and tell potential subjects that an experiment is classified. The new rules



would also establish a more independent review process; require the head of the agency
conducting secret human research to approve each project; and require permanent records
of sccret experiments. The President also directed federal agencies to report annually on
the number of classified human research projects and the number of subjects in each
project.” A preliminary review by the Administration’s human radiation Interagency
Working Group indicates that the government is not supporting any classifled human
research at this time; today's directive initiates a formal, routine accounting of secret
human studies. : ; _

The Administration announced proposed amendments to the Radiation Exposure
Compensation Act of 1990 to compensate hundreds of uranium miners who would not
be compensated under current taw. ACHRE found that some deserving miners do not
qualify for compensation under the Act. Tne amendments would establish fairer, science-
based criteria for compensation. The Administration will also propose regulatory changes
to RECA to facilitate claims processing,

Previous and On-going Actions Described in Building Public Trust Include:

Actions to Improve Openness in Government. ' :

ACHRE transferred more than 4,000 cubic feet of documents to the National Archives. The
Administration has made 300,000 fully searchable pages of documonts available on the
Internet, and will add an additional 200,000 pages shortly. The Departments of Energy and
Defense have published document search guides.

The President signed Executive Order 12958 directing Federal agencies to review and
declassify thousands of documents, including documents on radiation experiments.

-

Actions to Protect human subjects in the future.

Actio

President Clinton established the National Bigethics Advisory Commission (NBAC) to
examine bioethical issucs, including human research issues. A subcommittee of NBAC will
address certain broad questions raised by ACHRE, including how to strengthen Institutional
Review Boards —— the [ocal ethics panels for Federally-sponsored research.

In October, 1995 President Clinton directed agencies to develop plans 1o improve their
oversight of ethics rules. The agencies have completed their review and upgraded
protections, and NBAC will review agency procedures in the coming months.

Agencies have undertaken nationwide education cfforts to raise the profile of cthical
considerations, and are funding research to improve our understanding of informed consent.

ns to Right Past Wrongs.

In October, 1995 President Clinton apologized to subjects of radiation experiments and
their families on behalf of an earlier generation of American leaders and citizens; former
Energy Secretary O'Leary made apologies in certain individual cases.

The Administration will propose legislation to make veterans treated with nasopharyngeal
radiation eligible for health care services under the Veteran's Administration’s Ionizing
Radiation Program. '

-
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Additional copies of this report (stock number 061-000-00880-2) as well as copies
of the Final Report of the Advisory Committee on Human Radiation Experiments
(stock number 061-000-00848-9), the Executive Summary and Guide to the Final
Report (stock number 061-000-00849-7), the Report of the Advisory Committee
on Human Radiation Experiments Supplemental Volume 2a: Sources and
Documentation: Appendices (stock number 061-000-00852-7), and the other two
supplemental volumes (061-000-00-850-1, Supplemental Volume 1: Ancillary
Materials; and 061-000-00851-9, Supplemental Volume 2: Sources and
Documentation) may be purchased from the Superintendent of Documents,

U.S. Government Printing Office.

All telephone orders should be directed to:

Supenntendent of Documents

U.S. Government Printing Office
Washington, D.C. 20402

(202) 512-1800

FAX (202) 512-2250

8:00 a.m. to 4:00 p.m., Eastern time, M-F

All mail orders should be directed to:

U.S. Government Printing Office
P.O. Box 371954
Pittsburgh, PA 15250-7954

This report is also available to DOE and DOE Contractors from the Office of
Scientific and Technical Information, P.O. Box 62, Oak Ridge, TN 37831; prices
available from (615) 576-8401.

This report is also available to the public from the U.S. Department of Commerce,
Technology Administration, National Technical Information Service,
Springfield, VA 22161, (703) 487-4650.

Online copies of this report and other human radiation experiments documents are
available on the Internet at http://www.ohre.doe.gov.

This report has been reproduced directly from the best available copy.

CLINTON LIBRARY
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THE WHITE HOUSE

WASHINGTON

”

In January 1994, after accounts of Cold War-era experiments
involving the effects of radiation on humans came to light, I established
an independent Advisory Committee on Human Radiation Experiments to
investigate these reports. I asked the Committee to determine the truth
about this dark chapter in our nation’s history.

After taking extensive testimony and conducting numerous public
hearings, the Advisory Committee issued its report in October, 1995. The
Committee’s report included recommendations to make the record of these
experiments open to the pubklic, improve ethics in human research today,
and right the wrongs of the past inflicted on unknowing citizens. In my
remarks when I accepted the report, I promised that it would not be left
on the shelf to gather dust. I made a commitment that we would learn from
the lessons that the Committee’s report offered and use it as a road map
to lead us to better choices in the future.

This document -- my Administration’s response to the Advisory
Committee’s report -- is a milestone in meeting that commitment. We
have actively worked to respond to the important recommendations made by
the Advisory Committee through a special interagency working group. This
group includes representatives from the Executive Office of the President,
the Departments of Energy, Defense, Health and Human Services, Justice,
Veterans Affairs, the National Aeronautics and Space Administration, and
the Central Intelligence Agency. The Environmental Protection Agency has
also joined the effort. This report reflects the joint progress of these
agencies to address the Advisory Committee’s recommendations.

My Administration has made significant achievements in opening
government and making information more easily available to the citizens
to whom it belongs. Agencies have also improved the protections in place
for subjects of future human research. Finally, the Federal government is
providing redress to those who have suffered from radiation experiments,
as recommended by the Advisory Committee.

I emphasize that this document is by no means the end of the
journey. Much work remains to be done. I am confident that all of
us -- the eminent committee that produced the original report, the
Federal officials who worked so hard to support the Committee’s efforts
and now are implementing its recommendations, and most importantly, the
citizens of this great country from whose experiences we have learned
SO0 much -- can together help ensure a better world for our children.

My thanks to all of you for a job well done, I pledge my strong
support for your continued efforts.

N ’ LINTON LIBRARY
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Executive Summary

“Our greatness is measured not only in how we . . . do right but also [in]
how we act when we know we've done the wrong thing; how we confront
our mistakes, make our apologies, and take action.”

—President Clinton
October 3, 1995

In January 1994, President Clinton established the Advisory
Committee on Human Radiation Experiments (ACHRE) to examine
reports that the government had funded and conducted unethical
human radiation experiments and releases of radiation during the
Cold War. The President directed ACHRE to uncover the truth,
recommend steps to right past wrongs, and propose ways to prevent
unethical human subjects research from occurring in the future.
The Committee published its findings and recommendations in
October 1995.

This report presents the Administration’s actions to respond to
ACHRE'’s findings and recommendations. The Committee found that
the government had conducted several thousand human radiation
experiments from 1944 to 1975. Although the majority of the
experiments advanced biomedical science and were unlikely to have
caused harm, some were conducted unethically. ACHRE made 18
recommendations to improve openness in government, protect
human subjects in the future, and redress past wrongs. The Admin-
istration has adopted most of ACHRE'’s recommendations and has
acted throughout the government to implement them.

Opening the Record

ACHRE recommended that the government take a number of steps
to organize the historical records of human radiation experiments
and to give the public access to these records. ACHRE identiiied the
National Archives as the appropriate repository for documents. The
Committee also recommended an independent review of the CIA's
recordkeeping system and all of its documents related to human
radiation experiments.

CLINTON LIBRARY
PHOTOCOPY

The Administration
has adopted most of
ACHRE's recormmen-
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acted throughout
the government to
implement them.
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Building Public Trust: Actions to Respond to the Advisory Committee on Human Radiation Experiments

The Administration
has invested heavily
in making documents
accessible.

A subcommittee of
National Bioethics
Advisory Committee
will address certain
broad questions raised
by ACHRE, including
how to strengthen
Institutional Review
Boards—the local
ethics panels for
federally sponsored
research.

Key Actions

* The Administration has invested heavily in making documents

accessible. ACHRE transferred more than 1 million pages of
documents to the National Archives. The Administration has
made 300,000 fully searchable pages of documents available on
the Internet, and will add an additional 200,000 pages shortly.
The Departments of Energy and Defense have published
document search guides.

The President signed Executive Order 12958 directing Federal
agencies to review and declassify thousands of documents,
including documents on radiation experiments.

The National Archives and Records Administration is conducting
an independent review of the Central Intelligence Agency’s
(Cl1A’s) recordkeeping system and the CIA’s Inspector General
reviewed and reported on the CIA’s human experiments.

Protecting Human Subjects in the Future

The Advisory Committee recommended steps to strengthen protec-
tions for human subjects and ensure the government does not
repeat past mistakes.

Key Actions

President Clinton is issuing a directive to strengthen protections
for subjects of classified (secret) research. Agencies will propose
new rules to eliminate waiver of informed consent; disclose the
identity of the sponsoring agency; ensure a more independent
review process; and require permanent records. Agencies will
also report annually on the number of classified human research
projects and the number of human subjects involved in each
project.

President Clinton established the National Bioethics Advisory
Committee (NBAC) to examine bioethical issues, including
human research issues. A subcommittee of NBAC will address
certain broad questions raised by ACHRE, including how to
strengthen Institutional Review Boards (IRBs)—the local ethics
panels for federally sponsored research.

President Clinton directed agencies to develop plans to improve
oversight of ethics rules, NBAC will review these plans in the
coming months.

CLINTON LIBRARY
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Executive Summary

* Agencies have undertaken nationwide education efforts to raise
the profile of ethical considerations, and are funding research to
improve our understanding of ethical issues.

Righting Past Wrongs

The Advisory Committee recommended, among other things, that
the government apologize to all subjects, compensate certain sub-
jects, and consider modifying the Radiation Exposure Compensation
Act, and its regulations, to compensate additional uranium miners.

Key Actions

* The President apologized to all subjects on behalf of the govern-
ment; former Energy Secretary Hazel O’Leary made apologies in
certain individual cases.

* ACHRE recommended that the government compensate the
families of the 18 subjects of the plutonium injection experi-
ments. The government has settled compensation claims with
the 16 families who have come forward. ACHRE and the govern-
ment have not been able to identify participants in additional
experiments that ACHRE included in its recommendation for
compensation.

* The Administration will propose legislative and regulatory
changes to the Radiation Exposure Compensation Act to
incorporate the latest science and better compensate affected
uranivm miners.

* The Administration will propose legislation to make veterans
treated with nasopharyngeal radiation eligible for health screen-
ing under the Department of Veterans Affairs’ Ionizing Radiation
Program.

The actions and policies described in this report will help bring
justice to those harmed by the mistakes of the Cold War, and pre-
vent the recurrence of past wrongs. The report presents those
actions that are completed or underway. The Administration will
continue to take steps to open the government’s records, raise
ethical standards, and right the wrongs of the past.

CLINTON LIBRARY
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Democratic government requires trust: people need to know and
believe that the government is telling the truth, Without informa-
tion about what the government is doing and why, citizens cannot
exercise democratic control over government institutions.

During his first year in office, President Clinton became concerned
about reports that the government had conducted unethical secret
human radiation experiments during the Cold War. To address this
issue, in January 1994, President Clinton established the Advisory
Committee on Human Radiation Experiments (ACHRE)}, chaired by
bioethicist Dr. Ruth Faden of Johns Hopkins University. The Presi-
dent also directed all Federal agencies to search for records related
to human subjects radiation research and provide them to the
Advisory Committee.

The Committee’s charge was to provide advice regarding scientific
and ethical issues related to biomedical experiments that involved
ionizing radiation and certain intentional releases of radiation. The
President directed the Committee to focus on the period 1944 to
1974 (before regulations on human subject research were adopted
by the Department of Health Education and Welfare). The Advisory
Committee published an interim report in 1994, and a final report
in October of 1995. Two years of work culminated with a final
report containing 23 findings and 18 specific recommendations.

After the Advisory Committee made its recommendations, Federal
agencies sponsored a 2-day workshop for members of the public
concerned about these issues. The workshop gave private citizens
with an interest in human radiation experiments an opportunity to
provide input into the government response to the recommenda-
tions of the Advisory Committee. The Administration has considered
the views of the stakeholders in responding to ACHRE’s recommen-
dations. The full transcript of this workshop is available on the
Internet (www.ohre.doe.gov}.

This report presents the Administration’s actions to respond to
ACHRE’s recommendations. The Administration has adopted most
of the Committee’s recommendations, has done more than the
Committee recommended in a few instances, and has not accepted a
few of the Committee’s recommendations. This report explains
these decisions.

Introduction

During his first year
in office, President
Clinton became
concerned about
reports that the
government had
conducted unethical
secret human
radiation experi-
ments during the
Cold War.
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Building Public Trust: Actions to Respond to the Advisory Committee on Human Radiation Experiments

This report is divided into three sections. Part 1: Openness in
Government, describes steps the Administration has taken to make
government records of human radiation experiments readily avail-
able to the public. Part 2: Protecting Future Human Subjects, sets
forth the Administration’s actions to strengthen the protection of
human subjects. Part 3: Righting Past Wrongs, summarizes the
Administration’s efforts to notify the public and individuals about
past human radiation experiments and bring justice to those
affected by the government’s mistakes.

This report presents those actions that are completed or underway.
The Administration will continue to take steps to open the
government’s records, raise ethical standards, and right the wrongs
of the past.

CLINTON LIBRARY
2 PHOTOCOPY



Part 1: Openness in Government

------------------------------------------------------------

Overview

Throughout our nation’s history, the government has needed to
operate with some secrecy to protect our nation’s security. At the
same time, Americans have recognized that the government’s power
to act in secret conflicts with core democratic principles. Misuse of
secrecy feeds a sense of mistrust in government that can undermine
our cohesion as a nation. .

During the Cold War, the government funded human radiation
experiments, some of which were secret. It is imperative that the
public have access to the record of the government’s activities. The
Administration has opened the record, as discussed below, and has
changed rules that kept documents secret for many years after it
was necessary. These changes, along with other safeguards in place
already, will help to ensure that the government does not repeat the
wrongs of the human radiation experiments.

Actions to Open the Record

When the Advisory Committee on Human Radiation Experiments
(ACHRE) began its work, it found that there was no complete and
accurate history of the government’s actions. Moreover, the records
of what had happened were dispersed, difficult to access, and some
were classified. The Administration mobilized all key Departments
to examine, declassify where necessary, and bring together the
documents that ACHRE needed. Only after these documents became
available could ACHRE fully examine and evaluate the govern-
ment’s conduct and make recommendations for the future, ACHRE
collected and transferred to the National Archives over 1 million
pages of documents. Supplementing that material are over 5 million
pages of documents from the Department of Energy (DOE), the
Department of Defense (DOD), the Central Intelligence Agency
(CIA), the Department of Veterans Affairs (VA), the Department of
Health and Human Services (HHS), and the National Aeronautics
and Space Administration (NASA).

A large and growing body of documents collected by the Federal
agencies is available for online searching through the Internet

at the Human Radiation Experiments Interagency Web Site
(hrex.dis.anl.gov). This site currently allows citizens to examine
nearly 300,000 pages of material and will contain approximately

The Administration
has changed rules

that kept do
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secret for many

years after i
necessary.
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The Administration
mobilized all key
Departments to
examine, declassify .
where necessary, and
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Building Public Trust: Actions to Respond to the Advisory Committee on Human Radiation Experiments

The general
availability of
information about
human radiation
experiments has
alerted citizens to
wonder about their
own role in this
history.

half a million pages when completed later this year. The database
provides both document images and sophisticated full-text search-
ing capabilities. Many of these documents were originally unclassi-
fied, but approximately 7,000 were specifically declassified for this
project.

The general availability of information about human radiation
experiments has caused citizens to wonder about their own role in
this history. As a result, thousands have sought information about
their possible participation in human radiation experiments. To
protect individual privacy, personal information is not publicly
available. However, individuals can request information related to
their possible personal involvement through the Helpline at

(202) 586-8439,

ACHRE Findings and Recommendations on Openness

The Advisory Committee found “that the government did not routinely
undertake to create records needed to ensure that secret programs
could be understood and accounted for in later years, and that it did
not adequately maintain such records where they were created.”
Further, “many important record collections (including records that
were not initially classified) have been maintained in a manner that
renders them practically inaccessiblte to those who need them,
thereby limiting the utility of the records to the government itself, as
well as the public’s rights under the Freedom of Information Act.”
(Finding 19)

The Advisory Committee recommended that the government take the
following steps to organize the historical records of human radiation
experiments and to give access to the public, and to the government
itself.

* The most important historical collections should be entrusted to
the National Archives.

¢ Agencies should make readily available all existing inventories,
indexes, folder listings, and other finding aids to record collections
now under agency control.

* (lassified finding aids should undergo declassification review, and
declassified versions of these finding aids should also be made
available.

* The government should ensure the development of policies to
improve public access to records held by agencies or deposited in
Federal records centers.

» Agencies should maintain complete records, available to the public,
of document destruction.

s The government should review and develop policies concemning
public access to records generated or being held by private contrac-
tors and institutions receiving Federal funding.
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The Advisory Committee also recommended that the CIA's
recordkeeping system be reviewed to ensure that records are acces-
sible upon legitimate request from the public or governmental
sources, The Advisory Committee further recommended that all

records of the CIA bearing on programs of secret human research from

the late 1940s through the early 1970s be reviewed for declassifica-
tion. ACHRE expressed the expectation that most, if not all, of these
CIA documents would be declassified and made public.
(Recommendations 17 and 18)

Response to Recommendations on Openness

ACHRE’s recommendations are intended to ensure that the records
of human radiation experiments are organized and accessible, and
to promote better access to government records. This section re-
sponds to those specific recommendations. The next section de-
scribes in more detail the actions that individual agencies have
taken to make records available for public scrutiny.

ACHRE identified the National Archives as the appropriate reposi-
tory for many of the documents related to human radiation experi-
ments. The Administration agrees. All of the Advisory Committee’s

records have been transferred to the Archives. The principal Depart-

ments and agencies are transferring large volumes of records there
as well.

ACHRE recommended that the Departments make finding aids more

readily accessible. The government supports this recommendation
and has taken steps to implement it. The Departments involved in
radiation experiments have a tremendous volume of records. This
volume makes providing tools to find information as critical as

allowing access to files. The vast majority of relevant documents are

DOE or DOD records. DOE is putting finding aids to historical
records still in agency custody in public reading rooms and on the
Internet, and has published a guide to its human radiation records.
DOD has also taken steps to simplify the research process and to

provide staff support for individuals who wish to search for relevant

documents, and has also published a guide to its human radiation
collection.

ACHRE recommended that the government take steps to improve
public access to records that remain in the Departments’ custody.
Part of ACHRE'’s concern focuses on those records that needlessly
remain classified and that would be of significant interest to the

public. President Clinton’s Executive Order 12958 of Apri} 17, 1995,

addresses this concern. The Order requires that most older records

that are determined to be of permanent historical value be automati-

cally declassified 5 years from the date of the Order. The Order
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President Clinton’s
Executive Order
requires that most
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determined to be of
permanent historical
value be automati-
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of the Order.

The President is
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records relating to
classified human
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applies to all records, not just those relating to human radiation
experiments. Agencies are actively reviewing their records and
releasing those that are not exempt to comply with the Order.
Although the Executive Order does not include Restricted Data
{atomic energy information}, DOE is actively reviewing this mate-
rial as well. DOE is also reviewing and updating its classification
authorities and guidelines.

ACHRE found references to records that they could neither find nor
confirm were destroyed. As a result, the Committee recommended
that the Federal government permanently maintain copies of all
records destruction notices. The Federal government generates an
enormous number of records, many of which are of no long-term
interest. These records are routinely destroyed. It would be imprac-
tical to retain records destruction notices of all of these records,
therefore the Administration does not fully accept this recommenda-
tion. However, to meet the Committee’s concerns, the President is
directing agencies to permanently retain records relating to classi-
fied human subject experiments.

ACHRE recommended that a citizen’s right to know about the
activities undertaken by the government should not depend on
whether the work was carried out by government employees or
contractors. Thus, ACHRE recommended reviewing policies govern-
ing access to records of grantees and contractors. Federal records
regulations (36 CFR 1222.48) already specify that data created for
Federal government use by contractors are Federal records if they
are delivered to, or fall under the legal control of, the government.
All Federal records must be managed according to rules that provide
for appropriate access. Administration policy requires each agency
to use contract provisions or other mechanisms to assert ownership
of, or appropriate access to, contractor records.

ACHRE recommended review and declassification of CIA historical
records and a review of CIA’s recordkeeping system. The CIA recog-
nizes the special scrutiny that is given information about CIA-
sponsored human subjects research. The National Archives and
Records Administration (NARA) has undertaken an independent
review of the CIA’s records management program that will be
completed in the spring of 1997. In addition, the CIA is reviewing
for declassification a few documents relevant to the MKULTRA
program that have not been previously declassified and released.
The CIA has already transferred approximately 1,000 pages of
declassified documents and a CIA Inspector General report on
human subjects research, to the National Archives. This material is
also available on the Internet (hrex.dis.anl.gov).
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Actions to Date

Below is a more detailed description of some of the steps agencies
have taken to achieve the goal of opening the historical record. In
addition, Appendix B summarizes information resources related to
human radiation experiments, including a list of record sources,
Internet sites, and publications.

The Department of Energy

Making records available: DOE has posted over 250,000 pages of
historical documents on the Internet—making the documents
available in libraries, community centers, and schools in this coun-
try and around the world. These documents are now available
through the Interagency Database (hrex.dis.anl.gov) which will
eventually contain more than 500,000 pages of documents from all
the agencies involved in this effort. Paper copies of all DOE and
DOD documents are at the Coordination and Information Center
(CIC) in Nevada. Additional related series of records of historical
interest have been transferred to the National Archives.

Making records accessible: DOE has summarized how to find its
records in its publication, Human Radiation Experiments: The
Department of Energy Roadmap to the Story and the Records, pub-
lished in February 1995. The list of experiments in that volume is
updated and expanded in, Human Radiation Experiments Associated
with the U.S. Department of Energy and its Predecessors. The text of
these documents is also available via the Office of Human Radiation
Experiments (OHRE) Home Page (www.ohre.doe.gov). DOE also
has developed a 1-day course on how and where to locate informa-
tion about human radiation experiments and related historical
records.

Understanding the record: DOE staff interviewed researchers and
others possessing first-hand knowledge of the human radiation
experimentation and therapy that occurred during World War II and
the Cold War. The result is, Human Radiation Studies: Remembering
the Early Years. This 29-part series comprises some 1,350 pages of
transcripts. This series offers scholars and interested lay persons a
vivid glimpse inside one of the most controversial chapters in our
nation’s postwar history.

The Department is currently developing a plan to fund an oral
history project, conducted by a non-Federal institution, which will
allow the subjects and their families to tell the story from a different
perspective. This project will provide a reminder of the importance
of protecting individual rights, even in times of national security
crisis.
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Defense (DOD) is
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members of the armed
services who may have
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of human radiation
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Johnson Space Center.

The Department of Defense

Identifying subjects: The Department of Defense (DOD) is searching
records for members of the armed services who may have been
experimental subjects. In particular, DOD is seeking rosters of those
who were treated experimentally or therapeutically with nasopha-
ryngeal radiation. This effort is similar to an effort several years ago
to identify those service members who were present at above-
ground nuclear tests. (The full story of that effort was chronicled by
the Defense Special Weapons Agency in DNA 6041F, For the
Record—A History of the Nuclear Test Personnel Review Program,
1978-1993, March 1996.)

Making records accessible: DOD has prepared a guide, similar to the
DOE Roadmap, that describes the search process for the records of
human radiation experiments, and provides the resuit of the search.
This guide is entitled, The Department of Defense Report on the
Search for Human Radiation Experiments Records, 1944-1994.

The National Aeronautics and Space Administration

National database: The National Aeronautics and Space Administra-
tion (NASA) has established a permanent collection of human
radiation experiment records and a database at Johnson Space
Center. For the first time, these records will be organized, acces-
sible, and available by request from the collection and on the
Internet (hrex.dis.anl.gov).
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Overview

The success of the effort to open the historical record will be
measured, in part, by whether we avoid repeating the mistakes of
the past. ACHRE's review of human radiation experiments raised
questions of whether the current system of protection is adequate
for all types of human subjects research. The measures described
below will strengthen the protection of human subjects and address
ACHRE’s findings.

Federal responsibilities for maintaining ethics in human subjects
research are dispersed in several agencies and committees in the
government. First, each agency is responsible for the ethical admin-
istration of its programs, including grants and contracts. Second, the
President’s Office of Science and Technology Policy has a statutory
oversight role, and will continue to monitor and address issues of
science and ethics. Third, the Department of Health and Human
Services has a convening role among agencies that are bound by the
Common Rule—the Federal Policy for the Protection of Human
Subjects which, along with Food and Drug Administration (FDA)
regulations, governs all federally conducted, funded, or regulated
research (56 Federal Register 28010, June 18, 1991). Finally, the
National Bioethics Advisory Commission (NBAC)—an independent
body recently established by the President—is taking up some of the
most pressing ethical issues faced by this country. (For a

description of NBAC see page 11.)

The Human Radiation Interagency Working Group (IAWG) is a
temporary collaboration among several Federal agencies. The IAWG
has worked to support ACHRE and to respond to its recommenda-
tions. The policies in this report seek to ensure appropriate follow-
up on ACHRE recommendations by more permanent bodies.
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ACHRE Findings and Recommendations on Protecting
Human Subjects in the Future

Based on its review of current human subject protections, the
Advisory Committee found, among other things, that

[H]uman research involving radioisotopes is currently

subjected to more safequards and levels of review

than most other areas of research involving human
T — subjects. The Advisory Committee further finds that

there are no apparent differences between the

Resp onsibility for treatment of human subjects of radiation research
ethical conduct of and human subjects of other biomedical research.
research begins with (Finding 20)

researchers and

extends to their [T]oday research involving human subjects sponsored
institutions, and the by the government may be classified and conducted
Institutional Review in secret, but it must comply with the provisions of
Boards (IRBs). the Common Rule. (Finding 21)

[I)n comparison with the practices and poticies of
the 1940s and 1950s, there have been significant
advances in the protection of the rights and interests
of human subjects of biomedical research. However,
we also find that there is evidence of serious defi-
ciencies in some parts of the current system for the
protection of the rights and interests of human
subjects. (Finding 22)

ACHRE Recommendation on the Centrality of Ethics

ACHRE recommended that active efforts on a national scale be made
to ensure that human subjects researchers fully understand the
ethical implications and responsibilities of their work, and the cen-
trality of ethical decisions. (Recommendation 9)

Response

Responsibility for the ethical conduct of research begins with
researchers and extends to their institutions and the Institutional
Review Boards (IRBs). The Administration has multiple efforts
underway to reach, educate, oversee, and hold accountable each
layer of the research system. The Administration is also taking steps
to promote understanding of, and consensus about, ethical issues.
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National Bioethics Advisory Commission

The National Bioethics Advisory Commission {(NBAC), a national
deliberative body of private citizens, was established by the
President to provide guidance to all Federal agencies on the ethical
conduct of human behavioral and clinical research, and the applica-
tions of that research. NBAC was established, in part, to respond to

The éxecuﬁve Order

ACHRE, and the Administration expects NBAC will choose to ad- establishing NBAC,
dress the key issues identified in ACHRE’s recommendations. NBAC required each agency
will not be able to review all issues raised by ACHRE. The Adminis- to review its current
tration has been careful to ensure that issues not taken up by NBAC human subjects re-

search in light of the
Advisory Committee

will be addressed elsewhere.

As a first priority, NBAC will seek to improve protection of the recommendations and
rights and welfare of human research subjects. The Executive Order report the results to
establishing NBAC, required each agency to review its current NBAC.

human subjects research in light of the Advisery Committee recom-
mendations and report the results to NBAC. NBAC is currently
reviewing these documents. Appendix C details specific activities
currently being carried out by the agencies as a result of their
reviews.

NBAC’s meetings are public and provide a forum for dialogue on

i ethics issues. NBAC has heard presentations on issues related to
genetic research, including cloning, as well as the broader area of
human subjects research. Members of Congress, Congressional staff,
and representatives from diverse organizations including the Task
Force on Radiation and Human Rights, the College of American
Pathologists, the Biotechnology Industry Organization, and Citizens
for Responsible Care in Psychiatry and Research testified on ethics
issues and on NBAC’s mission. Further information can be obtained ACHRE'’s report made

from the NBAC Web Site (www.nih.gov/nbac/nbac.htm). clear that a key to
preventing the

tducation repetition of past
mistakes is thorough

ACHRE's report made clear that a key to preventing the repetitibn of o
Past mistakes is thorough and continuing education about ethics agd copﬁnu;ngt

an_d how 'they apply to current human subjects research. The Ad- e qcanor;a ou n
ministration is responding to ACHRE’s specific recommendations by ~ €thics and how they

Co-sponsoring educational programs with external groups such as apply to current
medical schools, universities, and scientific societies. The goals of human subjects
these educational efforts are to strengthen human subjects protec- research.

tion, to provide a forpm for addressing ongoing as well as emerging
1ssues in .human subjects research, and to familiarize professionals
engaged in non-federally funded human subjects research with

relevant ethical considerations. CL'FI}IHTC())'INOL(EI%%RY

gﬂ of the ongoing educational process is a reinforcement of the
corl:grta!'lce of Institutional Review Boards (IRBs) at institutions
ucting federally funded research. These IRBs are local groups

11
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whose membership and responsibilities are regulated by the Federal
government. They are responsible for reviewing and approving the
ethical content of all proposed human subjects research projects.
IRBs are a linchpin in the protection of human subjects, and their
credibility and effectiveness depend on adequate awareness of basic
ethical topics.

Similarly, educational programs are also being targeted at govern-

ment-regulated research that is not government-funded (e.g., FDA-
regulated research sponsored by the pharmaceutical industry). In

September of 1996, the FDA sponsored its first nationwide confer-
ence on human subjects protection.

Government employees who have responsibility for supporting or
overseeing human subjects research are also targeted for educa-
tional programs. Thus, Federal agencies are implementing training
programs to educate senior level officials on regulations and policies
governing this research. For example, NASA is working with inter-
national research partners to develop common ethical principles
that ensure the protection of human subjects. DOE educational
efforts target laboratory staff, field office personnel, and program
officials.

Information Gathering

ACHRE's report highlighted the limited state of knowledge regard-
ing some key issues in human subjects research. Most importantly,
NBAC will be reviewing and evaluating the IRB process.

In addition, Departments have pooled resources to sponsor research
on the informed consent process. The informed consent process is
intended to help each potential research subject decide whether to
participate in research by providing advance information about the
research. Information includes a description of the nature of the
research, the subject’s role and potential risks, and the subject’s
rights and responsibilities. Despite the vigor with which all parties
embrace the informed consent process, it is not well understood.
Much of the Advisory Committee’s commentary on current human
subjects research was centered on informed consent. The National
Institutes of Health (NIH), VA, and DOE are committed to support-
ing research that will more fully illuminate the informed consent
process. A Request for Applications (RFA) to conduct research on
this issue was published in the fall of 1996, and Fiscal Year 1997
monies are earmarked to support this RFA.
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ACHRE Recommendation on Institutional Review Boards

ACHRE recommended specific changes to IRBs in five critical areas
(Recommendation 10):

(1) mechanisms to ensure a stronger focus on studies that pose more
than minimal risk to subjects;

(2) better means of explaining to potential subjects the distinction
between research and treatment, the realistic likelihood of
medical benefit to the subject from participation, and the
potential for discomfort and pain;

(3) ensuring that potential subjects fully understand the sponsors and
purposes of the research;

(4) ensuring that potential subjects fully understand the financial
implications of participation; and

(5) recognition that the IRBs must decide if the quality of the science
justifies the risk to the subjects.

Response

The Administration agrees that there are indications that the IRB
system is not always adequate to ensure protection of human
subjects. NBAC has undertaken to review the current IRB system
and intends to finish that project within a year. The Administration
anticipates specific recommendations from NBAC regarding reform
of IRBs, including recommendations that address ACHRE’s con-
cerns,

In the interim, agencies are informing IRBs of ACHRE’s recommen-
dations and are working to improve IRBs.

The Office for Protection from Research Risks (OPRR), part of NIH,
is undertaking a national effort to educate the research community
about ACHRE’s recommendations. OPRR and FDA support an
annual public meeting for individuals interested in the governance
of human subjects research. In addition, OPRR, in cooperation with
FDA and local academic institutions, has heid discussions of the
recommendations at national workshops in Atlanta, Oklahoma City,
Honolulu, Peoria, Houston, and San Diego.

OPRR and the FDA make extensive use of public meetings, forums,
hearings, and electronic media to address evolving issues on human
subject protection. OPRR and FDA also regularly mail information
directly to IRBs and other interested parties. FDA seeks public input
through the Federal Register and by mailing proposals to the IRB
and clinical investigator communities. In October 1995, FDA issued
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a major revision of its “Information Sheets for Institutional Review
Boards and Clinical Investigators,” to take into account the latest
thinking and to provide guidance to IRBs. This information is
available on the Internet (www.fda.gov/oc/oha/toc.html).

As noted above, ACHRE recommended that IRBs focus the bulk of
their time on studies that present more than minimal risk to sub-
jects. To educate the research community about the importance of
this recommendation, OPRR sent information to 5,500 addressees
worldwide. The information highlighted regulatory provisions for
(1) exemption from IRB review of 6 categories of low-risk research,
and (2) expedited IRB review of 10 other kinds of research when it
is judged by IRBs to be of minimal risk. Proper use of these time-
saving mechanisms permits IRBs to devote greater effort to the areas
of concern to ACHRE.

ACHRE Recommendation on Maintaining an Open
Public Forum

ACHRE recommended the creation of a mechanism to provide for con-
tinuing public discussion and interpretation of ethical rules and prin-
ciptes that govern human subjects research. (Recommendation 11)

Response

The Administration agrees that continuing discussion of ethical
rules is vital to protection of human subjects in government-spon-
sored and privately sponsored research. Both the government and
private institutions have key roles in ensuring that this debate
continues. The National Bioethics Advisory Commission (NBAC)
will provide an opportunity for public participation in the continu-
ing review and interpretation of ethical rules.

Private organizations and periodicals also serve an important role in
the continuing public discussion of ethical rules.

The Administration also agrees that there is a need for a mechanism
to interpret the existing rules that apply to government-sponsored
research. The Department of Health and Human Services (HHS),
particularly OPRR and FDA, provides information and interpreta-
tions of the regulations for protection of human subjects. OPRR also
maintains an Information-by-FAX service (301-594-0464) and a
World Wide Web site (nih.gov:80/grants/oprr/oprr.htm) to distrib-
ute information, and responds to inquiries by mail. FDA provides
these functions for FDA-regulated research and OPRR provides them
for other federally supported research.
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Individual agencies are also promoting public discussion of current
ethical issues. For example, DOE’s E}hlcal, Legal, and Social Issues
(ELSI) program Sponsors a vfnde variety of educational programs,
including meetings and seminars. DOE has recently sponsored two
highly acclaimed public television programs on the human genome
program. DOE has also sponsoret_i a workshop for trial judges to
receive information about, and discuss the use of, DNA evidence in
the courtroom. The genome program hgs_ also sponsored confer-
ences to discuss genetics in light of religion, discrimination, and

other ethical issues.

These projects are good examples of public and private entities
working together to promote civil discourse over ethical issues. The
Administration will seek additional opportunities to support this

kind of effort.

ACHRE Finding and Recommendation on the Protection

of Military Personnel

ACHRE found that it is often difficult, in a military setting, to distin-
guish requests for volunteers from orders.

: The military setting, with its strict hierarchical author-
i ity structure and pervasive presence in the lives of its

; members, poses special problems for ensuring the
voluntariness of participation in research activities.
Thus, although the DOD has adopted and implemented
the consent requirements of the Common Rule, addi-
tional procedural safeguards and educational activities
for officers may be warranted to counteract the general-
jzed deference to authority inherent in military culture,
Also, because the opportunity to serve the nation as
subjects in defense-oriented research projects is closely
akin to the demands placed on members of the military
in their routine duties, it is desirable to emphasize the
distinction between research and course-of-duty risks
both in consent procedures and in officer training

programs.

ACHRE recommended that the military better ensure the protection of
rights and interests of military personnel who are involved in human
subjects research by reviewing general policies and procedures,
educating officers and investigators, implementing policies and
practices that make certain participation is genuinely voluntary, and
maintaining a registry of volunteers. (Recommendation 12)
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Response

The Administration agrees that extracrdinary steps are needed to
protect military personnel, and DOD is implementing ACHRE’s
recommendations. Among other steps, DOD is revising directives
and Military Department regulations, and incorporating needed
training into courses for commanders, senior leadership, and those
involved in human subjects research. In the summer of 1997, DOD
will publish a revised human subjects protection directive that
includes policy changes recommended by the Advisory Committee.
For example, to avoid undue command influence, the new policy
will preclude officers and noncommissioned officers from playing a
role in selecting volunteers for military tests. (See Appendix C for
more details).

ACHRE Findings and Recommendation on the Federal
Oversight of Research

ACHRE found that oversight of human subjects research is limited and
is constrained by practical considerations. ACHRE found that the
“current mechanisms for oversight . . . do not provide a sufficient
basis for ensuring that the current system is working properly.”

ACHRE found that sanctions may be inadequate for violations of
human subjects research protections, For example failure to obtain
consent from subjects (who are not physically injured) is generally
punishable only by the withdrawal of research funding.

ACHRE also found that “there is a need to assess the level of research
performed outside [the Common Rule] and to consider action to
ensure that all subjects are afforded the protections it offers.”

ACHRE recommended the improvement of three parts of the current
Federal system for human research subject protection: oversight of the
research process; sanctions for violations of human subjects protec-
tions; and protections for subjects of non-federally funded research.
(Recommendation 13)

Response

The Administration agrees that there are important gaps in the
current system of human subjects protection, and has identified, in
testimony before Congress, examples of research that does not fall
within the ambit of Federal protection. Congress has proposed the
Human Research Subject Protection Act of 1997 (S. 193) to ensure
that all human subjects are adequately protected. The Administra-
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tion believes that Congress is also the appropriate place to consider
whether additional civil or criminal sanctions for the violation of
human subject protections are necessary and desirable. (Sanctions,
including criminal liability, apply to investigators conducting FDA-
regulated research who violate FDA regulations protecting human
subjects.) Any legislation would need to protect research subjects
and avoid deterring needed research.

In addition to exploring legislation, Federal agencies are undertak-
ing specific activities to strengthen oversight, some of which are
described in Appendix C. The Administration expects that NBAC
witl recommend additional actions to improve oversight of Federal
research, and will identify the highest priority steps.

ACHRE Findings and Recommendation on the
Compensation of Subjects in the Future

ACHRE found that the Federal government lacks a “policy or guide for
a fair system of compensation of research subjects.”

ACHRE recommended that the government resolve the longstanding
issue of whether and how all persons injured in the future from
federally funded human subjects research should be compensated.
ACHRE recommended that the Federal government consider a system
of compensation for research subjects who suffer physical injury or
dignitary harm as a result of federally funded research.
(Recommendation 14)

Response

In the absence of a finding that a significant number of modern
research subjects are unfairly denied compensation, the Administra-
tion is not prepared to propose a system outside the existing net-
work of Federal and state liability and insurance systems.

The Administration does, however, view the debate over the extent
and effectiveness of our current human subject protections to
encompass this issue. The Administration would be open to consid-
ering any recommendations from NBAC or legislation from Congress
that seek to address this issue.

The desire to spread the cost of research injury is a reason to
consider a compensation scheme. The current tort system, though
imperfect, provides one mechanism to seek compensation for
injuries that arise from research. In addition, the tort system
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provides a powerful incentive to researchers to observe appropriate
standards of care in conducting the research. These standards
generally include providing for informed consent and exercising
care in the conduct of research.

ACHRE Recommendations Regarding Classified Research

Because of its concerns about past use of secret research, ACHRE
recommended that (a) the Administration establish a formal policy
prohibiting waiver of informed consent for classified research and
requiring that potential subjects of classified research must be told
the identity of the sponsoring agency. ACHRE also recommended that
(b) for classified research, the Administration establish an indepen-
dent panel to review scientific merit, risk/benefit balance, consent
procedures, and whether subjects need a security clearance to assure
fully informed consent. The records of this panel would be permanent.
(Recommendation 15)

Response

ACHRE acknowledged that it is in the nation’s interest to continue
to allow the government to conduct classified research using human
subjects where such research serves important national security
interests. The Committee found, however, that classified human
subjects research should be a “rare event” and that the “subjects of
such research, as well as the interests of the public in openness in
science and in government, deserve special protections.” ACHRE
was concerned about “exceptions to informed consent requirements
and the absence of any special review and approval process for
human research that is to be classified.” ACHRE recommended that
all classified research meet the following requirements:

obtain informed consent from all human subjects;

inform subjects of the identity of the sponsoring agency;
inform subjects that the project involves classified research;
establish permanent records; and

be approved by an “independent panel of nongovernmental
experts and citizen representatives, all with the necessary
security clearances.”

The Administration agrees with the first four recommendations.
The President is issuing a memorandum directing Federal agencies
to jointly propose modifications to the Federal Policy for the Protec-
tion of Human Subjects {Common Rule) as it applies to classified
research in order to implement these changes. Further, subjects will
be informed of the sponsoring agency, except in limited, minimal-
risk cases. In all secret studies, researchers will obtain informed
consent, disclose that the project involves classified research, and

keep permanent records.
CLINTON LIBRARY-
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The Administration also agrees with ACHRE's call for a special
review process for classified research and permanent recordkeeping.
The Federal agencies will jointly propose (1) amending the common
ruie to require that IRBs for secret projects include a non-govern-
mental member; (2) establishing an appeals process so that any
member of a review board who believes a project should not go
forward can appeal the board’s decision to the head of the agency
and, if necessary, the Assistant to the President for Science and
Technology; and (3) requiring the sponsoring agency to keep
permanent records of the panel’s deliberations and the informed
consent process, and to declassify such records as soon as
appropriate.

The Administration is taking two additional steps to ensure that
classified human subjects research remains rare. The President is
directing the heads of Federal agencies to disclose annually the
number of secret human research projects undertaken by the
agency and the number of human subjects participating in each
project. '

These steps will preserve the government’s ability to conduct any
necessary classified research involving human subjects while
ensuring adequate protection of research participants. (See
Appendix E for the directive from the President regarding classified
research.)

ACHRE Findings and Recommendations Regarding Secret
Environmental Releases

The Advisory Committee found that events that raise the same con-
cerns as the intentional environmental releases of radiation in 1948
to 1952, “could still take place in secret under current environmental
taws and regulations.”

The Advisory Committee further noted that,

Today the law provides that environmental reviews may
be conducted in part or even in whole in secret, thereby
eliminating provision for public notice and comment. In
classified programs, the government must still comply
with environmental standards, and the Environmental
Protection Agency must oversee and review environmen-
tal compliance. However, the EPA has not maintained
records of environmental releases where the reviews
were conducted in whole or in part in secret.

(Finding 23)
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The Advisory Committee recommended that (a) there be review by an
independent panel of any planned environmental release where any
aspect involves secrecy; and that (b) environmental oversight of
classified programs, now done by the Environmental Protection
Agency (EPA), should include keeping review records permanently and
reporting to Congress. (Recommendation 16)

Response

The Administration agrees that the framework for oversight and
recordkeeping of reviews of secret environmental releases needs to
be improved.

EPA, in conjunction with Federal agencies conducting classified
programs, is taking steps to improve environmental oversight and
enforcement capability over all classified activities. These steps
include formal agreements between EPA and other Federal agencies
to streamline the process of providing information about environ-
mental compliance related to classified activities. This effort will
give environmental enforcement authorities the information they
need to appropriately review secret environmental releases. It would
be difficult, if not impossible, to create similar enforcement capabili-
ties in a new regulatory entity, such as an independent review
panel, that focuses only on these extremely rare occurrences. in
addition, a new entity would add to the bureaucratic complexities of
ensuring environmental safety and would not necessarily increase
public protection.

EPA will establish and maintain a permanent file to document EPA’s
classified reviews under the National Environmental Policy Act
(NEPA). The EPA policy establishing this permanent file will ad-
dress transport, storage, review, and permanent recordkeeping of
classified NEPA documents and EPA review comments. EPA will
notify all Federal agencies of its new classified filing and review
procedures and will provide Congress with information on request.

CLINTON LIBRARY
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Overview

The ACHRE report reviewed in detail several case studies of
government-supported human radiation research including: the
injections of plutonium into 18 hospital patients during and after

World War II, research with prisoners, and research on patients who

were exposed to total body irradiation in clinical settings.

The Advisory Committee also considered issues related to certain
radiation exposures associated with government activities that the
Advisory Committee concluded should not be considered “human
experiments.” These exposures were sustained as a result of govern-
ment activity undertaken for purposes other than human radiation
research. The exposed populations include atomic veterans,
uranium miners, and residents of the Marshall Islands exposed to
fallout from U.S. weapons testing.

The Committee recommended several steps that the government
should take to make amends for the specific wrongs for which the
government bears moral responsibility.

This section of the report discusses ACHRE’s findings and recom-
mendations in the areas of notification, apology, and compensation
and presents the Administration’s response. Within the discussion
of compensation, the report addresses individual cases, uranium
miners, other populations covered under the Radiation Exposure
Compensation Act, veterans, and Marshall Islanders.

ACHRE Findings and Recommendations on Notification

The Advisory Committee found “no subjects of biomedical experi-
ments for whom there is a need to provide notification and medical
follow-up for the purpose of protecting their health.” In addition, the
Committee found no evidence that descendants of subjects of human
radiation experiments have a greater likelihood of inheriting genetic
effects.

The Advisory Committee recommended that (Recommendation 4):
¢ For any newly-discovered experiments the government should

notify participants and provide medical follow-up for
“those subjects for whom there is a significant risk of developing a

The ACHRE report
reviewed in detail
several case studies of
government-supported
human radiation
research.
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radiation-related disease that has not yet occurred, or has occurred
but may still be undetected or untreated, and in whom there might
be an opportunity to prevent or minimize potential health risks
through detection and treatment.”

e The government need not notify subjects of experiments reviewed
by ACHRE for public health reasons because they did not meet the
recommended criteria for notification.

Response

The Administration’s view is that, in general, ACHRE's recommen-
dation is correct. For public health reasons, the government will
notify any identified subjects who meet the criteria in the ACHRE
report; these include any subjects placed at a significant risk for
development of a radiation-related disease, where there is a recog-
nized medical benefit from early detection and treatment. (Because
medical science is not static, neither is the decision as to whether
there is a medical benefit.)

Beyond protecting public health, the government will seek to
support as fully as possible an individual’s right to know about
actions that may have affected him/her. Therefore, the government
will also notify an identified experimental subject if the subject
requests the information; if the government determines that a
subject is likely to fall within the criteria for government compensa-
tion; and, on a case-by-case basis, if there is uncertainty about the
effects of the experiment and notification is necessary to investigate
whether subjects were placed at significant risk and whether there
is a potential benefit from treatment. The Administration believes
that this approach fulfills the government’s grave responsibility to
inform subjects while maintaining respect for those peopie who
would not want information that has no tangible benefit.

It is important to be clear that notification is not simply the process
of taking existing lists of names, current addresses, and phone
numbers and contacting people. For most experiments, names are
unavailable. Much of the information about past experiments comes
from the published literature which does not generally include
names. Even where more detailed records have survived, informa-
tion about individuals is generally fragmentary and does not in-
clude anything about their current whereabouts. Much of the
information about individuals is in the records of private hospitals
and universities where confidentiality and privacy rules prohibit
government access.

CLINTON LIBRA
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For all of these reasons, the process of locating individuals or next
of kin many years after the experiments took place is difficult, time
consurning, costly to the taxpayer, and likely to have limited suc-
cess. Where individuals can be found, it is difficult to assess their
exposure and risk given the limited data available.

part 3: Righting Past Wrongs
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‘ Notwithstanding the difficulties of undertaking individual notifica-
tion, the government reaffirms its continuing commitment to open-
ness. Where the government does not undertake individual notifica-
tion, it will continue to make material relating to human radiation

eriments available to the public, to respond to individual inquir-
ies relating to these experiments, and to carefully review any newly
identified experiments in the light of the Advisory Committee
notification criteria.

Discussion

ACHRE was charged to make a recommendation about notification
for the purpose of protecting the health of subjects or their descen-
dants. After careful consideration, however, ACHRE recommended
that decisions about notification be based on “evaluation of both the
level of risk from radiation exposure and the potential medical
benefit from medical follow-up in exposed individuals.” In discuss-
ing this recommendation, ACHRE observed that notification can
impose new burdens on subjects that must be weighed against the

potential for medical benefit from notification. These burdens —————
include anxiety; medical harm; inconvenience; possible stigmatiza-

tion by friends, family, employers, or insurance carriers; and cost of Even where more
seeking medical testing or follow-up. ACHRE recommended notifi- detailed records have
cation in the limited circumstances where the criteria for medical € ived, information
benefit were satisfied or where the individual seeks notification. survt ‘n:dividuals is
ACHRE endorsed the principle that citizens are entitled to know if about IH fn ta
they or a relative were a subject in a radiation experiment. To assist generally [ragmentary

?ndividuals in pursuing answers to this important question, ACHRE and dc?es not mclud_e
included a citizen’s guide in its Final Report. anything about their
current whereabouts.
ACHRE’s recommendation on notification has generated controversy
among stakeholders, including those who participated in the Stake-
holders Workshop of February 26-27, 1996, held by the Federal
artments. As the Advisory Committee detailed, many of the
g;““gs In experimentation involved the failure to obtain consent
bem subjects or to fully disclose risks and benefits (or lack of
nefits) of the experiments, rather than actual adverse health
ects from ll_le.t_esting. Some stakeholders believe the government
W oa Tesponsibility to notify and provide medical follow-up to all
Dhysi‘::ﬁe wronged by the government; not only those who were  CLINTON LIBRARY
di y harmed by the government’s conduct. Although it is PHOTOCOPY
t1o generalize about the diversity of views presented at the
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Workshop, the stakeholders generally advocate that the government
pursue some form of notification, and fund medical care by indi-
vidually chosen physicians. Many subjects and families of subjects
do not have confidence that the government can honestly make a
judgment about notification, or that the government can, without
bias or intimidation of subjects, implement any needed medical
follow-up. Others suggested that subjects would want to be notified,
whether or not they were harmed.

The Administration agrees that the decision of when and how to
notify experimental subjects requires a judgment about whether
individuals would want to be notified even if there is no public
health reason for notification.

Where the agencies discover new records containing information
that would allow notification, the Administration will notify sub-
jects that meet the ACHRE public health criteria, and will also
notify those that meet any one of three additional criteria which are
intended to shed light on the non-health benefits that may accrue to
those who may be notified. As noted above, notification will take
place if the subject requests the information; if the government
determines that a subject is likely to fall within the criteria for
government compensation; and, on a case-by-case basis, if there is
uncertainty about the effects of the experiment and notification is
necessary to understand whether subjects were placed at significant
risk and whether there is a potential benefit from treatment. The
Administration believes that these other benefits—where they are
present—would cause most subjects to prefer notification.

Information requests: Where information is available, it will be
provided to the possible experimental subject, if they so request.
The government will use all reasonable means to et individuals
know that they have the opportunity to ask questions about their
own history and a choice about whether to pursue that information.

To make the choice meaningful, the government has provided
widespread opportunities for individuals to seek information about
their own involvement as subjects of research. Publicity about the
existence of experiments, and the widespread availability of
information about human radiation experiments, has generated
thousands of inquiries from those who want to know whether they
were experimental subjects. This response suggests that the
government’s outreach efforts allowed many possible subjects to
choose whether to seek more information.

Based on the response so far, the Administration believes that
continued publication of general information and follow-up of
individual inquiries satisfies much of the government’s obligation
to notify experimental subjects.

CLINTON LIBRARY
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Additional research: In the event that the Departments uncover
additional experiments, any newly-discovered subjects will be
notified of their participation by the Department that sponsored the
research, based on the criteria discussed above.

As experiments are identified, there may be uncertainty about
whether initial exposures to radiation significantly increased the
risk to subjects. In at least one case, that of members of the armed
services exposed to nasopharyngeal radiation, there may be a
sufficient number of identifiable subjects to allow for a follow-up
study. The follow-up study would be designed to identify any risk to
subjects and whether medical follow-up could be beneficial. The
Administration’s policy does not preclude conducting such a
study—even though the government cannot answer with certainty
what level of risk is faced by former subjects and whether there is
any prospect of medical or other benefit to subjects from a follow-

up study. Any follow-up study should move forward only under the
following conditions:

1) All care has been taken to minimize any harmful effects of
participating in a study.

2) Members of the public have been consulted regarding the
study and its fairness to individuals who will be notified of
their prior participation in an experimental treatment.

Actions to Date

The most important actions the government has taken to notify
subjects are the actions described in Part 1 of this report, Openness
in Government. This widespread public availability of information
has given individuals the opportunity to choose whether they will
seek additional information about their own possible involvement
in experiments. :

Individual inquiries: Those who would like more information about
their individual experience can obtain assistance by a phone call;
the current number is (202) 586-8439. By calling this number,
individuals who think they may have been involved in experiments
can have their cases reviewed by the appropriate agency. As of
December 1, 1996, DOE has answered over 20,000 information
requests, and researched 3,000 cases; DOD has responded to ap-
proximately 7,000 case inquiries of which approximately 800 are
currently undergoing active research; VA has responded to approxi-
mately 1,750 inquiries; and HHS, to approximately 90.

CLINTON LIBRARY
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The Departments are continuing their efforts to research cases.
There are several factors beyond the government’s control that
influence the ultimate success in each individual quest for informa-
tion. For example, some government records are more complete
than others and some individuals can provide more kinds of infor-
mation (e.g., dates, place and researcher names, and other identify-
ing information} upon which to base a search. In cases where the
possible experiment took place in a non-governmental facility

(e.g., a hospital or university}, access to information may be
limited. :

Notification of NASA employees: Consistent with the effort to pro-
vide general information to the widest possible group of people, the
National Aeronautics and Space Administration (NASA) has notified
approximately 110,000 current and former NASA employees, con-
tractors, and grantees about the human radiation research review.
This notification included those universities and institutions at
which human radiation research was performed through NASA
grants.

Netification of veterans: VA convened an expert committee includ-
ing specialists in nuclear medicine, radiation oncology, health
physics, and radiation dosimetry to review information about
certain projects, and to determine whether notification of known
subjects was warranted. The VA focused its attention on early
radiation research projects for which at least some of the names of
research subjects were known. These studies were chosen because
of the possibility of contacting veterans or family members to
encourage medical surveillance or submission of a compensation
claim, if warranted. The expert committee did not identify any
veterans who required special follow-up actions specifically because
of their radiation exposure.

Nasopharyngeal irradiation with radium (NP} during military
service; DOD and VA are reviewing the records of hundreds of
Service members who received NP irradiation during and immedi-
ately following World War IL. In April 1996, DOD discovered a Navy
medical log book which lists the names of submariners who were
given the NP treatment from 1945 to 1946 under an experimental
protocol. Using the log book as the focal point, DOD and VA are
conducting intensive research at the National Records Center and
other repositories to identify other Service members who received
NP treatment and, if feasible, to retrieve medical data for possibie
cohort or epidemiological studies to notify individuals as appropri-
ate. NP treatment was a widely used conventional therapy, particu-
larly for children, during the 1940s and 1950s. Therefore a study
could be valuable to many civilians as well as veterans.

CLINTON LIBRARY
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The VA, along with the Centers for Disease Control (CDC) and Yale
University, co-sponsored a workshop on the public health response
to NP irradiation which was held in New Haven, Connecticut, in
September 1995. Consensus did not support medical screening of
asymptomatic individuals but recommended that individuals treated
with NP irradiation inform-their health care providers when they
are examined or evaluated. VA officials have published information
on NP irradiation treatments in medical journals and provided it to
veterans’ newsletters.

The VA and CDC held a satellite teleconference in September 1996
to provide health professionals with information about this issue.
Currently, veterans treated with NP irradiation do not have special
eligibility for VA care. The Administration will propose legislation
that will extend eligibility for the VA's Ionizing Radiation Program
to veterans treated with NP irradiation.

Alaskan natives: A number of Alaskan Natives were involved in the
U.S. Air Force Arctic Aeromedical Laboratory lodine-131 thyroid
test, which took place in 1956 and 1957. Although both the Advi-
sory Committee and the Institute of Medicine (IOM) determined
that there was no evidence of lifetime risk to the participants in
these tests, notification and follow-up of the juvenile participants
was recommended by the latter as prudent. The Air Force and the
Radiation Experiments Command Center {RECC) are following up
on the recommendations of the IOM. Efforts are ongoing with
representatives of the Native Alaskans to determine appropriate
follow-up remedies.

Identifying additional subjects: DOE notified subjects of the pluto-
nium and uranium injection experiments, or their next of kin, when
these could be located. In addition, DOE asked all its facilities at
which human radiation experiments were identified, to provide
detailed information about the availability of data relating to
individual subjects, the feasibility of notification, and whether any
notification process had occurred. Where employees or former
employees had been involved in experiments, notification generally
had taken place. Otherwise, it was determined that the available
data did not warrant notification in light of the Advisory Committee
criteria. If new information or experiments come to light, the
Department will review these according to the Advisory Committee
criteria.

CLINTON LIBRARY
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ACHRE Findings and Recommendations Regarding
Remedies

The Advisory Committee found that:

[T]he government sponsored . . . several thousand
human radiation experiments. In the great majority of
cases, the experiments were conducted to advance
biomedical science; some experiments were conducted
to advance national interests in defense or space
exploration; and some experiments served both’
biomedical and defense or space exploration purposes.
(Finding 1)

[P]eople who were used as research subjects without
their consent were wronged even if they were not
harmed.” In addition, the Committee was “not per-
suaded that even where the facts are clear and the
identities of subjects known, financial compensation is
necessarily a fitting remedy when people have been
used as subjects without their knowledge or consent
but suffered no material harm as a consequence.
(Recommendation 3)

[S]ome government agencies required the consent of
some research subjects well before 1944 . . . [and]
government agencies did not generally take effective
measures to implement their requirements and policies
on consent to human radiation research. (Findings 4
and 5)

[T]he government and government officials are morally
responsible in cases in which they did not take effec-
tive measures to implement the government’s policies
and requirements. . . .

[Glovernment officials and investigators are blamewor-
thy for not having had policies and practices in place to
protect the rights and interests of human subjects who
were used in research from which the subjects could not
possibly derive medical benefits (nontherapeutic
research in the strict sense). By contrast, to the extent
that there was reason to believe that research might
provide a direct medical benefit to subjects, govern-
ment officials and biomedical professionals are less
blameworthy for not having had such protections and
practices. (Findings 11a and 11c)
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[Slince the end of the Manhattan Project in 1946
human radiation experiments (even where expressly
conducted for military purposes) have typically not
been classified as secret by the government. Nonethe-
less, important discussions of human experimentation
took place in secret, and information was kept secret
out of concern for embarrassment to the government,
potential legal liability, and concern that public misun-
derstanding would jeopardize government programs. In
some cases, deception was employed. In the case of the
plutonium injection experiments, government officials
and government-sponsored researchers continued to
keep information secret from the subjects of several
human radiation experiments and their families, includ-
ing the fact that they had been used as subjects of such
research. Seme information about the plutonium injec-
tions, including documentation showing that data on
these and related human experiments were kept secret
out of concern for embarrassment and legal liability,
was declassified and made public only during the life of
the Advisory Committee. (Finding 17)

ACHRE Recommendations on Apology

The Advisory Committee recommended

[flor subjects who were used in experiments for which
there was no prospect of medical benefit to them and
there is evidence specific to the experiment in which
the subjects were involved that (1) no consent, or
inadequate consent, was obtained, or (2) their selec-
tion as subjects constituted an injustice, or both, the
government should offer a personal, individualized
apology to each subject. (Recommendation 3)

Response

The Administration agrees that the subjects identified by the Com-
mittee were owed an apology by the government. At the ceremony
in which Dr. Faden presented him the report, President Clinton
formally apologized on behalf of the government to the victims of
human radiation experiments. He said,

So today, on behalf of another generation of American
leaders and another generation of American citizens,
the United States of America offers a sincere apology
to those of our citizens who were subject to these
experiments, to their families, and to their communi-

ties.
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When the government does wrong, we have a moral
responsibility to admit it. The duty we owe to one
another to tell the truth and to protect our fellow
citizens from excesses like these is one we can never
walk away from. Our government failed in that duty,
and it offers an apeclogy to the survivors and their
families and to all the American people who must be
able to rely upon the United States to keep its word, to
tell the truth, and to do the right thing.

In addition, former Energy Secretary O’Leary has apologized on
behalf of the government as part of the settlements of individual
cases. The Administration will continue to apologize to subjects and
their families in appropriate cases as they are considered and
settled.

At the same time, the Administration believes that, for most
subjects, the President’s apology on behalf of the government to all
subjects of human radiation experiments is sufficient, as opposed to
pursuing individualized evidentiary investigations, to fulfill the
Committee’s admonition that “an apology should be offered only
where there is evidence specific to an experiment or subject that no
consent, or inadequate consent, was obtained, or the subject’s
selection constituted an injustice, or both.” (Recommendation 3)

ACHRE Recommendations on Financial Compensation

The Advisory Committee recommended that the government provide
financial compensation to subjects of human radiation experiments in
two cases. First, those cases “in which efforts were made by the
government to keep information secret from these individuals or their
families, or from the public, for the purpose of avoiding embarrass-
ment or potential legal liability, or both, and where this secrecy had
the effect of denying individuals the opportunity to pursue potential
grievances.” Second, those experiments, “that for subjects of human
radiation experiments that did not involve a prospect of direct medi-
cal benefit to the subjects, or in which interventions considered to be
controversial at the time were presented as conventional or standard
practice, and physical injury attributable to the experiment resulted.”

The Advisory Committee identified three sets of subjects that fit the
first class of cases: one set of 18 whose identity is known, and two
sets, totaling 52 people, whose identity is not known. The Advisory
Committee did not make conclusive findings about which subjects fit
the second class of cases. Instead, the committee identified several
experiments that might fit the second class of cases, with the
expectation that the government would consider the Committee’s
recommendation in deciding whether to compensate individuals.
(Recommendations 1 and 2)
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Response

The Administration agrees with the Advisory Committee’s recom-
mendation for both classes of cases. The Department of Justice
(DOJ) has worked closely with the Departments to resolve the
claims that have been made in connection with human radiation
experiments, and will, to the extent permitted by law, offer reason-
able financial compensation to subjects of human radiation experi-
ments for which a government agency was responsible and which
fall within the Advisory Committee criteria. If compensation cannot
be offered under existing law in any case which falls under the
ACHRE criteria, the Administration will work with Congress to seek
appropriate legislative relief.

DOJ is using the Federal Tort Claims Act (FTCA) claims process, or
other existing law, to consider compensation as part of the settle-
ment of relevant claims. Thus, individuals can file claims using a
well-established process. At the same time, the government’s policy
is to seek to resolve these claims quickly and fafi;rly, while avoiding To date, DOE and
unnecessary litigation. To further these aims, the government’s DOJ have settled
policy is to use alternate dispute resolution, such as mediation, compensation claims
where appropriate. In considering the issue of compensation, the with the 16 families
critical factors are the extent of physical injury to the subject, the of plutonium injec-
nature of the experiment, and the degree of government involve- tion subjects who
ment. As needed, agencies seek expert advice on scientific and have come forward.
medical issues.

To date, DOE and DOJ have settled compensation claims with the 16
families of plutonium injection subjects who have come forward,
representing compensation to the families of all known subjects
recommended for compensation by the Advisory Committee.

ACHRE Findings and Recommendations on Compensation
of Uranium Miners

The Advisory Committee found that “as a consequence of exposure to
radon and its daughter products in underground uranium mines, at
least several hundred miners died of lung cancer and surviving miners
remain at elevated risk.” o

The miners, who were the subject of government study
as they mined uranium for use in weapons manufactur-
ing, were subject to radon exposures well in excess of
levels known to be hazardous. The government failed to
act to require the reduction of the hazard by ventilating
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the mines, and it failed to adequately warn the miners
of the hazard to which they were being exposed, even
though such actions would likely have posed no threat
to national security. (Finding 16)

The Advisory Committee recommended that the Administration,

together with Congress, give serious consideration to
amending the provisions of the Radiation Exposure
Compensation Act of 1990 relating to uranium miners
in order to provide compensation to all miners who
develop lung cancer after some minimal duration of
employment underground (such as 1 year), without
requiring a specific level of exposure. The Act should
also be reviewed to determine whether the documenta-
tion standards for compensation should be liberalized.
(Recommendation 7)

Response

The Administration agrees that the Radiation Exposure Compensa-
tion Act of 1990 {RECA) does not presently ensure that all uranium
miners who suffered from lung cancer as a result of their mining
employment receive compensation, and that RECA should be
amended to better achieve this goal. The Administration is propos-
ing a bill that would make significant and substantial modifications
to the statutory compensation criteria for lung cancer. The bill will
bring the law into line with current science, and will address some
of the issues of fairness that have been raised about the Act’s cover-
age. The Administration will strongly urge the 105th Congress to
enact this bill.

Proposed legislative changes to RECA: Congress enacted RECA to
provide compensation to certain groups of people who developed
radiation-related diseases as a result of radiation exposure from the
government’s Cold War nuclear weapons program, including mili-
tary and civilian nuclear weapons test participants, and people
living “downwind” of the Nevada Test Site. In addition, the Act
recognizes the tragedy created by the government’s failure to use
available resources to ensure that the companies and individuals
operating uranium mines in Arizona, Colorado, New Mexico, Utah,
and Wyoming between 1947 and 1971 provided adequate ventila-
tion in the mines to reasonably reduce the risk of radon-induced
tung cancer. The Act provides for compensation to some affected
uranium miners, but ACHRE questioned whether the eligibility
requirements for compensation were fair and reflected our present
scientific knowledge about the effects of radon.
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The Administration’s proposed changes to RECA are supported by
an analysis undertaken by an ad hoc committee of government
scientists and attorneys with experience in radiation exposure and
claims. Their analysis is available in a report, Final Report of the
Radiation Exposure Act Committee, which was submitted to the
Human Radiation Interagency Working Group in July of 1996, and
is available on the Internet (www.ohre.doe.gov).

The Administration’s bill proposes amendments in three key areas.

First, current law requires miners to show that they were exposed to

a threshold of 200 working level months of radiation (for nonsmok-
ers) and 300 to 500 working level months (for smokers, depending
on the miner’s age at the date of diagnosis of disease). The
Administration’s bill would substitute new criteria for compensation
based on an updated scientific analysis of risk factors for lung
cancer from uranium mining. Specifically, the criteria include:
cumulative exposure, age at which the miner developed cancer, and
time since last exposure. These criteria would ensure full compensa-
tion to miners with lung cancer where the government’s best
estimate indicates that the miner’s exposure to radiation in the
uranium mines is the probable cause of his or her lung cancer.

The Administration recognizes, however, that there are documented
uncertainties inherent in the process by which the criteria were
generated, including uncertainties in the radiation measurements
used to calculate miners’ exposure. Up to now, the eligibility criteria
in RECA have not accounted for these uncertainties. The adminis-
tration proposes to incorporate known and quantifiable uncertain-
ties into the compensation scheme, so that, in effect, miners are
given the benefit of the doubt. In those cases where it can be con-
cluded that a miner’s exposure to radiation was the cause of his or
her lung cancer only by resolving the uncertainties in favor of the
miner, the Administration proposes to provide partial compensation
to the miner.

The second major change in the Administration’s bill responds to
ACHRE’s concern that conditioning compensation based on specific
radiation exposure levels is too burdensome for some miners to
prove and the historical exposure data are too uncertain a base for
compensation decisions. Under current law, compensation is based
in part on cumulative exposure to radon; the Administration’s
proposal would continue to aliow miners to qualify in this manner,
albeit under new, fairer exposure criteria. The Administration’s bill
would also allow the duration of employment in the mines to be
used as a surrogate for exposure in determining whether a miner
qualifies for compensation. This change reflects the reality that
accurate measurements of radon levels do not exist for many mines,
and that the measurements that do exist do not necessarily record
the miners’ actual exposures.

¢ *“TON LIBRARY
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33



Building Public Trust: Actions to Respond to the Advisory Committee on Human Radiation Experiments

“

ACHRE described
concerns from many

citizens regarding the

administration of
RECA.

34

Third, the proposed bill expands the list of compensable diseases for
the downwinders and the on-site nuclear test participants to reflect
current science. The text of the Administration’s proposed bill and
an analysis of it are attached to this report in Appendix D.

Proposed regulatory changes to RECA: ACHRE described concerns
from many citizens regarding the administration of RECA. These
concerns focussed on the difficulty of the documentation require-
ments and other burdens on those who seek compensation under
the Act. The Administration has undertaken a thorough review of
the regulations with the intention of making them fairer and more
straightforward. While these are the paramount goals, the regula-
tions must also effectively implement the limitations and require-
ments in RECA. The result of these efforts is a set of proposed
changes to the rules that are designed to relieve some of the burden
of those seeking compensation, without sacrificing the accuracy of
the decision as to whether particular claimants qualify for compen-
sation. These regulations will be published shortly.

The Administration expects that, as a result of these legislative and
regulatory changes, additional uranium miners and others will
qualify for compensation.

ACHRE Finding and Recommendation on Compensation
of Other Exposed Populations

The Advisory Committee found “that for both the Green Run (at
Hanford) and the Rala tests (at Los Alamos), where dose reconstruc-
tions have been undertaken, it is unlikely that members of the public
were directly harmed solely as a consequence of these tests.”
(Finding 14)

The Advisory Committee recommended that the Administration,

together with Congress, give serious consideration to
amending the provisions of the Radiation Exposure
Compensation Act of 1990 to encompass other popula-
tions environmentally exposed to radiation from gov-
emment operations in support of the nuclear weapons
program, should information become available that
shows that areas not covered by the legislation were
sufficiently exposed that a cancer burden comparable to
that found in populations currently covered by the law
may have resulted. (Recommendation 5)

LINTON LIBRARY
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Response

The Administration agrees with the Advisory Committee’s concern
for fair treatment of exposed populations. DOE has undertaken .
studies of the communities near the Hanford nuclear facility and at
other sites including Fernald, Savannah River, Rocky Flats, and Oak
Ridge to determine whether there is any increase in cancer resulting
from the operation of DOE facilities. If these studies conclude that
there is an increase in cancer, the government will work with
Congress to amend existing laws to cover those affected. DOE has
provided the General Accounting Office with a list of all studies
currently in process, and an estimated schedule for their comple-
tion.

ACHRE Findings and Recommendations on Compensation
of Veterans

The Advisory Committee found that

some service personnel were used in human experi-
ments in connection with tests of atomic bombs. The
Committee finds that such personnel were typically
exposed to no greater risks than the far greater number
of service personnel engaged in similar activities for
training or other purposes. The Committee further finds
that there is little evidence that the 1953 Secretary of
Defense Nuremberg Code memorandum was transmitted
to those involved with human experiments conducted in
conjunction with atomic testing. However, some of the
requirements contained in the memorandum were
implemented in the case of a few experiments, appar-
ently independently of the memorandum. The Commit-
tee also finds that the government did not create or
maintain adequate records for both experimenta! and
nonexperimental participants. (Finding 12)

The Advisory Committee also concluded that “although there was a -

real possibility that human subjects research had been conducted in

conjunction with the bomb tests, the tests were not themselves

experiments involving human subjects.” The Advisory Committee

further noted that “while the studies all took place in the context of

the atomic bomb, and therefore involved some potential exposure to )

radiation, none of them were designed to measure the biological CLINTON LIBRARY
effects of radiation itself (as opposed to the levels of exposure).” PHOTOCOPRY
The Advisory Committee recommended that the Administration,
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together with Congress, give serious consideration to
reviewing and updating epidemiological tables that are
relied upon to determine whether relief is appropriate
for veterans who participated in atomic testing so that
all cancers or other diseases for which there is a reason-
able probability of causation by radiation exposure
during active military service are clearly and unequivo-
cally covered by the statutes. (The Radiation-Exposed
Veterans Compensation Act of 1988 and the Veterans
Dioxin and Radiation Exposure Compensation Standards
Act) (Recommendation 6)

The Advisory Committee further recommends to the
Human Radiation Interagency Working Group that it
review whether existing laws governing the compensa-
tion of atomic veterans are now administered in ways
that best balance allocation of resources between
financial compensation to eligible atomic veterans and
administrative costs, including the costs and scientific
credibility of dose reconstruction.

Response

The Administration agrees with these recommendations. The VA
will update the epidemiological tables and has reviewed the imple-
mentation of these programs to seek ways to make them fairer and
more efficient.

Hundreds of thousands of veterans were exposed to radiation—
those who were present at atomic tests, those who were part of the
American occupation of Hiroshima and Nagasaki, and many who
were otherwise exposed to radiation in the course of their duties.
The President has recognized the special obligation that we owe the
men and women who have served their country in the Armed
Forces. The President recently said

. . . [Olur country can face up to the consequences of
our actions . . . we will bear responsibility for the
harm we do, even when the harm is unintended . . .
we will continue to honor those who served our
country and gave so much. Nothing we can do will
ever fully repay the . . . veterans for all they gave and
all they lost . . . but we must never stop trying.

CLINTON LIBRARY
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It is in this spirit that the Administration has considered radiation
exposure issues related to veterans.

Current law authorizes comprehensive VA health care for veterans

who were either atomic test participants or who served in the

postwar occupation of Hiroshima or Nagasaki, and who suffer from %
radiogenic diseases (diseases caused by radiation). This care is

provided, free of charge, regardless of whether these veterans’

diseases are determined to have resulted from radiation exposure

during service.

Veterans are also eligible for compensation based on their radiation
exposure during their service if they have radiogenic diseases and
their claims otherwise meet the criteria for benefits. In determining
whether certain claimants qualify for compensation, VA uses
radioepidemiological tables. The Advisory Committee recommended
that these epidemiological tables be updated to reflect the latest
scientific information. The government will contract with preemi-
nent scientists to update the tables. The project is expected to take
approximately 2'/2 years. The Departments are considering a pro-
posal from the Institute of Medicine, part of the National Academy
of Sciences, to accomplish this update. The updated tables will more
accurately identify whether there is a reasonable probability that S —
certain diseases were caused by radiation exposure.

The government
Implementing existing law: The Advisory Committee also recom- will contract with
mended that the Administration examine and respond to the criti- preeminent scientists
cisms that have been made of VA's implementation of existing
. . X to update the
compensation laws. The Advisory Committee noted numerous : ; .

. i S epiderniological tables
concerns voiced about the claims process. The Administration takes d for determini
these concerns seriously, and has taken several steps to respond. At used f or Celermining

probability of radia-

the same time, the Administration has found that in some cases the
system strikes a reasonable balance among the legitimate goals of
fairness, speed, and accuracy in the decisions made by VA.

tion-induced disease.

First, reported concerns included whether the list of diseases for
which compensation is available is fair. VA currently provides
benefits for veterans exposed to radiation based on two separate
statutory schemes. The Radiation-Exposed Veterans Compensation
Act of 1988 provides that if a veteran has a disease listed in the -
statute, and meets the criteria for exposure, the veteran is entitled to
benefits. This, for qualified veterans, the list of compensable dis-
eases establishes a presumption of a service connection. This
approach has the advantage of simplicity and goes as far as possible
toward providing the benefit of doubt to the claimant. It does,
however, qualify some people for benefits for whom there is a low CLE\H(())'PQIE;I%%RY
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probability of a connection between their in-service exposure to
radiation and their disease.

Radiation-exposed veterans may also seek benefits under the Veter-
ans Dioxin and Radiation Exposure Compensaticn Standards Act.
Regulations issued pursuant to this Act require a determination that
the disease is both radiogenic and connected to the type and
amount of radiation the veteran was exposed to during service. The
implementing regulations include a list of diseases that claimants
do not have to prove were caused by radiation. HHS’ epidemiologi-
cal tables then provide additional information to help VA adjudicate
claims and provide some measure of predictability for claimants.
This approach has the potential to be scientifically more accurate in
determining service connection. It has, however, been criticized for
a variety of reasons, including that the epidemiological tables are
out of date, the system creates a difficult burden of proof, and the
process is expensive for claimants and the government.

The Administration has taken steps to make this claims process
work better. In September of 1996, the Department of Veterans
Affairs proposed to include all forms of cancer in the list of diseases

. recognized as radiogenic. This proposal would mean that each

claim will be evaluated based on an individual’s estimated dose and
all other pertinent information, but will no longer require a show-
ing that the cancer is radiogenic. In addition, the Administration
has worked with the Veterans Advisory Committee on Environmen-
tal Hazards (VACEH), an independent panel that reviews the scien-
tific literature related to radiation-induced disease, to determine
whether other diseases should be added to the list of diseases.
Transcripts of VACEH’s discussions and citations to the scientific
papers they considered are available from VA. As new information
becomes available, the VACEH will review it carefully and advise
the Secretary if changes in VA’s regulations are warranted.

ACHRE noted that many have raised questions about the level of
investment in dose reconstruction and scientific investigation
compared to the amount spent compensating veterans. The
Administration’s view is that we owe veterans both a complete look
at the facts and compensation for service-connected disease. VA and
DOD have invested heavily in making sure that full and fair infor-
mation is available for every veteran who may have been exposed to
radiation during service. The dose reconstructions, including their
methodology, have been independently peer-reviewed. Every vet-
eran who seeks compensation needs this information, and it can be
enormously frustrating for veterans when the information is incom-
plete or indeterminate. The principal reason the government has
spent more on dose reconstruction than on compensation is that the

it e LIBRARY
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dose reconstruction has suggested that most veterans were exposed
1o levels not expected to cause a significant increase in risk for
disease. Unfortunately, there is no shortcut to this information, and
it has been expensive to develop.

ACHRE noted that complaints have been raised about the appeals
process for radiation-related claims. VA recognizes it must do a
better job to meet veterans’ needs, and is taking steps to improve
compensation claims processing. For example, VA is redesigning the
claims process to provide a partnership among the veteran making a
claim, the veteran’s representative, and the VA employees process-
ing the claim. VA will discuss the claim, issues that arise, and'
evidence needed. Once a decision is made, VA will discuss it with
the veteran and the veteran’s representative, and if necessary, will
provide help framing the claim for any appellate review. VA believes
that this personal interaction will lead to better and faster decisions
and wil! provide a transparent claims process.

VA remains open to other reforms that will make the process of
deciding claims fairer and more streamlined.

ACHRE Finding and Recommendations on Compensation

of Marshall Islanders

VA recognizes it must

The Advisory Committee found that do a better job to
meet veterans’ needs,
[a]s a consequence of a U.S. hydrogen bomb test and is taking steps to
conducted in 1954, several hundred residents of the improve compensa-

Marshall Islands and the crew of a Japanese fishing
boat developed acute radiation effects. Some of the
Marshall Islanders subsequently developed benign
thyroid disorders and thyroid cancer as a result of the
radiation exposure. Surviving Marshallese also may
remain at elevated risk of thyroid abnormalities. (Find-
ing 16)

tion claims process-
ing.

The Advisory Committee recommended that the U.S. Government
should continue the current medical monitoring and treatment pro-
gram for citizens of the Marshall Islands as long as any member of the
exposed population remains alive. In addition, ACHRE recommended
that the Administration consider adding the populations of other
exposed atolls to the south and east; that the Administration involve
the Marshall Islanders in the design of any further medical research
conducted on them; and that the Administration establish an inde- CLINTON LIBRARY
pendent panel to review the adequacy of the current monitoring and PHOTOCOPY
treatment program. (Recommendation 8)
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Response

The Administration recognizes the difficulties and inequities in the
current program of medical care for the Marshall Islands and funda-
mentally agrees with ACHRE’s recommendations. The recommenda-
tions address the scope and effectiveness of programs designed to
provide benefit to citizens of the Marshall Islands because of their
exposure to radioactive fallout from atmospheric tests. Before
discussing the particular recommendations that ACHRE put for-
ward, it is appropriate to set out the Administration’s vision for the
implementation of these programs. DOE has undertaken a reorienta-
tion of the Republic of the Marshall Islands (RMI) programs to
support more local involvement and control over the resources
made available as a part of this program. This reorientation means
open discussion between the U.S. Government and the Marshallese
regarding resources available for, and realistic goals of, this pro-
gram, along with better coordination of DOE and Department of
Interior (DOI) programs. These tasks are underway.

The heads of delegations of the Government of RMI, the DOE, and
the U.S. Departments of State and Interior held a meeting in May
1996. A Joint Communiqué was signed that outlined a path forward
to address the basic ACHRE issues of concern to the Marshall
Islands people.

At a subsequent meeting on June 7, 1996, a 30-day action plan was
mutually agreed upon. This action plan establishes objectives for
eight working groups and a time table for achieving these defined
objectives. These objectives include how best to include RMI in
decisionmaking on future direction of programs and in evaluating
the DOE Marshall Islands medical program.

The Republic of the Marshall Islands decided to address all eight
working group issues by hosting a meeting in Majuro, Marshall
Islands, on January 29-31, 1997. The U.S. Government (USG)
agreed to fully address four of the working group issues and to
discuss issues in the other four working groups, with meetings of
these working groups to follow at a later time. The meeting was
conducted as bilateral discussions with decisions reached, successes
achieved, and forward actions identified to meet the objectives of
the four working groups held. The meeting was attended by the
leaders of the RMI Government and Local Atoll Government Coun-
cils. The U.S. Government was represented by the DOE and their
contractors, as well as the Departments of State and Defense.

The major outcome of the January Majuro meeting was the develop-
ment of a joint USG/RMI committee to deal collectively with the
four working groups issues related to the redesign of the current
medical delivery process for the Rongelap and Utirik exposed

Lo " o -,i....idRARY
PHOTOCOPY



sy

Part 3: Righting Past Wrongs

community. The Marshall islands called for an open competitive
process that would provide a more community-based medical
delivery program on a more frequent basis than the current twice-
yearly medical missions. The Committee set an accelerated time-
table to have an instrument for open competition published in the
Federal Register by mid-1997 with a new medical delivery process in
place by the latter part of calendar year 1998,

An independent review of the DOE Marshall Islands Medical Pro-
gram is still under discussion. At the request of the Government of
RMI, the mechanism for such a review is being reevaluated. RMI
has requested a broader historical review that might be done by the
National Research Council/National Academy of Sciences. The
Department is considering the use of a Blue Ribbon Panel as
another possible mechanism for this review.

DOE is also working with the RMI to systematically review and
collect historical documents which will help to complete the record
of U.S. atmospheric testing in the Marshall Islands and the impact
on its people. As part of this effort, DOE is also providing support to
facilitate Marshallese access to these and previously collected
documents. Documents are being scanned into an electronic re-
trieval system available via the Internet that makes it possible to
search many documents of direct pertinence to the RMI concerns.

As ACHRE recommended, the Administration plans to continue to
support the current monitoring and treatment program. This pro-
gram is an important element of our nation’s commitment to those
who were harmed by the atomic testing program.

As ACHRE recommended, the Administration has considered
whether additional populations should be included in this program.
Extensive analyses to date of radiation exposures in the Marshall
Islands have indicated that the exposures to inhabitants of Ailuk
and other northern Marshall Island atolls were a factor of 30 to 90
times less than at Rongelap and about 10 to 25 percent of those at
Utirik, based upon external dose measurements and on estimates of
thyroid doses. Consequently, the Administration does not believe
that additional populations should be added to the medical surveil-
lance program. The connection between radiation exposure and-
thyroid disease is the subject of several ongoing studies sponsored
by DOE and managed by CDC. If these or other studies reveal new
data to indicate that residents of atolls south and east of Bikini,
other than Rongelap and Utirik, are at a significantly increased

health risk, DOE will propose any needed expansion of the current CL

medical surveillance program.

DOE is also working
with the RMI to
systematically review
and collect historical
documents which will
help to complete the
record of U.S. atmo-
spheric testing in the
Marshall Islands and
the impact on its
people.
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REMARKS BY PRESIDENT WILLIAM J. CLINTON IN
ACCEPTANCE OF HUMAN RADIATION FINAL REPORT

October 3, 1995
Old Executive Office Building

Let me begin with a simple thank you to everyone who participated
in this extraordinary project and to everyone who supported them.

I want to thank Secretary O’Leary for her extraordinary devotion to
this cause. And you heard in her remarks basically the way that she
views this. It’s a part of her ongoing commitment to finish the end
of the Cold War. And perhaps no Energy Secretary has ever done as
much as she has to be an advocate, whether it is for continued
reforms within the Energy Department or her outspoken endorse-
ment of the strongest possible commitment on the part of the
United States to a Comprehensive Test Ban Treaty, which I believe
we will achieve next year in no small measure thanks to the sup-
port of the Secretary of Energy.

And, of course, I want to thank Dr. Ruth Faden for her extraordinary
commitment of about a year and a half of her life to this unusual
but important task.

And all of you who served on the committee—I remember the first
time we put this committee together. 1 do thank you so much for
the work you have done.

I saw this committee as an indispensable part of our effort to restore
the confidence of the American people in the integrity of their
government. All of these political reform issues to me are inte-
grated. When I became the President, I realized we had great new
economic challenges, we had profound social problems, that a lot of CLINTON LIBRARY
these things had to be done by an energized American citizenry, but PHOTOCOPY
that our national government had a role to play in moving our
country through this period of transition. And in order to do it, we
needed to increase the capacity of the government to do it through
political reform, but we also needed, as much as anything else, to
increase the confidence of the American people that, at the very
least, they could trust the United States Government to tell the truth
and to do the right things.



Building Public Trust: Actions to Respond to the Advisory Committee on Human Radiation Experiments

A-2

So you have to understand that, for me, one reason this is so impor-
tant is that 1 see it as part of our ongoing effort to give this govern-
ment back to the American people—Senator Glenn’s long effort to
get Congress to apply to itself the same laws it imposes on the
private sector—the restrictions that I imposed on members of my
administration in high positions for lobbying for foreign govern-
ments; and when the lobby bill failed in the Congress, I just im-
posed it by executive order on members of the Executive Branch.
All these efforts at political reform, it seems to me, are important.

But none of these efforts can succeed unless people believe that they
can rely on their government to tell them the truth and to do the
right thing. We have declassified thousands of government docu-
ments, files from second world war, the Cold War, President
Kennedy’s assassination. These actions are not only consistent with
our national security, they are essential to advance our values.

So, to me, that’s what this is all about. And to all those who repre-
sent the families who have been involved in these incidents, let me
say to you, I hope you feel that your government has kept its com-
mitment to the American people to tell the truth and to do the right
thing.

We discovered soon after I entered office that with the specter of an
atomic war looming like Armageddon far nearer than it does today,
the United States government actually did carry out on our citizens
experiments involving radiation. That’s when 1 ordered the creation
of this committee. Dr. Faden and the others did a superb job. They
enlisted many of our nation’s most significant and important medi-
cal and scientific ethicists. They had to determine first whether
experiments conducted or sponsored by our government between
1944 and 1974 met the ethical and scientific standards of that time
and of our time. And then they had to see to it that our research
today lives up to nothing less than our highest values and our most
deeply-held beliefs.

From the beginning, it was obvious to me that this energetic com-
mittee was prepared to do its part. We declassified thousands of
pages of documents. We gave committee members the keys

to the government’s doers, file cabinets and safes. For the last year
and a haif, the only thing that stood between them and the truth
were all the late nights and hard work they had to put in.

This report I received today is a monumental document—in more
ways than one. But it is a very, very important piece of America’s
history, and it will shape America’s future in ways that will make
us a more honorable, more successful and more ethical country.

CLINTON LIBRARY
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What this committee learned I would like to review today with a
little more detail than Dr. Faden said, because I think it must be
engraved on our national memory. Thousands of government-
sponsored experiments did take place at hospitals, universities, and
military bases around our nation, The goal was to understand the
effects of radiation exposure on the human body.

While most of the tests were ethical by any standards, some were
unethical, not only by today’s standards, but by the standards of the
time in which they were conducted. They failed both the test of our
national values and the test of humanity.

In one experiment, scientists injected plutonium into 18 patients
without their knowledge. In another, doctors exposed indigent
cancer patients to excessive doses of radiation, a treatment from
which it is virtually impossible that they could ever benefit.

The report also demonstrates that these and other experiments were
carried out on precisely those citizens who count most on the
government for its help—the destitute and the gravely ill. But the
dispossessed were not alone. Members of the military—precisely
those on whom we and our government count most—they were
also test subjects.

Informed consent means your dactor tells you the risk of the treat-
ment you are about to undergo. In too many cases, informed con-
sent was withheld. Americans were kept in the dark about the
effects of what was being done to them. The deception extended
beyond the test subjects themselves to encompass their families and
the American people as a whole, for these experiments were kept
secret. And they were shrouded not for a compelling reason of
national security, but for the simple fear of embarrassment, and that
was wrong.

Those who led the government when these decisions were made are
no longer here to take responsibility for what they did. They are not
here 1o apologize to the survivors, the family members or the
communities who’s lives were darkened by the shadow of the atom
and these choices.

So today, on behalf of another generation of American leaders and
another generation of American citizens, the United States of

America offers a sincere apology to those of our citizens who were
subjected to these experiments, to their families, and to their com- CL'NTONO%%%RY
munities. : PHOT
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When the government does wrong, we have a moral responsibility
to admit it. The duty we owe to one another to tell the truth and to
protect our fellow citizens from excesses like these is one we can
never walk away from. Our government failed in that duty, and it
offers an apology to the survivors and their families and to all the
American people who must—who must be able to rely upon the
Untied States to keep its word, to tell the truth, and to do the right
thing.

We know there are moments when words alone are not enough.

That’s why I am instructing my Cabinet to use and build on these
recommendations, to devise promptly a system of relief, including
compensation, that meets the standards of justice and conscience.

When called for, we will work with Congress to serve the best

needs of those who were harmed. Make no mistake, as the commit-
tee report says, there are circumstances where compensation is
appropriate as a matter of ethics and principle. I am committed to
seeing to it that the United States of America lives up to its responsi-
bility.

Our greatness is measured not only in how we so frequently do
right, but also how we act when we know we’ve done the wrong
thing; how we confront our mistakes, make our apologies, and
take action.

That’s why this morning, I signed an executive order instructing
every arm and agency of our government that conducts, supports,
or regulates research involving human beings to review immedi-
ately their procedures, in light of the recommendations of this
report, and the best knowledge and standards available today, and
to report back to me by Christmas.

I have also created a Bioethics Advisory Commission to supervise
the process, to watch over all such research, and to see to it that
never again do we stray from the basic values of protecting

our people and being straight with them.

The report I received today will not be left on a shelf to gather dust.
Every one of its pages offers a lesson, and every lesson will be
learned from these good people who put a year and a half of their
lives into the effort to set America straight.

Medical and scientific progress depends upon learning about
people’s responses to new medicines, to new cutting-edge treat-
ments. Without this kind of research, our children would still be

CLINTON LIBRARY
PHOTOCOPY



Appendix A

S

. and other killers. Without responsible radiation
10 ]dn’t be making the progress we are in the war on
ou ontinue to research, but there is a right way

it.

dying from pol
research, we W
cancer. We have 10 €

and a wrong way to 40
» review boards, there are regulations that

itizens .
There are local C!g?ormed consent and ensure that experiments are
estagllsh (fr?g‘ecfa l]ly But in overseeing this necessary research, we
conducted etil gy

nce.

must never relax our vigila
ces in science and technology demand that
ethical watchlight burning. No matter how
nge, it can never outrun our core convictions
well as a nation for more than 200 years now,

scientific revolutions.

The breathtaking advan

we always keep our
rapid the pace of cha
that have stood us SO ¢
through many differen

. . the test of our times—that as science and
I believe we will mgitr ethical conscience will grow, not shrink,
;et;hnology evolvte, community right-to-know, our entire battery of
e;lsonpeld consent, " octions—all these grew up in response to the
heai?t:lgngliﬁzlaﬁi tarian crises of this 20th century. They are proof
that we are equal to our challenges.

) . . o]y objective. It emerges frorq the crucible of
lslﬁf:r(i:e 1}5 not eVE:aﬁg‘eg an personal experience. Times of crisis
and fe:a c:rcurllllsf rth pad science, even science we know in retro-
cpect tQrbcan cathigal Let us remember the difficult years chronicled
g repeo ;nznd th-i nk about how good people could have done
things that we know were Wrons-
Let s an internal reminder to hold humility and
morg}e:: cgziizgi‘i;—tve i‘; higher esteem than we do the latest devel-
opment in technol Oy us remember, too, that cynicism about
government has roo%g .in historical circurpstances. Becausg of
Stonewallings and evasions in the past, times when a family mem-

I Or a neighbor suffered an injustice and had nowhere to turn and
 couldry oD some Americans lost faith in the prom-
couldn’t even get the facts,

i of our democracy. Govemrqent was very powerful, but very far
- #Way and not trusted to b€ ethical.

S6 toda . Jves accountable for the sins of the past, I
| m)c:'r: {ﬁ;‘;‘;‘;gﬁfge&]se, we are laying the foundation stone
Bt anew era. Good people; like these members of Congress who
bave labored on this ﬂ’ssue for a long time, and have devoted their
IS to trying to do the right thing, and havipg people jugtifiably
&] tonfidence in the work of their representatives. They will
on lement these recommendations.

.

tinue to work to see that we imp

CLINTON LIBRARY
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And under our watch, we will no longer hide the truth from our
citizens. We will act as if all that we do will see the light of day.
Nothing that happens in Washington will ever be more important in
anyone’s life affected by these experiments, perhaps, than these
reports we issue today. But all of us as Americans will be better off
because of the larger lesson we learned in this exercise and because
of our continuing effort to demonstrate to our people that we can be
faithful to their values.

Thank you very much.

CLINTON LIBRARY
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ACCESS TO RECORDS AND INFORMATION RELATING T0
HUMAN RADIATION EXPERIMENTS

Advisory Committee on Human Radiation Experiments (ACHRE)
Collection at the National Archives, College Park

Overview: 665 cubic feet of records from the Advisory Committee on
Human Radiation Experiments have been deposited at the National
Archives and made part of Record Group 220, Presidentia] Commit-
tees, Commissions, and Boards. The collection can be accessed
through the Archive’s Textual Reference Branch located at Archives
II, 8601 Adelphi Road, College Park, Maryland. The phone number
is (301) 713-7250.

The collection consists primarily of documents collected from
Federal agencies and other sources during the Committee’s research
process, but also includes the Committee’s administrative files,
meeting documentation, notes, and other records generated by the
staff.

Organization: The ACHRE collection is divided into 12 major series.
The series of primary interest to most researchers is the Research
Collection Series, which consists of two major components—the
Archives file and the Library file. The Archives file represents the
primary documents collected from agencies and other sources; the
Library file encompasses secondary sources, such as journal articles
and published reports. The Archives file is organized by accession
number. Each depoesit of records to ACHRE was assigned an acces-
sion number which consists of an acronym for the document
source, the deposit date, and an alpha designator which represents
the sequence of deposits from that source on that date; e, =
DOD-062194-C represents the third Defense Department deposit of
June 21, 1994, An accession may consist of one document or

several boxes of documents. CLINTON LIBRARY

PHOTOCOPY
Finding Aids at the Archives: Paper copy finding aids are found in
five binders at the National Archives. The finding aids provide basic
access to the 12 records series. The finding aid for the Archives file
identifies the current box number for each accession number.

Copies of the ACHRE Final Report and supplemental volumes are 51
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also available. Supplemental Volume 2A includes a complete listing
of all accessions in the Archives collection, of all publications in the
Library collection, of all experiments identified by ACHRE, and of
individual documents within each accession which were specifically
described, including those cited in the Final Report. Volume 2A also
includes indexes of this data sorted in several ways, such as by
subject. The electronic index to the collection is not available to
researchers at NARA.

Other Finding Aids to the ACHRE Collection: The Lotus Notes data-
base created by the Advisory Committee is available to researchers
at the National Security Archive, a private nonprofit organization,
located in the Gelman Library at George Washington University,
(202) 994-7000. However, some familiarity with Lotus Notes may be
necessary for a researcher to search the database.

The National Security Archive also maintains a Web site for ACHRE
information (www.seas.gwu.edu/nsarchive/radiation/). The site
includes information such as transcripts and related materials for
Committee meetings, the text of the Final Report, and the complete
listing of the research document (archives) coliection, publications
(library) collection, and experiments. Word searches can be per-
formed using the capabilities of an Internet browser (such as .
Netscape).

Barriers to Access: The ACHRE collection at the National Archives
has material protected by the Privacy Act interspersed throughout.
As a result, most boxes of records must be screened by Archives
staff to remove this material prior to being provided to researchers.
The Archives has indicated that it needs at least 1 week of lead time
for any requests which involve more than a few folders, to allow
time to review the requested material. In some cases, it can take up
to several months. Researchers are asked to be as specific as pos-
sible in their requests.

Please note that it may be difficult to locate a specific document
within an accession because the documents have not been assigned
individual document identifiers (i.e., document numbers). It may be
necessary to review an entire accession to locate the desired docu-
ment.

Other Resources

DOE Office of Human Radiation Experiments (OHRE) Home Page
(www.ohre.doe.gov): OHRE created a Web site in early 1995 to make
its human radiation experiment document collection and other
important information readily available to the public. The site
provides access to the text of OHRE’s publications—the Roadmap,
the Experiment List, and a series of oral histories conducted by

CLINTON LIBRARY
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OHRE (See List of Publications, below)—as well ag other material of
interest such as the transcript of a stakeholder’s workshop held in
February 1996. The text of the Advisory Committee Report is also
accessible from this home page. This site also provides links to
other relevant sites, including all those referenced in thjs document.

The major feature of the home page is the Human Radiation Experi-
ments Information Management System (HREX), which was devel-
oped by DOE to provide users with the ability to conduct full-text
searches of its 250,000 page historical document collection and to
retrieve images of those documents. All documents placed on the
Web have been screened for Privacy Act material and personal
identifiers have been removed (redacted). Each document in the
collection has been assigned a unique document number and
identified with provenance (source) information. The original copy
of the document is maintained by the facility or institution identi-
fied in the provenance information. Please note that most, but not
all, of the documents provided to the Advisory Committee are in
HREX. The exceptions are a small number of documents retrieved
by Committee staff directly from DOE sites and not processed
through OHRE.

Interagency HREX (hrex.dis.anl.gov): In November 1996, a new
version of HREX was made available to the public. This enhanced
version of HREX allows access to historical documents collected by
other agencies involved in the Interagency Working Group (Depart-
ment of Defense, Department of Health and Human Services,
Department of Veterans’ Affairs, Central Intelligence Agency, and -
the National Aeronautics and Space Administration). As above, all
documents placed in the Interagency HREX are screened for
material protected by the Privacy Act, and personal identifiers are
removed (redacted). This interagency system currently has more
than 300,000 pages of documents (including the DOE documents)
and when completed will contain approximately 500,000 searchable
pages. .

The Coordination and Information Center (CIC): Paper copies of all
DOE documents found in HREX are stored at the CIC in Las Vegas,
NV. Paper copies of all DOD’s documents have recently been trans-
ferred there as well. In addition to its holdings related to human
radiation experiments, the CIC possesses a large collection of docy-
ments from the era of atmospheric atomic weapons testing. To
request documents, contact the CIC in writing at P.O. Box 98521,
Las Vegas, NV 89193-8521 or by phone at (702) 295-0731. Small
numbers of documents can be printed off the Internet, but large
volume requests for paper documents are better directed to the CIC.
Individuals may access unredacted documents about themselves or
about their next-of-kin from the CIC if they provide proof of identity.

CLINTON LIBRARY
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The complete index of DOE holdings at the CIC (including the
human radiation experiments collection) is available on the Internet
via OpenNet (apollo.osti.gov/html/osti/opennet/opennetl.html).
OpenNet, sponsored by the DOE Office of Declassification, also
provides bibliographic information on recently declassified DOE
documents and other document collections.

DOE Public Reading Rooms: Redacted paper copies of all documents
located by DOE facilities as part of the human radiation experiments
search and included in HREX have also been deposited in the public
reading room for that facility.

List of Publications

L.

Final Report: Advisory Comunittee on Human Radiation
Experiments was released in October 1995, and includes the text
of the report (over 900 pages) plus three supplemental volumes.
Copies can be obtained from the U.S. Government Printing Office,
(202) 512-1800. The text of the report is also accessible on the
Internet through several sources including the OHRE and ACHRE
sites described above.

. The Human Radiation Experiments: Final Report of the

President’s Advisory Committee was also published in one volume
by Oxiord University Press in 1996. While this book does not
include the supplemental volumes, it does contain President
Clinton’s remarks on accepting the final report of the Committee
and a useful index. Copies can be obtained in bookstores or
directly from Oxford University Press.

. Human Radiation Experiments: The Department of Energy

Roadmap to the Story and the Records, released in February 1995
by DOE’s Office of Human Radiation Experiments (OHRE),
includes project background, site histories, records series
descriptions, topical essays, and a preliminary list of experiments.
Hard copies of this report (DOE-EH-0445) are available from
DOE’s Office of Public Inquiries at (202) 586-5575. The report is
also available on the World Wide Web (www.ohre.doe.gov).

. Human Radiation Experiments Associated with the United States

Department of Energy and its Predecessors, teleased in July 1995
by OHRE, contains a listing, description, and selected references
for 435 documented human radiation studies dating back to
World War II. Hard copies of this report (DOE-EH-0491) are
available from DOE'’s Office of Public Inquiries at (202) 586-5575.
The report is also available on the World Wide Web
(www.ohre.doe.gov).

CLINTON LIBRARY
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5. Human Radiation Studies: Remembering the Early Years,
completed November 1995 by OHRE, consists of 3 29-part series
of oral histories whose purpose is to enrich the decumentary
record, provide missing information, and allow an opportunity
for the researchers to provide their perspective. A descriptive
brochure, which lists all of the subjects of the oral histories and
provides brief background on each, as well as copies of the
individual oral histories, are available from OHRE at
(202) 586-8439. The oral histories are also available on the World
Wide Web (www.ohre.doe.gov).

6. Radiation Protection and the Human Radiation Experiments; Los
Alamos Science, Number 23, 1995, is a special issue of this
journal which discusses the work and the findings of the
Laboratory’s Human Studies Project Team. The team was formed
to address questions concerning the ethics and conduct of human
radiation experiments that were carried out by Los Alamos
researchers from the Manhattan Project days through the 1960s.
The report is available from Los Alamos Science, Mail Stop M?708,
Los Alamos National Laboratory, Los Alamos, NM 87545 or on
the World Wide Web (lib-www.lanl.gov/pubs/numberz3.htm).

7. The Department of Defense Report on the Search for Human
Radiation Experiment Records, 1944-1 994, March 1997, covers,
among other topics, DOD human subjects protection policy,
total-body and partial-body irradiation studies, nasopharyngeal
irradiation therapy, and radiological warfare. It is published by
the Office of the Assistant to the Secretary of Defense for
Nuclear, Chemical, and Biological Defense Programs and is
available through the National Technical Information Service,
Springfield, VA 22161.

8. Central Intelligence Agency Inspector General Report of
Investigation, Agency Human Subject Research, April 26, 1995.
This report can be obtained from the Information and Privacy
Coordinator of the CIA, at (703) 613-1287. The report is also
available on the World Wide Web (hrex.dis.anl.gov).

9. The Arctic Aeromedical Laboratory’s Thyroid Function Study:
A Radiological Risk and Ethical Analysis, National Academy’
Press 1996. This report can be ordered from the National
Academy Press, 2101 Constitution Ave., N.W., Box 285, CLINTON LIBRARY
Washington, D.C. 20055 or via telephone at 1-800-624-6242. PHOTOCOPY
It can also be found on the National Academy Press Web Site
(www.nap.edu/readingroom/).

10. S. Hrg, 104-588, Hearing before the Committee on Governmental
Affairs, United States Senate, March 12, 1996. Human Radiation

Experiments.
B-5
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CURRENT AGENCY ACTIVITIES RELATING TO IMPROVING
HUMAN SUBJECTS RESEARCH PROTECTIONS

The following are specific activities that have been undertaken by
agencies involved in the human radiation experiments effort in
relation to, or as a result of, their review of current human research
in light of the Advisory Committee recommendations.

The Department of Energy

* Revised and updated the DOE Human Subjects Research Hand-
book (2nd Edition). The handbook specifically addresses issues
raised by the Advisory Committee on informed consent and
classified research as well as all other areas of human subjects
protections and provides regulations, resources, and models. The
manual has been distributed throughout DOE and to other parts
of the government as well,

* Has begun a program of regular site visits to its facilities perform-
ing human subjects research, for education and review. Each site
will be visited approximately once every 3 years. Five laborato-
ries and three field offices were visited by a team in 1996.

* Requested all DOE laboratories to provide a sample of current
informed consent documents. These were reviewed to improve
and menitor the quality of these documents and a similar request
will be made in late 1997. .

* Has begun drafting three mode! informed consent documents
that will be sent to all sites to adapt and use, one for genetic
research, one for biomedical research, and one for human factors
research.

* Requested all laboratories to provide plans that detail local
education activities to improve the human subjects research CLINTON LIBRARY
review system. This request will be updated during FY 1997. PHOTOCOPY

* Put DOE’s Fiscal Year 1995 and 1996 Human Subjects Database
on the Internet.
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Updated the DOE Human Subjects Research Home Page with
access to all DOE information, contacts, and resources. These
include information about educational workshops and confer-
ences related to generic human subjects research issues.
(www.er.doe.gov/production/cher/humsubj/index.html}

Continued the twice-yearly meetings of DOE-wide human
subjects working group. The DOE human subjects research
newsletter, Protecting Human Subjects, is widely distributed
twice-yearly both inside and outside the agency.

Sponsored a large, interagency human subjects workshop to
highlight the ACHRE report and other bioethical issues. This
ongoing series is undertaken every other year. The meeting in
June 1997 is on “Human Subjects and Genetics Research: The
Changing Landscape.”

Is joining NIH and VA in co-sponsoring a research program on
the informed consent process.

The Department of Defense

Reviewed in detail existing DOD policies and procedures for the
protection of human research subjects and has undertaken
extensive revision of DOD Directive 3216.2, “Protection of
Human Subjects in DOD Supported Research.”

Implemented changes to current policies that:

- Adopt investigator assurances of familiarity with the
Nuremberg Code, the Belmont Report, the Commeon Rule, and
related requirements;

- Incorporate research ethics into graduate medical education
curricula at Military Department teaching hospitals;

- Include specific language in the revised directive that would
emphasize the expedited review process for certain categories
of minimal risk research that are detailed in the Common Rule
(32 CFR 219);

- Require education in human subjects regulations at the execu-
tive level of training for commanders and senior civilians who
may be involved in human subjects research and for individual
investigators, IRB members, research administrators, and
support personnel; and »

CLINTON LIBRARY
PHOTOCOPY

[ S



Appendix €

- Ensure that officers and senior NCOs (non-commissioned
officers) in the chain of command not be present during
research recruitment briefings of personnel under their com-
mand, and that an ombudsman be present at group recruit-
ment briefings,

The National Aeronautics and Space Administration

* Established an external Bioethics Policy Task Force to review all
NASA human use research policies and procedures, chaired by
Baruch Brody, Ph.D., Leon Jawarski Professor of Biomedical
Ethics and Director of the Center for Ethics, Medicine and Public
Issues at Baylor College of Medicine. The final report of the Task
Force was provided on February 14, 1996. In collaboration with
the Task Force, NASA enhanced the conduct of human subjects
research so that it satisfies the requirements both of the Federal
Common Rule and of the highest principles of research ethics.

* Updated the NASA Management Instruction (NMI) on the con-
duct of Human Research, issued on August 8, 1995, to reflect the
Federal Common Rule and incorporate the relevant recommenda-
tions reflected in the Advisory Committee’s Final Report. NASA
Headquarters has also established a process for oversight and
assurance. An Agency Authorizing Official has been named for
the authorization of human research and the protection of hu-
man subjects. Documentation of assurance of human subjects
protection is required every 5 years, from all nine NASA Field
Installations and the Jet Propuision Laboratory, if the Center is
conducting human subjects research. Centers not conducting
such research must recertify by letter every year.

* Conducted internal reviews at Headquarters, Johnson Space
Center, and Ames Research Center to ensure that elements of the
Common Rule and Advisory Committee recommendations were
incorporated into agency and center instructions,

* Because much of its future Space research will be conducted with
its partners on the International Space Station, has conducted the
first in a series of forums to inform NASA’s international bio-
medical community on issues related to the ethics of human
subjects research. These workshops will effect a transnational
understanding of the sensitivity to ethical issues in human
research and ensure that all international partners support
common ethical principles regarding the protection of human
subjects. A common consent form for use on the International
Space Station was agreed upon and will undergo periodic review,

* Initiated ethics forums on the Common Rule and protection of
human subjects for its domestic biomedica] research community.

CLINTON LIBRARY
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The Central Intelligence Agency

Obtained the services of a prominent ethicist from the academic
community to become a permanent voting member of the
Agency’s Human Subjects Research Panel (HSRP).

Revised agency regulations to indicate that all research carried
out or sponsored by the Agency that utilizes human subjects
shall be brought to the HSRP for approval. The Chairman must
certify as exempt or approve a research proposal before it can
proceed; final approval rests with the Agency Director.

Disseminated an agency bulletin to all employees specifying the
rationale and function of the panel and necessity of referring
human subjects research to it for approval.

Revised the Agency’s Contracting Manual to guarantee that HSRP
approval is obtained prior to approval of any contract involving
human subjects research.

The Department of Health and Human Services

Coordinates Interagency Request for Applications from research-
ers, to develop new knowledge related to the informed consent
process.

Expanded technical assistance to IRBs at institutions receiving
DHHS research funds, by means of 12 to 24 site visits per year.

Increased activities to improve the procedures for protecting
human subjects. For example, CDC is developing an online
education system in research integrity and ethics that will be
mandatory for investigators.

Provides administrative support for NBAC.

The Food and Drug Administration

Has the largest IRB oversight program of any Federal agency and
the only Federal program for oversight of radioactive drug re-
search committees.

Performs periodic on-site inspections of all IRBs that are known
to review FDA-regulated studies. In cases of serious non-compli-
ance, FDA suspends approval of new studies and accrual of new
subjects into ongoing studies. Such sanctions are imposed on
over 20 IRBs per year.

CLINTON LIBRARY
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* Has recently expanded the cope of its on-site inspection program
of radioactive drug research committee (RDRC) to include evalua-

tion of the quality of the drugs and the scientific and medica]
justification of radiation use.

* Is revising the RDRC regulations to strengthen the safeguards to
human subjects.

Other Agencies

* VA has planned IRB site visits to review procedures and their
Office of Research and development is reviewing its policy -
manual to identify any needed revisions.

¢ The Department of Education anticipates reporting to NBAC on
ongoing training activities, and efforts to disseminate information

through guidance documents and establish networks within that
Department.

* The Environmental Protection Agency (EPA) is updating an

internal order on human research subjects to implement the
Common Ruie.

* The Consumer Product Safety Commission is updating and
changing its internal documents and policies.

CLINTON LIBRARY
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PROPOSED LEGISLATION TO AMEND THE RADIATION
EXPOSURE AND COMPENSATION ACT

ABILL

To amend the eligibility criteria of the Radiation Exposure

Be it enacted by the Senate and House of Representatives of the

Compensation Act and for other purposes,

United States of America in Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the “The Radiation Exposure Compen-

sation Act Amendments of 1997.”

SEC. 2. The Radiation Exposure Compensation Act, 42 U.S.C.

§ 2210 note (Supp. 1995), (referred to in this Act as “the Act™), is

amended as follows:

(a) CLAIMS RELATING TO ATMOSPHERIC NUCLEAR

TESTING.—(1) Section 4(a)(1) of the Act is amended to read as

follows:

“(1) Claims relating to childhood leukemia - Any indi-
vidual who -

“(A) was physically present in an affected area

for a period of at least 1 year during the period -

beginniné on January 21, 1951, and ending on
October 31, 1958,

CLINTON LIBRARY
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“(B) was physically present in the affected area
for the period beginning on June 30, 1962, and
ending on July 31, 1962, or
“(C) participated onsite in a test involving the
atmospheric detonation of a nuclear device,
and who submits written medical documentation that he
or she, after such period of physical presence or such
onsite participation (as the case may be), and between 2
and 30 years after first exposure to fallout, contracted
leukemia (other then chronic lymphocytic leukemia),
shall receive $50,000 (in the case of an individual de-
scribed in subparagraphs (A) or (B)) or $75,000 (in the
case of an individual described in subparagraph (C}), if -
“(i) initial exposure occurred prior to
age 21,
“(ii) the claim for such payment is filed
with the Attorney General by or on behalf
of such individual, and
“(iii} the Attomey General determines, in
accordance with section 6, that the claim
meets the requirements of this Act.”
(2) Section 4(b)(2) of the Act is amended—
(i) by inserting “male or” before “female breast”;
and
(ii) by striking “‘and low coffee consumption™;
and
(iii) by inserting “salivary gland,” after “gall
bladder.”
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(b} CLAIMS RELATING TO URANIUM MINING.— Section
5 of the Act is amended to read as follows:

“SEC. 5. CLAIMS RELATING TO URANIUM MINING.
“(a)  Eligibility of Individuals for Fu] Compensation
for Lung Cancer — Any individual who was employed
in a uranium mine in a specified State at any time during
the designated time period, shall receive $100,000 if tﬁe
individual submits written medical documentation that
he or she contractc;d lung cancer, and

“(1) ifa nénsmokcr,

“(a) was exposed to 200 or more working
level months of radon progeny; or

“(b) was exposed to at least the amount of
radon progeny in working level months
specified in Table 1-A, based on the
individual’s age at disease incidence, and
number of years; since last exposure to
radon progeny in the designated time
period; or

*(c) was elﬁployed during the designated
time period for at least the amount of time
specified in Table 2-A, based on the
individual’s age at disease incidence, year CL:DNJOO]NOL(-;%%%/RY
of first exposure to radon progeny during

the designated time period, and number of
years since last exposure to radon progeny

during the designated time period; or
D-3
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“(2)

“(b)

if a smoker,

“(a) was exposed to 300 or more working
level months of radon progeny and cancer
was contracted before age 45, or was
exposed to 500 or more working level
months of radon progeny, regardless of
age when cancer was contracted; or

“(b) was exposed to at least the amount of
radon progeny in working level months
specified in Table 1-B, based on the
individual’s age at disease incidence, and
number of years since last exposure to
radon progeny during the designated time
period, or

“(c) was employed during the designated
time period for at least the amount of time
specified in Table 2-B, based on the
individual’s age at disease incidence, year
of first exposure to radon progeny during
the designated time period, and number of
years since last exposure to radon progeny
during the designated time period.

Eligibility of Individuals for Partial

Compensation for Lung Cancer — Any

individual who was employed in a uranium mine

in a specified State at any time during the

designated time period, shall receive $50,000 if

Jl
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the individual submits written medical
documentation that he or she contracted lung
cancer, and
“(1) if a nonsmoker, was exposed to at
least the amount of radon progeny in
working level months specified in Table
3-A, based on the individual’s age at
c_lisease incidence, and number of years
since last exposure to radon progeny in
the‘ designated time period; or,
“(2)ifa smoker, was exposed to at least
the amount of radon progeny in working
level months specified in Table 3-B, based
on the individual’s age at disease
incidence, and number of years since last
€Xposure to radon progeny during the
designated time period.
“(c)  Eligibility for Full Compensation for
Nonmalignant Respiratory Disease — Any
individual who was employed in a uranium mine
in a specified State at any time during the
designated time period, shall receive $100,000 if

the individual submits written medical

CLINTON LIBRARY
documentation that he or she, after such PHOTOCOPY
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“(1) if a nonsmoker, was exposed to 200
or more working level months of radon
progeny; or
*(2) if a smoker, was exposed to 300 or
more working level months of radon
progeny and the nonmalignant respiratory
disease was contracted before age 45, or
was exposed to 500 or more working
level months of radon progeny, regardless
of age the disease was contracted.
“(d)  Any individual eligible for full or partial
compensation under subsections (a), (b) or {(c)
shall receive payment if —
“(1) a claim for payment is filed with the
Attorney General by or on behalf of such
individual, and,
“(2) the Attorney General determines, in
accordance with section 6, that the claim
meets the requirements of this Act,
Payments under this section may be made only in
accordance with section 6.
“(e)  The tables referred to in subsections (a)

and (b) are as follows:

CLINTON LIBRARY
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TABLE 1-A
Minimum Radiation Exposure Levels
for Full Compensation for Lung Cancer
(in Working Level Months)
Nonsmokers

Age at disease
incidence

Years since last radon progeny exposure

Minimum Radiation Exposure Levels
for Full Compensation for Lung Cancer
(in Working Level Months) Smokers

<10 10-19 220

<50 1 2 9

50-59 4 8 33

- 60-69 16 45 141

270 24 50 203
TABLE 1-B

Age at disease

Years since last radon progeny exposure

incidence <10 10-19 220
<50 5 11 46
50-59 19 40 163
60-69 21 174 703
=270 117 250 1,010
CLINTON LIBRARY
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TABLE 2-A

Minimum Duration of Employment
for Full Compensation For Lung Cancer

(in Years)

Nonsmokers

Age at disease

Years since last radon progeny exposure

incidence <10 10-19 220
First exposed: <1955
<50 0.0° 0.0 0.0
50-59 0.1 0.2 0.3
60-69 0.5 0.7 1.5
270 0.7 1.1 24
First exposed: 1955-59
<50 0.0 0.0 0.0
50-59 0.1 0.2 0.3
60-69 0.6 0.9 1.9
270 0.9 1.4 3.0
First exposed: 21960
<50 0.0 0.0 0.1
50-59 0.3 0.4 0.8
60-69 1.6 24 5.0
270 2.5 3.8 8.0

2 A value of 0.0 years denotes employment in an underground uranium mine for at
least 1 day but less than 18 days (.05 years or 102 working hours).

D-8
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TABLE 2-B

Minimum Duration of Employment
For Full Compensation for Lung Cancer y

(in Years)
Smokers

Age at disease

Years since last radon progeny exposure

incidence <10 10-19 =20
First exposed: <1955
<50 0.0° 0.0 0.0
50-59 0.2 0.3 0.6
60-69 1.1 1.6 34
270 1.7 2.6 5.5
First exposed: 1955-59
<50 0.0 0.0 0.1
30-59 0.2 04 0.7
60-69 14 2.1 4.3
270 2.2 33 7.0
First exposed: 21960
<50 0.0 0.1 0.1
50-59 0.6 0.9 1.9
60-69 3.6 5.5 11.5
270 5.8 8.8 18.5

* A value of 0.0 years denotes employment in an underground uranium mine for at
least 1 day but less than 18 days (.05 years or 102 working hours).
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TABLE 3-A
Minimum Radiation Exposure Levels
For Partial Compensation For Lung Cancer
{in Working Level Months)
Nonsmokers

Age at disease

Years since last radon progeny exposure

incidence <10 10-19 =20

<50 04 0.7 3

50-59 1 3 12

60-69 5 16 50

270 9 18 72
TABLE 3-B

Minimum Radiation Exposure Levels
For Partial Compensation For Lung Cancer
(in Working Level Months)
Smokers

Age at disease

Years since last radon progeny exposure

incidence <10 10-19 220
<50 2 4 16
50-59 7 14 57
60-69 20 61 248
=70 41 88 356
LINTON LIBRARY
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“(f) Definitions — For purposes of this section —

“(1) the term ‘working level month of
;adon progeny’ means exposure to radon P
progeny at the level of one working level

every work day for a month, or an

equivalent exposure over a greater or

lesser amount of time; —

“(2) the term ‘working level’ means the

;:oncentration of the short half-life

daijghters of radon that will release 1.3 x

10° million electron volts of alpha energy

per liter of air;

“(3) the term ‘nonmalignant respiratory

disease’ means either pulrhonary fibrosis,

cor pulmonale related to pulmonary

fibrosis, or moderate or severe silicosts, or
pneumoconiosis;

“(4) the term ‘Indian tribe’ means any

Indian tribe, band, nation, pueblo, or other

organized group or community, that is

recognized as eligible for special

programs and services provided by the

United States to Indian tribes because of

their status as Indians. CLJ NTON L BRARY
“(5) the term ‘specified State’ means PHOTOCOPY
Ariéona, Colorado, New Mexico, Utah, or

Wyoming; and
D-11




Building Public Trust: Actions to Respond to the Advisory Committee on Human Radiation Experiments

*“(6) the term ‘designated time period’
means the period beginning

January 1, 1947 and ending on December
31, 1971

(c) DETERMINATION AND PAYMENT OF CLAIMS.

ALINTON LIBRARY
PHOTOCOPY

D-12

(1) Section 6(c)(2)(A)(ii} of the Act is amended by
striking “5(a)” and inserting “5(f)(6)".
(2) Section 6(c)(2)(B) of the Act is amended—
(A) in clause (I) by inserting “(other than a claim
for workers compensation)” after “claim”; and
(B) in clause (ii) by striking “Federal Govern-
ment” and inserting “Department of Veteran
Affairs.”
(3) Section 6(d) of the Act is amended by inserting at the
end the following:
“The Attorney General may request from any claimant,
or from any individual or entity on behalf of any claim-
ant, any additional information or documentation neces-
sary to complete the determination on the claim in
accordance with the procedures established under sub-
section (a). The period of time from the Attorney
General’s request for additional information or documen-
tation until the time such information or documentation
is provided or the requested party informs the Attorney
General the information or documentation cannot or will
not be provided, is not counted toward the 12-month

limit established in this subsection.”
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SECTION-BY-SECTION ANALYSIS

Section (1). This section would state the short title of the bill.

Section (2). This secticn would amend sections 4,5, and 6 of
the Radiation Exposure Compensation Act of 1990, PL. 101-426, 42
U.S.C. § 2210 note.

Subsection (a). This section would amend section 4 of the Act
by expanding the eligibility criteria for downwinder and onsite partici-
pant claimants. :

Subsection (1) would amend section 4(a)(1) of the Act
by expanding the class of claimants eligible for compensation for
childhood leukemia to include.certain onsite participants. The amend-
ment would add individuals who were €xposed to radiation before the
age of 21 while participating onsijte in a test involving the atmospheric
detonation of a nuclear device.

Subsection (2) would amend the list of compensable
diseases in section 4(b) of the Act to account for the latest scientific
findings regarding the effects of radiation exposure. The amendment
would add two new diseases that have now been associated with expo-

Subsection (b). This section would amend section 5 of the Act,
defining the eligibility criteria for uranium miner claimants. This
section would delete the present exposure-based eligibility criteria that
apply to all uranium miner claimants — whether they are seeking
compensation for lung cancer or a nonmalignant respiratory disease —
and substitute in lieu thereof separate, and in the case of lung cancer,
new eligibility criteria for each compensable disease. This section
would further modify section 5 of the Act by adding provisions stating
new eligibility criteria for partial compensation for lung cancer.

This section would amend section 5(a) of the Act by deleting the
eligibility criteria for nonmalignant diseases, and adding to the existing
cxposure-based criteria for lung cancer two additional sets of criteria —
one set also based on exposure to radiation, and a second set based on
duration of employment — and allow claimants to qualify for full
compensation ($100,000) by meeting either the existing criteria or
either of the two new alternative sets of criteria. These new sets of
standards are the result of an effort by the Administration to generate
new compensation criteria that more accurately reflect the risk of lung
cancer from uranium mining, and thus better provide compensation to
deserving claimants. The new criteria are based on the latest data and
an updated analysis of the risk factors for lung cancer from uranium
mining; they represent the best estimate of the level of radiation at

CLINTON LIBRARY
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which the miner’s exposure (measured either directly by working level
months or indirectly by duration of employment) is the probable cause
of his lung cancer. The set of criteria based on duration of employment
are proposed because potential claimants are likely to find them easier
to understand and use than exposure-based alternative criteria.

This section would also delete the existing subsection (b), which
defines a number of terms used in section 5 of the Act, and substitute in
lieu thereof a new set of eligibility criteria that would provide partial
compensation ($50,000) to a class of miner-claimants who are not
qualified under the present criteria and who will not qualify under the
newly proposed criteria for full compensation. The new criteria in
section 5(b) are based on the same data and analysis as the newly-
proposed criteria for full compensation, but, additionally, give the
miner-claimants the benefit of known uncertainties in the underlying
data. Thus, section 5(b), as amended, would newly enfranchise those
miner-claimants whose exposure to radiation we can confidently say,
giving them the benefit of known uncertainties in the underlying data,
caused their lung cancers.

This section would, further, add a new subsection (c) that re-
states separately the present eligibility criteria for full compensation for
nonmalignant respiratory diseases.

This section would also add a new subsection (d) that would
restate the requirements presently found in section 5(a} of the Act that
the compensation can be paid only when a claim is filed with the Attor-
ney General, determined to meet the requirements of the Act, and
payment can be made in accordance with the provisions of section 6 of
the Act.

This section would add a new subsection (e) that would incorpo-
rate into the Act tables containing the new eligibility criteria for lung
cancer, for both full and partial compensation. Table 1 contains the
new, alternative exposure-based eligibility criteria for full compensa-
tion; Table 2 contains the new, alternative employment-based eligibility
criteria for full compensation; and Table 3 contains the new exposure-
based eligibility criteria for partial compensation.

Finally, this section would add a new subsection (f) that would
restate the definitions presently found in section 5(b) of the Act, with
some additions and modifications. The definition of the term “nonma-
lignant respiratory disease” in section 5(b)(3) of the existing Act would
be modified by eliminating the redundant reference to pulmonary
fibrosis in the list of compensable nonmalignant respiratory disorders,
and by eliminating the limitation on compensation for silicosis and
pneumoconiosis to uranium mines on Indian Reservations. This latter
modification would ensure that miners employed in uranium mines off
Indian Reservations (yet within one of the specified mining States) are
compensated on the same conditions as miners employed in mines on
Indian Reservations; the evidence suggests that the risk of silicosis due

LNMTON LIBRA
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to uranium mining was not restricted to mines on Indian Reservations.
The proposed subsection (f) would also include definitions of two new
terms — “specified States” and “designated time period” — employed
in the proposed amendments to section 5.

Section (c). This section would amend the provisions of section p
6(c)(2) of the Act defining the circumstances in which awards to onsite ‘
participants must be offset by payments received from other parties.

Subsection (1) would amend section 6(c)(2)(A)(ii) by
substituting for the existing reference the new subsection where the
designated time period within which a claimant must have been em-
ployed in a uranium mine is defined. ’

Subsection (2) would amend section 6(c)(2)(B)(I) to
clarify that awards under the Act to on-site participants should not be
offset by payments to the claimant based on a worker’s compensation
claim for the same injuries. It would also amend section 6(¢c)(2)(B)(ii)
to clarify that an award under the Act should be offset only by payments
to the claimant from the Department of Veteran’s Affairs, and not by
disability payments from other Federal agencies, such as Social Secu-
rity. These amendments are designed to enhance parity among the
eligible populations by ensuring that payments to onsite participants are
offset on the same terms as payments to downwinders and uranium
miners.

Subsection (3) would amend section 6(d) of the Act by
adding explicit authorization for the Attorney General to seek and
obtain from claimants, or from any individual or private or public entity
on behalf of claimants, any documentation or information necessary to
determine eligibility. This section also provides that the time period
during which the Attorney General is awaiting the requested informa-
tion shall not count toward the 12-month statutory limit on processing
claims.
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--------------------------------------------------------------

DIRECTIVE FROM THE PRESIDENT REGARDING CLASSIFIED

RESEARCH

(This signed directive will be included in the final printed report.)

CLINTON LIBRA
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RClinton toughens federal protections for human guinea pigs

WASHINGTON (AP) President Clinton took steps today to protect
those who participate in secret, government-sponsored experiments
from mistreatment and assure they are fully informed of the risks.

The administration also said it has settled the last of a number
of claims, totalling $6.5 million, from families of civilians who
were injected with plutonium or uranium as part of secret
experiments in the 1940s.

The actions are " “designed to increase public trust ... and make
our government accountable to the American people,’’ said Energy
Secretary Federico Pena, whose department has spearheaded the
public review of past radiation experiments.

Pena said the administration also will ask Congress to expand a
program that provides compensation to uranium miners who were
exposed to radiation as part of the government nuclear weapons
program. He said up to 600 additional miners would be compensated
at a cost of about $50 million.

The plans for giving greater protection to research participants
were prompted by recommendations more than a year ago by a
presidential commission that investigated the government's use of
humans in radiation research during the Cold War years.

The advisory panel warned that past excesses might be repeated
unless there are new safeguards.

The White House said today that Clinton had signed a memorandum



strengthening the rights and protections afforded individuals who
agree to be subjects of secret, government-supported research.

The White House said a review by an interagency task force
uncovered no government-supported classified human research at this
time. But officials acknowledged that formal accounting for such
research needs to be improved.

Meanwhile, the White House said it had settled claims with four
additional families of 18 individuals who were given plutonium
injections as part of 1940s experiments. One victim has not been
located and the family of another does not want compensation, said
Tara O'Toole, DOE's assistant secretary for environment, safety and
health.

Associate Attorney General John Dwyer said the 16 claims 12 of
which totalling $4.8 million were made public last November total
$6.5 million.

The government has said it is prepared to provide compensation
to the families of 52 other individuals who the advisory commission
said were believed to be subjected to improper radiation
experiments. The identity of those 52 are not known, and so far no
families have come forward, according to the White House.

Under the new presidential directive on human research, agencies
must develop new rules that clearly require scientists to obtain
informed consent from all potential subjects of secret experiments.
Currently, such consent may be waived under some circumstances.

The president also ordered that any research subject be told the
identity of the sponsoring agency and whether the experimentation
is classified. The new rules also would require the head of the
agency to approve such research and develop a more independent
review process than currently provided.

Also in response to the October 1995 findings by the Advisory
Committee on Human Radiation Experiments, the president said he
will:

Ask Congress to broaden a 1990 law that allows compensation to
underground uranium miners who became ill because of exposure to
radiation. Under current law, hundreds of miners are ineligible for
compensation.

Will propose legislation to make veterans' health care benefits
available to airmen and sailors who were subjects of radiocactive
nasal treatments more than 50 years ago. The treatments were to
prevent broken eardrums during flight or in submarines.

Will seek broader epidemiological studies to determine the
long-term health impact of nuclear bomb testing during the Cold War
to military personnel and civilian populations near the test areas.
APNP-03-28-97 1237EST
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ACTIONS TO RESPOND TO THE PRESIDENT'S ADVISORY COMMITTEE ON
HUMAN RADIATION EXPERIMENTS
QUESTIONS AND ANSWERS (NOT FOR DISTRIBUTION)
April 28, 1997

Overview of Advisory Committee Scope, Findings, and Recommendations
Q: What is the universe of experiments studied by the Advisory Committee?

A: The President directed the Advisory Committee on Human Radiation Experiments
{ACHRE) to review government sponsored biomedical experiments on individuals
involving intentional exposure to ionizing radiation, focusing on the period from
1944 until 1974. The Committee did not consider commeon clinical practices that
involved incidental exposures to ionizing radiation (e.g. x-rays).

The President's charge also covered intentional releases of ionizing radiation
designed to test human health effects or to measure the extent of human exposure.
The Committee studied a number of populations exposed to radiation during the
government's Cold War activities, including veterans of atomic test blasts, western
uranium miners, and residents of the Marshall Islands.

Q: How many experiments does this include?

A: No one knows exactly how many experiments this includes. The Advisory
Committee reported that the government had sponsored several thousand human
radiation experiments between 1945 and 1974.

Q: How many people were involved in these experiments?

A: Because only fragmentary information has survived about many of these
experiments it was not possible for the Advisory Committee to estimate how many
people were involved.

Q: How many people were harmed in the experiments?

A: The Advisory Committee was not in a position to answer this question
completely. In general, the Committee found that the majority of experiments they
studied involved trace amounts of radiation given to adults, similar to those used in
research today. These were unlikely to have caused physical harm. The
Committee identified several groups of experiments that may have increased
individuals' risks, including total body irradiation experiments on ill patients and
iodine-131 experiments involving children.
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Q: How many people were not informed in advance that they were the subject of
an experiment?

A: Only very limited documentation about consent in individual experiments has
survived and no estimates can be made. Generally, the Committee found that
researchers obtained consent from healthy subjects, but not from patient-subjects.
The Advisory Committee did look more broadly at issues of informed consent
across the government and found that the government did not have comprehensive
policies in place before 1974. Although the government has strengthen informed
consent procedures significantly since 1974, the Committee recommended -- and
the Administration is taking -- additional steps to improve informed consent,
tncluding requiring informed consent in all classified research {eliminating a current
waiver provision) and studying further the informed consent process.

Q: What did the Advisory Committee recommend?

A: The Committee made 18 recommendations to open the record to the public,
compensate those who were wronged, and protect human subjects of future
research.

Q: What has the Administration done to respond?

A: The Administration has already taken steps in each of these areas. For
example, to open up the record, the Administration has put thousands of pages of
documents on the Internet and in the National Archives, and has developed
document search guides. To better protect human subjects in the future, the
President established the National Bicethics Advisory Committee (NBAC) and asked
NBAC to examine many of the questions raised by ACHRE. To redress the wrongs
of the past, the President apologized to subjects of radiation experiments and their
families, and agencies have worked hard to settle compensation claims. These and
many other actions responding to the Committee's recommendations are outlined in
the report released today.

Today the Administration also announced two new actions -- the President is
issuing a directive strengthening protections for subjects of classified research, and
the Administration is proposing legislation to improve compensation for uranium
miners.

Q: Are current protections for subjects of human research inadequate?
A: A strong system of Federal oversight, education, and sanctions is currently in

place to ensure the protection of the subjects of government sponsored human
research. The Administration has taken a number of steps to further strengthen
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protections for human subjects based on the Advisory Committee's
recommendations. For example, the National Bioethics Advisory Commission is
reviewing Institutional Review Board policies -- IRBs are the local boards that review
the ethics of individual research projects. And today the President signed a
directive to protect subjects of classified research.

The Administration is also working to improve the informed consent process.
Despite the vigor with which all parties embrace the informed consent process, the
Advisory Committee found that little is actually known about the effectiveness of
this transaction between researcher and prospective subject. In response, the NIH
and the Departments of Energy and Veterans Affairs are initiating research to
develop new knowledge about the informed consent process.

Q: Now that the National Bioethics Advisory Commission has been given a special
assignment on cloning, does this mean that there will be a delay in addressing
protection of human research subjects.

A: No. the National Bioethics Advisory Commission has already established an
ambitious plan of work to address the current status of Federal protection for
human research subjects. The work will proceed in parallel with the special
assignment on cloning. NBAC is planning to issue a report to the President and to
Congress in October and hopes that little or no delay will be incurred as a result of
the additional work.

Q: What is being done to provide compensation in connection with the human
radiation experiments?

A: The Advisory Committee recommended the government compensate or
consider compensate subjects of certain biomedical experiments. The Department
of Justice has worked closely with other Departments to resolve individual claims.
As announced today, the Administration has resolved all claims brought forward for
experiments the Advisory Committee specifically identified for compensation. The
Administration has settled with families of 16 plutonium injection subjects. The
plutonium injection cases were singled out by the Advisory Committee as being
particularly troubling ethically and deserving of compensation because efforts were
made by the government to keep information secret from the subjects or their
families to avoid government liabilities or embarrassment. The Advisory
Committee also identified two other experiments for compensation (see
Recommendation 1}, but the subjects of those experiments are unknown.

Several other experiments were identified by the Advisory Committee for
consideration for possible compensation, subject to further development of the
facts surrounding the experiments. That fact-finding continues in a number of
these cases. [Refer detailed questions to DoJ].
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Some populations exposed to radiation releases studied by the Committee are
already eligible for compensation under existing law, including atomic vets and
uranium miners. The Committee recommended certain changes to these programs.
The Administration has reviewed and acted on those recommendations. For
example, today we are announcing new legislation to improve compensation for
uranium miners.
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Presidential Directive on Classified Human Research
Q: What portion of past experiments was classified?

A: Only a very small number of past experiments were classified, mainly those
that took place during the Manhattan Project and were associated with the war
effort. However, information about unclassified experiments was not necessarily
easily accessible to the public or generally known and made available.

Q: Why is there a need for the Presidential Directive on classified research and
what does it do?

A: The Advisory Committee acknowledged that the government should maintain
the ability to do secret human research where such research serves national
interests, but the Committee found that the subjects of secret research need
safeguards beyond those provided for subjects of unclassified research. The
President's directive require agencies to propose new protections through
regulation. For example, Agencies will propose to require consent from subjects in
all classified human research without exception, to require permanent
recordkeeping, and to require scientists to tell potential subjects that the research is
classified. Agencies will also propose a new review process for classified human
research requiring, among other things, that the head of any agency sponsoring
secret research personally approve the project. These actions address concerns
raised by the Advisory Committee and should prevent the mistakes of the past from
occurring again.

Q: How many people are currently involved in classified human research? How
many classified experiments are currently taking place?

A: As far as the Administration's Interagency Working Group has been able to
determine, there are currently no classified human subject experiments being
sponsored by the government and consequently there are no people involved in
classified human subject research.

Up to now, there has been no regular reporting requirement in relation to classified
human research. Under the President's directive on classified research, the
Government will closely monitor and regularly report on any classified human
subject research that may be taking place.
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Proposed Amendments to the Radiation Exposure Compensation Act / Uranium
Miners

Q: What is the purpose of the proposed legislation to amend the Radiation
Exposure Compensation Act (RECA)?

A: Uranium miners were exposed to high levels of radon daughters. The
government knew the mining conditions were hazardous and how to reduce the
hazard, but did not take action. As a result, hundreds of miners have developed
preventable lung cancers and other lung diseases, and many have died. Congress
passed RECA to provide proper redress, but the Advisory Committee found that the
present RECA eligibility criteria for compensation should be improved. This
legislation would amend the RECA to incorporate new compensation criteria for
lung cancer that reflect the latest scientific data, and better achieve the statutory
goal of providing compassionate payments to individuals who suffer or have
suffered from lung cancer as a result of their exposure to radiation in uranium
mines. The legislation would also expand the existing list of compensable diseases
for downwind and onsite participant claimants to reflect current scientific
knowledge.

Q: Who will benefit from this legislation?

A: This legislation will principally benefit uranium miners who suffered or suffer
from lung cancer. The legislation would incorporate new eligibility criteria for lung
cancer, including defining eligibility for partial compensation. The new criteria
would apply to uranium miners covered by the Act who presently suffer from or
contract lung cancer in the future (prior to 2010 when the Program is scheduled to
terminate), as well as all uranium miners with lung cancer who previously were
denied compensation because they did not meet the present eligibility criteria. The
Administration anticipates that most of the claimants who will benefit from this
legistation reside in Arizona, Colorado, New Mexico, Utah or Wyoming, the states
covered by the RECA.

Q: How many people will benefit from the legislation, and how much
compensation will they receive?

A: The Administration estimates that over 500 uranium miners who do not
presently qualify for compensation under the RECA would receive either full or
partial compensation under the proposed amendments. The Administration
estimates that these newly eligible miners would be paid approximately $45 million
dollars in compensation over 15 years: over 300 miners would be eligible for full
compensation {$100,000 per miner), and over 200 miners would be eligible for
partial compensation ($50,000).
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Q: What is the budget impact of the proposed changes to RECA? What would be
the source of any additional funding made necessary by the proposed changes?

A: The Administration estimates that the proposed changes to RECA will lead to
no more than $50 million in additional compensation over the next 15 years. The
actual figure may prove to be lower, though such estimates involve substantial
uncertainty. Compensation will be provided through annual appropriations to the
Radiation Exposure Compensation Trust Fund, which the original 1990 RECA
legislation created to remain active through the year 2012. To date, the
Department of Justice has provided about $200 million in compensation through
the Trust Fund, which received a replenishment of $30 million in 1997.

Additional Questions on Veterans, Persian Gulf, and Environmental Releases.
Q: Is the government taking any steps to help veterans?

A: The Advisory Committee looked at two types of radiation exposures affecting
veterans -- atomic test blasts and nasopharyngeal radium treatments. Hundreds? of
veterans were exposed to radiation during atomic test blasts. Congress has already
passed legislation to compensate veterans harmed by these exposures. In response
to Advisory Committee recornmendations, the Administration is taking steps to
improve the administration of these programs (see below). Some veterans --
particularly Navy submariners -- were exposed to nasopharyngeal radium treatments
during their service. The Department of Defense is working to identify those
affected and, if appropriate, will follow up with subjects of the experiments.

Q. What specifically is the Administration doing to improve compensation for
atomic vets?

The Department of Veterans Affairs (VA) provides disability and healthcare benefits
to certain veterans exposed to radiation while in the military. Recently, VA
proposed to expand the list of diseases it recognizes as radiogenic by including all
forms of cancer. This means that a veteran with cancer will no longer have to
establish that a specific cancer is radiogenic before VA can determine entitlement
to benefits based on the estimated level of radiation that the veteran was exposed
to while in the military. As recommended by the Advisory Committee, the VA is
also updating the "epidemiological tables" used to determine the likelihood that a
veteran's disability is the result of radiation exposure.

In addition, VA is drafting legislation to make veterans exposed to nasopharyngeal
radium irradiation during military service eligible for VA's lonizing Radiation
Program. This includes eligibility for a screening examination and special eligibility
for treatment of conditions recognized by VA by statute or regulation as being
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potentially radiogenic

Q: Are the controversies surrounding radiation experiments and the Persian Gulf
illnesses in any way similar or related?

A: Yes, there are some similarities regarding the Administration's response to
public concerns about the two sets of events. President Clinton appointed advisory
committees to thoroughly investigate both events and directed complete
cooperation from all Federal agencies. Issues of secrecy in government
recordkeeping have created a "credibility gap" with the participants and their
advocates regarding both events.

The Administration's openness initiatives and related directives will help ensure the
future welfare of our nation's military personnel and the American public. In
addition, hundreds of thousands of pages of documents on these two events are
now openly accessible via the Internet.

Q: What steps is the government taking on environmental releases of radiation?

A: The Advisory Committee made several recommendations to ensure that secret
environmental releases could not occur in the present without being appropriately
approved and documented. EPA, in conjunction with Federal agencies conducting
classified research, is taking steps to improve environmental oversight and
enforcement capability over all classified activities. EPA will also establish and
maintain a permanent file to document EPA's classified reviews under the National
Environmental Policy Act {NEPA).

The Government is also taking a number of steps to improve its program for
providing compensation and redress to certain groups of people who developed
radiation-related diseases as a result of radiation exposure from the government's
Cold War nuclear weapons program, including atomic veterans, uranium miners,
and Marshall Islanders.
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Additional Background on Status of Compensation Claims:

In its final report, the Advisory Committee on Human Radiation Experiments
recommended, in effect, that the government offer an apology and compensation to
the families of eighteen subjects of certain plutonium injection experiments
conducted at several hospitals under contracts with a Department of Energy
predecessor agency in the mid-1940s. Representatives of sixteen of the eighteen
families filed lawsuits against the hospitals, the doctors involved in the
experiments, and the United States (or former employees of the United States), or
filed administrative claims with the Department of Energy. The United States has
now settled all of these lawsuits and administrative claims, providing for
compensation for the families of all of the plutonium injection subjects who have
come forward and to one additional subject of a uranium injection experiment that
was not included in the Advisory Committee recommendation.

The total amount of these settlements was $6,332,500 ($2,755,625 of which is
payable from the Judgment Fund, a continuing appropriation to pay settlements by
the United States, the balance being paid by the Department of Energy pursuant to
its contracts with the hospitals where the experiments took place).

Examples of some of the additional cases that the Advisory Committee identified
for further consideration were the following:

In re Cincinnati Radiation Litigation (Southern District of Chio)

The United States has cooperated with counsel for the plaintiffs and the
defendants in this case involving total body irradiation at the University of
Cincinnati and has agreed to share in the $4,269,500 in compensation to be paid
there. The United States' share will be $1,030,000. That class-action settlement
is currently under consideration for preliminary approval by the district court.

Vanderbilt University Nutrition Study

Craft v. United States (M.D. Tenn.}

Plaintiffs are two subjects and the child of one of these subjects, who
participated in an iron uptake study among pregnant women in the Vanderbilt
University Medical Center. The only defendant is the United States; but Plaintiffs
filed a related class action against the State of Tennessee, private institutional
entities, individuals, and Monsanto, a government contractor that operated Oak
Ridge National Laboratory. Plaintiffs agreed to accept a monetary settlement and
dismiss the United States.
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Fernald School Cases

Beaulieu v. Blemont, Shattuck v. M.I.T. (District of Massachusetts)

These cases involve claims of 26 individuals arising from experiments in calcium
metabolism at the Fernald State School, a residential school in Massachusetts,
some of the students of which had special needs. The claimants have sued the
State of Massachusetts, Massachusetts Institute of Technology, Quaker Oats
Company, individual researchers, and the United States. The United States has
joined all of the other parties in court-annexed mediation.

Oregon Prisoner Case

Bibeau v. Pacific Northwest Research Foundation, Inc., et al. {District of Oregon}

A husband and wife, Harold and Melanie Bibeau, have filed an-action premised upon
Mr. Bibeau's voluntary participation in a testicular irradiation experiment while he
was an inmate of the Oregon State Penitentiary from 1963 to 1969. Defendants
are Pacific Northwest Research Foundation, Battelle Memorial Institute, Oregon
Department of Corrections officials in their individual and official capacities, former
federal employees of the AEC in their individual capacities, and the United States.
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Record Type: Record

To: Bruce N. Reed/CPD/EQOP

cc: Elena Kagan/OPD/EQP
Subject: Mare Interviaws

I will be out of the office most of Monday, Feb. 3 (10:30-4:30), and all of Monday, Feb. 10 for
medical school interviews. Mike and | think the Wed. educ. roundtable is in good shape, so | don't
anticipate any conflicts with these dates. Any idea when/if you will want to resurrect radiation
report/eo on classified research?
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Record Type: Record

To: Elena Kagan, REED_B @ A1@CD@LNGTWY

cc: DRYE_E @ A1@CD@LNGTWY
Subject: TIME SENSITIVE - Radiation Report update

Thanks for you help on the radiation issue. Your thoughts helped to stimulate a
productive discussion with DOJ on alternative approaches.

DOJ and | are planning to put a revised proposal into OMB review on Friday. The
new approach quantifies uncertainties in the claims process, and proposes to
give the miners the benefit of the doubt in resolving the uncertainties. This
approach avoids the precedential issue that DO.J was concerned about, while
expanding the number of miners eligible for compensation. {Miners who fall
within this approach would still get partial compensation.)

Please let me know if you wish to discuss this. We are still planning a Tuesday
press conference.

(L
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MEMORANDUM FOR :
SECRETARY OF HEALTH AND HUMAN SERVICES
SECRETARY OF DEFENSE
SECRETARY OF ENERGY
DIRECTOR, CENTRAL INTELLIGENCE AGENCY
HEADS OF SUCH OTHER DEPARTMENTS AND AGENCIES THAT MAY
CONDUCT OR SUPPORT CLASSIFIED HUMAN RESEARCH

SUBJECT: Strengthened Protections for Human Subjects of Classified Research

I have worked hard to restore trust and ensure openness in government. This memorandum
will further our progress toward these goals by strengthening the Federal Government's
protections for human subjects of classified research.

In January, 1994 I established the Advisory Committee on Human Radiation Experiments
(ACHRE) to examine reports that the government had funded and conducted unethical human
radiation experiments during the Cold War. "I directed ACHRE to uncover the truth,
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects
research from occurring in the future, ‘In its October, 1995, final report; the Committee
recommended, among other things, that the government modify its policy goveming classified
research on human subjects ("Recommendations for Balancing National Security Interests and
the Rights of the Public,” Recommendation 15, Final Report, Advisory Committee on Human
Radiation Experiments). This memorandum sets forth policy changes in response to those
recommendations.

ACHRE acknowledged that it is in the nation's interest to continue to allow the government
to conduct classified research involving human subjects where such research serves important
national security interests. The Committee found, however, that classified human subjects
research should be a "rare event” and that the "subjects of such research, as well as the
interests of the public in openness in science and in government, deserve special protections.”
ACHRE was concerned about "exceptions to informed consent requirements and the absence
of any special review and approval process for human research that is to be classified."
ACHRE recommend that all classified research projects meet the fo[lowmg requirements:

- obtain informed consent from all human sub]ccts

- inform subjects of the identity of the sponsoring agency;

- inform subjects that the project involves classified research;

- be approved by an "independent pancl of nongovernmental experts and citizen
representatives, all with the necessary security clearances” that reviews scientific merit,
risk—benefit tradeoffs, and ensures subjects have enough information to give valid
consent; and

- maintain permanent records of the panel's deliberations and consent procedures.

This memorandum implements these recommendations with some modifications. For
classified research, it prohibits waiver of informed consent and requires researchers to



disclose that the project is classified. For all but minimal risk studies, it requires researchers
to inform subjects of the sponsoring agency. It also requires permanent recordkeeping.

The memorandum also responds to ACHRE's call for a special review process for classified
human subjects research. It requires that institutional review boards for secret projects
include a non-governmental member, and establishes an appeals process so that any member
of a review board who believes a project should not go forward can appeal the board's
decision to approve it.

Finally, this memorandum sets forth additional steps to ensure that classified human
research is rare. It requires the heads of Federal agencies to disclose annually the number of
secret human research projects undertaken by their agency. It also prohibits any agency from
conducting secret human research without first promulgating a final rule applying the Federal
Policy for the Protection of Human Subjects, as modified in this memorandum, to the agency.

These steps, set forth in detail below, will preserve the government's ability to conduct
any necessary classified research involving human subjects while ensuring adequate protection
of research participants.

1. Modifications to the Federal Policy for the Protection of Human Subjects as it affects
Classified Research. All agencies that may conduct or support classified research that is
subject to the 1991 Federal Policy for the Protection of Humman Subjects ("Common Rule")
shall, within 60 days, jointly publish in the Federal Register the following revisions to
Common Rule as it affects classified research. The Office for Protection from Research
Risks in the Department of Health and Human Services shall coordinate the joint rulemaking.

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified
research. :

{b) The agencies shall jointly propose to prohibit the use of expedited review procedures
under the Common Rule for classified research.

{c) The proposal should take comment on whether all rescarch exemptions under the
Common Rule should be maintained for classified research.

(d) The agencies shall jointly propose to require that in classified research involving human
subjects, two additional elements of information be provided to potential subjects when
consent is sought from subjects:

(i) the identity of the sponsoring Federal agency, unless the head of the sponsoring
agency determines that providing this information could compromise
intelligence sources or methods and the proposed research involves no more
than minimal risk to potential subjects; and

(ii)  a statement that the project is classified and an explanation of what classified
means.



(e) The agencies shall jointly propose to modify the institutional review board (IRB)
approval process for classified human subjects research as follows:

() The Common Rule currently requires that each IRB "include at least one member
who is not otherwise affiliated with the institution and who is not part of the a
immediate family of a person who is affiliated with the institution." For classified
research, the agencies shall define "not otherwise affiliated with the institution,” as a
non-governmental member with the appropriate security clearance.

(ti) Under the Common Rule, research projects are approved by the IRB if a
"majority of those [IRB] members present at a meeting” approve the project. For
classified research, the agencies shall propose to permit any member of the IRB who
does not believe a specific project should be approved by the IRB to appeal a majority
decision to approve that project to the head of the sponsoring agency. If the agency
head affirms the IRB's decision to approve the project, the dissenting IRB member
may appeal the IRB's decision to the Director of the White House Office of Science
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's
decision and approve or disapprove the project, or, at the Director's discretion,
convene an IRB made up of non-governmental officials, each with the appropriate
security clearances, to approve or disapprove the project.

(iii) IRB's for classified research shall determine: whether the proposal has scientific
merit; whether the balance of risks and benefits is acceptable; whether potential
subjects have sufficient information to make a valid informed consent decision; and
whether potential subjects need security clearances to be adequately informed when
consent is sought and, if so, how such clearances will affect their privacy and
voluntariness.

2. Final rules Agencies shall, within one year, after considering any comments, promulgate
final rules on the protection of human subjects of classified research.

3. Agency head approval of classified research projects. Agencies may not conduct any
classified human research project subject to the Common Rule unless the agency head has
personally approved the specific project.

4. Annual public disclosure of the number of classified research projects. Each agency head
shall inform the Director of OSTP by September 30 of each year of the-number of classified
research projects involving human subjects underway on that date and of the number
completed in the previous 12-month period and of the number of human subjects in each
project. The Director of OSTP shall report the total number of classified research projects
and participating subjects to the President. The President shall transmit this number to
Congressional armed services and intelligence committees and shall publish this number in
the Federal Register.

5. Definitions. For purposes of this order, the terms "research” and "human subject” shall
have the meaning set forth in the Common Rule. "Classified human research” means research



involving "classified information” as defined in Executive Order 12958.

6. No classified human research without Common Rule. Beginning one year after the date
of this directive, no agency shall conduct or support classified human research without having
proposed and promulgated the Common Rule, including the changes set forth in this
memorandum and any subsequent amendments.

-

7. Judicial Review. This memorandum is not intended to create any right or benefit,
substantive or procedural, enforceable at law by a party against the United States, its
agencies, its officers, or any other persons.
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In Acceptance Of Human Radiation Final Report
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The President: Let me begin with a simple thank you to
everyone who participated in this extraordinary project and to
everyone who supported them.

I am especially glad to see here today Senator Glenn,
who's been so active in working on medical ethics issue, Congressman__ .
Markey, who's.worked on this issue for a very long time,. Congressman
Frost, Secretary Shalala, Deputy Secretary of Veterans Affairs
Herschel Gober, and of course, the Attorney General who basically.
tries to get us all to do the rlght thlng all the tlme._ (Laughter.)

I want to thank Secretary O'Leary for her extraordlnary
devotion to this cause. And you heard in her .remarks basically the
way that she views this. 1It's a part of her ongoing commitment to
finish the end of the Cold War. And perhaps no Energy Secretary has
ever done as much as she has to be an advocate, whether it is for
continued reforms within the Energy Department or her outspoken
endorsement of the strongest possible commitment on the part of the
United States to a Comprehensive Test Ban Treaty, which I believe we
will achieve next year in no small measure thanks to the support. of
the Secretary of Energy . . . o



. Tl ' And, -of course, I want to thank Dr. Ruth Faden for her
extraordlnary commltment of about a year and a half of her life to-
this unusual but 1mportant task. ‘

And all of you who served on the committee —— I remember
the first time we put this committee together. I looked -- I said,
that's a pretty distinguished outfit. I wish I could give them five
or six jobs to do. (Laughter.) 1I'll expect you back next Monday and
then we'll -~ (laughter). I do thank you so much for the work you
have done. ' ~

Let me tell you that, just ‘as .this is an important part
of the efforts that Secretary O'Leary outlined, I saw this committee
as an indispensable part.of our effort to restore the confidence of
the American people in the integrity of their government. All of
these political reform issues to me are integrated. When I became
the President, I realized we had great new economic challenges, we
had profound  social problems, that a lot of these things had to be.
done by an energized American citizenry, but that our national
government had a role 'to play in moving our country through this
period of transition. And in order to do it, we needed to increase
the capacity of the government to do it through political reform, but
we also needed, as much as anything else, to increase the confidence
of the American people that, at the very least, they could trust the
United States government to tell the truth and to do the right
things.

So you have to understand that, for me, one reason this
is so important is that I see it as part of our ongoing effort to
give this government back to the American people -- Senator Glenn's
long effort to get Congress to apply to itself the same laws it

imposes on the private sector; the restrictions that I imposed on
members of my administration in high positions for lobbying for
foreign governments; and when the lobby bill failed in the Congress,
I just imposed it by executive order on members of the Executive
Branch. All these efforts at political reform, it seems to me, are
important.

But none of these efforts can succeed unless people
belleve that they can rely on their government to tell them the truth
and to do the right thing. We have declassified thousands of
government documents, files from second world war, the Cold War,
President Kennedy's assassination. -These actions are not only
consistent with our national security, they are essential to advance
our values. '

So, to me, that's what .this is all about. And to all
those who represent the families who have been involved .in'these
incidents, let me say to you, I hope you feel that your government
has kept its commitment to the Amerlcan people to tell ‘the truth and
to do the right thing. :

We discovered soon after 1 entered-office thatlwith the



’.specter of an atomic war looming like- Armageddon far nearer than it
does today, the United States government:actually did carry out on.
our citizens experiments involving radiation. That's when I ordered
. the creation of this committee. Dr. Faden and the others did a
superb job. They enlisted many of our natlon s most significant ‘and
important medical and scientific ethicists. They had to determine
first whether. experiments conducted or sponsored by our government
between 1944 and 1974 met the ethical and scientific ‘standards of
that time and of our time. And then they had to see to'it that our
research today lives up to nothing less than our highest values and
our most deeply-held beliefs.

From the beginning, it was obwvious to me that this
energetic committee was prepared to do its part. We declassified -
thousands of pages of documents. We gave committee members the keys
to the government's doors, file cabinets and safes. For the last
year and a half, the only thing that stood between them and the truth
were all the late. nights and hard work .they had to put in.

This report I received today is a monumental document --
(laughter) ~- in more ways than one. But it is a very, very-
important piece of America's history, and it will shape America's
future in ways that will make us a more honorable, more successful
and more ethical country.. '

What this committee -learned I would like to review today
with a little more detail than Dr. Faden said, because I think it
must be engraved on our national memory. Thousands of
government-sponsored experiments did take place at hospitals,
universities and military bases around our nation. The goal was to-
understand the effects of radiation exposure on the human body.

: While most of the tests were ethical by any standards,
some were unethical, not only by today's standards, but by the
- standards of the time in which they were conducted. They failed both
the test of our national values and the test of ‘humanity.

In one experience, scientists -- experiment --

" scientists injected plutonium into 18 patients without their
knowledge. In another, doctors exposed indigent cancer patients to
- excessive doses of radiation,. a treatment from which it is virtually
impossible that they could ever benefit.

, The report also demonstrates that these and other
‘experlments were carried out on precisely those citizens who count

" most on the government for its help -- the destitute and the gravely
"il11. But the dlspossessed were not alome. Members of the military
-- precisely those on.whom we and our government count most -- they
were also test subjects.

Informed consent means your doctor tells you the risk of
the treatment you are about to undergo. In too many cases, informed
.consent was withheld. Americans were .kept in the dark about the
effects of what was being done to them. The deception extended
' beyond the test.subjects themselves to encompass their families and
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_the -American péople as a whole, for these experlments were’ kept

‘secret. And. they were shrouded not. for a compelling reason of .
national -security, but for the 51mple fear of embarrassmentp and that,
'was wrong.

Those who led the government when these decisions were
made are no longer here to take responsibility for what they did.
They are not here to apologize to the survivors, the family members
or the communities who! s lives were darkened by the shadow of the
atom and these choices.’ - .

So 'today, on behalf of another generation of American
leaders and another generation of American citizens, the United
States of America offers a sincere apology to those of our citizens
who were subjected to these experiments, to thelr families, and to
their communities. '

When the government does wrong, we have a moral
re5p0n51blllty to admit it. The duty we owe to one. another to tell
‘the truth and.to protect our fellow citizens from excesses like thes

‘is one we can never walk away from. Our government failed in that’
" duty, and it offers an -apology to the survivors and their families

and to all the American people who must -- who must be able to rely
upon the Untied States to keep its word, to tell the truth, and to do
the rlght thing. -

We know there are moments when words alone are not
enough. That's why I am instructing my Cabinet to use and build on.
these recommendations, to devise promptly a system of relief, '
including compensatlon, that meets the standards of justice and
consc1ence. . o k

When called for, we will work with Congress to serve the
best needs of those who were harmed. Make no mistake, as the '
committee report says, there ‘are circumstances where compensation is
appropriate as a matter of ethics and principle. I am committed to:
'seeing to it that the United States of America lives up to its '

- responsibility.

: _ our greatness is measured not only in how we so /
frequently do right, but. also how we- act when we know wé've done the

o wrong thlng, how we confront our mlstakes, make our apologles, and

take actlon

That's why this morning, I signed an executive order
instructing every arm and agency of our government that conducts,
supports or regulates research involving human beings to review
immediately their procedures, in light of the recommendations of this
report, and the best knowledge and standards avallable today, and to
report back to me by Christmas.

T have also created a Bioethics Advisory Commission to
supervise the process, to watch over all such research, and to see to
it that never again‘do we stray from the basic values of protectlng
our people and belng stralght with ‘them. :

! ) . ’ - 1
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- The report I.received today will not be left on a shelf
tc gather dust. Every one of its pages offers.a lesson, and every
lesson will be learned from these good people who put a year and a
half of their lives into the effort to set America straight.

Medical and scientific progress depends upon learnlng
about people's responses to new medicines, to new cutting-edge
treatments. Without this kind of research, our children would still
be dying from polio and other killers. Without responsible .radiation
research, we wouldn't be making the progress we are in the war on
cancer. We have to continue to research, but there is a rlght way
and a wrong way to do 1t. ' :

There are local citizens' review boards, there are
regulations that establish proper informed consent and ensure that.
experiments are conducted ethically. But in overseeing this
necessary research, we must never relax our vigilance.

.7 The breathtaking advances in science and technology
demand that we always keep our ethical watchlight burning. No matter
how rapid the pace of change, it can never outrun our core
convictions that have stood us so well as a nation for-more than 200
years now, through many different scientific“revolutions.’

I believe we will meet the test of our tlmes ~- that as
science and technology evolve, our ethical conscience will grow, not -
shrink. Informed consent, community right-to-know, our entire
battery of essential human protections -- all these grew up in
- response to the health and humanitarian crises of this 20th century.
They are proof that we are equal to our challenges.

" Science is not ever simply objective. It emerges from
the crucible- of historical circumstances and personal experience.
Times of crisis and fear can call forth bad science, even science we
know in retrospect to be unethical. Let us remember the difficult
years chronicled in this report, and think about how good people
could have done things that we know were wrong. ,

Let these pages serve as an 1nternal remlnder to hold
humlllty and moral accountability in-higher esteem than we do the
latest development in technology. Let us remember, too, that )
cynicism about government has roots in historical circumstances.
Because of stonewallings and evasions in the past, times when a
family member or a neighbor suffered an injustice and had nowhere to
turn and couldn't even get the facts, some Americans lost faith in
the promise of our democracy. Government was very powerful but very
far away and not trusted to be ethical. : ! :

So today, by making ourselves accountable for the sins
of the past, I hope more than anything else, we are laying the
foundation stone for a new era. Good people, like these members of
Congress who have labored on this issue for a long time, and have

N



devcted their careers to trying to do the -right thing, and hav1ng
people justifiably feel confidence in the'work of their .
representatives. They will continue to work to see that we 1mplement
these recommendatlons -

And under our watch, we will no longer hide the truth
from our citizens. We will act as if all that we do will see the
-light of day.  Nothing: that happens in Washington will ever be more
. important in anyone's life affected by these experiments, perhaps,
than these reports we. issue today. But all of us as Americans will
be better off because of the larger lesson we learned in this
. exercise and because of our continuing effort to demonstrate, to our
people that we can be faithful to their values.

Thank you very much. (Applause.)

End . 11:23 A:M. Edt

To comment on this service: feedback@www. whitehouse.gov
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Building Public Trust:
Actions to Respond to
The Advisory Committee on Human Radiation Experiments
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Executive Summary

“Our greatness is measured not only in how we . . . do right but also fin] how we
act when we kmow we 've done the wrong thing; how we confront our mistakes,

make our apologies, and take action.” :
—President Clinton

October 3, 1995

In January 1994, President Clinton established the Advisory Committee on Human Radiation
Experiments (ACHRE) to examine reports that the government had funded and conducted
unethical human radiation experiments and releases of radiation during the Cold War, The
President directed ACHRE to uncover the truth, recommend steps to right past wrongs, and
propose ways to prevent unethical human subjects research from occurring in the future. The
Committee published its findings and recommendations in October 1995. - ‘Fﬂ
or A

This report presents the Administration’s actions'to respond to ACHRE’s ﬁntz’és and
recommendations, The Committee found that the government had conducted iseveral thousand
human radiation experiments from 1945 to 1975. Although the majority of the experiments
advanced biomedical science and were unlikely to have caused harm, some were conducted

—-—e
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protect human subjects-in th
mos of ACHRE’s recommendations.and has acted throughout the government to implement
them. o .

Opéning the Record ’%

ACHRE recommended that the government take a number of steps to organize the historical
records of human radiation experiments and to give the public access to these records. ACHRE
identified the National Archives as the appropriate repository for documents. The Committee also
recommended an independent review of the CIA’s recordkeeping system and all of its documents
related to human radiation experiments. :

Key Actions

. The Administration has invested heavily in making documents accessible. ACHRE
transferred more than one million pages of documents to the National Archives. The
Administration has made 300,000 fully seaschable pages of documents available on the
Internet, and will add an additional 200,000 pages shortly. The Departments of Energy
and Defense are publishing document search guides.
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- The President signed Executive Order 12958 directing Federal agencies to review and
declassify thousands of documents, including documents on radiation experiments.

o The National Records and Archives Administration is conducting an independent review
of the Central Intelligence Agency’s (CIA’s) recordkeeping system and the CIA’s
Inspector General reviewed and reported on the CIA’s human experiments.

Protecting Human Subjects in the Future

The Advisory Committee recommended steps to strengthen protections for human subjects and
ensure the government does not repeat past mistakes, '

Key Actions

-% » President Clinton is issuing a directive to strengthen protections for subjects of classified
NQLJ (secret) research. Agencies will propose new rules to eliminate waiver of informed
consent® disclose the identity of the sponsoring agency; ensure & more independent review
process;jand require permenent records. Agencies will also report annually on the number
of classified human research projects and the number of human subjects involved in each
project. :

| President Clinton established the National Bioethics Advisory Committee (NBAC) to
examine bioethical issues, including human research issues. A subcommittee of NBAC will
address certain broad questions raised by ACHRE, including how to strengthen
Institutional Review Boards (IRBs)—the local ethics panels for federally sponsored
research.

» President Clinton directed agencies to develop plans to improve oversight of ethics rules.
NBAC will review these plans in the coming months.

L) Agencies have undertaken nationwide education efforts to raise the profile of ethical
considerations, and are funding research to improve our understanding of ethical issues.

Righting Past Wrongs

The Advisory Committee recommended, among other things, that the government apologize to all
subjects, compensate certain subjects, and consider modifying the Radiation Exposure
Compensation Act, and its regulations, 1o compensate additional uranium miners.

Key Actions

" The President apologized to all subjects on behalf of the government; Energy Secretary
O’Leary has made apologies in certein individual cases.

u The Federal government has paid compensation to the families of 13 of the 18 known
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subjects ACHRE recommended be compensated, and is in negotiations with others. An
additional 52 unknown subjects have not been identified.

* L The Administration will propose legislative and regulatory changes to the Radiation
¢ e, Exposure Compensation Act to incorporate the latest science and better compensate
]U affected miners.
A Umux:&w"*
L The Administretion will propose legislation to make veterans treated with nasopharyngeal
radiation eligible for health screening under the Department of Veterans Affairs’ lonizing
Radiation Program.

The actions and policies described in this report will help bring justice to those harmed by the
mistakes of the Cold Wer, and prevent the recurrence of past wrongs. The report presents those
actions that are completed or underway. The Administration will continue to take steps to open
the government's records, raise ethical standards, and right the wrongs of the past. B

7
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THE WHITE HOUSE
WASHINGTON

January 6, 1997

MEMORANDUM FOR BRUCE REE
FROM: DIANE REGAS N {
Domestic Policy Council

SUBJECT: Proposed Changes to RECA - Decision Needed by January 7

We expect to announce the Administration's response to the Presidential Advisory Committee
on Human Radiation Experiments next week. As part of that announcement, the staff is
recommending legislation to amend the Radiation Exposure and Compensation Act of 1990
(RECA). There is one outstanding issue with respect to the Administration's bill and, on
Friday, the Department of Justice (DOJ) asked us to seek your view of the change before
going ahead. '

ISSUE: Should the Administration propose any compensation for uranium miners with lung
cancer where the probability is between 20%-50% that their cancer was caused by
government's failure to appropriately ventilate the mines? :

BACKGROUND: From the 1940s to the 1960s the United States' nuclear weapons program
relied on uranium from mines in the Southwestern United States. Miners working in those
mines were exposed to levels of radiation known to be dangerous because the United States
did not ensure that the mines were adequately ventilated. As a result hundreds of miners
contracted or will contract fatal lung cancer.

The Radiation Exposure and Compensation Act of 1990 (RECA) provides for compensation
of some miners, as well as those living downwind of nuclear test sites. Uranium miners
qualify for $100,000 compensation if they were exposed to a certain amount of radiation and
they contract lung cancer (almost always fatal).

The Advisory Committee on Human Radiation Experiments (ACHRE) recommended that the
President seek legislation that would "provide compensation to all miners who develop lung
cancer after some minimal duration of employment underground..." Their recommendation
was based, in part, on the conclusion that the actions of the United States with respect to the
miners was egregious. The government knowingly allowed the miners to work under
conditions likely to cause fatal cancers and neither warned the miners nor took action to
mitigate the danger. See ACHRE Final Report, pages 565-582.



The Inter-Agency Working Group on Human Radiation (IAWG), chaired by DPC staff, has
developed proposed legislation to respond to the ACHRE recommendations on RECA.
Different aspects of the proposal would address two different populations: '

1. Miners for whom the probability is greater than 50% that exposure in the
mines caused their discase. (The calculated probability is population-based
and does not account for individual susceptibility.) All agencies in the IAWG
support proposing legislation that would affect these miners.

2. Miners for whom the population analysis suggests that the probability is less
than 50% that mining exposure caused the disease. DOJ has expressed concern
about proposing legislation that would compensate these miners.

1. Miners with a Probability of Causation of Greater than 50% 5

The legislative history suggests that Congress intended RECA to provide compensation to
uranium miners for whom the probability that their illness was caused by radiation exposure
while mining is greater than S0 percent. In these cases, RECA provides $100,000 in
compensation per uranium miner. In practice, RECA does not accomplish this goal because
documenting exact exposures is too difficult and because the scientific premises underlying
RECA are not accurate. Therefore the current law denies compensation to some miners who
clearly should be eligible.

A working group of the Department of Justice and the National Cancer Institute analyzed the
current compensation scheme and recommended changes to ensure that miners are eligible for
compensation if it is more likely than not (probability >50%) that their lung cancer was
caused by exposure in the mines. The proposed measures provide new, less burdensome
methods for miners to establish that radiation caused their illness. The measures also expand
the list of compensable diseases, based on new scientific evidence.

All departments in the IAWG agree that the Administration should propose these changes.
2. Miners with a Probability of Causation of Less than 50%

The IAWG has also been considering a proposal to provide partial compensation to miners
for whom there is a significant probability that their lung cancer was caused by exposure in
the mines, but the probability is less than 50%. DOIJ has voiced concerns about this proposal.

OPTIONS

Option A: Propose legislation to provide at least partial compensation ($50,000) to all
miners for whom the probability is between 20% and 50% that their lung
cancer was caused by exposure to radiation in uranium mines. This approach
would also include proposing the measures outlined. in Section 1, above, for
miners with greater than 50% probability.



Option B: Limit the Administration's proposed legislation to compensation of miners with
lung cancer for whom it is more probable than not that the cancer was caused
by exposure to radiation in uranium mines (i.e. only propose measures outlined
in Section 1 above).

DISCUSSION

OPTION A: Expanding compensation to miners should be viewed in the context of the
Administration's response to ACHRE more generally. In responding to ACHRE, the
Administration's policy has been to be as generous as is reasonable because the government's
actions in these cases denied fair protection to individuals, and undermined democratic control
over the government. According to ACHRE's chair, Dr. Ruth Faden, expanded compensation
for uranium miners is one of the most strongly-felt of ACHRE's recommendations.

ACHRE's recommendation to expand compensation without requiring individualized proof of
causation is appropriate because of the egregiousness of the government's conduct, the impact
of the increased cancer rates in these communities and the government's support for studying
the miners without taking reasonable steps to reduce the known risk.

Without a change, uranium miners who are not now compensated under RECA will continue
to be held to a higher standard of causation than others who are compensated under RECA.
Under RECA, people living downwind of certain areas are compensated ($50,000) if they get
a radiogenic disease--even though the probability is very low (<10%) that the disease was
caused by the government's action. In addition, because RECA is not currently based on a
probabilistic standard, a significant number of uranium miners who fall within the 20%-50%
probability range in Option A are already eligible for compensation. Option A would
overcome some of these inequities.

The Clinton Administration has, in certain cases, advocated compensation where there is less
than a 50% probability that physical harm was caused by the government's action. First,
within the last two months, the government has compensated 13 experimental subjects, as
recommended by ACHRE, without any causal link to physical disease. Second, the President
announced that children of veterans exposed to agent orange will be compensated with
medical care if they are born with spina bifida. This decision was made despite the extremely
low probability of a connection and in the absence of biological plausibility.

Our current best estimate of the total additional cost of this proposal combined with the
changes 1o RECA that we have already agreed upon is between $13 and $14 million over the

next 20 years. The expected cost of option A is only a fraction of this amount.

Outside of the DPC staff, this option is strongly supported by DOE. 1 expect that OSTP will
also support this option, and OMB will express a view within the next day or so.

OPTION B: [A memo from DOJ making a full argument on this point is attached.]

The general rule in litigation should remain that the government will only pay compensation



if it is more likely than not that the government's action caused the harm. Any decision to
expand the government's liability to other cases is setting a bad precedent. The possible result
will be further expansion of the government's liability within RECA--possibly to new
populations--and the creation of a model that may be used in entirely different circumstances.

This option 1s supported by DOJ.

PUBLIC REACTION: Stuart Udall, former Secretary of the Interior and his clients, mostly
Navaho, are likely to react strongly if the Administration does not propose some
compensation for most miners with lung cancer. I expect they will have some success in the
New Mexico Congressional Delegation and with the Governor. The decision on this issue,
however, is unlikely to affect the overall reception of the Administration's response to
ACHRE.

RECOMMENDATION AND NEXT STEPS

I recommend that you support Option A. Whatever your decision, OMB will inform key
Departments to determine whether any Department wishes to request a principals meeting to
discuss this issue further.

cC: Jack Gibbons

T J Glauthier
Elena Kagan

Attachment
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U.S. Department of Justice

Office of the Assistant Attorney General
Civil Division

George Jordan Phillips " 950 Pennsylvania Ave., N.-W., Room 3143
Counselor to the Assistant Arorney General Washington, D.C. 20530
(202) 514-5713 Fax (202) 514-8071

January 3, 1597
MEMORANDUM

TO: Greg Jones-
Office of Legislative Affairs

SUBJECT: Proposed Amendments to RECA to Provide Partial
Compensation to Uranium Minexrs

This responds to your request for the views of the Civil
Division on the amendments to the Radiation Exposure Compensation
Act (RECA) which would authorize the payment of partial
compensation to uranium miners for whom the probability is 50% or
less that their lung cancer was caused by exposure to radlation
in the mines.

First, we support the other proposed amendments to RECA
becauvse we believe they will result in a fairer program for the
claimants. We helped to develop many of these proposals based on
our experience in administering the program. We have worked hard
to improve the administration of the program and are proud of
what we have achieved and fully support the bulk of what has been
proposed. We feel, however, that we must cbject to one of the
propesals. '

The current:RECA provisions authorize the payment of
$100,000 in compensation to miners who demonstrate that they were
exposed to defined minimum levels of radiation. The legislative
history of RECA indicates that Congress set the minimum exposure
levels to approximate the point where, on average, it was more
likely than not the miner’s exposure caused his lung cancer;

i.e., where the probability of causation was greater than 50%.?

RECA also authorizes the payment of compensation in the
amount $50,000 to downwinders, i.e,, persons who demonstrate that
they were physically present in certain specified counties or
geographic areas:in the States of Arizona, Nevada, and Utah

i we understand that becduse the minimum exposure levels
currently specified in the statute do not accurately reflect a
50% probability of causation for most miners, the Department has
proposed legislation to amend RECA to incorporate new, more
accurate criteria. We support these proposals.
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during periods when atmospheric testing was carrlied out at the
Nevada Test Site, and who suffer from certain statutorily
specified radiogenic cancers. '

One of the proposed amendments to RECA would add provisions
authorizing the payment of compensation in the amount of $50,000
to uranium miners who demonstrate that they were exposed to
levels of radiation in the mines at which the probability is only
between 20% and 50% that their lung cancer was caused by exposure
to radiation in the mines.

It is our understanding that the rationale for these
proposed amendments is to more nearly equalize the treatment of
uranium miners and downwinders. Scientific evidence indicates
that downwinders were exposed to much lower levels of radiation
and, therefore, a much smaller increased risk of cancer, than
were uranium miners. Therefore, the argument goes, it is unfair
to allow downwinders whose probability of causation is below 50%
ti recover compensation while denying such recovery to uranium
miners. :

We believe this reasoning is flawed. If the current scheme
is providing payments to individuals whose illnesses more likely
than not were not caused by radiation does not justify expanding
payments to other individuals whose illnesses were not likely
caused by radiation. We do not believe the case has adequately
been made to overcompensate the miners which would be favored by
the proposed legislation.

Our main concern is that if this legislation is enacted, it
can be anticipated that other groups will seek to be included in
a similar way. For example, the geographical limits on the
downwinder population will be subject to expansion. The counties
and geographic areas currently specified in the statute exclude
persons in adjacent counties and geographic areas where they were
exposed to comparable levels of radiation from the nuclear
testing program.: Moreover, the costs of an expanding program are
difficult to predict. For instance, the initial assessment of
the cost of the Black Lung Program proved to be dramatically low.

Very importantly, expansion of the precedent for paying
individuals compensation for injuries which, more likely than
not, were not caused by the events triggering the compensation
program is a profound policy decision. We would draw the pelicy
1ine short of providing recovery for persons who probably were
not injured by the government activities involved. The rule in
litigation is that those who sue the goverpment for injuries
caused by governmental action must prove that the injuries were
caused by the governmental action. [This standard is encempassed
in 28 USC 1346(b)] In many of these cases the plaintiffs may have
a sympathetic case but lack the evidence to prove causation by
the preponderance standard. Once the precedent is established

-2 -
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that in some "exceptionable" cases the government, although not
legally liable, is willing to legislatively compensate claimants,
it will be hard to justify denylng compensation to one group of
citizens having granted it to others.

Moreover, reducing the level of compensation does not
dercgate from the adverse consequences. The issue remains
whether an individual should receive compensation for injuries
most likely unrelated to the activities giving rise to the
compensation. The bottom line is the same, the govermment would
provide compensation even though most of the claimants receiving
compensation would be compensated for injuries unrelated to the
government’s conduct. We believe the dangers of allowing
compensation in these instances will invite many more such
requests.

Having raised these concerns, we recognize that the decision
of whether to bestow a new entitlement on a favored group is a
policy call and acknowledge that this proposal will be considered
by Congress which can weigh these risks in their consideration of
the amendment. In administering many of these compensation
programs and in generally defending the government against claims
of aggrieved citizens, however, we believe that such an extension
should not be proposed by the Administration.

We do not believe it is good public pelicy because it
creates a new standard of compensation for one specific, favored
group of citizens, which is not generally available to others
whose claims may; in some instances, be equally or even more
compelling. By making exceptions to certain favored groups
rather than adhering to requirements equally applicable to
everyone injured:by the government, we will open a process in
which groups may:cbtain relief more on the basis of their
political ability than on the basis of an easily understood and
accepted "more likely than not" standard. Once this policy
Rubicon ie crossed it will be easier for each successive group to
muster its arguments that it is also deserving of a special
exception. Ultimately, such deviation from the standard for
"favored" groups:may undermine the public’s faith in the
government’s commitment to treating all of its citizens equally
and undermine the public’s suppert of such compensation programs.

The bottom line is we think it is bad policy to pay taxpaver

funds for a condition which is not likely cauged by government
conduct.



