





























Secrecy...are we doing secret experiments? Should POTUS talk about it?
Can we order IRBs to do something.
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BACKGROUND INFORMATION FQR PHIL CAPLAN 2,
FROM: Tara O'Toole, M.D., M.P H. c;
Assistant Secretary e

Environment, Safety and Heaith

SUBJECT: Briefing on the Report of the Advisory Commitiee on Human Radiation
Expsriments

The Advisory Committee on Human Radiation Experiments is scheduled to
present its final report to the President on Tuesday, October 3rd. Time has been
reserved on the President's calendar for a White House event to receive the
report. Over the past six (6) weeks, representatives of all agencies involved in
this project have been meeting to shape a government-wide response to the
Advisory Committee's findings and recommendations.

This memorandum describes the background and process that led to this point,
the accomplishments of the Federal agencies acting in cooperation with the
Advisory Committee, the Advisory Commlttee's major findings and
recommendations and the proposed Government response thereto, benefits of
the project and some potential issues relating to the release of the final report.

BACKGROUND AND PROCESSES

Early Events

. in 1986 Congressman Edward Markey (D.Mass) issued a report entitled
Amernican Nuclear Guinea Pigs: Three Decades of Radiation Experiments
on U.S. Citizens. This report discussed approximately 30 human radiation
studies; it engendered relatively little media interest.

. In November 1993, the Albuquerque Tribune published articles by reportar

Eileen Welsome describing experiments during World War 1| where
hospital patients at several locations around the country were injected with
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plutonium. Famlly members interviewed by Welsome denied that the
subjects had given their consent.

In December 1993, Secretary of Energy O'Leary acknowledged the
Tribune articles and publicly released additional declassified documents
related to the plutonium injections; she committed DOE to locate,
declassify and disseminate as much information as possible about human
radiation experiments sponsored by the Department of Energy and its
predecessors, the Manhattan Project and the Atomic Energy Commission.
Media coverage and public response was intense.

Articles appeared in other newspapers describing other experiments,
including some with retarded children in Massachusetts.

The Secretary established a toll-free hotline to receive [nquiries from those
who belleved they or a family member may have been a radiation
experiment subject. This was soonh expanded to include other agencies.
Over 20,000 calls were ultimately made to the hotline.

Establlshment of the Interagency Working Group and the Advisory Committee

In January 1994, the President established a Cabinet-level Human
Radlation Interagency Working Group to provide a coordinated Federal
response to this issue. It Included the Department of Energy, the
Department of Defense, the Depariment of Vaterans Affairs, the
Department of Health and Human Servicas, the National Aeronautics and
Space Administration, and the Central Intelligence Agency.

The President issued an Executive Order (E.O. 12891) establishing an
Independent Advisory Committee on Human Radiation Experiments to
provide expert advice and recommendations; Federal agencies were
directed to provide the committee with the historical records and other
information needed to complete its work.

The Secretary of the Cabinet issued a directive calling for a Government-
wide records inventory and retrieval focussing on:

. Experiments on Individuals involving intentional exposure to ionizing
radiation, not including common and routine clinical practices; and

. Intentional environmental releases of radiation designed to test
human heath effects or the extent of exposure; and
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. Specified releases of radiation to the environment Including a series

of tests investigated in a 1993 GAO report requested by Senator
John Glenn.

The Advisory Committee, chaired by bloethicist Dr. Ruth Faden of Johns
Hopkins University, considered the following Issues:

. the medical and scientific purpose for human radiation research
sponsored or conducted by the government;

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

. whether experiments met the ethical and scientific standards of the
time and those that exist today; and

. whether current human subject research safeguards are adequate to
prevent recurrence of ethical abuses.

Activities of the Commttee

The Advisory Committae met monthly in public from April 1894 through
July 1995 and took testimony from experiment subjects and their '
advocates, research institutions, and government representatives. Several
outreach meetings around the country were also held. The Committee
made the drafts of its report publicly avallable.

The Committee also reviewed 125 current federally-sponsored studles (not
limited to radiation - related research) and interviewed patients at leading
hospitals in order to gauge the adequacy of procedures for evaluating the
risks of research and for obtaining informed consent from subjects, and to
sample attitudes toward human subject research,

Al the behest of advocacy groups, the committee considered issues related
to some radiation exposures associated with govemment activity that were
not "experiments" - that is, persons who were not exposed for the purpose
of research. These include atomic veterans, uranjum miners, and residents
of the Marshall islands exposed to fallout from a U.S. nuclear weapons test
in 1954.
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ACHIEVEMENTS FOR OPENNESS

Given the state of the government's records, we cannot claim to have found
every document bearing on human radiation research. Nonetheless, a
broad and thorough search has ylelded an enormous amount of information
and allowed us to see the big picture.

The historical record of an Important part of the history of this country was
assembled In an unprecedented exercise in openness.

Federal agencles mounted a nationwide, coordinated search for records
dating back to World War |l. These records were often ill-organized and
poorly indexed and scattered at dozens of locations around the country. An
estimated 840,000 pages of documents were ultimately delivered by the
agencies to the Committee and research was done for them on many
topics.

The Department of Defense and the Department of Energy declassified
over 7,000 documents during the course of this project. (Most pertinent
documents were not classified; they were unidentified and Inaccessible
because they were submerged in a sea of government records.)

The record Is being made directly accessible to the public by means of
cutting edge technology. Over 250,000 pages of original DOE documents
related to human subject radiation research dating back to the Manhattan
Project are now available on the Intemet. The other agencies will be
adding their documents to this database. People can search the documents
and print them out at thelr desks.

DOE published and widely distributad two volumes describing the general
scope and purposes of human radiation research sponsored by the
Department and listing and describing some 435 such studies. Other
agencles provided lists of experiments.

_ INDINGS OF THE ADVISORY COMMITTEE
Historical Experiments and Population Exposures

Several thousand government sponsored human radlation experiments
were conducted from 1844 to 1974, only fragmentary information survives
for most experiments. Few documents survive that shed light on whether
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indlviduals gave informed consent.

Most experiments were done to advance medical science; the great
majority of subjects received low doses unlikely to cause them physical
harm.

J Human radlation experimentation during this period contributad significantly
to medical advances and thus to the health of the public.

Some agencies had policies on human subject research as 'e'arly as the
19508, but these were generally not effactively implemented.

. Some government agencies required the consent of some research
subjects even before 1844, but the government did not have
comprehensive policles, covering both healthy subjects and patient-
subjects, until 1874.

. It is unlikely that the public was directly harmed solely as a consequence of
the environmental releases of radiation. The most severe exposures to
non-patients occurred not in biomedical experiments, but to uranium
miners.

Trust, Openness, and Secrecy

. Public trust in government is perhaps the biggest casualty of tha human
radiatlon experiments and intentional releases.

. Events and data from experiments were sometimes kept secret for reasons
of public relations, embarrassment, and concern for legal liability.
Examples include: the World War 1l plutonium injections; secret
environmental releases; world-wide fallout studies prior to the 1963
Atmospheric Test Ban Treaty where the amount of such elements as
strontium-90 were measured In the human body; and uranium miners.

. The govemment did not routinely create or maintain records needed to
assure that secret programs could be accounted for in later years.

J The management of historical go\mrhment records in general has
contributed to public mistrust of the gevernment. Poor recordkeeping and
lack of accessibility has made it difficult to establish facts.
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Current Human Subject Protection

In comparison to the policies and practices of the 1840s and 1960s, there
have been significant advances in the protection of the rights and interests
of human subjects. However, the current human experiment system is not
working as well as it should.

Most subjects face minimal risks from participation in rasearch but there
are problems with, for example, lack of clarity in consent forms, unrealistic
expectation by patients of the potential that participation in research will
benefit them directly, and the use of persons with diminished mental
capacity.

Environmental releases such as these identified in the Advisory Committee
charter could take place in secret today under the current environmental
laws and regulations.

THE COMMITTEE'S RECOMMENDATIONS AND THE PROPOSED

GOVERNMENT RESPONSE _(the full text of all the Advisory Committee
recommendations are attached, along with.a more detailed discussion of the
proposed government response )

Biomedical Experiments and Population Exposures '1944-197_54

The Committee recommends that the government:

. apologize and compensate the families of World War [l era
plutonium and zirconium injections and total body Irradiation (TBI)
because the govermment misused secrecy to keep the subjects
uninformed. (The Committee does not find that these people were
physically harmed).

’ apologize and compensate subjects if a court or other forum finds
that they were physically harmed.

. amend the Radiation Exposure Compansation Act (RECA), the law
passed in 1990 to provide compensation to persons harmed by
nuclear weapons testing and uranium miners, if data shows that
additional groups, such as those living downwind of the Hanford
plutonium - production complex, are at increased risk of cancer.
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review the fairness of compensation laws related to the uranium
miners and the so-calied "atomic veterans."

continue DOE medical programs for Marshall Islanders and consider
whether it should be expanded.

. The proposed government response. endorses the basic thrust of the
Committee's recommendations and suggests a number of specific
processes and mechanisms for carrying these out.

CQurrent Human Subject Protection

. The Committee recommends that the government:

undertake a national effort to ensure the central Importance of ethics
in the conduct of researchers whose work involves human subjects.

improve the Institutional Review Board (IRB) system, which is the
mechanism established by regulation for approval of federally-
funded human research.

establish an open forum for the continuing review and interpretation
of etnhical rules as they apply to human subject research.

improve the protection of the rights and interests of military
personnel with respect to human subjects research, including a
review of policies and procedures, better training for officers and
investigators in applying the regulations, maximizing voluntariness,
and maintenance of a registry of volunteers by all the services.

improve oversight, sanctions and scope by 1) conducting regular,
periodic applications based on examining outcomes and
performance 2) reviewing whether sanctions for violations are
adequate; and 3) extending protections to non-federally funded
research.

. The proposed government response:

[

remands certain issues to the proposed National Bioethics Advisory
Commission which will provide expert advice on issues of ethics;

endorses enhanced ethical education In partnership with external
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groups such as medical schools, unlversities, sclentlfic socleties, and
others;

. involves pooling resources across agencies to conduct pllot projects
to improve the efficlency and effectiveness of IRB review and to
evaluate the system overali; and

. considers proposing legislation to address some of the gaps in the
current system for protecting human subjects such as extending
requirements for protection of human subjects of research not funded
or conducted by the Federal Government. :

Secrecy and Openness

. The Committae recommends:

. in cases of classified human research, any waiver of informed
consent procedures should be prohibited.

. independent review of classified human research and classified
environmental releases; permanent retention of related records.

. the Interagency Working Group should ensure continued movement
toward rmaking historical records accessible by 1) moving records
into the Archives more quickly 2) making indexes and finding aids
readily avaitable 3) improving public access to records that remain in
agencies 4) maintaining records of document destruction and 5)
reviewing policies governing accass to records of grantees and
contractors.

. review of CIA recordkeeping and high priority to the declassification
of C|A records on human research including the MKUItra LSD
experiments..

. The proposed government response:

. includes a Presidential directive that no waivers of full informed
consent will be permitted in classified research and disclosure to the
subject of the government agency sponsoring the research;

. requests that EPA review whether additional steps are necessary to
ensure robust environmental oversight of classified programs;

)
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. directs the Interagency Working Group, in conjunction with the
National Archives, to develop an aggressive plan to increase
accessibility of government records;

. redesignates records relating to human subjects research as
permanent to prevent future records destruction; and

. involves a high-priority review by the National Archives of the CIA
record-keeping system, including addressing means to improve
public access and directs CIA to give top declassification priority to
human subject research records.

BENEFITS

. Despite occasional medla sensationalism and the trepidation of some in
the scientific community with the scrutiny associated with this effort, this is
a good story for the Administration:

. when we started down this road, we were aware of a few high-profile
and very troubiing experiments - we did not know whether these
were aberrational, nor did the government have an idea of tha scope
and purpose of government-sponsored human radlation research
genarally.

. without excus!ng the dark side of this research, this open
examination of the historical record allows the government to
acknowledge its mistakes as well as the iImmense medical benefits
achieved by much of this research.

. people are able to see that the government is committed to
preventing the misuse of science and technology, thus creating an
environment where good programs can go forward.

. For this Administration, the most likely positive enduring iegacy of this
project may be the enhancement of openness:

’ large amounts of Information were found and cutting edge technology
was used to pul this information directly into the hands of the people.

. providing this information has offered an opportunity to begin to heal
the wounds that resulted from government projects carried out with
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secrecy and deception during the War and the Cold War.

. with the ending of the Cold War, there is an opportunity to frame this
project as part of a strong, continuing effort to rebuild trust, and to
support and extend democratic government, by making records and
information consistently and readily available to the people to whom
they belong: the citizens of this country.

UES/CON UENCES OF THE REL

In the past, media attention has often focussed on the most controversial or
sensational aspects of these experiments and releases, such as the
involvement of vulnerable populations; at the same time, the Administration
has generally been credited for openness, accountabmty and rebuilding
public trust in government institutions.

Due to the passage of time and the survival of only parts of the histerical
records, the Committee has been able to reach very few definitive
judgments on the ethics of individual expsriments and on the likelihood of
harm to individuals. There will be some unmet expectations, but these
should be blunted by a commitment to continue the process of openness
and dialogue.

There is a risk that the Committee's criticism of current human subject
protection practicas could harm the cause of ongoing important human
research. The Committee and the.agencies are seeking to obtain the
support of important elements of the research and scientific communities
for thelr message for more attention to ethics, and the fact that we seek to
act in partnership with these institutions should be stressed.

Attachmants: Amenican Nuclear Guinea PIgs: Three Decades of Radiation
Experiments on U.S. Cltizens (the Markey Report); Article by Eileen Welsome
from the Albuquerque Tribune; Memorandum from the Secretary of Energy of
12/23/95; Memorandum for Heads of Departments and Agencies from the
Secretary to the Cabinet of 1/19/94; Human Radiation Expenimants: the
Department of Energy Roadmap to the Story and the Records;, Human Radiation
Experiments Associated with the U.S. Department of Energy and Its
Predecessors, Pamphlet: Human Radiation Expenments 1946-1974, Tha Clinton
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Administration's effort to find the facts; Pamphlet: HREX, Human Radiation
Expeniments Information Management System,; and Recommendations of the
Advisory Committee on Human Radiation Experiments.
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September 29, 1995
ACTION
MEMORANDUM FOR THE PRESIDENT
N, FROM: PHIL CAPILLAN
> THROUGH: LEON PANETTA

RE: Advisory Committee on Human Radiation Experiments

L ACTION-FORCING EVENT

To approve several recommended actions to be taken on Tuesday, October 3, when you
are scheduled to receive the Advisory Committee’s final report.

|
II. BACKGROUND ) S l

You appointed this Committee _j/n January 1994 after Secretary O’Leary made public a
number of revelations of the government’s conduct during the 1940s and 50s with regard
to radiation experiments using human research subjects. You issued an Executive Order
charging the Committee with ireviewing the records of the Federal agencies and
providing expert advice on mé@ issues, including 1) whether human radiation
experiments sponsored or conducted by the government from 1944-1974 met the ethical
and scientific standards of the time and those that exist today; and 2) whether current
human subject research safeguards are adequate to prevent recurrence of such ethical
abuses.

(st1-7M
The Committee’s work essentially falls into three categories: 1) a review of experiments
from( the-Celd-War, 2) a survey of current human subjects research and 3) a review of \ ﬂw?

secrecy and openness guidelines. v
-

e 'uvb'l T
1) Col=Wer: 1944 - 1974: The Committee found conclusive evidence that the | P .

government sponsored a very large number of human radiation research experiments WEIK ot
_from 1944-1974. Because of the large number, the Committee focused on identifying the - N

| ethical standards that applied to the government and the medical profession, not the e\ Y\,ﬁ
| particulars of the hundreds of experiments, although they focussed on a few in-depth. _S:A\
" The- bas:eﬁefyhae he;e is. LhatThe mmittee found that the vast majority of the L

armful to the subjects, but, nevertheless,
the govemment did not effectlvely implement policies to ensure that consent was
obtained from the subjects.
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The Committee will recommend financial com;zetxsalLa11_£c1r_r.he_farmlu;*.s_oLthe_IB_j voces pret
subjects of the|plutonium injection experiments (the experiments for which the ok \‘*:'\f“
Albuquerque Tribune won the Pulitzer),because this was the most egregious example of A S“m o
the government keeping secret an experimeptyalthgtigh-it was unlikely physical harm-— \ \“':\”Jl
~resulted from-the experiment-tself~ The Cqmmittee will also recommend compensation '
for another, larger class of people who were subjects of experiments;-apprdamately 4,000, R X
mdesewecompensau__u/bui ‘the number js very; xery difficiieto desermine. These Y“\: X
people were harmed to some degree, were ot in a position to benefit medically, and the | by
experiments were 1o iments in this category include the testicular | " Wy e
irradiation of prisoners, and the total body irfadation in CincinnatixOMB is working with \ \fﬁ o e
o the agencies on several options for a compen§ation scheme. It is pmmatum for you to \ Jn\\ﬂ“s\
‘ (/Z,L' >k comment with any specificity. *’(‘p p UMW.,/) ] S
f ——— 4
o¢ 2) Current Hum ject Research: 1974 - present: The Committee reviewed 125 -+ f\ﬂ\&
Conseg nt s current or recently Federally-funded studies (not limited to radiation research).and=}) C,:; 1 b
f— f S interviewed patients at leading hospitals in order to gauge the adequacy of procedures v )
9 ‘,;’ for obtaining informed consent from subjects; 2) evaluated the research risks of the hows i 4
J experlments and § sampled attitudes towards human subject research. Raq Ly,
\‘Y Surs ¢ )"M ) E\.f
\3\.‘ J'he Committee found that most of the protectlosz and informed consent were up to th nnalu,
standard, Hewever, the Committee did_find thatabeut 25% of the experiments were ~avt et
“"troubling” in terms of the informed consent and the risks involved i xp the research. The btenn o

Committee has notified each of the sponsoring institutions (.us%ea_lmuersny research

hospltab of these problems and asked each of the mstlt? 'ons to strenuously review their | ’
. <

procedures ‘ou-will-issue-ar e Order dire ng the acen ie<\to review their ' ton,

pohcnes and procedunes& 1\}»\ e ¢ GY\IPL,V‘A 3 U}«‘\, ?‘UJ\

/ 3) _Secrecy and Openness: The Committee’s recommendations in this section fall ks e
generally into two categories: 1) additional safeguards for the protection of human ? Ll
subjects involved in classified research, and 2) environmental oversight of classified P o K
programs. The Committee’s recommendations are geared to preventing 40s and 50s- P\ k »
style experiments from ever happemng again. 5\ M(M 18 Com g lotel T 1>
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The Administration is officially seeing the ﬁnal report for the first time, although we\’ Dt

have been working closely with the Committee{it-weuldmot-be-con OF-you to wde o
respond with a great deal of specificity about the Committee’s recommendatlons but ye- )3,_]»

can father lay out a set of principles/and-then-ask the Cabinet £6 work-on implementing the 3 s
Committee’s recommendations. | The theme of ypour remarks wﬂm ™
Administration has "done the right thmg," llft the veil of secrecy on the government s

conduct durmg the Cold Wary-- aken a-riskof éx; 1g [ \
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including per diem in lieu of subsistence, to the extent
permitted by law for persons serving intermittently in the
government service (5 U.S.C. 5701-5707).

(e) To the extent permitted by law, and subject to the
availability of appropriations, the Department of Health and
Human Services ("DHHS") shall provide NBAC with such funds as may
be necessary for the performance of its functions. The Secretary

of Health and Human Services shall provide management and support

services to NBAC.

f7
Sec. . General Provigions. (a) Notwithstanding the

provisions of any other Executive order, the functions of the
President under the Federal Advisory Committee Act that are
applicable to NBAC, except that of reporting annually to
Congress, shall be performed by the Secretary of Health and Human
§ervices, in accordance with the guidelines and procedures
established by the Administrator of General Services.

(b) NBAC shall terminate two years from the date of this
order unless extended prior to that date.

(c) This order is intended only to improve the internal
management of the executive branch and it is not intended to
create any right, benefit, trust, or responsibility, substantive
or procedural, enforceable at law or equity by a party against

the United States, its agencies, its officers, or any person.

THE WHITE HOUSE,
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SEP 28 1995

Research investigators and institutions are the stewards of a trust agreement
with the people who volunteer to be research subjects. We have a system in
place that to the greatest degree possible minimizes the potential for harm to
research subjects; epahles and protects individual, autonomous choice by
subjects; and promotes the pursuit of new knowledge.

Research involving human subjects is conducted, supported, or regulated by 21
Federal Departments and Agencies, including 16 signatories to regulations
promulgated in 1991, the KFederal Policy for the Prorection of Human

Subiecrs, | The report of the Advisory Committee on Human Radiation ‘(’
| Experiments illuminates the boundaries of our existing Federal regulatory
protections for human subjects. I hereby direct the Depariment of Health and /

| Human Services to develop legislation for transmission to Congress fo elevate
 into statute the fundamental components of these regulatory protections. The
Administration seeks new Federal statute that will confer upon all human
research subjects in the United States the protections, as warranted, of 1) I
| informed consent, and 2) review of proposed and ongoing research by a local
Llimstit,utional Review Board. -

The report of the Advisory Committee on Human Radiation Experiments
provides a timely stimulus for the 16 signatories to the Federal Policy for the
Protection of Human Subjects and the Dcepartment of Labor, Department of
the Interior, Nuclear Regulatory Commission, U.S. Postal Service, and Food
and Drug Administration to review thc protections of the rights and weltare of
human research subjects that are afforded by cxisting policies and procedures.

I hereby direct these Departments and Agencics to report the results of their
respective reviews, along with identification of Deparumcntal or Agency
measures that should be taken to enhance human subject protections, to the
National Bioethics Advisory Commission. Established today by a separate
Executive Order, the National Bioethics Advisory Commission will pursue, as
its first priority, protection of the rights and welfare of research subjects.

The Federal Government maintains an enduring com:iunent to ensuring that
research involving human suhjects is undertaken in accord with the highest
cthical standards. By doing so, we protect the rights and welfare of our fellow
citizens who make a remarkable contribution to the commoun good by electing
to volunteer for research studies. We owe them our best effort.

William J. Clinton
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Rcsearch investigators and institutions are the stewards of a trust agreement
with the people who volunteer to be research subjects. Wc have a system in
place that to the greatest degrce possible minimizes the potential for harm to
research subjects; enables and protects individual, autonomous choice by
subjects; and promotes the pursuit of new knowledge.

Review of Federal protections for human subjects

Research involving human subjects is conducted, supported, or regulated by 21
Federal Departments and Agencies, including 16 signatories to the 1991
Federal Policy for the Protection of Human Subjects and the Department of
Labor, Department of the Interior, Nuclear Regulatory Commission, U.S.
Postal Service, and Food and Drug Administration. The report of the
Advisory Committee on Human Radidtion Experiments provides a timely
stimulus for each of these Departments and Agencies to review the protections
of the rights and welfare of human research subjects that are afforded by
existing policies and procedures.,

I hereby direct these Departments and Agencies to report the results of their
respective rcviews, along with identification of measures that should be taken
to enhance human subject protections, to the National Bioethics Advisory
Commission which will pursue, as its first priority, protection of the rights and
welfare of research sub)écts.

/

Protections in classified reseaych

/

y
I hereby direct that no Federal funds be expended to conduct or support
classified research involving human subjects wherc an Institutional Review
Board has waived informed consent or where a determination has been made
that the research is exempt from Institutional Review Board review. I hereby
direct that in Aall Federally funded classified research, two additional elements
of informatipn will henceforth be provided when consent is sought from
potential himan subjccts: 1) the identity of the sponsoring Federal agency,
and 2) a statement that the project involves classified information. The
National Bioethics Advisory Commission is requested to evaluate whether the
Federal Policy for the Protection of Human Subjects should be revised to
codify these two directives.
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I hereby direct all Departments and Agencies to ensure the participation of
persons not otherwise affiliated with the Federal government in review of
classified research, either by establishing a dedicated review panel for
classified research or by ensuring that Institutional Review Board members all
have the nccessary security clearances.

Federal leadership in enhancing cognizance of research ethics

Among the most important lessons we derive from the deliberations of the
Advisory Committee on Human Radiation Experiments is that, of equal import
to regulations and oversight mechanisms, is the development of a common
understanding among the scientific community and the public of the purposes
and limitations of research involving human subjects. I hereby direct
Departments and Agencies conducting, supporting, or regulating human
subjects research to develop professional and public educational programs in
concert with medical schools, universities, scientific societies, voluntary health
organizations, and others to strengthen activities in human subjects protection,
to provide a forum for addressing ongoing as well as emerging issues in
human subjects research, and to familiarize professionals engaged in
nonfederally funded research with the ethical considerations in conducting
research involving human subjects.

The Federal Government maintains an enduring commitment to ensuring that
research involving human subjects is undertaken in accord with the highest
ethical standards. By doing so, we protect the rights and welfare of our fellow
citizens who make a remarkable contribution to the common good by electing
to volunteer for research studies. We owe them our best effort.

William J. Clinton
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Talking Points on
Report of Advisory Commitee on Human Radiation Experiments

The Advisory Committee has completed a massive task in reviewing the Covernment's records
on human radiation experiments that took place during the 1844-1974 period.

Thoy are to be coinmended ror undertaking as ambitious an effort as they did. it is
understandable, given the breadth and scope of their review, that there was not sufficient liine to
analyzc all the facts (elated 1o individual cases.

The Committee's sampling of current research was an attempt to determine how the ongoing
system for protection of human subjects is working. The small asample and the limited
methodology in the Rasearch Proposal Review Project (RPRP) did not permit a generalization of
its findings. We also recognize that, since the study was based an a review solely of paper
documentation, the Connittee did not have access to other information that was partinent to the
situation they were studying.

However, the study certainiy was helpful in identifying some areas withir the Governmentai —
structure for oversight of human subjects research that could bs improved. We take seriously
the Commitlee’s recommendations for enhancing our system for proteciing the rights and
interests of individuals participating in research and are prepared to respond accordingly.

There are already ongoing efforts within our Department, particularly at NiH which supports the
bulk of federally funded human subjects research, to reinforce the ethics of human subjects
resaarch. And we will be expanding these ettorts to provide for broader participation.

Furthermore, we are prepared to mouint new educational Initiatives that will focus on federal
agency staff, the biomedical research community and heaith care providers that conduct
nonfederally funded human subjects researcn. '

The Department will be assuming the lead role In an interagency effort to conduct pilot projects
to improve the efficiency and effectiveness of the review of the use of human subjects in
proposed rasearch.

We will be sending notifications to DHHS awaree institutions reminding them of their ongoing
responsibilities with respect to human subjects protection and informing them of the Advisnry
Committee's findings regarding informed consent procedures and forms.

Several of the Advisory Committce's recommendations that address long-term issues will be
remanded to the National Bicethics Advisory Commission, an independent body tc be
established hy the President, which will serve as the ideal forum for deliberating these issues.
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Department of Health and Human Services

Established a multi-agency 16-person working group within the Department to develop
search strategics and oversee the search, retrieval and inventory of records pertaining to

human radiation. '

Established an NTH-wide 29-person task force to identify all research conducted or
supported by NIH that exposed humans to ionizing radiation.

Responsibility for day-to-day coordination for human radiation activities was vested in the
NIH Deputy Director for Extramural Research and three [ull-time staff.

Created an electrornic database on the approximately 5200 humen protocols that have been
carried out in the N1H Clinical Center since it opened its doors in 1953. Over 4000 =
inactive protocols were searched and reviewed, taking eight months and involving 10
persons on the staff of the Clinical Center’s Medical Record Department. Over 2700 of
these protocols had to he further analyzed in order to appropriately categorize the type of -
radiation involved. In total, 28 staff members of the Clinical Center and the
[nstitutes/Centers weac involved in this' effort.

Converted to electronic format approximately 60,000 skeletal graut records from the
1040s, 1950s and 1960s that were previously accessible only from print copy or
microfiches. This effort involved approximately 40 staff members.

Searched several hundred thousand electronic grant records for documentation of human
radiation research.

Created, for the first time anywhere, an extensive list of scientists supported by NIH
whose names match those of scientists who had received radioisotopes from AEC
(1946-1954). This list also includes a bibliography of published articles on human
radiation authored by these scientists, based on research utilizing the radioisotopes.

The Natjonal Library of Medicine devoted three individuals to search the scientific
literature for articles involving human radiation. In addition to these activities, NLM also
cempleted a comprehensive bibliography on whole-body irradiation, after several months
of effort. This bibliography which contains 229 citations from January 1944 through
December 1974 is now availabl¢ on Internet.

Files within the Department as well as those at both the Federal Records Storage Center in
Suitland and the National Archives have been searched over a period of several months to
identify and retrieve documents of interest to the Advisory Committee.
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TALKING POINTS FOR RELEASE OF FINAL REPORT OF THE PRESIDENT'S
ADVISORY COMMITTEE ON HUMAN RADIATION EXPERIMENTS

THIS IS A MAJOR MILESTONE IN THE PROCESS OF QPENNESS

. The Administration committed to follow this path wherever it would lead in order
to rebuild trust with the American people.

. This was a coordinated effort by many federal agencies ( Defense, Health and
Human Services, Justice, CIA, National Aeronautic and Space Administration,
Veterans Affairs, in addition to DOE) and involved searching many thousands of
boxes of records scattered throughout the country dating back to the most secret
of wartime efforts - the Manhattan Project.

. The federal agencies together delivered some 840,000 pages of records to the
Advisory Committee.

. At DOE alone, our search began with records that would cover the Mall 6 inches
deep from the Capitol to the Washington Monument.

TIiIE FULL RECORD AS REFLFC THE A RY

ALLOWS US TO EXPRESS REGRET FOR MISTAKES, TO QQMPEN§A! E THOSE

WHO WERE WRONGED AND HARMED THROUGH THE FAULT OF THE
GOVEFNMENT. ONLY THEN CAN WE HONOR THE ADVANCES IN SCIENCE A

MEDICINE THAT WERE MADE POSSIBLE BY GOVERNMENT-SPONSORED
RESEARCH

. it is nitting that this stury starts with the Manhattan Project plutonium injections
since the legacy of secrecy also took root there.

. The Advisory Committee has found that the subjects of these wartime
experiments were wronged in an ethical sense because the government faied to
inform some of them of the nature of the injections. Secrecy was misused in
these cases and we agree that compensation should be paid.

. Persons who were wronged and harmed through the fault of the government
should be compensated.

. The Committee has aiso placed government-sponsored human radiation
research in context by concluding that the great majority of the work was for the
advancement of science and medicine - we had to acknowledge the wrongs
before we could honor the successes.

THE ADMINISTRATION IS RECOMMITTING THE GOVERNMENT TO A RENEWED




08/27/95  16:20 2025866010 NUCLEAR SAFETY Qoise

FOCUS ON PROTECTION QF HUMAN SUBJECTS IN RESEARCH

. Human rgsearch is a vital element in the development of new drugs and
treatments for discase — adherence to the highest ethical standards is
necessary for this research to go forward.

. The Advisory Committee has highlighted areas where we need to do better. For
example, education in ethics must be enhanced and researchers need to du a
more conasistent job in conveying clear information about the risks and benefits
of parlicipation in research.

. The President is establishing the National Bioethics Advisory Committee as a
public forum to address ethical issues of national scope In an ongoing fashion.

. The Department of Energy will begin a proactive performance review in fiscai
year 1956 of all DOE laboratorles engaged in human subjects research. Just
yesterday (October 2), and today, the Department is hosting a Human Subjects
Workshop where DOE and other federal representatives will begin addressing
the findings of the Advisory Committee. ( This is an initiative of the Office of
Energy Research)







































































