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EXECUTIVE SUMMARY

The Advisory Committee on Human Radiation Experiments was created by President
Clinton to advise the Human Radiation Interagency Working Group (the "Interagency Working
Group") on the ethical and scientific criteria applicable to human radiation experiments carried
out or sponsored by the U.S. Government. The Committee is composed of 14 members,
including a citizen representative and 13 experts in bioethics, radiation oncology and biology,
history of science and medicine, epidemiology, nuclear medicine, and law.

Human radiation experiments are defined by the Committee's charter to include

"(1) experiments on individuals involving intentional exposure to
ionizing radiation. This category does not include common and
routine clinical practices. . . . (2) experiments involving intentional
environmental releases of radiation that (A) were designed to test
human health effects of ionizing radiation; or (B) were designed to
test the extent of human exposure to ionizing radiation.
["Intentional Releases"]

The Committee's Approach

The Committee seeks to answer several fundamental questions: (1) What ethics criteria
should be used to evaluate human radiation experiments? (2) What was the Federal
Government's role in human radiation experiments? (3) What are the criteria for determining
appropriate Federal responses where wrongs or harms have occurred? (4) What lessons learned
from studying past and present research standards and practices should be applied to the future?

As a Federal advisory committee, the Committee asks these questions and seeks to
answer them in open public meetings. In addition to meetings in Washington, which contain a
period for public comment, and a full Committee meeting in San Francisco, the Committee has
scheduled at least three other sessions to hear public comment in regions throughout the country.

The Committee's ability to tell the story of past radiation experiments requires more than
the will to search through hundreds of boxes for documents and the intuition to recognize which
ones are important. It depends on the Committee's ability to find a common language to address
the technically complex, often highly emotional issues related to human radiation
experimentation. The voices to which the Committee must listen speak in the languages of
medicine, a multiplicity of sciences, the military, sick patients, healthy subjects, policymakers,
and philosophers. The Committee cannot understand, much less tell, the story unless it seeks out
all who can aid its understanding, and works to bridge the cultural and linguistic gaps among
them.

The Committee is also convinced that an important determinant of its success will be its
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ability to understand the present just as well as, if not better than, it understands the past.
Therefore, it has undertaken the task of sampling the ethical practices and standards governing
human radiation research today, evaluating them, and deciding whether change is needed.

Finally, in order to focus its own inquiry, and the ability of the public to assist it, the
Committee has identified a number of common themes that will guide its work, and give
structure to its final report. These themes include:

. Consent standards and procedures: A cornerstone of modern research ethics is
the requirement that research proceed only with the informed consent of a
competent subject or with adequate safeguards to protect the interests of a subject
who cannot give consent. The Committee must understand when policies and
practices of informed consent were adopted, when, if ever, the requirement was
disregarded and why.

. Risks and benefits of research: It is inherent in most research that subjects are put
at risk of harm in order to obtain desired benefits. It is the Committee's charge to
determine whether the risks to which subjects were exposed, however low, were
justified.

. The selection of research subjects: The ethics of research turn as much on
considerations of justice in the selection of subjects as they do on questions of
consent or acceptable risk. The Committee deems it essential that it examine
whether particular populations were targeted for participation as research subjects
because of their relative lack of economic, social, or political power.

. Responsibility for experiments: Who decided which experiments were carried
out, and who was responsible for assuring that ethics policies, where they existed,
were put into practice?

The Committee Begins Its Work

The Committee was created in tandem with a Presidential directive that the executive
branch be open to searching inquiry. When it began its work in April 1994, there were few
records in hand; the Committee was embarking on a daunting journey into the past and present
with neither stars nor compass to chart its course. For example:

. How many human radiation experiments were conducted before 1975? Where
could the answer be found? In April it was not clear whether the answer was in

the hundreds or the thousands.

. What codes of conduct, if any, existed before 1975 to govern federally sponsored
experiments? The prevailing assumption was that until the mid-1960s Federal
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agencies, by and large, did not have ethics policies.

. What institutions planned, funded, and conducted experiments, and who had
responsibility for ensuring the integrity of experimentation? Where agency
organization charts or other road maps existed to guide the way, the fragments at
hand were often physically blurred beyond recognition.

Time was short. The Committee therefore had to develop a strategy to quickly gather,
organize, and analyze vast amounts of information.

Phase I. The Phase I strategy has three components: (1) the development of a framework for all
the information the Committee hoped to collect--the "big picture" into which pieces of the puzzle
could be fit; (2) the development of a strategy to mine all available information sources; and

(3) the development of an information infrastructure to house and organize all the data. The
components of the "big picture" framework include:

. An experiment database, to provide a single locale for cataloguing experiments as
they are identified;
. An ethics timeline, to chart the evolution of Federal and private sector policies and

practices pertaining to research ethics;

. A scientific/medical standards timeline, to chart the evolution of these standards;
and
. Institutional maps, to plot the network of public and private institutions that

planned, funded, managed, and performed experiments.

Phase II. While Phase I continues, the Committee's brief tenure requires that it turn to the task
of evaluating experiments. But on which experiments should it focus? On the one hand, the
number of pre-1975 experiments may well be in the thousands, and the number of post-1975
experiments far greater. On the other hand, the Committee may be able to locate only fragments
of data about many of these experiments (for example, there is often no information on who
subjects were, much less what they were told about the experiment).

The working solution, therefore, is a strategy that seeks to address the basic questions of
concern to the Committee and the public by an overlapping set of case studies and samples. First,
the-Committee is focusing on five groups of biomedical experiments, with each group anchored
in one or more specific experiments that have received public attention. Second, the Committee
is simultaneously focusing on institutions that conducted the experiments, in order to examine
the decisionmaking process and determine responsibility. Third, the Committee's inquiry into
intentional releases will focus on determining (1) whether (at this late date) the public can learn
who planned the releases, why, and what precautions if any were taken; and (2) whether
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intentional releases, which were often shrouded in secrecy, could take place today in the absence
of meaningful public notice.

For evaluating the contemporary world of research, the working solution is to conduct
three projects: (1) a review of a sample of recently funded research proposals; (2) interviews
with subjects of current research; and (3) review of current Federal agency policies for oversight.

Phase III. While Phase I continues, and Phase II has just begun, the Committee is
simultaneously turning to Phase III--the tasks of evaluating past and present experiments,
recommending policy changes, and developing criteria for a range of remedies that may be
appropriate where wrongs or harms have occurred.

Taking Stock: Some Accomplishments and Challenges

Openness: The President's request that the Federal Government open a substantial
portion of its Cold War files to the Committee, and the public, was ambitious. There were many
reasons for skepticism, including the enormous number of records, the vast number that
remained classified, and the potential for bureaucratic delay. These factors remain real. As
detailed in this report and agency-specific appendices, the Committee and agency search terms
have retrieved important records collections, some of them previously secret, that will provide a
new basis for understanding our past and present. In doing so, these collections are producing a
road map that should, as present work continues, permit the completion of a substantial search
within the Committee's life, and that will remain as a guide for the public in the years to come. It
is now clear to the Committee that, with continued public support and interest, the agency
commitment to the opening up of a substantial portion of our Cold War archives can continue to
be substantial, even unprecedented. It is the Committee's task to help ensure that this search
produces results that merit its continuation when the Committee is no longer in existence.

Piecing Together the Secret and Public Worlds of Experiments: The Committee's
experiment database presently contains about 400 biomedical experiments conducted before
1975. The Committee possesses at least fragmentary indications of over 1,000 additional
experiments. In addition to the 13 intentional releases of ionizing radiation identified in the
Charter, the Commiittee is now aware of hundreds of additional intentional releases.

The Committee is learning that secrecy is not always the primary bar to comprehending
the past. A vast amount of data already is public, but it is often widely scattered. For example,
piecing together the story of human experimentation in connection with atomic bomb tests
requires the Committee to combine discrete collections of public data with newly declassified
data while continuing to search for further secret and public pieces of the puzzle.

Piecing Together the Hidden History of Federal Ethics Policy and Practice:
Documents delivered by the agencies, and others located by the Committee, have revealed that

there was discussion at the highest reaches of government--often in secret--about the need for
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human experimentation and for policies to govern it. Committee and agency staff have placed
the highest priority on tracking down the twists and turns in these discussions and in the policies
and practices that flowed from them.

Discovery of the Past in the Present: When the Committee began its work six months
ago, it might reasonably have been assumed that research conducted in the mid-century world
was so different from current research that its relevance would be limited. However, the story
that is unfolding raises questions of continuing relevance to today. For example:

. At mid-century, ethics policies were discussed and recorded on paper. A key
question then, as today, is the relationship between policy and practice.

. Even as policies were put on paper, it was not always clear what they covered.
Did they cover sick patients as well as healthy volunteers? In cases involving
soldiers and workers, for example, what was understood by responsible
decisionmakers to be the difference between experimentation with healthy
volunteers and occupational safety monitoring? Then, as today, the boundaries of
experimentation may not have been fixed.

. Even with the benefits of openness, basic information on some experiments
(notably the intentional releases) remains secret. Could these releases be
conducted today without basic public disclosure?

Outreach: The Committee has heard from many members of the public who have
written, called, visited its offices, or testified at its open meetings. In many cases these
communications have brought important insight and information to the Committee's attention.
The Committee's public reading room provides access not only to basic Committee material
(e.g., transcripts of meetings) but a collection of important documents that were previously
classified or not readily available in an organized form. The Committee's experiment and
document collection databases should soon be available to the public on Internet.

Challenges: The primary challenge to the Committee now, as at the onset, is the
overwhelming nature of its tasks. Agency and Committee document and information searches are
progressing and should result in substantial new information about known experiments, policies,
and practices, and perhaps discovery of heretofore unknown experiments, policies, and practices.
However, (1) search efforts are necessarily time consuming and uncertain; (2) data on many
experiments will likely continue to remain fragmentary; (3) it appears that many important
collections have been long since lost or destroyed; (4) a great number of relevant collections
contain classified data; the declassification process may be a substantial bottleneck.

vii
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Work To Be Done

In the next six months, the Committee will continue with the tasks of data gathering and
organizing. The focus of the work, however, will be developing criteria for judging historical and
contemporary experiments, policies, and procedures, as well as criteria for remedies that may be
appropriate where harms or wrongs have occurred. Based on what the Committee has learned, it
will make specific recommendations regarding policies for the future.
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INTRODUCTION
CHARGE AND MANDATE

The Advisory Committee on Human Radiation Experiments was created by President
Clinton to advise the Human Radiation Interagency Working Group ' (the "Interagency Working
Group") on the ethical and scientific criteria applicable to human radiation experiments carried
out or sponsored by the U.S. Government. (See Appendices A and B for Executive Order and
Charter.) The Committee is composed of 14 members, including a citizen representative and 13
nationally recognized experts in bioethics, radiation oncology and biology, history of science and
mediéine, epidemiology, nuclear medicine, and law. (A list of Committee members is attached
as Appendix C.)

Human radiation experiments are defined by the Committee's Charter to include

"(1) experiments on individuals involving intentional exposure to
ionizing radiation. This category does not include common and
routine clinical practices. . ..

(2) experiments involving intentional environmental releases of
radiation that (A) were designed to test human health effects of
ionizing radiation; or (B) were designed to test the extent of human
exposure to ionizing radiation." 2

The Committee is mandated to review experiments conducted between 1944 and May
1974, the date the Department of Health, Education, and Welfare issued regulations for the
protection of human subjects. Experiments done after May 30, 1974, may be sampled to
determine if further inquiry into experiments is warranted.

The Committee is also mandated to determine the ethical and scientific standards and
criteria by which to evaluate the pre-May 1974 experiments, and the extent to which the
experiments were consistent with such standards. The Committee "shall consider whether (A)
there was a clear medical or scientific purpose for the experiments; (B) appropriate medical
followup was conducted; and (C) the experiments' design and administration adequately met the
ethical and scientific criteria, including standards of informed consent, that prevailed at the time

! The members of the Interagency Working Group include the Secretaries of Defense, Energy,
Health and Human Services, and Veterans Affairs; the Attorney General; the Administrator of the
National Aeronautics and Space Administration; the Director of the Central Intelligence Agency; and the
Director of the Office of Management and Budget.

2 Charter, section 3, Appendix B.



of the experiments and that exist today."* Upon completing its review, the Committee may
recommend that subjects (or families) be notified of potential health risks and the need for
medical followup, and it "may recommend further policies, as needed, to ensure compliance with
recommended ethical and scientific standards for human radiation experiments."

HOW THE COMMITTEE FUNCTIONS

The Committee, as a Federal advisory committee, is an exercise in open government.
Basic decisionmaking is conducted in open public meetings. The Committee has scheduled 13
(generally two-day) full Committee meetings over the course of its one-year term. In addition to
a full Committee meeting in San Francisco, the Committee has scheduled at least three other
public comment sessions in different regions of the country, as discussed below. Each meeting is
announced in the Federal Register. (Dates and locations of meetings can be found in Appendix
D.)

At each meeting, staff and Committee members provide progress reports on the range of
ongoing and anticipated tasks and projects. These have included the investigation and retrieval
of documents related to agency searches, experiments and the world in which they were set,
institutions of interest, past and present ethics policies, and contemporary research practices.
Each meeting includes a public comment period. Committee meetings also include self-
education presentations on the relevant aspects of radiation, ethics, law, history of
experimentation, and Federal regulation. All meetings are transcribed, and the transcripts and
meeting minutes are available to the public.

The Committee has been extremely fortunate to assemble a multidisciplinary staff of
substantial talent. The staff currently includes 34 full- and part-time members, supplemented by
several expert consultants. The staff includes individuals with backgrounds in internal medicine,
nuclear medicine, bioethics, physics, epidemiology, molecular biology, history (e.g., radiation
science, human experimentation, the Cold War), law, health policy, communications, archival
creation and management, and information systems development. The staff works at the
direction of the Committee, and subcommittees have been formed to oversee staff work between
meetings. The staff also consults with experts in dose reconstruction and other relevant technical
areas.

As discussed in Part III of this report, outreach is an essential component of the
Committee's activities. Staff routinely meets with individuals and groups who are interested in
learning about the Committee and from whom the Committee can learn. A public reading room
at the Committee's offices contains basic Committee materials (such as Committee meeting

* Charter, section 4.a, Appendix B.
* Charter, sections 4.c and 4.d, Appendix B.
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briefing books and transcripts) and key collections of historical documents assembled by the
Committee. The Committee expects that indices to document collections and its experiment
database will shortly be available on Internet.

THE COMMITTEE'S APPROACH

The Committee seeks to answer several fundamental questions: (1) What ethics criteria
should be used to evaluate human radiation experiments? (2) What was the Federal
Government's role in human radiation experiments? (3) What are the criteria for determining
appropriate Federal responses where wrongs or harms have occurred? (4) What lessons learned
from studying past and present research standards and practices should be applied to the future?

The Committee has been gathering vast amounts of information and working to render it
orderly and accessible. Its members are currently engaged in the complex task of analyzing the
scientific and ethical standards and procedures by which experiments on human subjects should
be judged, both retrospectively and in the present. Once this task is completed, the Committee
will draft a final report answering the above questions in the form of recommendations to the
Interagency Working Group.

Created in tandem with a Presidential directive that the executive branch be open to
searching inquiry, the Committee began its work with few records, a huge task, and a short time
frame. The work began with an examination of a largely untold part of the history of the Cold
War. The examination entails digging into warehouses full of public and private records and
probing the memories of numerous individuals.

The Committee's work involves integrating ideas and information relating to big science
and microdoses of radioactive isotopes, global policy and knotty ethical dilemmas, and the pain
and fear of ordinary individuals. But this represents only half the job. The Committee is
convinced that an important determinant of its success will be its ability to understand the present
as well as, if not better than, it understands the past. Therefore, it has taken on the task of
sampling and evaluating the ethical practices and standards governing human radiation research
today, in order to determine whether change is needed.

Among the obstacles the Committee must overcome in meeting its mandate is the lack of
a common language to address the technically complex, often highly emotional issues related to
human radiation experimentation. The voices to which the Committee must listen speak in the
languages of medicine, a multiplicity of sciences, the military, sick patients, healthy subjects,
policymakers, philosophers, and individuals in a variety of other roles. The Committee is
seeking out and paying careful attention to everyone it can find who can contribute to its
understanding, and it is working hard to bridge the linguistic and cultural gaps that can hinder its
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progress.® Together with the documentary evidence that the staff has unearthed and is continuing
to gather, the Committee is drawing on these disparate voices to articulate the vital themes that
will give structure and substance to its final report. To date the Committee has identified nine
such themes, italicized in the paragraphs that follow, but other themes may come to light as the
work shifts to analysis and normative judgment.

It was obvious to the Committee from the language in its charter that a primary theme
would be consent standards and procedures. A cornerstone of modern research ethics is the
requirement that research proceed only with the informed consent of a competent subject or with
adequate safeguards to protect the interests of a subject who cannot give consent. It now appears
that, as it relates to government-conducted or government-sponsored research, this requirement
and its application have evolved over time. It is important to understand when these policies and
practices were adopted; when, if ever, the requirement was disregarded; and why.

Similarly, it was clear that the Committee would have to make assessments of the
potential harms and benefits of the experiments it is charged with studying. It is in the nature of
most research that subjects may be exposed to risks in order to obtain desired information. Itis
therefore important to understand (to the extent possible) the level of risk to which subjects were
exposed, as well as researchers' perceptions of the risk. It is also important to assess whether the
potential benefits to the subject or to society were sufficient to justify the risk to which subjects
were exposed. The Committee is aware that, within and outside the scientific community, there
is study and debate regarding the effects of low doses of radiation. The Committee must be
sensitive to all viewpoints. At the same time, the Committee and the public must understand the
relation between this discussion and the Committee's charge. For example, the doses in
historical experiments evaluated by the Committee may not differ from those in use today in
routine and accepted diagnostic procedures. It is not the Committee's charge to go beyond
presently accepted radiation standards. By the same token, it is not the Committee's view that
contemporaneously accepted practices are risk free, and can have no health effects; accepted
practices often may well involve risks. It is the Committee's charge to assess whether the risk,
however low, was justified. For example, were subjects informed of the risk and the purpose(s)
for its being undertaken? Was their consent obtained? Where consent was obtained, were some
populations (e.g., indigent persons) chosen as subjects to the exclusion of others?

Another theme the Committee noted early in its work concerns the selection of research
subjects. The ethics of research turn as much on considerations of justice in the selection of
subjects as they do on questions of consent or acceptable risk. The Committee deems it essential
that it examine whether particular populations were targeted for participation as research subjects
because of their relative lack of economic, social, or political power. For instance, fetuses,
infants, children, prisoners, soldiers, minorities, the poor, the terminally ill, persons with

> At the end of this report is a sampling of the bureaucratic terms and acronyms that punctuate
the Committee's reading material, and to some extent this interim report.
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cognitive disabilities, and the institutionalized may have been chosen as subjects because of their
relative powerlessness.

The Committee also recognizes the importance of understanding the organizational and
structural context in which experiments were carried out. This theme includes the way in which
(and by which) agency experiments were funded, the evolution of the institutions involved in the
experimentation, and the way in which decisions were made. This area also addresses questions
such as who decided which experiments and research programs were carried out and which were
not, and by what authority these decisions were made.

Along with the institutional factors, the Committee recognizes the human elements that
must be taken into account if it is to fulfill its mandate. For example, what were the attitudes of
researchers about the experiments they were conducting? How did researchers reason about
whether to use animal or human subjects for their experiments? What were researchers' personal
views about what constituted an acceptable consent from a subject? What did the word
"informed" mean to the researchers in the context of consent?

Although the Committee was appointed in response to potential abuses, it was evident to
members from the outset that the medical and other scientific benefits of radiation was a theme
that deserved attention. A great many diagnostic, therapeutic, and basic science applications
have been developed as a result of government-sponsored research involving radiation. The
story of human radiation experiments would be incomplete if it did not include an account of the
benefits derived from this research.

Because radiation experimentation evolved in tandem with the development of nuclear
weapons, it seemed inevitable to the Committee that national security considerations would
become part of the radiation experimentation story. Therefore, the relationship of
experimentation, secrecy, and national security forms an important theme for the Committee to
consider. One key question is the extent to which national security may have been invoked to
justify the bypassing of ethics policies or the intentional exposure of populations to releases of
radioactive materials.

Underlying all of these themes is a central question for the Committee: what was the role
of the U.S. Government where harms or wrongs were done to citizens who took part in radiation
research? Information about the knowledge or ignorance of Federal agencies and officials
relating to harms or wrongs to research subjects, and the extent to which relevant policies were
followed or violated, will inform the Committee's conclusions and recommendations.

Finally, the over-arching context for the Committee's retrospective judgments is that
during the historical period specified by its charter (1944-1974), the United States was not only
in the throes of the Cold War, but it was also living through the early stages of a profound
scientific and social revolution. It was the dawn of the Atomic Age. The power of the atom was
seen as a source of great promise--it would cure cancer and provide limitless cheap energy. But
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it was also the source of the most destructive force ever created by humanity and unleashed on
the earth. A complete understanding of human radiation experiments must situate the research in
this complex cultural context.

TASKS AND STRATEGIES: AN OVERVIEW OF THE FIRST SIX MONTHS AND
THE INTERIM REPORT

In order to begin its task of evaluation, the Committee had to obtain basic information
about the experiments it had identified and the worlds in which they were set. Relevant
information might be located in any of hundreds of libraries or warehouses throughout the
country, and in the memories of thousands of citizens. Time was short.

The Committee had to develop a strategy to address the simultaneous undertaking of
three basic tasks--information gathering, information organization, and information analysis--
each of which was fraught with uncertainty. The strategy had to be sufficiently disciplined to
meet the Committee's time frame, yet sufficiently ambitious to understand and address the details
of experiments with ionizing radiation, ethics policies governing them, and organizational charts
of long-lost governmental organizations and agencies. At the same time, the strategy had to be
sufficiently flexible to accommodate the possibility of dead ends, incomplete information, and
most importantly, new discoveries leading to new avenues of research.

Phase I: Gathering Information - ""Big Picture'' Mapping, Targeted Document
Searches, and the Creation of Data Management Infrastructure

The first phase of the strategy involved three components, the first of which was the
development of a framework for all the information-the "big picture" into which the pieces of the
puzzle could be fit. As discussed below, the components of this framework included:

. An experimental database, to provide a single locale for cataloguing experiments
as they are identified and storing basic information as it is retrieved;

. An ethics timeline, to chart the evolution of Federal and private sector policies
and practices pertaining to research ethics;

. A scientific and medical standards timeline, to chart the evolution of these
standards; and

. Institutional maps, to plot the network of public and private institutions that
planned, funded, managed, and performed the experiments and used the resulting
data.

The second component of this phase was an effort to identify the world of potential
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sources of information, and the most efficient methods to mine these sources. As discussed in
Parts II - III below, for example, this strategy involved:

. Refocusing agency document searches on headquarter level collections, in order
to gain an overview of the forest in which individual experiments were set and
identify data trails that might be followed;

. Surveying private archives and library sources;

. Initiating oral history, interview, and outreach projects to tap individual
memories; and

. Planning several research projects to assess and evaluate human experimentation
that is ongoing today.

The third component of this first phase of the strategy was the development of the
technical infrastructure needed to house and make accessible the increasingly large body of
information being received by the Committee. As discussed in Part IV, this component includes
the creation of electronic databases available to both the Committee and the public.

Phase II: Information Organization - Gathering the Threads, Focusing on
Experiments

While Phase I is still in progress, the Committee's brief tenure requires that it
simultaneously focus on particular experiments (or groups of them) in order to begin the
evaluative process. But on which experiments should energies be focused? The elements of the
strategic problem include the following: (1) the number of pre-1975 experiments and intentional
releases may well be in the thousands, and the number of post-1975 experiments even larger; (2)
data gathering will remain incomplete even as evaluation begins; and (3) the Committee may be
able to collect only fragments of data about many (and probably most) experiments.

The need, therefore, was for a strategy that (1) made use of available data; (2) was likely
to address particular experiments and releases of clear public concern; (3) would not neglect
experiments and releases simply because applicable data were not readily available;

(4) addressed experiments and releases that involved basic issues of concern to the public and the
Committee; and (5) was sufficiently flexible so as not to be derailed by information roadblocks.

The working solution for the pre-1975 world of experiments, as discussed in Part [, is a
two-part strategy that combines (1) a focus on groups of experiments, with each group anchored
by one or more well-publicized, widely discussed experiments; and (2) a focus on the institutions
that conducted experiments, with each institution offering the opportunity to examine
responsibility for decisionmaking about undertaking, funding, and performing experiments. The
hope and expectation is that this strategy will permit an understanding of both important
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individual experiments (or groups of them) and the systems and contexts in which they were set.

The working solution for the intentional releases is to determine (1) whether, at this late
date, the public can learn who planned the releases, why, and what precautions, if any were
taken; and (2) whether intentional releases, which were often shrouded in secrecy, could take
place today in the absence of meaningful public notice. The working solution for the
contemporary world of research involves three activities:

1. a review of a sample of recently funded research proposals (including
radiation and non-radiation treatments), with the ethical evaluation
focusing upon the processes of subject selection, harm/benefit, and
informed consent and disclosure of information,;

2. interviews with subjects of current research, attempting to assess their
attitudes and beliefs related to research participation; and

3. collection of current agency policies related to the oversight of research on
human subjects.

The details of the components and activities of Phase II are discussed in the body of this interim
report.

Phase I1I: Information Analysis - Evaluation and Recommendations

While Phase I continues, and Phase II has just begun, the Committee must
simultaneously turn to the Phase III tasks of evaluating past and present experiments,
recommending policy changes, and developing criteria for a range of remedies that may be
appropriate where wrongs or harms have occurred. The development of a strategy for this effort
is the immediate priority of the Committee as the first six months of its tenure come to an end.
Specifically, the Committee currently is focusing on the development of ethical standards for
judging past and present experiments and releases, as well as the above mentioned criteria. In
Part V of this interim report, the Committee takes stock of where it has been; in Part VI the
Committee summarizes the work to be done in the next six months.




PARTI. AREAS OF INQUIRY: THE FRAMEWORK AND PIECES OF
THE PUZZLE

When the Committee began operations in late April 1994, it had limited information
about the experiments it was to study and about the ethical and scientific standards of the past in
which they were set. The Committee had not only to collect information scattered in files and
warehouses throughout the country but, at the same time, to create and test the framework needed
to ensure that there is a "big picture" into which pieces of the puzzle could be fit. In this section
we discuss the components of the framework, and some of the pieces of the puzzle that have
alieady been assembled. In Part II, we discuss the methods for locating the pieces, including the
Committee's work with the Interagency Working Group search teams. While the framework and
search method are discussed separately, in practice they are inseparable, and continually inform
one another.

A. THE PROBLEM: WIDELY DISPERSED AND FRAGMENTARY
INFORMATION

How many human radiation experiments were conducted prior to 19757 By whom? What
were they about? In April, even the most approximate answers to such questions were
guesswork. There was no known place or combination of locations to investigate that ensured
the quick compilation of even a reasonably complete list of experiments.

The Committee could begin with documents that were assembled during the 1980s and
that underlay the "Markey report."¢ But review of the materials available for the Markey report
confirmed that, even for that relatively well-known group of experiments, basic information was
lacking. The Department of Health and Human Services (HHS) reported that its data on mid-
century research grants was limited to capsule descriptions that often did not permit distinction
of work performed on humans from that performed on other forms of life. Components of
Department of Defense (DOD) and other agencies did provide lists of human experiments; in
many cases, however, even when reports on the research were available they often lacked data
on basic questions of concern (for example, who the subjects were and what they were told about
the risks of the experiment).

What codes of conduct, if any, existed to govern federally sponsored experiments? Who
developed them? How were they put into effect? There was no readily identifiable body of
ethics policies that governed human experimentation in the pre-1974 period. Indeed, the
prevailing assumption was that until the mid-1960s Federal agencies, by and large, did not even

6 " American Nuclear Guinea Pigs: Three Decades of Radiation Experiments on U.S. Citizens,"
Report Prepared by the Subcommittee on Energy Conservation and Power of the Committee on Energy
Commerce, U.S. House of Representatives, November, 1986, chaired by Edward Markey (D-MA).
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possess such policies for their extramural research programs.” In order to evaluate experiments it
also is necessary to understand the scientific or medical standards in effect during the period of
their performance. What were they? How were they made known and put into effect?

Where would information be found that would show whether experiments were
conducted for military, scientific, or medical purposes, or some combination, and thus would
reveal the considerations of public benefit that went into their conduct?

Finally, when the facts and standards are assembled, by what factors is the past to be
judged? By what criteria are wrongs to be assessed?

In each of these areas of inquiry, the well-lit streets and well-known landmarks had long
since been altered beyond recognition or demolished. Where agency organization charts or other
road maps existed to guide the way, the fragments at hand were often blurred beyond
recognition.

B. BIOMEDICAL EXPERIMENTS: 1944-1974

1. Phase I: Mapping of Experiments and the World in Which They
Were Set

The Committee has tried simultaneously to recreate both the world of experiments and
the basic framework in which they were set and must be understood. These efforts have involved
trying to get the Committee's arms around a potentially huge number of experiments, retrieving
the ethical and scientific norms that were prevalent during the time experiments were conducted,
and identifying and reconstructing the institutions that planned, funded, set policy for, carried
out, and used data from the experiments.

a. Experiment Database

The aim of this activity is to provide a living electronic document that will serve as a
central record on the identity of many (but by no means all) Government-sponsored human
radiation experiments, with basic information on each experiment and keys to permit further
research. To this end, the Committee created a form to collect standard information regarding

7 For example, in February 1994 the Congressional Research Service issued a report that fairly
reflected prevailing understanding on the history of federal regulations for the protection of human
subjects. The report begins the story of Executive Branch regulation in the 1960s, focusing on the
activities at HHS' predecessor. "Protection of Human Subjects in Research," Irene Stith-Coleman, CRS
Report 94-179 SPR, February 28, 1994. As discussed above, we now know the story starts far earlier,
and involves DOD and the Department of Energy (DOE) predecessor, AEC, as well.
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each biomedical experiment of which it became aware.®? As of mid-October, the database
comprised about 400 experiments that were conducted prior to 1975. In addition to the
experiments in the database, the Committee has at least fragmentary data that may involve 1,000
or more further experiments.’

The core of the database is the experiments identified by the agencies.’® However, it is
now clear that these comprise only a portion of the research conducted, albeit a significant
portion. The Committee seeks further sources to identify additional experiments and to provide
missing data on those already identified. These include the following:

. Information provided by members of the public;

. Biomedical textbooks, histories, and journal articles, and bibliographies of
radiation research;

. The Atomic Energy Commission (AEC, predecessor to the Department of

Energy) listing of recipients of isotopes and other AEC reports;

. Documents provided by the agencies or located by staff in public or private
archives or records centers (including, for example, agency program and budget
documents, agency histories, and the minutes of relevant committees); and

. Presentations to Congress.

The database includes many categories of data with provision for electronic sorting by
category. It was quickly apparent that data on some key categories of information (e.g., whether
or not consent was obtained, who the subjects were, how they were selected) are lacking for most
experiments. Given the fragmentary data presently available on most experiments, the database
will not itself be the basis for evaluating individual experiments, but it will provide a guide or
index for further research.

8 The form contains entries for the range of basic data that should be of importance to the
Committee, the Interagency Working Group, and the public. For example, categories include (1)
classification of the experiment by scientific and governmental purpose(s) (if any); (2) isotope and
dosage; (3) source(s) of funding; (4) researcher(s) and institution(s); (5) provisions for consent, if any;
(6) subject population and selection method; and (7) relevant publications.

® As discussed in this report, intentional releases are being catalogued separately.
19 Appendix E discusses the number of experiments located in the case of each agency.
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b. Ethics Policies and Practices

The aim of this effort is to determine what Federal and private sector research ethics
policies and practices were in use prior to 1975. Following its first meeting, the Committee
asked the agencies to provide basic information on the development of their research ethics
policies and regulations. The retrieval of agency information is ongoing. The Committee is
simultaneously searching private archives and conducting an interview program to trace private
sector, as well as public sector, policies and practices.

It is now apparent that from the onset, the government engaged in high-level debates on
human experimentation during the Cold War period. Committee staff, working with agency
search staff, have attached high priority to tracing down the twists and turns in these debates and
the development and implementation of policies that flowed from them.

1. Department of Defense (DOD). In the case of the military,
documentation of consent policies predates the 1947 creation of DOD.!! In February 1953, the
Secretary of Defense issued, as a top secret document, a policy adopting the Nuremberg Code "to
govern the use of human volunteers by the Department of Defense in experimental research in
the fields of atomic, biological and/or chemical warfare."? Research questions for the
Committee include the following:

. The extent to which the Secretary's policy, which was stamped "Top Secret", was
known throughout DOD and by civilian researchers funded by DOD;

. Whether and how the Armed Services implemented the Secretary's policy;

. The extent to which implementing directives were actually applied to particular
experiments;

. How the 1953 policy was interpreted: what research activities were considered to

be covered by the directive and which were not? For example, how was research
distinguished from training maneuvers? Were activities conducted by DOD
contractors, as well as DOD employees, covered?; and

. The meaning of "human volunteers" in the context of military activities.

!I' Most notably, Walter Reed employed a form of release in the turn of the century battle against
yellow fever. The Navy has retrieved evidence of a relevant policy dating to the 1930's. Documentation
obtained by the Committee staff shows discussion of consent policy in the World War II Committee on
Medical Research, which coordinated the wartime medical research effort.

2 The Nuremberg Code was the standard that was codified by the International Military
Tribunal following the prosecution of Nazi doctors who engaged in human experimentation.
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ii. Central Intelligence Agency (CI4). The Committee is
seeking information on the relation between early ethics policies in DOD, HHS, and AEC, and
experiments conducted by the CIA. In the 1970s, public and congressional attention focused on
MKULTRA, and other programs of CIA experiments on mind control (most famously involving
LSD), at least some of which involved unknowing subjects, including members of the public.
Documents show that CIA officials who were involved in the predecessors to MKULTRA also
were members of the DOD Committee on Medical Science and probable participants in the DOD
Joint Panel on the Medical Aspects of Atomic Warfare, groups at which human experimentation
planning and policy, among other items, were discussed.

iii. AEC/Department of Energy (DOE). At AEC, evidence for
a consent policy dates to 1947, the year of AEC's creation. The Committee has been seeking to
determine whether policies indicated in high-level documents were enacted as formal guidelines
or rules, and whether these policies were put into practice by AEC-sponsored investigators.

iv. Department of Health and Human Services (HHS). The
initial HHS policy appears to have been that applied to the National Institutes of Health (NIH)
Clinical Center, which opened in 1953. The Committee has been researching the development

and application of that policy. Policies governing extramural research were initiated during the
1960s.

v. National Aeronautics and Space Administration (NASA).
NASA was created in 1958. The policies initially retrieved by NASA dated to 1972. At its birth,
NASA drew upon the research work of other agencies, such as DOD. The Committee is
researching how NASA developed these policies and the extent to which early NASA research
relied upon ethics policies developed by others.

Vi. Department of Veterans Affairs (VA). The recovery of
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