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PREFACE

The National Bioethics Advisory Commission (NBAC) was estab-
lished by Executive Order 12975 in October 1995 to advise the Na-
tional Science and Technology Council and other appropriate gov-
ernment entities regarding “bioethical issues arising from research
on human biology and behavior.” NBAC was established in response
to proposals by the National Institutes of Health (NIH), the Depart-
ment of Energy, and other research-oriented agencies; recommen-
dations of the Advisory Committee on Human Radiation Experi-
ments (ACHRE); and a recognized need by the White House Office of
Science and Technology Policy (OSTP) for a national commission to
address a broad set of ethical issues, including genetic privacy and
the protection of human research subjects. NBAC met for the first
time on October 4, 1996. On October 3, 2001, the commission’s char-
ter expired, and NBAC’s tenure ended. Over that five-year period,
NBAC met 48 times and submitted six major reports to the White
House. NBAC’s six reports covered topics ranging from cloning hu-
man beings and stem cell research to research with human biological
materials and the protection of human participants in research.

As part of an Intergovernmental Personnel Act (IPA) agreement be-
tween RAND and NBAC, the author of this report tracked the re-
sponse to the six NBAC reports and the recommendations they
contained from March 2000 until October 2001 when NBAC’s charter
expired. This study was conducted in an effort to assess NBAC’s con-
tribution to the policymaking process as it relates to various bioethi-
cal and scientific issues. This report describes these documents and
provides a detailed account of the response to each of NBAC’s six re-
ports by the White House, Congress, federal and state governments,
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professional societies, philanthropic foundations, organizations
representing private industry, patient advocacy groups, other coun-
tries, and international organizations. Because these entities are re-
sponsible for decisionmaking and policy formulation in this country
and abroad, their response to NBAC’s reports and recommendations
can be used as an indication of the extent to which the commission’s
work is reflected in public policy and public discourse.

Even though NBAC’s tenure has concluded, debate on many of the
issues addressed by NBAC has continued and will continue for some
time to come. Therefore, this report represents an early assessment
of the response to NBAC’s work. Given the complex nature of the is-
sues addressed by NBAC and the pace of the policymaking process,
the response to NBAC’s reports and recommendations should be as-
sessed over time to determine both their immediate and long-term
impact.

This report should be of value to anyone interested in the role of
commissions such as NBAC in the policymaking process. This report
should also be of value to anyone interested in bioethical issues, es-
pecially the ethical use of new scientific discoveries and technologi-
cal innovations and the protection of human participants in re-
search. Policymakers, the research community, and the public
should be interested in what NBAC recommended and the response
to its work.

The tracking and analysis of documents referring to or based on
NBAC’s work and the draft version of this report were done primarily
while the author was working with NBAC through the IPA agreement.
When NBAC’s charter expired, the author returned to the RAND Sci-
ence and Technology Policy Institute and completed work on this
document. Completion of this project was funded jointly by NBAC
and the Science and Technology Policy Institute (S&TPI).

ABOUT THE WHITE HOUSE OFFICE OF SCIENCE AND
TECHNOLOGY POLICY

OSTP was created in 1976 to provide the president with timely policy
advice and to coordinate the federal investment in science and tech-
nology. OSTP’s Technology Division helps to develop and implement
federal policies for harnessing technology to serve national goals,
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such as global economic competitiveness, environmental quality,
and national security. The Technology Division’s priorities include
sustaining U.S. technological leadership through partnerships to
promote the development of innovative technologies, promoting re-
search and development and policy initiatives for advanced comput-
ing and communications technologies, advancing technologies for
education and training, and promoting the U.S. space and aeronau-
tics program.

ABOUT THE SCIENCE AND TECHNOLOGY POLICY
INSTITUTE

Originally created by Congress in 1991 as the Critical Technologies
Institute and renamed in 1998, the Science and Technology Policy
Institute is a federally funded research and development center
sponsored by the National Science Foundation and managed by
RAND. S&TPI’s mission is to help improve public policy by conduct-
ing objective, independent research and analysis on policy issues
that involve science and technology. To this end, S&TPI

• supports the Office of Science and Technology Policy and other
Executive Branch agencies, offices, and councils

• helps science and technology decisionmakers understand the
likely consequences of their decisions and choose among alter-
native policies

• helps improve understanding in both the public and private
sectors of the ways in which science and technology can better
serve national objectives.

In carrying out its mission, S&TPI consults broadly with representa-
tives from private industry, institutions of higher education, and
other nonprofit institutions.

Inquiries regarding the Science and Technology Policy Institute may
be directed to:

Helga Rippen, Director
RAND Science and Technology Policy Institute
1200 South Hayes Street, Arlington, VA 22202-5050
rippen@rand.org
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SUMMARY

BACKGROUND ON THE NATIONAL BIOETHICS ADVISORY
COMMISSION

The National Bioethics Advisory Commission (NBAC) was estab-
lished by Executive Order 12975 in October 1995 to advise the Na-
tional Science and Technology Council and other appropriate gov-
ernment entities regarding “bioethical issues arising from research
on human biology and behavior.” NBAC was established in response
to an unmet need for a national commission to address a broad set of
ethical issues. NBAC was the fifth federal bioethics commission cre-
ated to contribute to the development of public policy and to pro-
mote a national discussion on complex bioethical issues. NBAC met
for the first time on October 4, 1996. On October 3, 2001, the com-
mission’s charter expired, and NBAC’s tenure ended. During its
tenure, NBAC met 48 times and submitted six major reports to the
White House.

The NBAC reports offered 120 recommendations designed to im-
prove the protection of human participants in research while also
supporting the continued advancement of science and the promo-
tion of ethically sound research. Three of the reports were requested
by the president—Cloning Human Beings, Ethical Issues in Human
Stem Cell Research, and Ethical and Policy Issues in Research Involv-
ing Human Participants—and three were initiated by the NBAC
commissioners—Research Involving Persons with Mental Disorders
That May Affect Decisionmaking Capacity, Research Involving Hu-
man Biological Materials: Ethical Issues and Policy Guidance, and
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Ethical and Policy Issues in International Research: Clinical Trials in
Developing Countries.

THE RESPONSE TO NBAC’S REPORTS AND
RECOMMENDATIONS

This report provides a detailed account of the responses to each of
NBAC’s six reports by the president, U.S. Congress, federal and state
government, professional societies, philanthropic foundations, or-
ganizations representing private industry, patient advocacy groups,
other countries, and international organizations. These entities are
responsible for decisionmaking and policy formulation in regard to
scientific issues in this country and abroad. Therefore, their response
to NBAC’s reports and recommendations can be used as an indica-
tion of the extent to which NBAC’s work is reflected in public policy
and public discourse.

The response was tracked by collecting documents that referred to or
were based on any of NBAC’s reports and recommendations, includ-
ing but not limited to federal and state legislation; congressional tes-
timony; presidential administration and federal agency guidelines,
statements, policies, and procedures; statements from various pro-
fessional and academic societies, organizations, and foundations;
and laws, regulations, and guidelines from other countries and inter-
national organizations. Discussions on NBAC’s reports and recom-
mendations in the academic literature and in the media were also
tracked.

Whether or not policy recommendations are implemented depends
in part on how those recommendations are formulated and to whom
they are targeted. NBAC took this into account when it was formulat-
ing its recommendations by carefully considering the types of policy
changes it was recommending and to whom they were directed. For
example, NBAC made several recommendations directed to Con-
gress, state governments, and federal agencies that called for a
variety of actions, including legislation, regulations, guidance docu-
ments, and support for both professional and public education.
NBAC also made several recommendations to the scientific and
medical communities, a number of which were directed specifically
to professional societies, funding institutions, and the private sector,
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and appealed to the private sector for voluntary compliance with
many of its recommendations. Furthermore, in some of its reports,
NBAC recommended international cooperation.

NBAC’s reports and recommendations prompted responses from the
president of the United States and the presidential administration,
Congress, state governments, federal agencies, professional societies,
philanthropic foundations, organizations representing private indus-
try, patient advocacy groups, other countries, and international or-
ganizations. The responses varied from a passing mention of NBAC
to the introduction of state and federal legislation based on NBAC’s
recommendations and adoption of NBAC’s recommendations into
guidance and policy statements. However, not all of the responses to
NBAC’s reports and recommendations were favorable. Some of its
recommendations were criticized as being cumbersome, impractical,
and in danger of impeding valuable research, while some were criti-
cized for not being restrictive enough.

Government Response

Several types of policy were implemented in response to NBAC’s rec-
ommendations. Although no federal or state legislation was signed
into law, federal and state bills based on NBAC’s recommendations
were introduced, and Congress was informed about NBAC’s work
through congressional testimony by NBAC commissioners and oth-
ers. Thirteen bills were introduced in Congress that mentioned
NBAC—four were introduced in response to the human cloning de-
bate, eight dealt with the privacy of genetic and medical information,
and one addressed the system for oversight for the protection of hu-
man research participants. In addition, bills on human cloning, de-
cisionmaking capacity, and genetic privacy that mentioned NBAC or
were based on NBAC’s recommendations were introduced in the
state legislatures of four states. In addition, NBAC commissioners
and staff testified before Congress 18 times after being invited by
subcommittees of the House and Senate to discuss ongoing work
and completed projects.

Federal agencies have issued guidance and policy statements in re-
sponse to NBAC’s reports and recommendations. The National Insti-
tutes of Health (NIH), the government agency responsible for the
majority of federally funded research involving human participants,
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has issued guidance based on recommendations made in three of
the NBAC reports—Research Involving Persons with Mental Disorders
That May Affect Decisionmaking Capacity, Research Involving Hu-
man Biological Materials, and Ethical Issues in Human Stem Cell Re-
search. The Food and Drug Administration (FDA) has adopted
NBAC’s terminology and recommendations on informed consent
found in the Research Involving Human Biological Materials report,
and the National Institute for Occupational Safety and Health
(NIOSH) at the Centers for Disease Control and Prevention (CDC)
has instructed all investigators who perform research involving per-
sons with developmental disabilities to review NBAC’s recommen-
dations on informed consent in the Research Involving Persons with
Mental Disorders That May Affect Decisionmaking Capacity report.

Response from Professional Societies, Organizations, and
Foundations

A number of professional and academic societies, organizations, and
foundations have taken note of NBAC’s reports and have released
policy statements, issued guidance documents, and developed edu-
cational materials based on NBAC’s recommendations for their
members to consider. Several professional and scientific societies, as
well as organizations representing the biotechnology and pharma-
ceutical industries, have called for a five-year voluntary moratorium
on human cloning, as recommended in the Cloning Human Beings
report. The Alzheimer’s Association funded research on the potential
impact of NBAC’s recommendations in the Research Involving Per-
sons with Mental Disorders That May Affect Decisionmaking Capacity
report. Intermountain Health Care issued policies and procedures
for institutional review boards (IRBs), and the Online Ethics Center
for Engineering and Science developed an online teaching module,
both of which were based on NBAC’s recommendations in Research
Involving Human Biological Materials. The Endocrine Society in its
Code of Ethics and the American Medical Association (AMA) in offi-
cial policy supported the NBAC’s Ethical Issues in Human Stem Cell
Research report and the recommendations in it.
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International Response

Other countries and several international organizations have studied
NBAC’s reports and have supported some of the commission’s rec-
ommendations. The United Kingdom’s Human Fertilisation and
Embryology Authority (HFEA) and the Human Genetics Advisory
Commission (HGAC) supported NBAC’s recommendations in
Cloning Human Beings, and the Nuffield Council on Bioethics en-
dorsed some of the recommendations in Ethical Issues in Human
Stem Cell Research. NBAC’s reports and recommendations have been
cited in various publications in Australia, Canada, Japan, and the
United Kingdom and in reports by several international organiza-
tions, including the Organisation for Economic Co-operation and
Development (OECD) and the United Nations Educational, Scien-
tific, and Cultural Organization (UNESCO). In addition, the NBAC
reports have been widely circulated internationally, and have been
translated into Japanese and published in a German science and
ethics journal.

SHORT-TERM AND LONG-TERM ASSESSMENT OF
NBAC’S WORK

Even though NBAC’s tenure has concluded, debate on many of the
issues addressed by NBAC has continued, and will continue for some
time to come. Therefore, this report represents an early assessment
of the response to NBAC’s work. However, given the complex nature
of the issues addressed by NBAC and the usual pace of the policy-
making process, the response to NBAC’s reports and recommenda-
tions should also be assessed over time to determine both their im-
mediate and their long-term impact.

Succeeding administrations and bioethics commissions, and in par-
ticular the President’s Bioethics Council, should be very interested in
what NBAC recommended and the response to its work. During its
deliberations, NBAC examined the work of several previous
commissions, including the National Commission for the Protection
of Human Subjects of Biomedical and Behavioral Research, the
President’s Commission for the Study of Ethical Problems in
Medicine and Biomedical and Behavioral Research, and the Advisory
Committee on Human Radiation Experiments.



xx The National Bioethics Advisory Commission: Contributing to Public Policy

NBAC has increased the awareness of the U.S. and foreign govern-
ments, international groups, the research community, and the public
about complex bioethical issues, providing a forum for their public
debate, and making recommendations that have been incorporated
into the system of oversight for the protection of human research
participants. Several of the issues that were addressed by NBAC in its
reports, including human cloning, human stem cell research, and the
protection of human research participants, are currently under dis-
cussion or are being examined by Congress, the President’s Council
on Bioethics, some federal agencies, and various other groups for
legislation, recommendations, or other actions. Therefore, NBAC’s
reports and recommendations will continue to be relevant to ongo-
ing policy debates on bioethics issues.
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Chapter One

INTRODUCTION

BACKGROUND ON THE NATIONAL BIOETHICS ADVISORY
COMMISSION

The National Bioethics Advisory Commission (NBAC) was estab-
lished by Executive Order 12975 in October 1995. The purpose of the
commission was to advise and make recommendations to the Na-
tional Science and Technology Council, chaired by the president of
the United States, and to federal agencies and other entities on
“bioethical issues arising from research on human biology and be-
havior, and the applications, including the clinical applications, of
that research.” NBAC was established in response to: (1) proposals by
the National Institutes of Health (NIH), the Department of Energy,
and other research-oriented agencies; (2) recommendations of the
Advisory Committee on Human Radiation Experiments (ACHRE);
and (3) a recognized need by the White House Office of Science and
Technology Policy (OSTP) for a national commission to address a
broad set of ethical issues, including genetic privacy and the protec-
tion of human research participants. NBAC was the fifth federal
bioethics commission created to contribute to the development of
public policy and to promote a national discussion on complex
bioethical issues.1

______________
1The four other federal bioethics commissions were the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research (1974–1978),
the Ethics Advisory Board (1978–1980), the President’s Commission for the Study of
Ethical Problems in Medicine and Biomedical and Behavioral Research (1980–1983),
and the Biomedical Ethics Advisory Committee (1988–1989).
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The NBAC charter was signed on July 26, 1996, by John H. Gibbons,
then assistant to the president for Science and Technology Policy.
The charter specified that NBAC’s first priority was to consider the
“protection of the rights and welfare of human research subjects; and
issues in the management and use of genetic information.” President
Clinton appointed the NBAC commissioners in the summer of 1996,
and NBAC met for the first time on October 4, 1996. The original ex-
ecutive order, which expired on October 3, 1997, was amended by
the president on May 16, 1997, to extend NBAC’s charter until Octo-
ber 3, 1999. On September 16, 1999, the president extended NBAC’s
term for two additional years, via Executive Order 13137. On October
20, 1999, a new charter was signed by Department of Health and
Human Services Secretary Donna Shalala. Executive Order 13137 was
not renewed and NBAC was terminated on October 3, 2001.

THE NBAC REPORTS

During its tenure, NBAC met 48 times and submitted six major re-
ports to the White House, three of which were requested by the pres-
ident and three of which were initiated by NBAC.2 These six reports
offered 120 recommendations designed to improve the protection of
human participants in research while supporting the continued ad-
vancement of science and promoting ethically sound research. Brief
summaries of the reports are provided here, and more detailed in-
formation about each report can be found in the following chapters.

• Cloning Human Beings (June 1997). The announcement of the
birth of Dolly, the cloned sheep, prompted President Clinton to
urgently request advice from NBAC on the legal and ethical is-
sues raised by cloning and its potential use in human beings. In
response, NBAC concluded that the creation of “a child” by so-
matic cell nuclear transfer3 was scientifically and ethically objec-

______________
2As of this writing, NBAC reports are available at www.georgetown.edu/research/
nrcbl/nbac/pubs.html or through the U.S. Department of Commerce, Technology
Administration, National Technical Information Service, Springfield, VA 22161, 1-800-
553-6847.
3Somatic cell nuclear transfer is a cloning technique, which involves transplanting the
genetic material from a somatic cell (any cell in the body except reproductive cells)
into an egg, from which the nucleus (the cellular organelle that contains the genetic
material) has been removed to produce a genetically identical individual.
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tionable because “current scientific information indicates that
this technique is not safe to use in humans at this point.” NBAC
went on to say, “Moreover, in addition to safety concerns, many
other serious ethical concerns have been identified, which re-
quire much more widespread and careful public deliberation be-
fore this technology may be used.” NBAC recommended that the
existing moratorium on attempts to create a child through
cloning be continued and that the president immediately ask for
voluntary compliance by the private sector. NBAC also recom-
mended that federal legislation be enacted “to prohibit anyone
from attempting, whether in a research or clinical setting, to
create a child through somatic cell nuclear transfer cloning.”

• Research Involving Persons with Mental Disorders That May Affect
Decisionmaking Capacity (December 1998). A controversial his-
tory of research involving persons with mental disorders, and
priorities established in Executive Order 12975, which directed
NBAC to consider the protection of human research participants,
prompted NBAC to consider how ethically acceptable research
could be conducted with persons who suffer from mental disor-
ders that may affect their decisionmaking capacity. In this report,
NBAC recommended additional regulations to ensure that such
persons are appropriately protected from harm. Other recom-
mendations in the report call for specific action by government
agencies, institutions, organizations, institutional review boards
(IRBs),4 investigators, and others responsible for the protection
of research participants.

• Research Involving Human Biological Materials: Ethical Issues
and Policy Guidance (August 1999). Concerns about protecting
research participants from harm during research using those
participants’ biological materials, and a mandate in Executive
Order 12975 to consider “issues in the management and use of
genetic information,” led NBAC to consider the ethical, legal, and
social issues associated with the research use of human biologi-

______________
4An institutional review board is a panel of physicians, scientists, and laypeople as-
sembled by the NIH or by a company, university, hospital, or any other entity
conducting clinical trials. IRBs review research plans to ensure that research
participants are provided with adequate informed consent and are not exposed to
unreasonable risks. IRBs also conduct continuing review of approved research to
ensure that human-subject protections remain in force.
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cal materials. In this report, NBAC recommended that current
federal regulations be clarified to ensure that human biological
materials currently stored in various repositories throughout the
country and materials yet to be collected are used in an ethically
appropriate manner. The report also makes recommendations
about improving the processes by which informed consent
should be obtained when such materials are collected in the fu-
ture, and provides guidance to investigators and IRBs regarding
the use of human biological materials in research.

• Ethical Issues in Human Stem Cell Research (September 1999).
The announcement of the discovery of human embryonic stem
cells5 prompted President Clinton to turn to NBAC for advice on
the ethical issues associated with research involving human stem
cells. In this report, NBAC focused primarily on the president’s
request for recommendations outlining the conditions under
which such research could be eligible for federal funding. NBAC
recommended that federal sponsorship of research that involves
the derivation and use of human embryonic stem cells and hu-
man embryonic germ cells6 should be limited in two ways: (1) re-
search should be limited to using only embryos remaining after
infertility treatments or cadaveric fetal tissue, and (2) sponsor-
ship of research should be contingent on an appropriate and
open system of national oversight and review.

• Ethical and Policy Issues in International Research: Clinical Trials
in Developing Countries (April 2001). Several issues prompted
NBAC to address the topic of international research, including
controversy over certain clinical trials in developing countries, in
particular trials that were testing drugs to reduce mother-to-in-
fant transmission of human immunodeficiency virus (HIV); the
changing landscape of international research; and suggestions
by the public that NBAC’s mandate to examine the protection of
human research participants extended to U.S.-sponsored or

______________
5Human embryonic stem cells are cells derived from the inner cell mass of a six- to
seven-day-old embryo. These cells have the ability to divide indefinitely and to give
rise to all of the cell types of the adult body.
6Human embryonic germ cells are cells derived from the primordial reproductive cells
of the developing fetus; they have properties similar to those of human embryonic
stem cells.
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U.S.-conducted international research. In this report, NBAC rec-
ommended that clinical trials subject to U.S. regulation that are
conducted or sponsored in developing countries should be di-
rectly relevant to the health needs of the population of the host
country. Other recommendations addressed the choice of re-
search designs, the informed consent process, post-trial access
to successful research products, and ethics review of research.
NBAC also recommended that the Food and Drug Administra-
tion (FDA) should not accept data obtained from clinical trials in
developing countries that do not follow the substantive ethical
procedures outlined in the NBAC report.

• Ethical and Policy Issues in Research Involving Human Partici-
pants (August 2001). NBAC prepared its final report in accor-
dance with Executive Order 12975, which states that “NBAC shall
direct its attention to consideration of protection of the rights
and welfare of human subjects,” and in response to a request
from the White House to undertake a thorough examination of
the federal system of oversight for the protection for human re-
search participants. In this report, NBAC concluded that the fed-
eral oversight system should protect the rights and welfare of all
human research participants, regardless of whether the research
is publicly or privately funded. NBAC recommended that there
be a unified, comprehensive federal policy embodied in a single
set of regulations and guidance, and called for legislation to cre-
ate a single, independent federal office responsible for the over-
sight of human research participants.

RESPONSE TO NBAC’S REPORTS AND
RECOMMENDATIONS

NBAC’s reports and recommendations have informed the United
States and foreign governments, international groups, the research
community, and the public about the various dimensions of complex
bioethical issues and their importance in public policy development.
This report describes the response7 of the president, Congress, fed-

______________
7The term “response” is just one of many possible words that could be used to de-
scribe the reaction of those who have taken notice of NBAC’s work and have produced
documents that refer to or are based on NBAC’s reports and recommendations. Al-
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eral and state government, professional societies, philanthropic
foundations, organizations representing private industry, patient ad-
vocacy groups, other countries, and international organizations to
each of NBAC’s six reports. These entities are responsible for deci-
sionmaking and policy formulation in this country and abroad.
Therefore, their response to NBAC’s reports and recommendations is
an indication of the extent to which NBAC’s work is reflected in pub-
lic policy and discourse.

However, translating the response to NBAC’s work into a measure of
NBAC’s impact on public policy is not an easy task, for many rea-
sons:

• First, the impact will have both a short-term and a long-term ef-
fect, and only the former can be addressed in this report.

• Second, NBAC’s earlier reports have a greater likelihood of being
considered in policy discussions than those released late in
NBAC’s tenure because interested parties have had a greater
amount of time to respond to the earlier reports.

• Third, the issues addressed by NBAC differed in their immediate
importance to policymakers. For example, cloning and stem cell
research were of immediate concern to policymakers and re-
ceived the greatest attention, whereas clinical trials research in
developing countries received far less attention.

• Fourth, when a government agency, professional society, or in-
ternational organization develops policy or adopts guidelines
that make use of or refer to NBAC’s work, it does not necessarily
mean that NBAC should be credited with having had a direct in-
fluence on the decision to develop or adopt guidelines. Many
factors influence the development of policy and guidelines, and a
group’s report may be mentioned because it truly was influential,
or it may be mentioned for purely political reasons.

• Finally, much of NBAC’s contribution to the policymaking pro-
cess has been to inform public discussion and debate over some

_____________________________________________________________
though the word “response” could be interpreted to imply a cause-and-effect relation-
ship, it is used more generally in this report to reflect the many ways in which NBAC’s
work was mentioned or used by various entities (e.g., government, societies, interna-
tional organizations).
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highly contentious and value-laden issues, a contribution that is
not easily measured.

Acceptance of NBAC’s recommendations is not, therefore, a full
measure of the commission’s contribution to public policy. It is
important that any analysis of NBAC’s contribution to public policy
be conducted with these limitations in mind.

The various entities responded to NBAC’s reports and recommenda-
tions in a number of ways.8 The president, Congress, federal agen-
cies, professional societies, the private sector, and others have issued
statements, guidance, and other documents that referenced, dis-
cussed, or were based on NBAC’s reports and recommendations. In
addition, legislation was introduced at both the federal and state
level that mentioned NBAC or was based on NBAC’s recommenda-
tions. The following responses to NBAC’s work were tracked and as-
sessed by RAND:

• Responses by the president of the United States and other mem-
bers of the administration to NBAC’s reports and the recommen-
dations in them

• Federal and state legislation introduced or enacted that was a re-
sult (direct or indirect) of NBAC’s reports and recommendations

• Testimony before Congress by NBAC commissioners, staff, and
others at Congress’s invitation

• Responses to NBAC’s reports and recommendations, including
guidelines, statements, policies, and procedures, by relevant fed-
eral agencies

• Statements and related documents from professional societies,
private industry, and other entities that followed from or were
made in response to NBAC’s reports and recommendations.

Other countries and international organizations have developed
policies or issued statements on topics on which NBAC has reported.

______________
8The appendix provides a detailed explanation of the methods used to track the re-
sponse to NBAC’s reports and recommendations. Detailed information about the
documents that were used and how they were collected is also provided in the ap-
pendix.
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Many of these policies and statements cite the commission’s work.
NBAC commissioners and staff were also consulted by international
organizations such as the World Health Organization (WHO) and the
United Nations Educational, Scientific and Cultural Organization
(UNESCO). The following responses to NBAC’s reports and recom-
mendations by other countries and international organizations were
tracked and assessed:

• Legislation that was introduced or enacted abroad that was a re-
sult (direct or indirect) of NBAC’s reports and recommendations

• Policies, statements, and other documents from national scien-
tific, medical, and bioethics bodies and international organiza-
tions that refer to or are based on any of NBAC’s reports and rec-
ommendations.

NBAC’s work has been discussed in leading national newspapers and
magazines and on television and radio. In addition, several scholars
have written about NBAC and its reports and recommendations in
prominent bioethics, medical, and scientific journals. Therefore, this
report includes a discussion of the media reports and articles in the
academic literature that describe NBAC’s work or discuss its reports
and recommendations (see Chapter Two).

Government Response

NBAC’s primary function, as established in Executive Order 12975,
was to provide advice to the federal government on matters pertain-
ing to bioethics. In its reports, NBAC made several recommendations
to Congress and federal agencies that called for a variety of actions by
these entities, including legislation, regulation, and additional
guidance, and support for both professional and public education. In
addition, NBAC recommended that the states also enact legislation.

NBAC’s reports prompted responses from the White House,
Congress, state governments, and federal agencies. In addition,
NBAC commissioners and staff were invited to testify on several
NBAC reports before the House and the Senate. Presidential docu-
ments, federal and state legislation, congressional testimony, federal
regulations, guidance, policy statements, and other relevant docu-
ments will be described in more detail in the following chapters.
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Response from Professional Societies, Organizations, and
Foundations

Many scientists and physicians belong to professional and academic
societies, associations, or organizations, which often have codes of
ethics governing their members’ general behavior and can set volun-
tary, informal standards for professional behavior. In addition, phi-
lanthropic foundations and organizations, associations and organi-
zations representing private industry, and patient advocacy groups
also develop policy positions and codes of conduct.

In its reports, NBAC made various recommendations to the scientific
and medical communities. A number of these recommendations
were directed specifically to professional societies, funding institu-
tions, and the private sector. In addition, NBAC also appealed to the
private sector for voluntary compliance with many of its recommen-
dations. Several societies, organizations, and foundations have
looked to NBAC’s work to inform their discussions and policy deci-
sions, and have issued documents and policy statements that refer-
ence, discuss, or are based on NBAC’s reports and recommenda-
tions. Many societies, organizations, and foundations also responded
to NBAC’s requests for public comment on draft reports, posting
their remarks on their Web sites for their members and others to
consider.9 In addition to documents and policy statements that
mention NBAC, several professional societies, organizations, and

______________
9Responses to NBAC’s requests for public comment on its draft reports often repre-
sent the views and policy positions of the responding societies, organizations, and
foundations. In addition, comments that are posted to publicly accessible Web sites
are available to both the members of these societies, organizations, and foundations
and to the public at large. Therefore, public comments on NBAC reports could be
considered to be responses to NBAC’s work. However, highlighting some public com-
ments solely because they are posted on a Web site may leave the reader with the mis-
taken impression that these comments were more important or more influential than
other comments that were not publicly available. Therefore, comments provided to
NBAC during the public comment periods are not included in this report. (For lists of
respondents to NBAC’s requests for public comment on its draft reports, see the fol-
lowing NBAC reports: Research Involving Persons with Mental Disorders That May Af-
fect Decisionmaking Capacity; Research Involving Human Biological Materials: Ethical
Issues and Policy Guidance; Ethical and Policy Issues in International Research: Clinical
Trials in Developing Countries; and Ethical and Policy Issues in Research Involving
Human Participants.)
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foundations have links to NBAC’s home page on their Web sites.10

The interface between NBAC and professional groups, philanthropic
foundations, organizations representing private industry, and pa-
tient advocacy groups will be described in more detail in the
following chapters.

International Response

Due to the transnational nature of scientific work, a need exists for
international cooperation regarding the conduct of scientific and
medical research. NBAC recognized the increasingly global nature of
biomedical science and the importance of international cooperation,
and took this factor into consideration when it prepared its reports
and recommendations. NBAC examined documents, policy state-
ments, regulations, and legislation from other countries and interna-
tional organizations to inform their deliberations on all of the topics
it considered. In addition, in some of its reports NBAC recommended
international cooperation. Likewise, other countries and interna-
tional organizations have looked to NBAC’s work to inform their dis-
cussions and policy decisions. Details about NBAC’s role in the in-
ternational debate on the ethical conduct of biomedical research is
described in more detail in the following chapters.

ORGANIZATION OF THIS REPORT

Chapter Two describes the news coverage and articles in the aca-
demic literature that have discussed NBAC and its reports and rec-
ommendations.

Chapters Three through Eight deal with the response to each of
NBAC’s six reports by governmental bodies, professional societies,
organizations, foundations, other countries, and international

______________
10A comprehensive listing of societies, organizations, and foundations whose re-
sponse consisted solely of links on their Web sites to the NBAC home page and/or
NBAC reports is not provided in this report. While it could be argued that an organiza-
tion’s providing a link to the NBAC site and/or its reports represents yet another way
NBAC has an impact on public policy, the true significance of providing a link to
NBAC’s Web site cannot be assessed. Therefore, this report focuses on statements,
guidance, and other documents that directly reference, discuss, or are based on
NBAC’s work.
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groups. These six chapters are presented in the order of the publica-
tion date of each NBAC report. Each of these chapters is divided into
three sections: the government response; statements from societies,
organizations, and foundations; and the international response.

Chapter Nine summarizes the findings of this study and discusses
the impact that NBAC’s reports and recommendations have had on
policy or practice. The chapter also includes a summary of the types
of policy changes that NBAC recommended (e.g., legislation, regula-
tion, guidance, education); to whom those recommendations were
directed (e.g., Congress, federal agencies, professional societies, the
private sector); and the types of policies that have been adopted in
response to the commission’s recommendations (e.g., introduction
of legislation in Congress and state legislatures, issuance of guidance
and policy statements).

The appendix provides a detailed explanation of the methods used to
track the responses to NBAC’s reports and recommendations and
information about the documents that were collected and analyzed
for this report.
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Chapter Two

NBAC IN THE PUBLIC EYE

One aspect of the National Bioethics Advisory Commission’s role in
public policy was to foster public discussion of important bioethical
issues. In several of its reports, NBAC discussed the importance of
ongoing public discussion and education on the ethical and social
implications of biomedical research. One way in which the public
becomes informed about new developments in science and
medicine and the complex bioethical issues raised by these discover-
ies is through reports in the media and academic literature.

An in-depth analysis of the discussions about NBAC’s work that ap-
peared in the media and in the academic literature, and the role
these discussions have played in educating the public about ethical
issues in biomedical research, is beyond the scope of this report.
However, short descriptions of the type of coverage on NBAC that
has appeared in the media and academic literature are provided in
this chapter.

MEDIA REPORTS THAT MENTION NBAC

NBAC’s recommendations and perspectives have been featured in
many leading national publications, including the Los Angeles Times,
The New York Times, The Wall Street Journal, and the Washington
Post. Media reports that mention NBAC include news stories, edito-
rials, and other accounts referring to NBAC reports and recommen-
dations that have appeared in newspapers and magazines and on
television and radio broadcasts. References to NBAC in the media
range from a brief mention to an in-depth discussion of the com-
mission’s work.
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A search of the Nexis news database from January 1996 through June
2001 found 1,287 media reports that mentioned NBAC (see Table
2.1). Most of these reports focused on subjects about which NBAC
had prepared reports. However, several media reports mentioned
NBAC or an NBAC commissioner in relation to other areas of
biomedical science that raise ethical issues, such as assisted repro-
ductive technologies, genetic testing, and gene transfer technology.

The issue that drew the most media attention to NBAC’s work was
the possibility of cloning human beings. Between February 1997,
when the cloning of Dolly the sheep was announced, and June 2001,
there were 665 media reports on cloning that mentioned NBAC (see
Table 2.1). In 1997 alone, the year that NBAC issued its report
Cloning Human Beings, there were 458 articles. Interestingly, a year
later there were still 167 media reports on cloning that contained
some reference to NBAC. While the number of articles that mention
NBAC’s work on cloning dropped over time, it is still interesting to
note that the role of NBAC in the policy debate over cloning is still
recognized several years after the release of the NBAC report on
cloning human beings.

Several of the media reports on cloning simply mentioned that NBAC
is a presidential commission that has deliberated on the issue of
cloning and has written a report on the subject. Other articles pro-
vided a more in-depth discussion of the NBAC report on cloning. For
example, several articles included criticisms from bioethicists and
other experts of NBAC’s recommendations.

By comparison, the NBAC report Research Involving Persons with
Mental Disorders That May Affect Decisionmaking Capacity (1998) re-
ceived limited media coverage, with the majority of the 33 media re-
ports appearing in 1999 and 2000 (see Table 2.1). Many of the media
reports mentioned NBAC’s work in the context of controversial re-
search done with the mentally ill. Other reports addressed NBAC’s
recommendations about informed consent and the need for review
of studies designed to stimulate behavioral or physiological manifes-
tations of the disease under study, studies designed to withdraw re-
search participants rapidly from therapies, or studies that use
placebo controls.
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Media coverage of the NBAC report Research Involving Human Bio-
logical Materials: Ethical Issues and Policy Guidance (1999) was lim-
ited to 28 reports from 1996 through 2001 (Table 2.1). The majority of
media reports appeared in 1999 and focused on the conflict between
protecting one’s privacy and promoting research efforts, and on the
release of the report.

NBAC’s deliberations on research with human embryonic stem cells
and its recommendations  in this area, as presented in Ethical Issues
in Human Stem Cell Research (1999), also generated considerable
media attention. A search of the Nexis database found 276 media re-
ports on stem cell research that mention NBAC (see Table 2.1). While
the isolation of human embryonic stem cells was first reported in
November 1998, the vast majority of media reports mentioning
NBAC appeared in 1999, the year NBAC issued its report on stem cell
research. It is interesting to note that even though the issue of stem
cell research continues to be front-page news, the mention of NBAC
greatly decreased after the NIH released its final “Guidelines for Stem
Cell Research” in August 2000 (National Institutes of Health, 2000).

Several of the media reports on stem cell research focus on NBAC’s
recommendations for federal funding of both the derivation (i.e., the
production of stem cells from embryos) and use of human embry-
onic stem cells. Most of these media reports also compare NBAC’s
recommendations with those of the NIH and the American Associa-
tion for the Advancement of Science (AAAS), both of which support
the use of federal funds for research using human embryonic stem
cells but not for the derivation of human embryonic stem cells.

The media coverage of NBAC’s deliberations over the recommenda-
tions in its Ethical and Policy Issues in International Research: Clini-
cal Trials in Developing Countries report and the coverage on the re-
port itself were limited, with 24 media reports from 1996 through
2001 (see Table 2.1). NBAC was mentioned several times when the
controversy over Human Immunodeficiency Virus/Acquired Im-
mune Deficiency Syndrome (HIV/AIDS) research was first reported
in 1997, and then again when NBAC was deliberating on its recom-
mendations for its Ethical and Policy Issues in International Research:
Clinical Trials in Developing Countries report, and once again after it
issued its report in April 2001. Many of these later media reports
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discussed NBAC’s recommendations on clinical trials that use
placebo controls and on post-trial access to treatment.

Media reports mentioning NBAC that were on the topic of oversight
of research involving human participants appeared as early as 1996
(see Table 2.1). Much of this early media coverage mentioned
NBAC’s charge to review U.S. federal protections pertaining to hu-
man research participants. In 1999, there were numerous media re-
ports mentioning NBAC’s work that were about suspensions of fed-
erally funded research at several prominent research institutions by
the Office for Protection from Research Risks (OPRR; now the Office
for Human Research Protections, OHRP). In 2000 and 2001, media
coverage of NBAC’s deliberations over the recommendations in its
Ethical and Policy Issues in Research Involving Human Participants
report and coverage of the report itself focused mainly on NBAC’s
recommendation for a single, independent federal office responsible
for the oversight of human research participants in both the public
and private sector.

PUBLICATIONS ABOUT NBAC IN THE ACADEMIC
LITERATURE

Several scholars have written about NBAC and its reports and rec-
ommendations in prominent bioethics journals, including the
Hastings Center Report and the Kennedy Institute of Ethics Journal,
and in medical and scientific journals, such as the Journal of the
American Medical Association, the New England Journal of Medicine,
Nature, and Science. Citations to NBAC and discussions of its reports
in the academic literature were found through searches of the on-
line databases PubMed, Bioethicsline, Social Sciences Citation Index,
and Science Citation Index. Articles were also found through
searches of the on-line versions of the Journal of the American
Medical Association, New England Journal of Medicine, Science, and
Nature and other Nature Publishing Group journals.1

______________
1Nature Publishing Group (NPG) is the scientific publishing arm of Macmillan Pub-
lishers Ltd. As of this writing, NPG’s other publications include Nature Biotechnology,
Nature Cell Biology, Nature Genetics, Nature Immunology, Nature Medicine, Nature
Neuroscience, Nature Structural Biology, Nature Reviews Cancer, Nature Reviews Ge-
netics, Nature Reviews Immunology, Nature Reviews Molecular Cell Biology, Nature Re-
views Neuroscience, Nature Reviews Drug Discovery, British Dental Journal, British
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Table 2.2 lists the number of articles citing NBAC, by year, in the on-
line databases and journals, and Table 2.3 shows the number of arti-
cles that specifically discuss the NBAC reports (see the Bibliography
under “Academic Literature Citing NBAC” for a list of the articles in
the academic literature that discussed the commission). Articles that
discussed NBAC’s work were most abundant in 1999, and there was
at least one article on each of NBAC’s six reports, some of which were
completed at the time, some of which were in progress, and some of
which were just beginning. The NBAC report discussed most often in
the academic literature was Cloning Human Beings. The next most
frequently discussed report was Research Involving Persons with
Mental Disorders That May Affect Decisionmaking Capacity, closely
followed by Ethical Issues in Human Stem Cell Research.

Publications in the academic literature that refer to the NBAC report
Cloning Human Beings range from those that praised the report as a
balanced response to a complex bioethical issue, to those that criti-
cized it for ducking the difficult ethical questions about human
cloning by relying on the safety concerns surrounding current
cloning techniques to justify its recommendations. Other publica-
tions commended NBAC for recommending a ban on the use of so-
matic cell nuclear transfer to create “a child” while protecting free-
dom of scientific inquiry and allowing important research activities
to proceed. And still others argue that the proposed ban on somatic
cell nuclear transfer would infringe upon scientific freedom of in-
quiry and procreative liberty interests.

Research Involving Persons with Mental Disorders That May Affect
Decisionmaking Capacity has been criticized in the academic litera-
ture by mental health advocates who believe the protections it rec-
ommends do not go far enough and by psychiatrists who believe the
report’s recommendations would impede psychiatric research. Re-
curring criticisms of the report were that (1) the scope of the report
was too narrow and would stigmatize individuals with mental disor-
ders, (2) NBAC’s recommended guidelines for assessing decision-
making capacity were too burdensome, and (3) NBAC’s categories of
research risk were either too restrictive or too loose.

_____________________________________________________________
Journal of Cancer, Nature Science Update, Cancer Update, Physics Portal, and Materi-
als Update.
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Table 2.2

Number of Articles in the Academic Literature Citing
NBAC, by Year

Year Number of Articles

1996 2

1997 17

1998 12

1999 30

2000 17

2001a 7

Total 82
aThrough July 2001.

Table 2.3

Number of Articles in the Academic Literature Citing Each NBAC Report

NBAC Report
Number of

Articles
Cloning Human Beings 30
Research Involving Persons with Mental Disorders That May

Affect Decisionmaking Capacity
18

Research Involving Human Biological Materials 11
Ethical Issues in Human Stem Cell Research 17
Ethical and Policy Issues in International Research: Clinical Trials

in Developing Countries
4

Ethical and Policy Issues in Research Involving Human
Participants

4

NOTE: Articles that discuss more than one of NBAC’s reports are accounted for under
each report listed. Articles that mention NBAC, but do not specifically discuss any of
the NBAC reports, are not listed in this table.

Research Involving Human Biological Materials: Ethical Issues and
Policy Guidance was described in the academic literature as contain-
ing the core elements of acceptable policy and a reasonable balance
between safeguarding privacy and advancing the needs of research.
Other articles discussed NBAC’s recommendations on informed con-
sent for research involving human biological materials. A working
draft of the Research Involving Human Biological Materials report re-
ceived attention in the academic literature early in 1998, prompting
comments from the scientific community and from NBAC itself.
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References in the academic literature to the Ethical Issues in Human
Stem Cell Research report tended to either recount the commission’s
recommendations or use the report in analyses of arguments for and
against federal funding of embryonic stem cell research. Several of
the articles agreed with NBAC’s conclusion that there is no moral
distinction between the derivation of and the use of human embry-
onic stem cells, and supported NBAC’s recommendation that federal
funding should be allowed for both the derivation and use of stem
cells from embryos remaining after infertility treatments.

Because the Ethical and Policy Issues in International Research: Clini-
cal Trials in Developing Countries and Ethical and Policy Issues in Re-
search Involving Human Participants reports were not issued until
April 2001 and August 2001, respectively, few articles had appeared
in the academic literature about these reports as of the writing of this
document. The articles that were found simply mentioned that
NBAC was working on these issues. As further consideration is given
to the issues addressed by these two reports, it may be worthwhile to
survey the academic literature again for any discussions of these two
reports.
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Chapter Three

RESPONSE TO THE CLONING HUMAN BEINGS
REPORT

On February 23, 1997, the world first learned of Dolly, the cloned
sheep. The announcement about the birth of Dolly, the first mammal
to be cloned from an adult cell,1 brought into sharp focus the future
possibility of cloning human beings along with all its inherent moral,
ethical, and legal implications. The next day, President Clinton asked
NBAC to advise him within 90 days on the legal and ethical issues
that cloning raises in regard to its potential use in human beings.

NBAC issued its Cloning Human Beings report on June 9, 1997. In its
recommendations to the president, NBAC concluded that the
“creation of a child” by somatic cell nuclear transfer is scientifically
and ethically objectionable at this time.2 NBAC recommended that
the existing moratorium on attempts to create a child through
cloning be continued and that the president immediately ask for vol-
untary compliance by the private sector. NBAC also recommended
that federal legislation be enacted “to prohibit anyone from attempt-

______________
1Some mammals, including mice, monkeys, and cows, as well as sheep, had been
cloned from embryonic cells.
2To create a child by cloning, stated simply, one would first take a cell from the person
to be cloned and then transfer the genetic information from that person’s cell to an
enucleated egg (i.e., somatic cell nuclear transfer) thereby creating an embryo that
contains the genetic information of the person being cloned. The same initial steps
(i.e., somatic cell nuclear transfer of genetic material from an adult cell into an enucle-
ated egg) would be performed to create an embryo from which stem cells could then
be harvested and used to treat diseases such as diabetes and Alzheimer’s. Because this
process starts with the cells of the person who has the disease to be treated, the em-
bryonic stem cells that are created have the identical genetic information as that per-
son.
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ing, whether in a research or clinical setting, to create a child through
somatic cell nuclear transfer cloning.”

Since June 1997, when NBAC presented its report to the president,
several developments in the possible cloning of human beings have
stirred the public’s interest. In the forefront of these developments
are those individuals who have announced their intentions to clone a
human being.3 In addition, the discovery of human embryonic stem
cells in 1998 has raised the possibility of using cloning technology to
create customized stem cells (i.e., stem cells derived from the same
individual) for use as cell-based and tissue-based therapies that
would not be rejected by the patient’s immune system.

There have also been significant scientific advances in the field of
somatic cell nuclear transfer, such as the cloning of mammals other
than sheep (for example, the cloning of the last cow of a rare breed)
and the cloning of genetically engineered animals that can make
proteins in their milk for pharmaceutical applications. All of this has
spurred intense media coverage as well as captured the attention of
the public and policymakers. The policy responses to cloning of hu-
man beings have been intense and wide-ranging both in the United
States and abroad. There have been legislative and regulatory actions
taken at the state, federal, and international levels, and policy state-
ments released by organizations nationally and internationally.

GOVERNMENT RESPONSE

The possibility of cloning human beings has been an issue that has
captured the attention of two presidents and both houses of
Congress. Soon after the announcement of the cloning of Dolly,
President Clinton instituted a ban on the use of federal funds for the
cloning of human beings. In Cloning Human Beings, NBAC recom-
mended a continuation of the president’s moratorium and issued an
immediate request to all firms, clinicians, investigators, and profes-
sional societies in the private and non–federally funded sectors to

______________
3Several individuals and groups have announced that they intend to clone a human
being, including an Italian doctor, Severino Antinori; an American doctor from the
Andrology Institute of America, Panos Savos; a group called Clone Rights United
Front, founded by Randolfe Wicker; and Clonaid, a company founded by a group
called the Raelians, who believe that humans are clones of extraterrestrial beings.
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comply voluntarily with the intent of the federal moratorium. The
commission further recommended the following:

Federal legislation [should] be enacted to prohibit anyone from
attempting, whether in a research or clinical setting, to create a
child through somatic cell nuclear transfer cloning. It is critical,
however, that such legislation include a sunset clause to ensure that
Congress will review the issue after a specified time period (three to
five years) in order to decide whether the prohibition continues to
be needed. If state legislation is enacted, it should also contain such
a sunset provision. Any such legislation or associated regulation
also ought to require that at some point prior to the expiration of
the sunset period, an appropriate oversight body evaluate and
report on the current status of somatic cell nuclear transfer
technology and on the ethical and social issues that its potential use
to create human beings would raise in light of public
understandings at that time (National Bioethics Advisory
Commission, 1997).

President Clinton issued a legislative proposal, which mentioned
NBAC, prohibiting the cloning of human beings. Bills introduced in
both the House and the Senate also mentioned NBAC. In addition to
responses from the president and Congress, NBAC’s report was also
mentioned by the Department of Energy and the FDA, and in legisla-
tion introduced into the New Jersey legislature. Congressional bills
and testimony, regulations, policy statements, and other documents
that mentioned NBAC’s report on cloning are detailed next.

Response from the President of the United States

President Clinton addressed the issue of cloning human beings on
several occasions before receiving the NBAC report. On March 4,
1997, the president issued a Presidential Directive to the heads of ex-
ecutive departments and agencies prohibiting the use of federal
funds for cloning of human beings (White House, 1997). In the direc-
tive, the president mentioned that he had asked NBAC for a report on
the legal and ethical issues associated with the use of cloning tech-
nology. Because (in the words of the Presidential Directive) the cur-
rent restrictions on the use of federal funds for research involving
human embryos “do not explicitly cover human embryos created for
implantation and do not cover all Federal agencies,” the president is-
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sued the memorandum “to make it absolutely clear that no Federal
funds will be used for human cloning.”

In a commencement address at Morgan State University in Baltimore
on May 18, 1997, President Clinton spoke about preparing the nation
for the 21st century. He focused on the promise of science and
technology and the ethical and moral questions raised by new
discoveries in science, using the cloning of Dolly as an example. He
noted that he was awaiting recommendations from NBAC, which he
had asked to conduct a thorough review of the legal and ethical is-
sues raised by the cloning of Dolly, because “No President is quali-
fied to understand all of the implications” of the cloning of human
beings.

Upon receiving NBAC’s report, President Clinton proposed the
“Cloning Prohibition Act of 1997” on June 9, 1997. In messages to the
Senate (PM 46, June 9, 1997) and the House of Representatives (H.
DOC. NO. 105-97, June 10, 1997) accompanying his legislative pro-
posal, the president stated his agreement with NBAC’s conclusion
that the creation of a child by somatic cell nuclear transfer cloning is
morally unacceptable at this time, and transmitted his proposal to
Congress to implement NBAC’s recommendations.

Consistent with NBAC’s recommendation, the president’s legislative
proposal prohibited the use of somatic cell nuclear transfer to create
a human being for five years and directed NBAC to report to the
president in four and a half years on whether to continue the ban.
The proposal was carefully worded to ensure that it would not inter-
fere with beneficial biomedical and agricultural activities. This legis-
lation, therefore, would not have prohibited the use of somatic cell
nuclear transfer techniques to clone deoxyribonucleic acid (DNA),
cells, and tissues, and would not ban the cloning of animals. In addi-
tion, the president called upon the private sector to refrain voluntar-
ily from using this technology to attempt to clone a human being.

A Statement of Administrative Policy from the Executive Office of the
President, Office of Management and Budget, was issued on Febru-
ary 9, 1998, in response to Senator Trent Lott’s (R-Miss.) proposed
Human Cloning Prohibition Act (S. 1601) (discussed further in the
next section). The statement detailed the Clinton administration’s
position that it did not support the passage of S. 1601 in its current
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form because its ban on the use of somatic cell nuclear transfer tech-
nology to create a child as well as to create embryos for research was
“too far-reaching,” and it would “prohibit important biomedical re-
search aimed at preventing and treating serious and life-threatening
diseases.” Instead, the Clinton administration offered several
amendments to S. 1601, including the following: (1) a five-year sun-
set on the prohibition on human somatic cell nuclear transfer tech-
nology to ensure that there is a continuing examination of the risks
and benefits of the technology; (2) permitting somatic cell nuclear
transfer using human cells for the purpose of developing stem cell
technology; (3) striking the bill’s criminal penalties and instead
making any property derived from or used to commit violations of S.
1601 subject to forfeiture to the United States; and (4) striking the
provision establishing a new National Commission to Promote a Na-
tional Dialogue on Bioethics within the Institute of Medicine because
it would duplicate NBAC’s mission.

On March 16, 2001, soon after the administration of President
George W. Bush took office, Dr. Harold T. Shapiro, chairman of
NBAC, wrote President Bush to inform him about the NBAC’s report
Cloning Human Beings and the commission’s conclusion that no re-
search to create a human being through cloning should take place in
the United States at this time. The letter was prompted by reports in
the media of two groups claiming to be planning to clone human
beings. In his letter, Dr. Shapiro reinforced the commission’s view
that cloning was not safe and would endanger not only the baby who
was the clone of another individual, but probably the pregnant
mother as well. Dr. Shapiro urged President Bush to “take the lead in
seeking legislation that would impose a moratorium on the use of
somatic cell nuclear transfer to create human beings.”

Response from Congress

Legislative Action. Several bills were introduced in the 105th, 106th,
and 107th Congresses that would have made it unlawful to clone a
human being. Some of these bills specifically mentioned NBAC,
while another proposed the establishment of a new commission to
address important bioethical issues, such as cloning. As of this writ-
ing, none of these bills introduced in either the House or the Senate
have been signed into law.
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On February 3, 1998, the Human Cloning Prohibition Act (S. 1601)
was introduced in the 105th Congress by the Senate Majority Leader
Trent Lott. S. 1601 would have banned the use of somatic cell nuclear
transfer technology to create a child as well as to create embryos for
research purposes, and set criminal penalties for violation of the act
of (1) up to ten years in prison, a fine, or both; and (2) not more than
twice the amount of any gain derived from such violation.4 S. 1601
would have also established a National Commission to Promote a
National Dialogue on Bioethics within the Institute of Medicine.
NBAC was mentioned during the Senate floor debate; however,
Senator Lott was unable to bring the bill up for consideration in the
Senate (i.e., a cloture motion to proceed to consideration of S. 1601
failed in the Senate by a vote of 42 to 54).

The Prohibition on Cloning of Human Beings Act of 1998 (S. 1602)
was also introduced on February 3, 1998, by Senators Dianne Fein-
stein (D-Calif.) and Edward Kennedy (D-Mass.).5 S. 1602 was based
largely on the president’s legislation and would have reauthorized
NBAC for another ten years. NBAC’s recommendations from its re-
port Cloning Human Beings were listed in Section 2 of the bill under
“Findings.” S. 1602 was debated on the Senate floor, but was not
passed by the Senate. However, the ban on federal funding that the
president declared in March 1997 remained in effect.

In the 107th Congress, Senator Sam Brownback (R-Kan.) and Repre-
sentative Dave Weldon (R-Fla.) introduced the Human Cloning Pro-
hibition Act of 2001 (S. 790/H.R. 1644) on April 26, 2001. The Senate
bill was referred to the Judiciary Committee, and the House bill was
referred to the Judiciary and Energy and Commerce Committees.
The legislation would prohibit any person from performing or at-
tempting to perform human cloning to create a child or to create
embryos for research purposes. Human cloning was defined in the
Senate and House bills as nuclear transfer from a human somatic cell

______________
4An identical bill, S. 1599, the Human Cloning Prohibition Act of 1998, was introduced
on February 3, 1998, by Senator Christopher Bond (R-Mo.).
5Senator Feinstein also introduced an identical bill, S.1611, the Prohibition on Cloning
of Human Beings Act of 1998, on February 4, 1998.
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into an oocyte6 whose nucleus has been removed or inactivated. The
legislation called for civil and criminal penalties for human cloning.
Violators would be subject to fines of up to $1 million or prison terms
of up to 10 years. The bills also contained a “Sense of Congress” pro-
vision calling for the president to commission a study from NBAC or
a successor group on cloning to produce human embryos solely for
research. A revised version of Weldon’s bill (H.R. 1644) was intro-
duced as H.R. 2505 in July 2001; however, the NBAC study was no
longer part of the revised bill. The new version was referred to the
Judiciary Committee for mark-up on July 24, 2001, and was passed in
an 18-to-11 vote. On August 1, 2001, H.R. 2505 passed the House of
Representatives by a vote of 265 to 162. However, Senator
Brownback’s bill (S. 790) was not passed by the Senate.

Congressional Testimony. NBAC commissioners and staff con-
tributed to the policy debate on cloning human beings by testifying
before Congress. On several occasions, the commissioners and staff
were invited to provide expert testimony on cloning and on the
NBAC report on the subject:

• Soon after President Clinton requested NBAC to advise him on
cloning, Commissioner Thomas Murray was invited to testify on
March 5, 1997, before the Technology Subcommittee of the
House Science Committee. A week later, on March 12, 1997,
Commissioner Alto Charo testified before the Subcommittee on
Public Health and Safety of the Senate Labor and Human Re-
sources Committee.

• While NBAC was still drafting its report on cloning, Dr. William
Raub, Deputy Assistant Secretary for Science Policy at the De-
partment of Health and Human Services (DHHS) and then Act-
ing Director of NBAC, testified on May 8, 1997, before the Sub-
committee on Human Resources of the House Committee on
Government Reform and Oversight.

• Shortly after NBAC presented its report to the president, NBAC
Commissioners Harold T. Shapiro, Thomas Murray, and David

______________
6An oocyte is an immature female gamete that gives rise to the ovum (egg) after
meiosis. Webster’s defines an oocyte is “a female gamete before undergoing changes
that correspond to maturation; an egg before maturation.”
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Cox testified on June 12, 1997, before the Technology Subcom-
mittee of the House Science Committee, and Commissioners
James Childress and Ezekiel Emanuel testified on June 17, 1997,
before the Public Health and Safety Subcommittee of the Senate
Labor and Human Resources Committee.

• In response to announcements that attempts to clone a human
being were imminent, NBAC Commissioner Murray testified on
March 28, 2001, before the Subcommittee on Oversight and In-
vestigations of the House Energy and Commerce Committee,
and Commissioner Alexander Capron testified on June 19, 2001,
before the Subcommittee on Crime of the House Judiciary
Committee.

Dr. Harold Varmus, then director of NIH, mentioned NBAC’s rec-
ommendations on cloning in testimony before the Subcommittee on
Health and Environment of the House Committee on Commerce on
February 12, 1998, in which he addressed the potential scientific and
medical benefits of somatic cell nuclear transfer technology. He cited
NBAC’s conclusion “that there should be imposed a period of time in
which no attempt [is made] to create a child using somatic cell nu-
clear transfer,” recalling that “[s]ubsequently, over 67,000 scientists
involved in reproductive biology signed a voluntary moratorium on
the cloning of a human.” Consistent with NBAC’s recommendation
about carefully written legislation that would not interfere with other
important areas of scientific research, Dr. Varmus concluded that
legislation “must strike a careful balance” between banning the use
of cloning technology to create a human being and not impeding
promising research that requires the use of cloning technology.

Response from the Department of Energy

The Human Genome News, sponsored by the Department of Energy’s
Human Genome Program, published two stories about cloning that
mentioned NBAC’s report on the subject. The January–June 1997 is-
sue contained a story about the bill the president sent to Congress to
outlaw the cloning of humans (“President’s Bill Would Prohibit . . .,”
1997). The story notes that the president was “[a]cting on a recom-
mendation by the National Bioethics Advisory Commission.” The
story also mentioned NBAC’s conclusion that attempts to clone a
human would be premature and unacceptably risky. The story in the
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January 1998 issue explained that scientists use the word “cloning” to
refer to different processes, such as the cloning of DNA, cells, and
animals. The story summarized NBAC’s report and recommenda-
tions on cloning of human beings, noting its conclusion that at-
tempts to clone humans are “morally unacceptable” for safety and
ethical reasons (“Cloning: From DNA . . .,” 1998). The story also men-
tioned that NBAC called for a continued moratorium on the use of
federal funds for human cloning and called for legislation containing
a sunset clause so that the issue could be reviewed again in three to
five years.

Response from the Food and Drug Administration

At the regulatory level, the FDA continues to assert its authority over
the cloning of human beings under the Public Health Service Act and
the Food, Drug, and Cosmetic Act. In a “Dear Colleague” letter, dated
October 26, 1998 (Nightingale, 1998), the FDA asserted that clinical
research using somatic cell nuclear transfer to create a human being
could proceed only after an investigational new drug application had
been filed. A featured page on the FDA’s Center for Biologics
Evaluation and Research (CBER) Web site, entitled “Use of Cloning
Technology to Clone a Human Being,” reiterated the FDA’s view that
there are “major unresolved questions pertaining to the use of
cloning technology to clone a human being which must be seriously
considered and resolved before the Agency would permit such
investigation to proceed.” The CBER Web site also quotes from the
NBAC Cloning Human Beings report:

NBAC found that concerns relating to the potential psychological
harms to children and effects on the moral, religious, and cultural
values of society merited further reflection and deliberation (U.S.
Food and Drug Administration, 2002).

In addition, Dr. Kathryn Zoon, director of CBER, referred to NBAC’s
conclusions that beyond the issue of safety there are unresolved is-
sues including the broader social and ethical implications of the use
of cloning technology to clone a human being in her testimony be-
fore the Subcommittee on Oversight and Investigations of the House
Committee on Energy and Commerce on March 28, 2001 (Zoon,
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2001a), and at a meeting of the FDA Science Board on April 13, 2001
(Zoon, 2001b).

Response from State Government (New Jersey)

On March 24, 1997, Assemblywoman Nia Gill and Assemblyman
Joseph Doria, Jr., introduced Assembly Bill (A.B.) 2849 in New Jer-
sey’s 207th Legislature. A.B. 2849 would have supplemented Title 2C
of the New Jersey Statutes and amended the Genetic Privacy Act,
(P.L. 1996, c. 126) by making the cloning of a human being “a crime
in the first degree,” and establishing that “an individual’s genetic in-
formation is the property of the individual.” A statement at the end of
the bill explained that it was intended to complement and go beyond
President Clinton’s March 4, 1997, Presidential Directive imposing a
ban on the use of federal funds for cloning human beings and the
president’s request for a voluntary moratorium by the private sector,
“at least until the issuance of a report on the legal and ethical impli-
cations of cloning humans by the National Bioethics Advisory
Commission.”

A.B. 2849 did not pass, but the same bill, which retained the state-
ment referring to NBAC, was reintroduced on January 13, 1998, as
A.B. 329 in New Jersey’s 208th Legislature and again on January 11,
2000, as A.B. 289 in the 209th Legislature.

RESPONSE FROM PROFESSIONAL SOCIETIES,
ORGANIZATIONS, AND FOUNDATIONS

NBAC’s recommendation to continue the presidential moratorium
on the use of federal funding to clone a human being was also di-
rected to professional and scientific societies and the private sector.
NBAC made the following recommendation:

An immediate request to all firms, clinicians, investigators, and
professional societies in the private and non–federally funded sec-
tors to comply voluntarily with the intent of the federal moratorium.
Professional and scientific societies should make clear that any at-
tempt to create a child by somatic cell nuclear transfer and implan-
tation into a woman’s body would at this time be an irresponsible,
unethical, and unprofessional act.
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Consistent with NBAC’s recommendation, several professional and
scientific societies and organizations representing the biotechnology
and pharmaceutical industries called for a five-year voluntary
moratorium on human cloning. However, the United States Confer-
ence of Catholic Bishops was critical of the fact that the moratorium
was for only five years. The American Medical Association (AMA) in-
troduced a resolution directing the AMA to work with NBAC on
cloning issues and issued two reports on cloning that refer to NBAC.
NBAC was also mentioned by the American Society for Cell Biology
in congressional testimony, the AAAS in two news articles, the
American Society for Investigative Pathology (ASIP) in the “Public
Affairs” section of its Web site, and the Pew Charitable Trusts in a
paper proposing new directions for the organization. Statements,
policies, and reports from societies, organizations, and foundations
on cloning that mention NBAC are described in more detail next.

Response from the American Association for the
Advancement of Science

Shortly after the NBAC Cloning Human Beings report was released it
was the subject of two articles, one in the Professional Ethics Report, a
publication of the AAAS Scientific Freedom, Responsibility, and Law
Program, and one in Science & Technology in Congress, a newsletter
of the AAAS Center for Science, Technology, and Congress (“National
Call to Ban . . .,” 1997, and “President’s Commission Issues . . .,”
1997). Both articles discussed NBAC’s report and recommendations
and mentioned the legislative proposal introduced by President Clin-
ton that was based on these recommendations. Both articles pointed
out that the NBAC report was narrowly focused on the use of somatic
cell nuclear transfer to create a child and did not address the use of
cloning to create embryos for research, thereby leaving a loophole
for this type of research to proceed in the private sector.7 Finally,
both articles indicated that some members of Congress did not think
that NBAC’s recommendations were restrictive enough and had in-
troduced bills that would place a permanent ban on cloning for both
reproductive and research purposes.

______________
7Because federal funding of all embryo research is prohibited, this type of research
could occur only with private funds.
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Response from the American Medical Association

Resolution 528, introduced at the 1997 AMA Annual Meeting, asked
the AMA to “work with the National Bioethics Advisory Commission
and members of Congress and the executive branch to ensure that
any legislation regulating human somatic cell nuclear transfer
cloning not interfere with other significant important ongoing medi-
cal research” (American Medical Association, 1999a). Resolution 528
also asked the AMA to study the scientific and ethical implications of
cloning. In 1999, the AMA’s Council on Scientific Affairs and the
Council on Ethical and Judicial Affairs (CEJA) issued companion re-
ports on cloning, both of which refer to NBAC’s recommendations
on cloning of human beings.

The June 1999 report of the AMA’s Council on Scientific Affairs,
(American Medical Association, 1999a) summarized the scientific ba-
sis of cloning and described the potential risks and benefits of this
technology for clinical medicine and biomedical research. The
Council on Scientific Affairs reviewed NBAC’s Cloning Human Beings
report, calling it a “comprehensive presentation of the arguments on
all sides of these issues, based on extensive testimony from an array
of experts (scientists, ethicists, theologians, legal experts) and other
interested parties.” The Council on Scientific Affairs recommended
that the AMA support NBAC’s recommendations on cloning human
beings and support ongoing research and oversight of research on
this issue.

The CEJA issued a companion report published in June 1999 entitled
“The Ethics of Human Cloning,” which addressed the ethical issues
associated with human cloning (American Medical Association,
1999b). The CEJA report mentioned the NBAC recommendation for a
five-year moratorium on any attempts to create a child through so-
matic cell nuclear transfer cloning. The CEJA recommended that
physicians should not participate in human cloning at this time be-
cause of several concerns, including unknown physical and psy-
chosocial harms and potential effects on the gene pool. An article in
the AMA American Medical News on September 27, 1999, also men-
tioned NBAC’s call for a five-year moratorium on the cloning of hu-
man beings, and summarized the recommendations in the CEJA re-
port on human cloning (“Not So Fast, Dolly,” 1999).
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Response from the American Society for Cell Biology

On May 2, 2001, Dr. Rudolf Jaenisch testified on behalf of the Ameri-
can Society for Cell Biology before the Science, Technology, and
Space Subcommittee of the Senate Commerce Science and Trans-
portation Committee about the distinction between the cloning of a
human being and the “therapeutic cloning” of cells to develop tissue
that may ultimately be used to treat diseases (Jaenisch, 2001). In his
testimony, Dr. Jaenisch stated that there was “widespread support”
of NBAC’s call for a voluntary moratorium on cloning for the purpose
of creating a new human being. He concluded by saying that it was
“premature to ban a technique that is still in the process of evolving,”
but if cloning legislation was needed, the American Society for Cell
Biology urged that it should address only the reproduction of a hu-
man being by cloning and not interfere with the use of cloning in
biomedical research to develop treatments for diseases.

Response from the American Society for Investigative
Pathology

ASIP summarized NBAC’s Cloning Human Beings report and high-
lighted several of NBAC’s recommendations in the “Public Affairs”
section of its Web site (American Society for Investigative Pathology,
1997). ASIP indicated that NBAC’s report on cloning was anticipated
with much interest by both investigative pathologists and the scien-
tific community in general. ASIP described NBAC’s report as being
interesting and informative, stating that NBAC “prescribed a careful,
considerate initial approach to an issue that will continue to evolve
and attract widespread attention.”

Response from the Association of American Medical Colleges

On February 3, 1998, the Association of American Medical Colleges
(AAMC) called for a five-year voluntary moratorium on human
cloning. AAMC noted that their call for a voluntary ban was similar to
the moratorium recommended by NBAC and adopted by the Feder-
ation of American Societies for Experimental Biology (FASEB), the
American Society for Cell Biology, the Pharmaceutical Research and
Manufacturers Association, the Biotechnology Industry Organization
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(BIO), the American Society for Reproductive Medicine, the World
Medical Association, and WHO.

Dr. David Korn, senior vice president of the Division of Biomedical
and Health Sciences Research of the AAMC, referred to NBAC’s rec-
ommendation for a voluntary moratorium on the cloning of human
beings in his testimony before the Subcommittee on Health and En-
vironment of the House Committee on Commerce on February 12,
1998. Dr. Korn’s testimony focused on AAMC’s opposition to at-
tempts to write legislation that would ban cloning research or
cloning technology for fear that it would prohibit valuable research
that holds great promise for understanding and treating disease. He
stated that in Cloning Human Beings, NBAC “persuasively articulated
several drawbacks to resorting to federal legislation to resolve issues
of this kind.” Quoting from the NBAC report, Dr. Korn stated, “A leg-
islative ban would represent a strong obstacle to changes in policy as
scientific information develops. . . . It is notoriously difficult to draft
legislation at any particular moment that can serve to both exploit
and govern the rapid and unpredictable advances of science.”

Response from the Biotechnology Industry Organization

In a March 27, 1997, letter to President Clinton, BIO stated its sup-
port for a voluntary moratorium on the cloning of human beings
while NBAC was drafting its report on cloning (Termeer and Feld-
baum, 1997). BIO also sent a list of recommendations to NBAC re-
garding the implications of cloning technology (Biotechnology In-
dustry Organization, 1997). BIO recommended a continuation of the
voluntary moratorium on the cloning of human beings in lieu of any
new federal or state law or regulation. BIO also recommended that
NBAC “express its concern that a hastily drafted, poorly envisioned
federal or state law could inadvertently inhibit or even deter valu-
able, life-saving research.” BIO made several other recommenda-
tions, including that NBAC express its support for research involving
the cloning of human and animal cells, the cloning of human and
animal genes and proteins, the cloning of animals, and the patenting
of biotechnology inventions.

In a news release issued on June 7, 1997, immediately following the
release of the NBAC report on cloning of human beings, BIO stated
its full support for NBAC’s recommendation that the president op-
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pose such cloning and pledged to work with NBAC, Congress, and
the administration on any legislation “to ensure that it supports the
continuation of responsible medical innovation” (“BIO Supports Ban
on . . .,” 1997). BIO reaffirmed its support for NBAC’s moratorium on
the cloning of human beings in a news release issued January 7, 1998,
in response to news reports that a Chicago scientist planned to clone
a human being (“BIO Responds . . .,” 1998).

In third, fourth, and fifth editions of BIO’s Guide to Biotechnology,
BIO reiterated its support of the president’s voluntary moratorium
on human cloning, and stated its agreement with NBAC’s conclusion
that “there are grave, moral, ethical and safety concerns surrounding
this issue” (Biotechnology Industry Organization, 1999c, 2000a, and
2001). BIO repeated these same assertions in Encouraging Develop-
ment of the Biotechnology Industry: A Best Practices Survey of State
Efforts” (Biotechnology Industry Organization, 2000b).

BIO was concerned that legislation could “inadvertently have a dev-
astating impact on vital research unrelated to cloning of a human
being,” citing NBAC’s statement that it is “notoriously difficult” to
draft legislation on issues such as human cloning (Biotechnology In-
dustry Organization, 1999a). BIO later referred to NBAC’s recommen-
dation that federal legislation to prohibit the cloning of human be-
ings should include a sunset clause, and that the science and ethics
of cloning a human being should be evaluated prior to the expiration
of the sunset period (Biotechnology Industry Organization, 1999b).

BIO referred to the NBAC report on cloning of human beings in a
February 1, 2001, letter to President George W. Bush, which informed
him of BIO’s support of the voluntary moratorium on cloning human
beings and its opposition to groups who have announced plans to
clone a human being (Feldbaum, 2001). In addition, on March 28,
2001, Dr. Thomas Okarma, president and chief executive officer of
Geron Corporation, in testimony on behalf of BIO before the Sub-
committee on Oversight and Investigations of the House Committee
on Energy and Commerce, stated BIO’s opposition to “human re-
productive cloning” and mentioned NBAC’s conclusion that cloning
of human beings was “morally unacceptable” (Okarma, 2001).
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Response from the Federation of American Societies for
Experimental Biology

On September 18, 1997, FASEB President Ralph B. Young announced
the adoption of a voluntary five-year moratorium on cloning human
beings (“FASEB Endorses . . .,” 1997). This announcement noted that
FASEB’s voluntary moratorium was “[i]n accord with the recom-
mendations by the National Bioethics Advisory Commission” for a
five-year moratorium, after which time there would be reconsidera-
tion for possible extension.

In an article on the FASEB Web site entitled “Cloning: Past, Present,
and the Exciting Future,” Marie Di Berardino described the potential
benefits of cloning technology, including technology involving the
cloning of sheep, cattle, and goats that are genetically engineered to
produce large quantities of human proteins in their milk (such as in-
sulin to treat diabetes, a clotting factor to treat hemophilia, and tis-
sue plasminogen activator to dissolve blood clots); cloning of trans-
genic animals for organ and tissue transplantation; and cloning to
help preserve endangered species (Di Berardino, n.d.). Di Berardino
said about the NBAC report on cloning human beings and its rec-
ommendations that “[a]ny regulatory or legislative actions under-
taken to effect the foregoing prohibition on creating a child by so-
matic cell nuclear transfer should be carefully written so as not to
interfere with other important areas of scientific research.”

Response from The Pew Charitable Trusts

In June 1998, the Pew Charitable Trusts issued a white paper entitled
“Public Voices, Public Choices,” which proposed a shift in direction
of the Health and Human Services Program and described four ini-
tiatives for the Trusts to consider funding (Byrnes, 1998). In a chapter
of the white paper entitled “Bioethics: Are Science and Society
Keeping Pace with Each Other?” the document describes a proposed
bioethics initiative. Cloning is used as an example of a new develop-
ment in biomedical research that raises several ethical, legal, reli-
gious, and social implications, and NBAC’s report and recommenda-
tions on cloning of human beings are summarized. The chapter also
highlighted NBAC’s recommendations about the importance of
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public education in science, and the need for widespread and
continuing deliberation on the issue of cloning human beings.

In May 2001, the Pew Forum on Religion and Public Life held a
“Rapid Response Event” entitled “Human Cloning: Religious Per-
spectives” and released an issue brief entitled “Ethics of Human
Cloning” (Pew Forum on Religion and Public Life, 2001). The brief
mentioned President Clinton’s request to NBAC to review the ethical
and legal issues associated with the cloning of humans. It also de-
scribed religious perspectives on cloning and referred to a paper
commissioned by NBAC entitled “Religious Perspectives on Human
Cloning” written by Courtney Campbell (Campbell, 1997).

Response from the United States Conference of
Catholic Bishops

The United States Conference of Catholic Bishops has referred to the
NBAC report on cloning several times on its Web site (http://www.
usccb.org), in its newsletters and publications in Catholic newspa-
pers, in statements, and in congressional testimony. The group’s ref-
erences to the report criticized NBAC’s recommendation for a five-
year moratorium on the use of cloning to create a child. Its on-line
publications argued that the moratorium only covers the use of
cloning to produce a “live-born child,” which would still allow
“unlimited cloning to produce human embryos, so long as the em-
bryos are then destroyed” (“The Complete Guide to Cloning,” 2001).
The Conference of Catholic Bishops feared that experiments with
embryos created by cloning will allow the procedure to become per-
fected. The publications were also critical of the fact that the morato-
rium is for only five years, after which time the ban on cloning hu-
man beings could be reconsidered. The publications went on to say
“[i]nstead of being a ban on cloning, the moratorium amounts to a
permission slip for experimenting on embryos and a mandate for
destroying them.”

INTERNATIONAL RESPONSE

NBAC recognized the importance of international cooperation in the
effort to prohibit the cloning of human beings. In Cloning Human
Beings, NBAC recommended that “[t]he United States Government
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should cooperate with other nations and international organizations
to enforce any common aspects of their policies on the cloning of
human beings.”

Several countries and international organizations have enacted laws
or issued policy statements prohibiting the cloning of human beings.
Argentina, Australia, Belgium, Canada, China, Denmark, France,
Germany, Israel, Japan, Norway, Peru, Slovakia, South Korea, Spain,
Sweden, Switzerland, and the United Kingdom already have laws or
have announced plans to pass laws prohibiting the cloning of human
beings. In addition, the Denver Summit of Eight, the Council of Eu-
rope, WHO, UNESCO’s International Bioethics Committee (IBC), the
European Commission, and the Human Genome Organisation
(HUGO) have called for a worldwide ban on the cloning of human
beings.

The Australian Academy of Science, the Australian Health Ethics
Committee (AHEC), UNESCO, the British Medical Association
(BMA), and the United Kingdom’s Human Genetics Advisory Com-
mission (HGAC) and Human Fertilisation and Embryology Authority
(HFEA) issued statements, policies, and reports that (1) all clearly
distinguish between cloning to create a human being (“reproductive
cloning”) and the use of cloning technology for research purposes
(“therapeutic cloning”); (2) called for a prohibition on cloning to
create a human being; and (3) mentioned NBAC’s report. The Aus-
tralian Academy of Science position statement and the HGAC and
HFEA report also specifically recommended that the use of cloning
technology to create embryonic stem cells should be allowed. In
contrast, NBAC specifically recommended that cloning to create a
human being should be prohibited, but made no recommendations
on the use of cloning technology to create embryonic stem cells. Na-
tional and international reports, statements, and policies on cloning
that mention NBAC are described in more detail next.

Response from Australia

In February 1999, the Australian Academy of Science released a posi-
tion statement entitled “On Human Cloning” (Australian Academy of
Science, 1999). In its statement, the academy distinguished between
“reproductive cloning” to produce a human fetus and “therapeutic
cloning” to produce human stem cells, tissues and organs, and based
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its recommendations on this distinction. Annex 4 of the Australian
Academy of Science position statement described responses from
the United Kingdom and the United States on the issue of cloning
techniques. The section on the United States in Annex 4 described
President Clinton’s moratorium on the use of federal funds for
cloning human beings, his request to NBAC for advice on this issue
as well as on the issue of human stem cell research, and NBAC’s
conclusions and recommendations on the use of somatic cell nuclear
transfer technology in human beings. The position statement
characterized the NBAC report on cloning as “an extensive report.” It
stated that while NBAC recommended a moratorium on cloning of
human beings because “current scientific information indicates that
this technique is not safe to use in humans at this point,” it could not
reach a consensus on all the ethical issues. The position statement
also noted that current U.S. law restricts the use of federal funds for
the use of somatic cell nuclear transfer to create an embryo solely for
research purposes, whereas currently there are no federal regulations
on the use of private funds for this purpose.

The Commonwealth Minister for Health and Aged Care asked the
AHEC for advice on the issue of cloning of human beings. On
December 18, 1998, the AHEC presented the minister with its report
entitled Scientific, Ethical and Regulatory Considerations Relevant to
Cloning Human Beings (Australian Health Ethics Committee, 1998).
The AHEC report drew a distinction between the cloning of a “whole
human individual” and the cloning of the component parts of a hu-
man, such as DNA and cells, and called for legislation to prohibit the
cloning of human beings in “all Australian States and Territories.”
Chapter 5 of the AHEC report, which reviews international legislation
and guidelines relevant to cloning, discussed President Clinton’s
moratorium on federal funding for cloning of human beings and his
request to NBAC to examine the ethical, legal, and social implica-
tions of cloning. The AHEC report highlighted NBAC’s recommenda-
tion for federal legislation to prohibit anyone from attempting to
create a child through somatic cell nuclear transfer cloning on the
grounds that it is morally unacceptable because current scientific
information indictates that the technique is not safe to use in
humans at this time. The AHEC further commented, “Clearly, the
issue of safety rather than ethical judgment was uppermost in the
formulation of the recommendation.” The AHEC also mentioned
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that President Clinton’s proposed legislation to prohibit cloning
required NBAC to review the prohibition within five years of its being
enacted.

The Australian House of Representatives Legal and Constitutional
Affairs Committee Bulletin addressing public forums on human
cloning mentioned President Clinton’s request to NBAC for recom-
mendations on cloning of human beings (Parliament of Australia,
n.d.). The main focus of the forums, which began in March 2000, was
to obtain public input on AHEC’s Scientific, Ethical and Regulatory
Considerations Relevant to Cloning Human Beings report. In addition
to the public forums, the chair of the committee, Kevin Andrews, was
briefed by Eric Meslin, then executive director of NBAC, about these
issues.

Response from the United Kingdom

In “Cloning Issues in Reproduction, Science and Medicine,” pub-
lished in December 1998, the HGAC and HFEA recommended that
somatic cell nuclear transfer to create embryonic stem cells should
be allowed, while the ban on using cloning to create babies should be
upheld (Human Genetics Advisory Commission and Human Fertili-
sation and Embryology Authority, 1998). The scientists at HGAC and
HFEA advised the UK Secretary of State for Health to consider speci-
fying in regulations two purposes for which the HFEA might issue li-
censes for research, so that potential benefits of this technology can
clearly be explored: (1) the development of methods of therapy for
mitochondrial disease and (2) the development of therapeutic treat-
ments for diseased or damaged tissues or organs.

In its review of international developments relating to cloning, the
HGAC/HFEA report mentioned NBAC’s contribution to the public
debate on cloning in the United States, and it pointed out that no
legislation has resulted from that debate. The HGAC/HFEA report
supported NBAC’s recommendation instructing the U.S. government
to find ways “to provide information and education to the public in
the area of genetics, and on other developments in the biomedical
sciences, especially where these affect important cultural practices,
values and beliefs.” The report also mentioned President Clinton’s
request to NBAC for advice on stem cell research.
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“Human ‘Cloning’—A Discussion Paper for the World Medical Asso-
ciation,” prepared by the BMA discussed NBAC’s Cloning Human Be-
ings report (English and Nathanson, 1999). The primary aim of the
discussion paper was to clarify the fundamental differences between
cloning to create a human being and the use of cloning technology
for research purposes, such as for basic biological research, for de-
velopment of tissue for transplantation, and for preimplantation ge-
netic diagnosis. Some of NBAC’s thoughts on the motives for using
somatic cell nuclear transfer and the rights of the child born as a
result of an individual being cloned, which the commission presents
in the Cloning Human Beings report, are highlighted in Part 2 of the
discussion paper entitled “Techniques Intended to Bring into Exis-
tence Genetically Identical Individuals—‘Reproductive Cloning.’”

The BMA concluded that there is international support for a prohibi-
tion on the use of cloning to create a human being based mainly on
the issue of safety, and cited several of the statements and directives
from organizations such as NBAC, the World Health Organization,
the European Commission, the Council of Europe, and UNESCO.
The BMA also concluded that it is less likely that there will be
“universal agreement” on techniques that involve the use or creation
of embryos for research purposes, such as developing compatible tis-
sue for transplantation purposes.

Response from the United Nations Educational, Scientific
and Cultural Organization

The Universal Declaration on the Human Genome and Human Rights
of the IBC was unanimously adopted by UNESCO’s 186 member
states on November 11, 1997. Article 11 of the declaration addresses
the issue of cloning of human beings, stating: “Practices which are
contrary to human dignity, such as reproductive cloning of human
beings, shall not be permitted.” A Web page on the UNESCO Office of
Public Information site, “Reproductive Human Cloning: Ethical Is-
sues,” described the Universal Declaration on the Human Genome
and Human Rights and its impact on the debate on cloning of hu-
man beings and contained the UNESCO Director-General’s state-
ment on human cloning (UNESCO, 1998). The Web page also pro-
vided information about the response to human cloning in countries
including Argentina, Bulgaria, Canada, China, France, Germany, the
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Russian Federation, the United Kingdom, and the United States. The
discussion on the United States quoted NBAC’s conclusion that “at
this time it is morally unacceptable for anyone in the public or pri-
vate sector, whether in a research or clinical setting, to attempt to
create a child using somatic cell nuclear transfer cloning.”

The 29th Session of UNESCO’s General Conference met in Paris from
October 21 through November 12, 1997. The general conference
consists of representatives from UNESCO’s member states, and it de-
termines UNESCO’s policies and primary lines of work. It meets ev-
ery two years and is attended by member states and associate mem-
bers, together with observers for nonmember states, intergovern-
mental organizations, nongovernmental organizations, and others.

In Volume 2 of the Records of the General Conference from that ses-
sion, the “Report of Commission III” chapter contains a section on
“Statements Made after the Adoption of the Universal Declaration on
the Human Genome and Human Rights” (UNESCO, 1997). In that
section, the “Statement by the Observer of the United States of
America” says that the United States would like to change the follow-
ing wording from Article 11 of the Universal Declaration on the Hu-
man Genome and Human Rights: “Practices which are contrary to
human dignity, such as reproductive cloning of human beings, shall
not be permitted.” The United States would have preferred that the
declaration use the NBAC terminology adopted by the Group of Eight
at the Denver Summit, changing the first sentence of Article 11 to
read: “The use of somatic cell nuclear transfer technology to create a
child is not permitted.”
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Chapter Four

RESPONSE TO THE RESEARCH INVOLVING PERSONS
WITH MENTAL DISORDERS THAT MAY AFFECT

DECISIONMAKING CAPACITY REPORT

Many important and clinically relevant scientific findings about the
causes and treatments of mental disorders have been discovered
through research. However, some research involving persons with
mental disorders has been controversial, especially studies in which
medication is discontinued or in which research participants are
given a pharmacologic or psychologic challenge1 to induce symp-
toms. Some of this research has even led to government sanctions
and lawsuits against the researchers and their institutions.

Although existing federal regulations for research involving human
participants provide special protections for vulnerable populations,
persons with mental disorders who may have impaired capacity have
not received such protections. Since the 1970s, a number of unsuc-
cessful attempts have been made to extend greater regulatory pro-
tections to people with mental disorders who serve as research par-
ticipants and whose decisionmaking ability may be limited.

NBAC recognized an unmet need in this area, and in December 1996
began work to determine how ethically acceptable research could be
conducted with persons who suffer from mental disorders that may
affect their decisionmaking capacity. NBAC’s focus was on whether
additional protections were needed for research with this vulnerable
population, and, if so, what those protections should be and how
they should be applied. Over the 18-month period that NBAC con-
sidered these issues, the commission received input from several

______________
1An example of a “pharmacologic challenge” would be giving an individual a drug that
induces certain symptoms; an example of a “psychologic challenge” would be placing
an individual in a situation that induces certain symptoms.
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sources including expert testimony, commissioned papers, and in-
teraction with professional and patient groups. In addition, NBAC is-
sued a draft report for public comment on July 1, 1998, and received
118 responses.

In December 1998, NBAC issued the Research Involving Persons with
Mental Disorders That May Affect Decisionmaking Capacity report.
Although the ethical treatment of human research participants is re-
quired under current U.S. regulations, NBAC noted that there was no
specific guidance for IRBs and investigators regarding research that
involves participants with mental disorders that may impair their
decisionmaking capacity. NBAC recognized a particular need for
guidance in the informed consent process and in determining who
may decide whether an individual with a mental disorder can or
should participate in research. NBAC concluded that this area of re-
search should be governed by specific further regulations to ensure
that research participants with mental disorders that may affect their
decisionmaking capacity are appropriately protected from harm.

NBAC made 21 recommendations in this area, a number of which
proposed the development of new regulations for the protection of
human research participants. The recommendations addressed six
general areas: review bodies; research design; informed consent and
capacity; categories of research; surrogate decisionmaking; and edu-
cation, research, and support. They were directed to investigators
and IRBs; health professionals; state legislatures; NIH, DHHS, and
other federal agencies subject to the Federal Policy for the Protection
of Human Subjects (the Common Rule, codified at 45 CFR Part 46);
and others responsible for the protection of human research
participants.

GOVERNMENT RESPONSE

In Research Involving Persons with Mental Disorders That May Affect
Decisionmaking Capacity, NBAC recommended the development of
new federal regulations for the protection of human research partic-
ipants. Other recommendations were directed to the NIH, DHHS,
OPRR, and federal agencies subject to the Common Rule. Two rec-
ommendations (Recommendations 15 and 16) were directed to state
legislatures.
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NBAC’s report prompted responses from the president of the United
States, Congress, and two state legislatures. The NIH took NBAC’s
recommendations into consideration when it developed its guidance
on research involving individuals with questionable capacity to con-
sent. In addition, several institutes at the NIH, in particular the Na-
tional Institute of Mental Health (NIMH), and the National Institute
for Occupational Safety and Health (NIOSH) of the Centers for
Disease Control and Prevention (CDC) released policy statements
and reports that referred to the NBAC report. State and federal legis-
lation, congressional testimony, regulations, policy statements, and
other relevant documents that mention NBAC are detailed in the
following subsections.

Response from the President of the United States

The Research Involving Persons with Mental Disorders That May Af-
fect Decisionmaking Capacity report was completed in December
1998 and submitted to the president on January 8, 1999. Upon re-
ceipt of the report, the president asked his science advisor, Neal
Lane, to ensure that all agencies that conduct research involving
human participants review the report and respond to its recommen-
dations. On February 26, 1999, the Committee on Science of the Na-
tional Science and Technology Council, whose members represent
the federal agencies and departments engaged in science, were asked
to review the report, provide formal comments about NBAC’s rec-
ommendations, and describe any plans their agencies had for either
implementing the recommendations or making related policy
changes. Responses were requested by May 28, 1999; however, none
of the federal agencies responded to this request for input.

Response from Congress (Congressional Testimony)

Eric Meslin, then executive director of NBAC, testified before the
Subcommittee on Oversight and Investigations and the Subcommit-
tee on Health of the House Committee on Veterans Affairs on April
21, 1999. NBAC Commissioner Eric J. Cassell testified before the Sub-
committee on Criminal Justice, Drug Policy, and Human Resources
of the House Committee on Government Reform on December 9,
1999. In their invited testimonies, both Meslin and Cassell described
NBAC’s recommendations in Research Involving Persons with Mental
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Disorders That May Affect Decisionmaking Capacity, including rec-
ommendations on review bodies, research design, informed consent
and capacity, categories of research, surrogate decisionmaking, and
education, research, and support. Meslin and Cassell stated that
NBAC’s recommendations would “both enhance existing protections
and facilitate broad public support for continued research on mental
disorders.”

Response from the Department of Health and Human
Services

Consistent with its charter, NBAC wrote to several federal depart-
ments in October 1999 to request a response within 180 days to the
recommendations directed to them in Research Involving Persons
with Mental Disorders That May Affect Decisionmaking Capacity. On
January 16, 2001, Donna Shalala, then secretary of Health and Hu-
man Services, sent the DHHS response, which was prepared by a
multiagency working group convened by the Office of Science Policy,
Office of the Assistant Secretary for Planning and Evaluation (HHS
Working Group . . ., 2001). In that response, the working group
commended NBAC for “its thoughtful and insightful report” that
“makes a significant contribution to critically important issues in
human subject research.” The group agreed with many of NBAC’s
concerns and recommendations, and it developed proposals for how
DHHS could be responsive to those recommendations. However, the
group found the scope of the NBAC report, which focused
specifically on persons with mental disorders that may affect
decisionmaking capacity, to be too limited, noting that “some physi-
cal disorders or conditions also may result in impaired capacity to
make decisions and therefore the ability to give voluntary informed
consent to research.”

To avoid stigmatization of persons with mental disorders and to en-
sure the protection of all research participants who may have im-
paired decisionmaking capacity, the DHHS working group con-
cluded that the recommendations in Research Involving Persons with
Mental Disorders That May Affect Decisionmaking Capacity should be
“applicable to all persons with decisional impairment, irrespective of
diagnosis.” The group was also concerned that the new regulatory
framework recommended by NBAC could result in an “unnecessarily
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lengthy review process” and “would alter IRB authority in ways that
could produce anomalous results.”

Response from the Centers for Disease Control and
Prevention (National Institutes for Occupational Safety and
Health)

“Protecting Workers with Developmental Disabilities,” a report by
NIOSH, an institute of the CDC, discusses issues affecting the health
and safety of workers with developmental disabilities, provides rec-
ommendations for protecting those workers, and identifies issues
still needing research (“Protecting Workers . . .,” 2000). The conclu-
sions in the report highlighted the need for additional research, but
cautioned that the ability of workers with developmental disabilities
to give informed consent for participation in research will vary con-
siderably and needs to be evaluated. The NBAC report Research In-
volving Persons with Mental Disorders That May Affect Decisionmak-
ing Capacity was identified as containing recommendations con-
cerning informed consent that “should be reviewed when a study
that will involve people with developmental disabilities is proposed.”

Response from the National Institutes of Health

The NIH, and in particular the NIMH, being the primary place for
federally funded research on mental disorders, had numerous inter-
actions with NBAC both during and after the preparation of the Re-
search Involving Persons with Mental Disorders That May Affect De-
cisionmaking Capacity report. Several key interactions are detailed
next.

On March 11, 1999, the NIH issued “Research Involving Individuals
with Questionable Capacity to Consent: Points to Consider” to pro-
vide guidance to IRBs and clinical investigators and to increase the
protection of participants in research who may have questionable
capacity to consent (Office of Extramural Research, 1999).

The NIH took NBAC’s recommendations into consideration when
developing its “Points to Consider,” which NIH published in the Oc-
tober 15, 1999, issue of Biological Psychiatry (Shore and Hyman,
1999) and posted on the its Web site. Several of the points are consis-
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tent with recommendations made in the NBAC report. For example,
NIH’s guidance on “IRB Membership” directly parallels NBAC’s rec-
ommendations on “Review Bodies” (Recommendation 1); “Use of a
Surrogate” combines guidance found in NBAC’s recommendations
on “Legally Authorized Representatives” (Recommendations 14 and
15); and “Use of an Advance Directive” summarizes NBAC’s recom-
mendation on “Prospective Authorization” (Recommendation 13).
The “Points to Consider” also states that “protections should be pro-
portional to the severity of capacity impairment, or to the magnitude
of experimental risk, or both.” This guidance parallels NBAC’s rec-
ommendations on “Informed Consent and Capacity” (Recommen-
dations 6, 7, and 8) and “Categories of Research” (Recommendations
10, 11, and 12). NIH’s continued support of research addressing well-
validated and practical methods to assess capacity to consent is
consistent with NBAC’s recommendation on “Expanding Knowledge
about Capacity Assessment and Informed Consent” (Recommenda-
tion 19). The “Points to Consider” document acknowledges that it is
“generally consistent with the NBAC report.”

On March 31, 1999, the NIH released a program announcement on
“Research on Ethical Issues in Human Studies” inviting proposals for
research on assessing decisionmaking capacity in general. The pro-
gram announcement was designed to “encourage empirical studies
that are expected to fill many gaps in our knowledge and under-
standing of the complex ethical issues that arise when involving hu-
man participants in research.” The NIH was seeking grant applica-
tions “to develop practical and valid methods and instruments for
assessing capacity to comprehend, appreciate, and reason in a re-
search setting.” This is consistent with NBAC’s recommendation on
“Expanding Knowledge about Capacity Assessment and Informed
Consent” (Recommendation 19), which directs NIH to sponsor re-
search on decisionmaking capacity and informed consent.

National Institute of Mental Health. In December 1997, in response
to a request by NBAC for input on the issue of questionable capacity
to give informed consent, NIMH held a workshop in conjunction
with five other NIH institutes and the OPRR (now the OHRP). The
workshop focused on issues such as the roles and responsibilities of
IRBs, surrogate decisionmaking, and conflict of interest. Participants
in the workshop included representatives of professional and lay
advocacy programs, IRB members, and other individuals with ex-
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pertise in ethical and legal issues in research involving people with
questionable decisionmaking capacity. The NIMH submitted a re-
port on the workshop to NBAC in February 1998.

A description of NBAC’s draft report on research involving persons
with questionable decisionmaking capacity and NIMH’s response to
NBAC’s request for public comment were highlighted in the Septem-
ber 18, 1998, Director’s Report to the National Advisory Mental Health
Council (NAMHC) (National Institute of Mental Health, 1998).
NIMH’s comments to NBAC expressed its concerns about assessing
the risks and benefits of research, assessing the capacity to consent
on a case-by-case basis, and evaluating the risk of research. The
Research Involving Persons with Mental Disorders That May Affect
Decisionmaking Capacity report and NIMH’s input to NBAC during
the drafting of the report were again a subject of discussion at the
NAMHC, this time at the group’s February 1999 meeting (National
Institute of Mental Health, 1999). In addition, a motion was approved
at the meeting to create a new Human Subject Research Council
Workgroup (HSRCW) to review psychiatric research that utilizes
symptom challenge or medication discontinuation study designs
before NIMH agrees to fund them. The purpose of the HSRCW,
which met for the first time in July 1999, is to ensure that the scien-
tific research in question is of sufficient rigor to justify any potential
risks to human participants. This workgroup review panel is very
similar to the “Special Standing Panel” proposed in Recommenda-
tion 2 in Research Involving Persons with Mental Disorders That May
Affect Decisionmaking Capacity to “provide careful and timely eval-
uation of controversial research protocols.”

NBAC’s report on decisionmaking capacity was also discussed by
Steve Hyman, director of NIMH, at the NIMH 3rd Annual Research
Roundtable on June 23, 1999. In his presentation “Importance of
Clinical Research and Protecting Human Subjects,” Dr. Hyman
commented that while NIMH shares many of the concerns articu-
lated by NBAC, NIMH also wants to ensure that research on mental
illness continues to progress and the rights and interests of research
participants are protected (Hyman, 1999). He also pointed out that
even though cognitive and emotional difficulties can have an impact
on general medical research, NBAC chose to focus its concern on
individuals with mental illnesses.
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In a commentary on the NBAC report that accompanied the NIH
“Research Involving Individuals with Questionable Capacity to Con-
sent: Points to Consider” document, NIMH commended NBAC for
“[its]dedication to addressing ethical issues in clinical research in-
volving people with impaired decisionmaking capacity” (Shore and
Hyman, 1999). The commentary detailed the involvement of NIMH
and NIH with NBAC during the development of Research Involving
Persons with Mental Disorders That May Affect Decisionmaking Ca-
pacity. It also related some of the research community’s concerns
about the report, such as the scope of the report being too narrow
and the recommendations about studies involving greater-than-
minimal risk but no prospect of direct medical benefit to research
participants being too restrictive. NIMH was concerned that some of
NBAC’s recommendations might impede important biomedical re-
search, and in September 1998 provided NBAC with examples of re-
search that would be slowed or halted by these recommendations
following a request by NBAC commissioners. The commentary con-
cluded by thanking NBAC for “its commitment to strengthening hu-
man subject protections.”

In January 2001, the NIMH issued a guidance document entitled
“Issues to Consider in Intervention Research with Persons at High
Risk for Suicidality” for use by investigators who perform research
involving persons who are or may become suicidal, IRBs, and Data
and Safety Monitoring Boards that must review and monitor these
studies (National Institute of Mental Health, 2001). The guidance
document points out that research involving persons with mental
disorders “is receiving additional scrutiny” and refers to NBAC’s
report Research Involving Persons with Mental Disorders That May
Affect Decisionmaking Capacity. The guidance document states that
while NBAC’s report did not address the issue of suicidality explicitly,
it did raise many concerns about the role of researchers in ensuring
that individuals with mental disorders are adequately informed
about the risks and benefits of research studies and the availability of
alternative treatments.

National Institute on Drug Abuse. The National Advisory Council on
Drug Abuse (NACDA) advises the National Institute on Drug Abuse
(NIDA) on NIDA-sponsored research, including review of grant ap-
plications for funding by NIDA. In September 2000, NACDA issued
guidelines for the administration of drugs to human subjects, which
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focus on the issues that arise in research involving administration of
drugs with the potential for abuse or dependence (National Institute
on Drug Abuse, 2000). These guidelines are intended to identify is-
sues to be considered by investigators and IRBs during the
development and review of research protocols involving the
administration of drugs to human research participants. In the
section on “Administration of Drugs to Individuals with Mental
Disorders,” the NACDA guidelines address persons with mental
disorders that may have impaired capacity to give voluntary
informed consent, and encourages investigators to review NBAC’s
recommendations in Research Involving Persons with Mental
Disorders That May Affect Decisionmaking Capacity about this topic.

National Institute of Neurological Disorders and Stroke. The impli-
cations of the NBAC report on decisionmaking capacity for clinical
neurology and neurosurgery research were discussed at meetings of
the National Advisory Neurological Disorders and Stroke (NANDS)
Council of the National Institute of Neurological Disorders and
Stroke (NINDS) (National Institute of Neurological Disorders . . .,
1999). Minutes of the February 11–12, 1999, meeting reflect the
NANDS council’s concerns with the NBAC report, especially the lack
of input from researchers and patient groups other than those repre-
senting psychiatric disorders, and the lack of specific consideration
of neurological disorders such as Alzheimer’s disease, vascular dis-
ease, and traumatic brain injury. The NANDS council was also con-
cerned about recommendations regarding the categories of risk to
individuals involved in research, IRB membership requirements, and
capacity assessment. The NANDS council concluded that if NBAC’s
recommendations were implemented “several possible negative ef-
fects may result for neuroscience research,” and it was suggested that
the neuroscience community be alerted of these concerns at upcom-
ing national workshops and conferences. Minutes of the May 20–21,
1999, NANDS meeting summarized the NIH’s concerns with NBAC’s
report, such as the scope of the report, the proposed new DHHS
oversight plan, capacity assessment, and research involving greater-
than-minimal risk with no direct benefit to research participants.
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Response from State Government

In Research Involving Persons with Mental Disorders That May Affect
Decisionmaking Capacity, NBAC addressed two recommendations to
state governments regarding legally authorized representatives and
durable powers of attorney for health care. Recommendation 15 di-
rects the states to “confirm, by statute or court decision, that: (1) an
LAR [legally authorized representative] for purposes of clinical deci-
sion making may serve as an LAR for research; and (2) friends as well
as relatives may serve as both clinical and research LARs if they are
actively involved in the care of a person who lacks decisionmaking
capacity.” Recommendation 16 directs the states to “enact legisla-
tion, if necessary, to ensure that persons who choose to plan for fu-
ture research participation are entitled to choose their LAR.”

To encourage positive state action on Recommendations 15 and 16,
NBAC sent copies of Research Involving Persons with Mental Disor-
ders That May Affect Decisionmaking Capacity to state governors,
health commissioners, and attorneys general. With the help of Jack
Schwartz, assistant attorney general and director of Health Policy
Development, Maryland Attorney General’s Office, a model bill was
drafted and distributed to the Maryland General Assembly. Legisla-
tion based on NBAC’s recommendations was introduced in Mary-
land and New York.

Maryland. In Maryland, Senate Bill 307, The Decisionally Incapaci-
tated Research Subject Protection Act, was introduced by Senator
Brian Frosh on February 5, 1999, and assigned to Judicial Proceed-
ings. The purpose of the bill was to specify “requirements for re-
search involving individuals with a potential or actual decisional in-
capacity,” including provisions for recruitment; informed consent
and assent; capacity assessment; research advance directives; and
surrogates, proxy decisionmakers, or legally authorized representa-
tives. Bill 307 differed from NBAC’s recommendations in two major
ways. First, it applied generally to all research participants who are or
who may become decisionally incapacitated and not just persons
with mental disorders. Second, the bill referred to three levels of risk
associated with an individual’s being involved in research—minimal
risk, a minor increase over minimal risk, and more than a minor in-
crease over minimal risk. The bill was not passed due to an unfavor-
able report by Judicial Proceedings.
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New York. In New York, Assembly Bill 7298, An Act to Amend the
Public Health Law in Relation to Human Research, which had mul-
tiple sponsors, was introduced on March 29, 1999, and was referred
to the state’s Committee on Health; however, the bill was not en-
acted. The bill would have amended New York’s current Public
Health Law by adding specific provisions regarding research involv-
ing persons with mental disorders that may affect decisionmaking
capacity, including requirements for Human Research Review
Committee membership, determination of capacity to provide in-
formed consent, assignment of a legally authorized representative,
and execution of research advance directives.2

Several of the proposed amendments to the New York Public Health
Law corresponded to NBAC’s recommendations. For example, one
amendment to the Human Research Review Committee section of
the Public Health Law required that “when the human research
review committee reviews human research involving subjects with
mental disorders that may affect decision making capacity, fifteen
percent of the committee members, but no less than one member,
must be a person with such a disorder or a family member of such a
person, or a representative of an advocacy organization concerned
with the welfare of such persons.” This provision was similar to
NBAC’s recommendation regarding “Institutional Review Board
Membership” (Recommendation 1), which has similar requirements
for IRB membership.

RESPONSE FROM PROFESSIONAL SOCIETIES,
ORGANIZATIONS, AND FOUNDATIONS

NBAC recommended that professional organizations develop edu-
cational materials pertaining to ethical issues associated with re-
search involving persons with mental disorders. Other recommen-
dations were directed to researchers and health professionals, many
of whom are members of these organizations.

______________
2A research advance directive in this case might be instructions to investigators on a
research participant’s wishes if the participant were unable to relate those wishes
himself.
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Some organizations expressed concern that some NBAC recommen-
dations may impede research. The Alzheimer’s Association funded a
grant to study the impact of NBAC’s recommendations. The Ameri-
can Academy of Neurology (AAN) and the American Neurological As-
sociation (ANA) were so concerned about the recommendations in
Research Involving Persons with Mental Disorders That May Affect
Decisionmaking Capacity that they wrote a letter to President Clinton
to suggest alternatives to what NBAC had recommended. The AAMC
was concerned that the scope of the report was too narrow.
Statements from these associations about the NBAC report are de-
scribed in more detail in the following subsections.

Response from the Alzheimer’s Association

In 2000, the Alzheimer’s Association sponsored a two-year study at
the University of Chicago on the “Potential Impact of NBAC’s Rec-
ommendations on Dementia Research,” the purpose of which was to
explore the potential ethical, legal, economic, and logistical conse-
quences of new regulations proposed by NBAC with an emphasis on
“identifying aspects that might impede or prohibit research”
(Alzheimer’s Association, n.d.). Interviews with researchers in the
field were proposed to determine how the research community per-
ceived NBAC’s recommendations. The goal of the project was to help
shape public policy regarding dementia research.

Response from the American Academy of Neurology and
American Neurological Association

On April 14, 1999, the presidents of the AAN and the ANA wrote a let-
ter to President Clinton to express their “great concern” that NBAC’s
recommendations in Research Involving Persons with Mental Disor-
ders That May Affect Decisionmaking Capacity would severely limit
the ability of scientists to study neurological diseases that afflict mil-
lions of Americans, such as Alzheimer’s disease, Parkinson’s disease,
stroke, and multiple sclerosis (“Comments to President Clinton . . .,”
1999). The AAN and ANA suggested alternatives to some of NBAC’s
recommendations, including a three-tiered system for defining re-
search risk instead of NBAC’s two-tiered system, and an investigator-
based process for the initial assessment of decisionmaking capacity
instead of NBAC’s independent assessment. They also called for
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additional public forums and input from the research community
and patient advocacy organizations.

Response from the Association of American Medical Colleges

AAMC, which represents the institutions primarily responsible for
the conduct of clinical research in the United States, closely moni-
tored NBAC’s deliberations on research involving persons with men-
tal disorders that may affect their decisionmaking capacity. A May
1999 article in the AAMC Reporter (Coleman, 1999) described the
NBAC report and expressed AAMC’s misgivings about the report, in-
cluding the scope of the report, and the need for three distinct levels
of risk to participants in psychiatric research. The 1998 AAMC Presi-
dent’s Memoranda Advisory on “Recent Activities Related to Human
Subjects Protections” described NBAC and its work on the ethical
challenges of research involving the cognitively impaired, and noti-
fied readers that NBAC was seeking comments on a draft report and
directed them to NBAC’s Web site3 for a copy of it (Association of
American Medical Colleges, 1998).

INTERNATIONAL RESPONSE

Although NBAC’s Research Involving Persons with Mental Disorders
That May Affect Decisionmaking Capacity report prompted re-
sponses from both federal and state governments and from some
professional organizations in the United States, no mention of
NBAC’s work in this area was found in any of the regulations, guid-
ance, policy statements, or reports of other countries or international
organizations.

______________
3When NBAC’s charter expired, the commission’s entire Web site was archived at
http://www.georgetown.edu/research/nrcbl/nbac, a site hosted and maintained by
the National Reference Center for Bioethics Literature at Georgetown University. All of
NBAC’s other written materials, such as reports, meeting transcripts, briefings,
congressional testimony, and such, are also archived at Georgetown.
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Chapter Five

RESPONSE TO THE RESEARCH INVOLVING HUMAN
BIOLOGICAL MATERIALS: ETHICAL ISSUES AND

POLICY GUIDANCE REPORT

In the United States, human biological materials, such as biopsy
specimens obtained for diagnostic purposes, organs and tissues re-
moved during surgery, and cells and DNA collected for research,
have been used by the biomedical community for educational and
research purposes for more than a hundred years. There are more
than 307 million such biological materials stored in the nation’s lab-
oratories, tissue repositories, and health care institutions, with mil-
lions more gathered and stored each year (Eiseman and Haga, 1999).

These human biological materials have played a major role in the
understanding and treatment of such diseases as cancer, HIV/AIDS,
and heart disease. Furthermore, recent and rapid advances in
biomedical research have increased the amount and kind of infor-
mation obtained from biological materials, making it possible to
glean clinical and genetic information about the person who pro-
vided the material from almost any minuscule sample of tissue.
While many of these technological advances have been instrumental
in recent biomedical discoveries, they also have raised several legal,
ethical, and societal issues, including concerns about privacy and
informed consent.

NBAC chose to consider the research use of human biological mate-
rials under the broad mandate of Executive Order 12975, which es-
tablished NABC in October 1995, to consider the rights and welfare of
human research participants and “issues in the management and use
of genetic information.” NBAC recognized that it was crucial that the
human biological materials already in storage and those yet to be
collected remain accessible under appropriate conditions and with
appropriate protections for the individuals who are the sources of
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this material. It was also clear to NBAC that the identifiability of hu-
man biological materials (i.e., the extent to which biological material
can be linked to the person from whom it was obtained) was an es-
sential part of determining the risks and potential benefits that might
occur to research participants. To assist in its deliberations, NBAC
reviewed relevant scientific, ethical, religious, legal, and policy litera-
ture, commissioned scholarly papers, and invited members of the
public and representatives of professional and consumer organiza-
tions to provide written and verbal testimony. In addition, NBAC is-
sued a draft report for public comment on February 22, 1999, and re-
ceived 63 comments.

After nearly two years of study, NBAC submitted its Research Involv-
ing Human Biological Materials: Ethical Issues and Policy Guidance
report to President Clinton on July 16, 1999. In Research Involving
Human Biological Materials, NBAC concluded that “[p]roperly inter-
preted and modestly modified, present federal regulations can pro-
tect subjects’ rights and interests and at the same time permit well-
designed research to go forward using materials already in storage as
well as those newly collected by investigators and others.” NBAC de-
veloped a schema to describe the type of personal information asso-
ciated with samples of human biological materials as they exist in
clinical facilities or other repositories and as they exist in the hands
of researchers. NBAC made 23 recommendations to protect human
participants from harm in research involving human biological ma-
terials by providing clarification and interpretation of federal regula-
tions, ensuring appropriate oversight and IRB review, and providing
guidance for IRBs and investigators regarding informed consent.

GOVERNMENT RESPONSE

In Research Involving Human Biological Materials, NBAC focused on
whether existing federal regulations governing research with human
participants (the Common Rule) were adequate to protect human
participants from harm in research involving human biological ma-
terials. NBAC found that the Common Rule was inadequate to ensure
the ethical use of human biological materials in research and re-
quired some modification. In its report, NBAC provided interpreta-
tions of several important concepts and terms in the Common Rule
and recommended ways to strengthen and clarify the regulations
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and make their implementation more consistent. Several of NBAC’s
recommendations were directed to OPRR and federal agencies that
are signatories to the Common Rule. The CDC, FDA, several insti-
tutes at NIH, and the Secretary’s Advisory Committee on Genetic
Testing (SACGT) issued guidance or reports that referred to NBAC’s
recommendations on research involving human biological materials.
DHHS also responded to NBAC’s request for a review of its report.
Federal agency guidance, reports, and other relevant documents that
mention NBAC are detailed later in the subsections that follow.

In addition, NBAC specifically recommended that state and federal
legislators should seek to harmonize rules governing research on
medical records and on human biological materials when drafting
legislation (Recommendation 23). Federal legislation was introduced
in both the House and the Senate on the privacy of genetic and
medical information that referred to NBAC. The State of Oregon also
drafted legislation to amend its genetic privacy law that directed the
state’s Health Division to take into account NBAC’s recommenda-
tions. State and federal legislation that mentions NBAC are detailed
in the subsections that follow.

Response from Congress (Legislative Action)

Legislation was introduced during the 106th Congress in both the
House and the Senate on the privacy of genetic information and the
protection of identifiable DNA samples. H.R. 2555, the Genetic Pri-
vacy and Nondiscrimination Act of 1999, introduced on July 19, 1999,
by Representative Cliff Stearns (R-Fla.), would have required NBAC
to prepare a report recommending standards for the acquisition and
retention of genetic information and standards to protect identifiable
DNA samples. Similar bills had been previously introduced in the
104th (S. 1416/H.R. 2690) and 105th (H.R. 341/H.R. 2198) Congresses.

In addition, legislation was introduced on the privacy of medical in-
formation—S. 578, the Health Care Personal Information Nondisclo-
sure (PIN) Act, and its companion bill in the House, H.R. 2404, the
Personal Medical Information Protection Act of 1999. This legislation
directed the secretary of HHS to consider the findings of NBAC when
formulating recommendations with respect to privacy of health in-
formation. The Health Care PIN Act had previously been introduced
in the 105th Congress (S. 1912).
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Response from the Department of Health and Human
Services

On May 18, 2001, DHHS responded to NBAC’s request for a review of
the Research Involving Human Biological Materials report. The
DHHS response was prepared by an interagency working group
consisting of representatives from the NIH, FDA, CDC, Health Re-
sources and Services Administration (HRSA), Indian Health Service
(IHS), OHRP (formerly OPRR), Office of General Counsel, and Office
of the Assistant Secretary for Planning and Evaluation. The working
group commended NBAC for “its careful analysis and far-reaching
recommendations,” stating that the NBAC report “will undoubtedly
inform DHHS policy regarding human subject protection over the
next several years and beyond.”

The working group concurred with the majority of NBAC’s recom-
mendations and proposed a set of actions to be implemented by the
appropriate DHHS agency. For example, the group proposed that
OHRP, in consultation with FDA, develop and disseminate guidance
for implementation of several of NBAC’s recommendations. The
group also concurred with NBAC’s Recommendation 6, which ad-
dresses the need for separating consent for research from consent for
clinical procedures, and proposed that OHRP, in conjunction with
NIH, FDA, CDC and other appropriate DHHS agencies, sponsor a
workshop on informed consent.

Nevertheless, the working group found some practical problems with
the implementation of some of the recommendations. For example,
NBAC’s recommendation pertaining to disclosure of research results
to participants (Recommendation 14) appears to conflict with some
provisions of the Health Insurance Portability and Accountability Act
(HIPAA). HIPAA, issued after NBAC completed its report, established
provisions to protect the confidentiality of personally identifiable
medical information and the rights of patients and research partici-
pants to access information about themselves.

Response from the Centers for Disease Control and
Prevention

CDC refers to the NBAC report Research Involving Human Biological
Materials in a Federal Register Notice of Intent announcing DHHS’s
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plan to revise the Clinical Laboratory Improvement Amendments
(CLIA) regulations for laboratories performing human genetic testing
(CDC, 2000). The notice of intent solicits comments on the recom-
mendations of the Clinical Laboratory Improvement Advisory
Committee to change current CLIA requirements to specifically rec-
ognize a genetic testing specialty. The NBAC report is referred to in
Question 4 of the notice, which asks whether informed consent must
be obtained by an authorized person before certain types of genetic
tests are performed (e.g., screening, diagnostic, carrier, presymp-
tomatic, or susceptibility). It was noted in the Notice of Intent that
NBAC’s recommendations provide guidance to research laborato-
ries, but they do not apply to clinical interventions, quality control,
or teaching. In contrast, CLIA regulations do not apply to research
laboratories unless they report patient specific information.

On October 1, 1997, CDC’s ad hoc Task Force on Genetics in Disease
Prevention issued “Translating Advances in Human Genetics into
Public Health Action: A Strategic Plan,” which contained recommen-
dations to “help ensure that results from genetic research are re-
sponsibly used in public health practice” (CDC, 1997). Even though
NBAC was still in the early stages of its work on research involving
human biological materials, the task force mentioned that it was
aware of NBAC’s work on genetic issues.

Response from the Food and Drug Administration

On July 27–28, 2000, at the Microbiology Devices Panel Meeting, Dr.
Jean Toth-Allen, from the Office of Compliance, Division of Biore-
search Monitoring, announced that the FDA had adopted the same
terminology as NBAC for repository collections, research samples,
and identification of research participants (“Summary Minutes . . .,”
2000). Based on NBAC’s recommendations, the FDA is now recom-
mending that informed consent with an IRB-approved consent form
be obtained for any study submitted to FDA using prospectively col-
lected samples and for establishing any type of tissue repository. For
samples already in storage, the FDA would like to see some kind of
“general consent form” that indicates that the individual knew that
eventually their sample was going to be used in research. Dr. Toth-
Allen warned that new privacy laws may make the requirement for
informed consent even more complicated.
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Response from the National Institutes of Health

National Cancer Institute. At the March 2–3, 1998, meeting of the
Board of Scientific Advisors for the National Cancer Institute, the
technical, ethical, social, and legal issues associated with developing
informatics systems for cancer research were discussed (National
Cancer Institute, 1998). During the discussion, it was noted that
NBAC “will be issuing a judgment” on issues concerning informed
consent for the use of human biological materials in research,
“which will influence the actions of institutional review boards,
OPRR, and Congress.” It was also stressed that during the time that
NBAC posted the Research Involving Human Biological Materials
report on its Web site for public comment, it would be important to
articulate the implications of the report for research and for patient
privacy and confidentiality.

National Heart, Lung, and Blood Institute. The National Heart,
Lung, and Blood Institute (NHLBI) issued its “Human Tissue Reposi-
tory Guidelines” in April 2000 (National Heart, Lung, and Blood Insti-
tute, 2000). The guidelines mention that issues regarding the use of
stored tissue are covered in several documents including NBAC’s Re-
search Involving Human Biological Materials report, OPRR’s guid-
ance document “Issues to Consider in the Research Use of Stored
Data or Tissues,” and NIH’s draft document “Research on Human
Specimens.” The NHLBI guidelines state that they are consistent
with these documents.

National Institute of Allergy and Infectious Diseases. In July 2000, a
request for proposals (RFP) entitled “Hepatitis C Recovery Research
Network” was issued by the Division of Microbiology and Infectious
Diseases (DMID) of the National Institute of Allergy and Infectious
Diseases (NIAID). The RFP’s “Guidance for Clinical Protocol Devel-
opment” section included a subsection entitled “Suggested Lan-
guage for Informed Consent for Future Use of Biological Specimens
Collected Under Clinical Protocols.” The guidance was issued to as-
sist researchers in meeting federal guidelines and regulations for
providing informed consent to participants in clinical research.
(Division of Microbiology and Infectious Diseases, 2000). It contains
recommendations and an informed consent template for the storage
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and research use of biological specimens for purposes other than
those defined in the original clinical protocol.1 The document states
that DMID’s recommendations were based on current federal regu-
lations and the recommendations in NBAC’s Research Involving
Human Biological Materials report.

National Institute of General Medical Sciences. On July 20, 1999, the
National Institute of General Medical Sciences (NIGMS) held a work-
shop on “Population-Based Samples for the NIGMS Human Genetic
Cell Repository.” The purpose of the workshop was to consider the
scientific benefits and the risks to certain populations from expand-
ing the collection of population-based samples in the NIGMS Hu-
man Genetic Cell Repository and to develop recommendations
about whether, and under what conditions, the repository should
acquire these samples.

The NIGMS workshop report presents consensus recommendations
on both scientific and human research participant issues related to
the population-based samples. The NIGMS report describes Research
Involving Human Biological Materials as providing a “thorough
analysis of the ethical issues involving groups,” and quotes NBAC’s
Recommendations 17 and 18, which address potential harms to
groups (National Institute of General Medical Sciences, 1999). The
NIGMS report offers additional recommendations developed from
its workshop that “might be considered to afford protections beyond
what were recommended in the NBAC report.”

In September 2000, NIGMS convened the First Community Consul-
tation on the Responsible Collection and Use of Samples for Genetic
Research. Participants in the consultation shared their views and
concerns about the conduct of genetic research with populations
and communities, such as the potential for discrimination, stigmati-
zation, and breach of privacy. The NIGMS report on the consultation
commented that Research Involving Human Biological Materials
“addresses pertinent issues and offers pragmatic recommendations
for use of tissue samples” (National Institute of General Medical Sci-
ences, 2000). Participants in the consultation noted that public in-

______________
1The recommendations and informed consent template provide information to inves-
tigators about how to handle samples that may be used in future research that is not
originally defined in a clinical protocol at the time the sample is collected.
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volvement in NBAC’s meetings and deliberations was essential, and
they encouraged NIH to promote public involvement in the discus-
sion of the ethical, legal, and social implications of genetic research.

Office of Human Subjects Research. In August 2000, the Office of
Human Subjects Research at NIH issued “Guidance on the Research
Use of Stored Samples or Data” (Office of Human Subjects Research,
2000). The definitions, policy, and implementation discussed in the
document were designed to provide NIH investigators with guidance
on the research use of stored samples or data, based on the NBAC
Research Involving Human Biological Materials report. The guidance
adopted NBAC’s definitions for the identifiability of human biologi-
cal materials and NBAC’s recommendations on the need for IRB re-
view and informed consent when using stored human samples or
data.

Response from the Secretary’s Advisory Committee on
Genetic Testing

SACGT was chartered in 1998 to advise DHHS on the medical, sci-
entific, ethical, legal, and social issues raised by the development and
use of genetic tests. SACGT finalized its report Enhancing the Over-
sight of Genetic Tests: Recommendations of the SACGT in June 2000
(Secretary’s Advisory Committee on Genetic Testing, 2000). The re-
port was requested by Dr. David Satcher, former assistant secretary
for Health and U.S. Surgeon General from 1998 to 2002. SACGT’s
recommendations were developed in consultation with the public,2

informed by a literature review of more than 70 scholarly articles on
genetic testing, and based on a careful consideration of the issues.
The SACGT report noted that the recommendations in NBAC’s
Research Involving Human Biological Materials report were relevant
to some of the issues that it addressed. SACGT concluded that addi-
tional oversight is warranted for all genetic tests, but that the over-
sight mechanisms should be innovative so as not to limit the devel-
opment of new tests or inordinately delay their availability.

______________
2The public was involved in several ways, including through a Federal Register notice,
a targeted mailing to 2,500 interested individuals and organizations, a Web-based con-
sultation, and a public meeting.
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Response from State Government (Oregon)

The 1995 Oregon State Legislature passed a state law on genetic pri-
vacy establishing that “[a]n individual’s genetic information is the
property of the individual.” The law was revised during the 1997 leg-
islative session to read “an individual’s genetic information and DNA
sample are the property of the individual except when the informa-
tion or sample is used in anonymous research.” Senate Bill 1008, in-
troduced during the 1999 Oregon legislative session, would have fur-
ther amended the genetic privacy law to allow identifiable genetic
information and identifiable DNA samples to be used for genetic re-
search if securely coded or if the research is subject to federal regula-
tions. This bill also directed the Oregon Health Division to define
“securely coded,” taking into account NBAC’s recommendations.
However, Senate Bill 1008 died in the Judiciary Committee.

RESPONSE FROM PROFESSIONAL SOCIETIES,
ORGANIZATIONS, AND FOUNDATIONS

NBAC analyzed 14 position statements from scientific and medical
organizations regarding the research use of human biological mate-
rial and found little consensus over key issues, such as what consti-
tutes an identifiable human research participant, when should in-
formed consent be required, and what constitutes proper consent.
NBAC’s recommendations in the Research Involving Human Biologi-
cal Materials report address many of these inconsistencies in the
language of these statements. NBAC also recommended that NIH,
professional societies, and health care organizations “continue and
expand their efforts to train investigators about the ethical issues and
regulations regarding research on human biological materials and to
develop exemplary practices for resolving such issues.”

FASEB and ASIP expressed concern about early drafts of NBAC’s rec-
ommendations on research involving human biological materials.
The IRB policies and procedures for the use of human biological ma-
terials in research issued by Intermountain Health Care (IHC) incor-
porated and referenced many of NBAC’s recommendations. The On-
line Ethics Center for Engineering and Science provides an on-line
teaching module based on NBAC’s report. Statements, policies, and
educational material from these societies and organizations that ad-
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dress the NBAC report Research Involving Human Biological Materi-
als are described in more detail next.

Response from the Federation of American Societies for
Experimental Biology

A story in the February 1997 FASEB Newsletter, a publication of the
FASEB3 Office of Public Affairs, related a concern of one of its mem-
ber societies, ASIP, that NBAC’s early draft recommendations on the
use of human biological materials in research were “potentially far-
reaching” and “bureaucratically burdensome” (“ASIP Seeks . . .,”
1997). ASIP was concerned that not enough scientific input was be-
ing considered and proposed that FASEB “express its strong concern
that biomedical scientists be represented on the commission.” The
FASEB Public Affairs Advisory Committee approved the proposal and
directed the Office of Public Affairs to establish a Subcommittee on
Bioethics to develop FASEB positions on emerging issues in research
involving human biological materials.

Response from Intermountain Health Care

“Research Using Human Biological Materials: IRB Policies and Pro-
cedures,” by Howard Mann, Chairman of the Human Subjects and
Research Committee, Urban Central Region, IHC,4 informs investiga-
tors affiliated with IHC about their obligations for meeting institu-
tional requirements and protecting the rights and welfare of research
participants (Mann, n.d.). Dr. Mann incorporated and referenced
many of the recommendations in NBAC’s Research Involving Human
Biological Materials report in his document. For example, the docu-
ment adopts NBAC’s schema for identifiability of research samples,
requirements for investigators using coded or identified samples
(Recommendation 5), and criteria for waiver of consent and deter-
mination of minimal risk to research subjects (Recommendation 10).

______________
3The Federation of American Societies for Experimental Biology is a coalition of inde-
pendent member societies that represent biomedical and life scientists. FASEB plays
an active role in public policy and lobbying for the interests of biomedical scientists
(see http://www.faseb.org).
4IHC is a charitable, community-owned, nonprofit health care organization based in
Salt Lake City that serves the health needs of Utah and Idaho residents.
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Response from The Online Ethics Center for Engineering and
Science

The Online Ethics Center for Engineering and Science at Case West-
ern Reserve University is an on-line resource for students, faculty,
postdoctoral fellows, and research staff that provides materials on its
Web site (www.onlineethics.org) for understanding and addressing
ethical issues that arise in science and engineering research. “Ethical
Challenges in Research with Human Biological Materials,” a teaching
module created by NBAC Commissioner Thomas Murray, which the
center published on its site, is based on the NBAC report Research
Involving Human Biological Materials (Murray, n.d.). The module
consists of background information about research with human bio-
logical materials, a categorization of repository collections and re-
search samples of human biological materials according to their
identifiability, and the identification of key issues, such as informed
consent, potentially objectionable research, privacy, and commer-
cialization. For discussion purposes, the module presents four re-
search scenarios that raise many of the key ethical issues associated
with research involving human biological materials.

INTERNATIONAL RESPONSE

NBAC examined statements addressing the ethical use of human
biological materials from other countries and international organiza-
tions, and the commission found that many of the guidelines were
based on ethical considerations that are common worldwide, such as
respect for privacy, respect for autonomy, and the noncommercial-
ization of human biological materials. However, NBAC also found
differing positions on how to control access to and use of human bio-
logical materials. NBAC concluded that the standardization of poli-
cies regarding the use of DNA samples would facilitate international
cooperation in biomedical research.

A report from the Chief Medical Officer in the United Kingdom on
post-mortem removal, retention, and use of human organs and tis-
sues and a report from the Organisation for Economic Co-operation
and Development (2000) on genetic testing both refer to the NBAC
report Research Involving Human Biological Materials. In addition,
Germany’s Institut für Wissenschaft und Ethik reprinted the Execu-
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tive Summary of Research Involving Human Biological Materials in
the 2000 edition of its Yearbook for Science and Ethics, and the Japan
Pharmaceutical Manufacturers Association (JPMA) translated Vol-
ume I of the NBAC report into Japanese. National and international
groups that refer to or have published or translated the NBAC report
Research Involving Human Biological Materials are described in
more detail next.

Response from the United Kingdom

A report entitled The Removal, Retention and Use of Human Organs
and Tissue from Post-Mortem Examination: Advice from the Chief
Medical Officer (Chief Medical Officer, 2001) was written in response
to the recent controversy in the United Kingdom over the retention
of organs and tissues removed from children at post-mortem exami-
nations for teaching or research without the permission or knowl-
edge of their parents. Chapter 2 of the report, “Removal, Retention,
Use and Disposal of Organs and Tissues after Death: Legal and Regu-
latory Issues,” mentions the NBAC report Research Involving Human
Biological Materials and provides details about the collections of
human biological materials in the United States that are described in
the NBAC report. The Chief Medical Officer’s analysis of the prob-
lems with the UK’s current system led him to conclude that signifi-
cant changes to current practice were needed and to recommend a
new comprehensive system for the oversight of the removal, storage,
and use of human tissue from the living and the dead.

Response from the Organisation for Economic Co-operation
and Development

The Organisation for Economic Co-operation and Development
(OECD) report Genetic Testing: Policy Issues for the New Millennium
summarized the topics, issues, and policy considerations discussed
at the OECD workshop in Vienna on February 23–25, 2000
(Organisation for Economic Co-operation and Development, 2000).
The workshop was cosponsored by the European Commission and
the Governments of Austria and the United Kingdom and was con-
vened “to consider whether the approaches of OECD Member coun-
tries for dealing with new genetic tests are appropriate and mutually
compatible.” The workshop was attended by approximately 150 ex-
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perts and delegates from the 29 OECD countries,5 and representa-
tives of patients’ organizations, industry, nongovernmental organi-
zations, and the World Health Organization.

The NBAC Research Involving Human Biological Materials report was
mentioned in the OECD report in the section that addressed
“security of DNA and healthcare data banking facilities.” The OECD
report explained that statements in the NBAC report addressing the
need to develop adequate encryption technology and related mech-
anisms for review were similar to statements made by the HUGO
Ethics Committee in “Principled Conduct of Genetic Research,” the
Council of Europe in its “Recommendations on the Protection of
Medical Data,” by the American College of Medical Genetics in
“Standards and Guidelines: Clinical Genetics Laboratories,” and by
UNESCO. The OECD report noted that “despite the overwhelming
agreement of international bodies and professional organisations
alike on the need for ‘appropriate technical measures’ to protect
data, little progress has been made in clarifying what the term
‘appropriate’ should signify and how this goal can be achieved in
practice.”

Response from Germany

Germany’s Institut für Wissenschaft und Ethik published the Execu-
tive Summary of Research Involving Human Biological Materials in
its 2000 edition of the Jahrbuch für Wissenschaft und Ethik (Yearbook
for Science and Ethics). The Institut “found it very important to ad-
dress the attention of the German public and scientific community to
bioethical research in the USA,” and indicated that it would consider
publication of future NBAC reports in future editions of the journal
(Hübner, 2000).

______________
5The member countries of the OECD are Australia, Austria, Belgium, Canada, the
Czech Republic, Denmark, Finland, France, Germany, Greece, Hungary, Iceland, Ire-
land, Italy, Japan, South Korea, Luxembourg, Mexico, the Netherlands, New Zealand,
Norway, Poland, Portugal, Spain, Sweden, Switzerland, Turkey, the United Kingdom,
and the United States.
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Response from Japan

Volume I of Research Involving Human Biological Materials: Ethical
Issues and Policy Guidance was translated into Japanese by JPMA, a
consortium of 83 leading research-based companies (Okazaki, 2000).
A 20-member research and development committee of JPMA was
conducting a study on cooperation between the Japanese govern-
ment and the private sector for the evaluation of the safety and effi-
cacy of drugs using human tissues. To ensure that the committee
understood the ethical problems associated with the use of human
tissues, and was following the appropriate guidance, the director of
the committee requested permission from NBAC to translate the
Research Involving Human Biological Materials report into Japanese.
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Chapter Six

RESPONSE TO THE ETHICAL ISSUES IN HUMAN
STEM CELL RESEARCH REPORT

In November 1998, three reports brought to public attention the sci-
entific and clinical prospects of human stem cell research.1

• The first report, by James Thomson and his colleagues at the Uni-
versity of Wisconsin, described the isolation and culture in the
laboratory of human embryonic stem cells derived from the
blastocyst stage of early embryos donated by couples who had
undergone infertility treatments (Thomson et al., 1998).

• The second report, on a study by John Gearhart and his
colleagues at The Johns Hopkins University School of Medicine,
described the establishment of human embryonic germ cells
from primordial gonadal tissue, which was obtained from fetal
tissue following elective abortion (Shamblott et al., 1998).

• The third report (Wade, 1998), which appeared in The New York
Times, described work by scientists at Advanced Cell Technology,
Inc. (a company specializing in development of nuclear transfer
technologies for human therapeutics and animal cloning) who

______________
1These three reports were published within days of each other. The first two reports
were published in the peer-reviewed scientific literature, while the third report ap-
peared in the lay press and did not undergo the scrutiny of peer review. The first re-
port, by Thomson et al., was published in the November 6, 1998, issue of Science and
the second report, by Shamblott et al., was published in the November 10, 1998, issue
of Proceedings of the National Academy of Sciences of the United States of America.
These two independent teams of scientists were supported by private funds from the
Geron Corporation, a biopharmaceutical company specializing in therapeutic and di-
agnostic products. The third report (Wade, 1998) appeared in the November 12, 1998,
edition of The New York Times.
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claimed they had fused human somatic cells with enucleated
cow eggs to create a hybrid embryo from which they then
isolated cells resembling embryonic stem cells.

While stem cells hold the promise of one day being able to grow re-
placement tissues for people with debilitating or sometimes fatal
diseases for which there are currently no good treatments, their use
has renewed an important national debate about the ethics of re-
search involving human embryos and fetal tissue and the appropri-
ateness of federal funding for this type of research.

President Clinton responded immediately to these three reports. On
November 14, 1998, he wrote to NBAC with two requests: first, that
NBAC consider the implications of the reported embryonic stem
cells that were part human and part cow and report back to him as
soon as possible and, second, that NBAC conduct “a thorough review
of the issues associated with . . . human stem cell research, balancing
all medical and ethical issues.” On November 20, 1998, NBAC re-
sponded by letter to the president’s first request. The commission
concluded that “any attempt to create a child through the fusion of a
human cell and a non-human egg would raise profound ethical con-
cerns and should be prohibited.” Furthermore, if the fusion of a hu-
man cell and a nonhuman egg forms an embryo, “important ethical
concerns arise, as is the case with all research involving human em-
bryos.” The letter went on to say that if an embryo is not formed,
NBAC does not believe that totally new ethical issues arise because
“scientists routinely conduct non-controversial and highly beneficial
research that involves combining material from human and other
species. . . . Combining human cells with non-human eggs might
possibly lead some day to methods to overcome transplant rejections
without the need to create human embryos.”

After nine months of study, NBAC submitted its Ethical Issues in
Human Stem Cell Research report to the president on September 7,
1999. The report focused primarily on the ethical questions relevant
to federal sponsorship of research involving human stem cells. NBAC
based its recommendations on the source of human stem cells (adult
tissue, cadaveric fetal tissue, embryos remaining after infertility
treatments, or embryos created for research purposes by in vitro
fertilization or somatic cell nuclear transfer), recognizing that each
source raises unique scientific, ethical, and legal issues.



Response to the Ethical Issues in Human Stem Cell Research Report 73

NBAC recommended that federal sponsorship of research involving
the derivation and use of human embryonic stem cells and human
embryonic germ cells should be limited in two ways: (1) research
should be limited to using only embryos remaining after infertility
treatments or cadaveric fetal tissue; and (2) sponsorship should be
contingent on a system of national oversight and review. Research
involving the derivation or use of human embryonic stem cells from
embryos created solely for research purposes through either in vitro
fertilization or cloning techniques should not be eligible for federal
funding. Other recommendations addressed various aspects of hu-
man stem cell research, including requirements for informed con-
sent, preventing the buying or selling of embryos or fetal tissue, es-
tablishing a National Stem Cell Oversight and Review Panel, re-
quirements for IRB review, and voluntary compliance by the private
sector with the same requirements recommended for federally
funded researchers.

Since late 1998 when the reports about human embryonic stem cells
first appeared, researchers have shown that these cells are capable of
becoming virtually all of the specialized cells of the body, and may be
able to be used to grow replacement tissues for people with various
diseases, including bone marrow for cancer patients, neurons for
people with Alzheimer’s disease, and pancreatic cells for people with
diabetes. This renewable source of human cells with the capability of
differentiating into a wide variety of cell types also has broad applica-
tions in basic research, such as understanding fundamental events in
embryonic development and the causes of birth defects.

Researchers are also investigating ways to isolate stem cells from
adult tissue. They have found that some adult stem cells appear to be
able to differentiate into tissues other than the ones from which they
originated. For example, it has been shown that blood and bone mar-
row stem cells can differentiate into brain cells, skeletal muscle cells,
cardiac muscle cells, and liver cells, and brain stem cells can differ-
entiate into blood cells and skeletal muscle cells. However, current
science indicates that embryonic and adult stem cells differ in im-
portant ways. For example, researchers have succeeded in turning
embryonic stem cells into more than 100 different types of cells,
which is far more than what has been accomplished with adult stem
cells. Also, embryonic stem cells can reproduce indefinitely in the
laboratory, while adult stem cells are difficult or impossible to
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maintain and expand in culture and eventually die. In addition, re-
searchers have been less successful at growing adult stem cells into
quantities that would be useful for treatment. Finally, adult stem
cells are rare and are often difficult to identify, isolate, and purify.
Therefore, there may be several advantages to using embryonic stem
cells for the treatment of certain diseases.

The scientific picture became even more complicated in July 2001
when scientists at the Jones Institute for Reproductive Medicine in
Norfolk, Virginia, reported that they had created human embryos
specifically for the purpose of isolating human embyronic stem cells
from them (Lanzendorf et al., 2001), and Advanced Cell Technology
reported that its scientists are trying to clone human embryos to ob-
tain stem cells (Weiss, 2001b). Scientists at the Jones Institute were
the first researchers in the world to report harvesting embryonic
stem cells from human embryos that were created specifically for re-
search (Weiss, 2001a). Until now, researchers had reported deriving
stem cells only from donated embryos that had already been created
in fertility clinics but were designated for disposal because they were
not needed.

GOVERNMENT RESPONSE

NBAC focused primarily on the ethical questions that are relevant to
federal sponsorship of research involving human stem cells because
current federal law forbids the use of federal funds for research that
creates human embryos or that results in damage or destruction of a
human embryo. NBAC recommended that federal funding should be
allowed for the derivation and use of human stem cells from cadav-
eric fetal tissue and embryos remaining after infertility treatments.
NBAC also recommended that DHHS should establish a National
Stem Cell Oversight and Review Panel to ensure that all federally
funded human stem cell research is conducted ethically.

President Clinton responded to the Ethical Issues in Human Stem
Cell Research report (as discussed next), and on March 16, 2001,
NBAC Chairman Harold Shapiro wrote to President Bush to inform
him of the report. Bills were introduced in the 106th and 107th Con-
gresses that mentioned NBAC, and several members of Congress
mentioned NBAC’s report in statements before Congress or in letters
to the president. Furthermore, NBAC’s work on the ethical issues in
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human stem cell research was discussed by NBAC commissioners
and others several times in congressional testimony. The NIH con-
sidered NBAC’s recommendations when it developed its guidance on
research involving human embryonic stem cells. In addition, a letter
from the secretary of HHS to members of Congress stated that
NBAC’s work would help ensure appropriate oversight of stem cell
research. Federal legislation, congressional testimony, guidelines,
policy statements, and other relevant documents that refer to
NBAC’s work on stem cell research are detailed next.

Response from the President of the United States

NBAC met on July 14, 1999, to discuss recommendations of its draft
report on stem cell research. These draft recommendations called for
federal funding of both the derivation of stem cells from embryos
and research on stem cells. The White House immediately released a
statement on NBAC’s draft recommendations making it clear that
the Clinton administration would support only the use of human
embryonic stem cells and not their derivation:

The Clinton Administration recognizes that human stem cell tech-
nology’s potential medical benefits are compelling and worthy of
pursuit, so long as the research is conducted according to the
highest ethical standards. NIH is putting in place guidelines and an
oversight system that will ensure that the cells are obtained in an
ethically sound manner. The President’s 1994 ban on the use of
Federal funds for the creation of human embryos for research
purposes will remain in effect. No other legal actions are necessary
at this time, because it appears that human embryonic stem cells
will be available from the private sector. Publicly funded research
using these cells is permissible under the current Congressional ban
on human embryo research.

After receiving NBAC’s final Ethical Issues in Human Stem Cell Re-
search report on September 7, 1999, President Clinton issued a
statement thanking the NBAC commissioners for a “thoughtful” re-
port on “complex and difficult” issues. The president also com-
mended the commissioners for their “thoroughness” in seeking the
views and opinions of “virtually every segment of society.” The presi-
dent also stated that “the scientific results that have emerged in just
the past few months already strengthen my hope that one day, stem
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cells will be used to replace cardiac muscle cells for people with heart
disease, nerve cells for thousands of Parkinson’s patients, or insulin-
producing cells for children who suffer from diabetes.”

The debate over federal funding for human embryonic stem cell re-
search was renewed during the 2000 presidential campaign when
then-candidate George W. Bush expressed his opposition to
“federally funded research for experimentation on embryonic stem
cells that require live human embryos to be discarded or destroyed.”
Since then, President Bush also has stated his opposition to research
that relies on tissue from induced abortions. Soon after taking office,
the president requested that the NIH refrain from funding research
on embryonic stem cells until the legal status of the research could
be reviewed. President Bush consulted politicians, doctors, religious
scholars, and bioethicists on the issue of embryonic stem cell re-
search. In July 2001, the NIH released a report, prepared in response
to a request by HHS Secretary Tommy Thompson, which summa-
rized the state of the science on stem cells from embryos, and from
fetal and adult tissues. On July 17, 2001, Harold T. Shapiro wrote
President Bush to inform him of NBAC’s Ethical Issues in Human
Stem Cell Research report and to offer NBAC’s assistance on the
question of federal funding for human embryonic stem cell research.

On August 9, 2001, President Bush announced in his first presidential
address to the American people that the federal government would
fund embryonic stem cell research with existing stem cell lines
“where the life-and-death decision has already been made.” To be
eligible for federal funding, existing stem cell lines must have been
derived from excess embryos created solely for reproductive pur-
poses, with the informed consent of the embryo donors, and without
any financial inducements to the donors. No federal funds would be
used for the derivation of stem cells from newly destroyed embryos
or the use of such stem cells, the creation of human embryos for re-
search purposes, or the cloning of human embryos for any purpose.
The president also directed NIH to establish a national human em-
bryonic stem cell registry to ensure that federally funded stem cell re-
search meets ethical standards. In addition, the president an-
nounced the creation of a new President’s Council on Bioethics, to
be chaired by University of Chicago professor Leon Kass, “to monitor
stem cell research, to recommend appropriate guidelines and regu-
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lations, and to consider all of the medical and ethical ramifications of
biomedical innovation.”

Response from Congress

Legislative Action. Several bills were introduced in the 106th and
107th Congresses to either allow or prohibit federal funding of
embryonic stem cell research; however, only one specifically men-
tioned NBAC. NBAC’s recommendations on stem cell research were
discussed when a House Resolution was introduced and again when
legislation was introduced in the Senate.

On February 2, 2000, Representative Carolyn Maloney (D-N.Y.) and
Representative Connie Morella (R-Md.) introduced House Resolu-
tion 414, expressing that the House of Representatives “supports
Federal funding directed toward human pluripotent2 stem cell re-
search to further research into Parkinson’s disease and other medical
conditions.” The resolution had 18 cosponsors and was referred to
the House Committee on Commerce. Representative Maloney noted
NBAC’s recommendations on stem cell research when she intro-
duced House Resolution 414, and again in a statement before the
House on March 22, 2000. She stated “NBAC points out that Feder-
ally funding this [embryonic stem cell] research will allow Federal
oversight to ensure this type of research continues ethically.”

On January 31, 2000, Senator Arlen Spector (R-Penn.) and Senator
Tom Harkin (D-Iowa) introduced S. 2015, the Stem Cell Research Act
of 2000. S. 2015 authorizes the secretary of HHS to “conduct, sup-
port, or fund research on, or utilizing, human embryos for the pur-
pose of generating embryonic stem cells . . . in accordance with cer-
tain restrictions.” Human embryonic stem cells may be derived and
used in research “only from embryos that otherwise would be dis-
carded [and] that have been donated from in-vitro fertilization clin-
ics with the written informed consent of the progenitors.” The bill
also specifies three restrictions: (1) the research shall not result in the
creation of embryos for research purposes; (2) the research shall not

______________
2Pluripotent cells are cells that are present in the early stages of embryo development
that can generate all of the cell types in a fetus and in the adult and that are capable of
self-renewal. Pluripotent cells are not capable of developing into an entire organism.
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result in the reproductive cloning of a human being; and (3) it shall
be unlawful for any person receiving federal funds to knowingly ac-
quire, receive, or otherwise transfer any human gametes (mature
male or female reproductive cells) or human embryos for valuable
consideration if it affects interstate commerce (i.e., intrastate com-
merce is controlled at the state level).

While introducing S. 2015, Senator Harkin referred to the NBAC Ethi-
cal Issues in Human Stem Cell Research report in his remarks. He
noted that “NBAC also arrived at the important conclusion that it is
ethically acceptable for the federal government to finance research
that both derives cell lines from embryos and that uses those cell
lines.” He went on to say that “NBAC’s report presents reasonable
guidelines for federal policy.” Late in September 2000, Senator Sam
Brownback (R-Kan.) blocked a final attempt to get the bill through
the Senate. Senators Specter and Harkin reintroduced the bill in the
107th Congress in April 2001 as S. 723, the Stem Cell Research Act of
2001. On June 5, 2001, Representative Jim McDermott (D-Wash.) in-
troduced H.R. 2059 as a companion bill to S. 723.

On April 26, 2001, Senator Brownback and Representative Dave Wel-
don (R-Fla.) introduced the Human Cloning Prohibition Act of 2001
(S. 790/H.R. 1644), which set civil and criminal penalties for anyone
attempting to clone a human being. The bill also contained a “Sense
```of Congress” provision applicable to embryonic stem cell research
(see Chapter Three for more details). The Human Cloning Prohibi-
tion Act of 2001 directed the president to commission a study, from
NBAC or a successor group, on cloning to produce human embryos
solely for research. Such embryos could be used to produce stem
cells from which transplantable tissue identical to the patient could
be derived for therapeutic purposes. However, a revised version of
the bill (H.R. 2505), which no longer mentioned NBAC, passed the
House on August 1, 2001. However, S. 790 was not passed by the
Senate.

Statements by Members of Congress. On June 13, 2001, Senator
Orrin Hatch (R-Utah) sent letters to President Bush and Secretary
Tommy Thompson expressing his support for federal funding of
human embryonic stem cell research. His support of this research is
based on it being “conducted in strict accordance with the relevant
statutes and the protections set forth in the applicable regulations
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and guidelines, including those issued by the NIH.” In his letter to
Secretary Thompson, Senator Hatch notes that the NIH guidelines
were based on “an extensive body of earlier work of the National
Bioethics Advisory Committee [sic], the Advisory Committee to the
Director, NIH, and a special Human Embryo Research Panel. . . .”
Senator Hatch urged President Bush to support federal funding of
embryonic stem cell research and appealed to the president “to pro-
vide the personal leadership required to see to it that [the Bush]
Administration will be remembered by future historians as the be-
ginning of the end for such deadly and debilitating diseases as can-
cer, Alzheimer’s, and diabetes.”

On July 18, 2001, on the Senate floor, Senator Bill Frist (R-Tenn.) an-
nounced his support for federal funding of both embryonic and adult
stem cell research:

After grappling with the issue—scientifically, ethically, and
morally—I believe that both embryonic and adult stem cell research
should be federally funded within a carefully regulated, fully
transparent framework that ensures the highest level of respect for
the moral significance of the human embryo.

In his Senate statement, Frist called NBAC a “stakeholder” with a
part to play in determining the role of the federal government in
stem cell research. He mentioned that NBAC had debated this issue
and determined that stem cell research was worthy of federal sup-
port. Senator Frist explained that his support was “contingent on the
implementation of a comprehensive, strict new set of safeguards and
public accountability governing this new, evolving research.” He
listed ten essential components of a comprehensive framework for
stem cell research, which included a ban on federal funding for the
derivation of embryonic stem cells, a ban on the creation of embryos
for research purposes, a ban on human cloning, a requirement for a
rigorous informed consent process, and requirements for a strong
public oversight system for research and ongoing, independent sci-
entific and ethical review.

On July 27, 2001, Representative Cliff Stearns (R-Fla.) presented a
statement entitled “Against Federal Funding of Embryonic Stem Cell
Research” to the House of Representatives. In his statement, Stearns
contended that embryonic stem cell research results in the death of
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the embryo and “violates many of the tenets of the Nuremberg Code
and U.S. Law.” He argued that an ethical alternative is to use stem
cells obtained from adult tissues, and quoted from the Ethical Issues
in Human Stem Cell Research report to support his argument: “Even
the Clinton National Bioethics Advisory Commission said that em-
bryo-destructive research should go forward only ‘if no less morally
problematic alternatives are available for the research.’” He con-
cluded that federal funds should not be used for embryonic stem cell
research.

Congressional Testimony. NBAC’s work on the ethical issues in hu-
man stem cell research was discussed by NBAC commissioners and
was mentioned by others several times in testimony before the Sen-
ate Appropriations Subcommittee on Labor, Health and Human
Services, Education and Related Agencies:

• While NBAC was still examining the issues associated with hu-
man stem cell research, Dr. Eric Meslin, then executive director
of NBAC, testified on December 2, 1998, and January 26, 1999, on
the status of the commission’s report before the Senate sub-
committee.

• Dr. Harold Varmus, then director of NIH, also testified at the De-
cember 2 and January 26 hearings and mentioned NBAC’s work
on human stem cell research on both occasions.

• Commissioner Jim Childress testified on November 4, 1999, after
the Ethical Issues in Human Stem Cell Research report was com-
pleted. He described the background and process NBAC used to
arrive at its recommendations and summarized some of the re-
port’s major recommendations.

• At a hearing on April 26, 2000, Senator Brownback testified that
federal funding for embryonic stem cell research is illegal, im-
moral, and unnecessary. He supported funding for research on
adult stem cells instead. Brownback argued that the NIH was in-
consistent in allowing the use but not the derivation of embry-
onic stem cells, and he stated that NBAC made the “more honest
and heinous” recommendation that federal funding should be
allowed for both derivation and use of embryonic stem cells.
Tom Harkin, the ranking member on the Senate subcommittee,
argued that limiting stem cell research to the private sector
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would hinder development of regulations and ethical considera-
tions. He stated that the federal government has already acted
responsibly by establishing NBAC and proposing guidelines for
stem cell research.

• On September 7, 2000, Gerald Fischbach, M.D., director of
NINDS, and Allen Spiegel, M.D., director of the National Institute
of Diabetes and Digestive and Kidney Diseases (NIDDK), testified
about the newly released NIH guidelines for research using hu-
man stem cells. In their testimony, they mentioned that the NIH
sought advice from several sources including NBAC, scientists,
lawyers, and members of Congress.

NBAC commissioners were also invited to other venues to contribute
their insights on ethical issues on stem cell research. On April 10,
2001, Commissioner Patricia Backlar participated in Representative
David Wu’s (D-Ore.) Stem Cell Research Roundtable in Portland,
Oregon, and on September 5, 2001, Jim Childress testified before the
Committee on Health, Education, Labor, and Pensions on his per-
sonal views on the ethical issues involved in the debate about federal
funding of embryonic stem cell research. Even though Commis-
sioner Childress was not testifying on NBAC’s behalf, he referred to
NBAC’s report and recommendations on stem cell research exten-
sively in his testimony.

Response from the Department of Health and Human
Services

On February 11, 1999, Representative Jay Dickey (R-Ark.) and 69
other members of Congress wrote to the secretary of HHS, objecting
to the legal decision by the general counsel of HHS, which concluded
that NIH can fund embryonic stem cell research. Representative
Dickey wrote that the general counsel’s decision violated both the
“letter and spirit of the federal law banning federal support for re-
search in which human embryos are harmed or destroyed.” Repre-
sentative Dickey interpreted the law as not only prohibiting research
that destroys an embryo, but also research that depends on the pre-
vious destruction of an embryo. Senator Brownback and six other
senators wrote a similar letter to HHS Secretary Donna Shalala dis-
agreeing with the HHS position. On February 23, 1999, Shalala re-
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sponded to Dickey’s letter defending the NIH’s decision to fund em-
bryonic stem cell research, and explained NIH’s plans to develop
rigorous guidelines for this research. She also mentioned that NBAC
was studying the issue and would provide NIH with advice that will
“help ensure appropriate oversight.”

Response from the National Institutes of Health

In December 1999, the NIH released its draft guidelines for NIH-
sponsored research involving human embryonic stem cells for public
comment (National Institutes of Health, 1999). A news release issued
on December 1, 1999 (“NIH Publishes . . .,” 1999) and a fact sheet ac-
companying the draft guidelines stated that the NIH “considered
advice from the National Bioethics Advisory Commission (NBAC),
the public, and the Congress” during the development of its stem cell
guidelines. Supplementary information included with the NIH draft
guidelines described a public meeting on April 8, 1999, held by the
Working Group of the Advisory Committee to the Director of NIH.
During the meeting, NBAC Executive Director Eric Meslin discussed
the current status of NBAC’s deliberations on human stem cell re-
search .

On August 25, 2000, the final National Institutes of Health Guidelines
for Stem Cell Research were published in the Federal Register
(National Institutes of Health, 2000). These guidelines “establish
procedures to help ensure that NIH-funded research in this area is
conducted in an ethical and legal manner.” Both an NIH news re-
lease, dated August 23, 2000, entitled “NIH Publishes Final Guide-
lines for Stem Cell Research,” and an NIH Fact Sheet on “Human
Pluripotent Stem Cell Research Guidelines” (National Institutes of
Health, 2001) state that in drafting the guidelines the NIH sought
advice from several sources, including NBAC, scientists, patients and
patient advocates, ethicists, lawyers, and members of Congress “to
help ensure that any research utilizing human pluripotent stem cells
is appropriately and carefully conducted.”

The NIH guidelines state that while DHHS funds cannot be used for
the derivation of stem cells from human embryos, they can be used
for research utilizing human embryonic stem cells because those
cells are not embryos. This determination of funding eligibility was
based on a legal interpretation of federal law that currently restricts
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the use of DHHS funds for human embryo research. However, a New
York Times writer characterized NIH’s guidelines as “morally incon-
sistent,” citing NBAC’s recommendation that both the derivation and
use of embryonic stem cells should be eligible for federal funding
based on the “close connection in practical and ethical terms be-
tween derivation and use of the cells” (Wade, 2000).

NBAC’s work on the ethical issues in human stem cell research was
mentioned at various meetings of advisory groups to the director of
the NIH. A report from the Stem Cell Working Group at the 78th
Meeting of the Advisory Committee to the Director of NIH on June 3,
1999, mentioned President Clinton’s request to NBAC to review the
ethical issues associated with stem cell research (Office of the Direc-
tor, NIH, 1999a). At the same meeting, Harold Varmus, then director
of NIH, emphasized that NIH and DHHS have restricted their analy-
sis to the legal implications of stem cell research, whereas NBAC’s
analysis has focused on the ethical implications.

At the NIH Director’s Council of Public Representatives (COPR) on
October 21, 1999, shortly after NBAC released its Ethical Issues in
Human Stem Cell Research report, Dr. Varmus compared NBAC’s
conclusion that both the use and derivation of human embryonic
stem cells should be eligible for federal funding with the conclusion
of the DHHS general counsel that current federal law allows NIH to
fund research that uses embryonic stem cells but not the derivation
of such cells. An “Update on Stem Cell Research” from the proceed-
ings of the 79th Meeting of the Advisory Committee to the Director of
NIH on December 2, 1999, a day after NIH released its draft guide-
lines for stem cell research, reiterated the DHHS general counsel’s
conclusion that stem cells are not and cannot become human em-
bryos and therefore stem cell research is eligible for federal funding,
adding that NBAC “provided additional support indicating that this
position is based on sound ethics” (Office of the Director, NIH,
1999b).

National Institute of Diabetes and Digestive and Kidney Diseases.
The Stem Cell and Developmental Biology Planning Group of the
NIDDK is one of a number of ad hoc strategic planning groups that
have been established to help NIDDK set priorities for research sup-
port in critical scientific and biomedical areas. An NIDDK report
entitled Stem Cell and Developmental Biology Writing Group’s Re-
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port—Draft Version 1.0 identified the “sponsorship of activities that
promote public education in stem cell research” and the “support of
broad-based society discussions of ethical issues arising from stem
cell research” as major needs of an integrated program on stem cell
biology (National Institute of Diabetes and Digestive and Kidney
Diseases, n.d.). The report recognized that stem cell research will
“raise ethical concerns among some members of the public,” and
pointed to NBAC as one of the forums that will discuss the ethical, le-
gal, and social issues in biomedical research and will guide policy
decisions in these areas.

RESPONSE FROM PROFESSIONAL SOCIETIES,
ORGANIZATIONS, AND FOUNDATIONS

During its deliberations on the ethical issues associated with stem
cell research, NBAC wrote to approximately 40 scientific, medical,
professional, religious, and health organizations to request their in-
put on the scientific, medical, and ethical issues involved in human
stem cell research. NBAC was particularly interested in receiving
policy or position statements these organizations had issued relating
to the research use of human embryonic or fetal material in general
or the research use of embryonic stem cells in particular. Several or-
ganizations provided comments for NBAC’s consideration during its
deliberations on stem cell research.

Although the NBAC report focused primarily on the ethical issues as-
sociated with federal funding of research involving human stem cells,
NBAC noted that its recommendations might have implications for
research on human stem cells conducted by the private sector. In
addition, NBAC noted that research with human embryos conducted
in the private sector takes place with no federal oversight specific to
human embryos as long as federal funds are not involved, and FDA
regulations do not apply to such research, and no state law prohibits
it. Therefore, NBAC recommended that private sponsors and re-
searchers voluntarily comply with NBAC’s recommendations and
with the ethical principles underlying its report.

NBAC’s deliberations on human stem cell research were followed
closely, and its Ethical Issues in Human Stem Cell Research report has
been cited by several organizations. From the outset, the Biotechnol-
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ogy Industry Organization called on NBAC to address the ethical
issues associated with stem cell research. The Endocrine Society
supported NBAC’s report and recommendations on human stem cell
research in its Code of Ethics. The AMA released a report and issued
policy supporting NBAC’s recommendations. The American Society
for Cell Biology, AAMC, and the United States Conference of Catholic
Bishops have referred to NBAC’s report and recommendations in
congressional testimony. AAMC also referred to NBAC’s recommen-
dations on human stem cell research in a letter to Congress.

More than 100 university presidents wrote to the secretary of HHS in
support of human stem cell research and asserted their agreement
with NBAC’s recommendations. A report by the AAAS and the Insti-
tute for Civil Society (ICS) praised NBAC’s role in public policy,
whereas publications from the United States Conference of Catholic
Bishops were critical of NBAC’s recommendations. In addition,
many organizations posted information about NBAC’s deliberations
and recommendations on their Web sites. Congressional testimony,
reports, newsletters, statements, and other documents from soci-
eties, organizations, and foundations on human stem cell research
that mention NBAC are described in more detail next.

Response from the American Association for the
Advancement of Science and Institute for Civil Society

In November 1999, AAAS and ICS released a report entitled Stem Cell
Research and Applications: Monitoring the Frontiers of Biomedical
Research (AAAS and ICS, 1999). This report was produced by a work-
ing group convened by the two organizations and was informed by
discussions that took place during a public meeting hosted by AAAS
and ICS on August 25, 1999. At that meeting, Eric Meslin, then NBAC
executive director, discussed the key recommendations in the Ethical
Issues in Human Stem Cell Research report. The AAAS/ICS report
recommended that federal funding be allowed for research using
embryonic stem cells, but not for the derivation of the cells them-
selves due to ethical concerns, and the report contended that federal
funding would ensure that stem cell research was conducted in an
ethical manner and under public scrutiny. The AAAS/ICS report went
on to say that NBAC “has demonstrated its legitimate claim to re-
spect for its efforts as a national body to promote public input into
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social policy related to advances in biomedical research.” Other rec-
ommendations in the AAAS/ICS report, focused on a need for public
education, guidelines for donation of embryos for stem cell research
and informed consent, assuring equitable access to the benefits of
stem cell research, and intellectual property issues.

Articles in three issues of the Professional Ethics Report, a publication
of AAAS’s Scientific Freedom, Responsibility, and Law Program in
collaboration with the Committee on Scientific Freedom and Re-
sponsibility and the Professional Society Ethics Group, mentioned
NBAC’s work in relation to the issue of human stem cell research.

An article in the Spring 1999 issue discussed FDA regulatory controls
over human stem cells and mentioned that NBAC was considering
the ethical issues associated with the use of human stem cells in fed-
erally funded research (Brady, Newberry, and Gerard, 1999).

An article in the Summer 1999 issue announced the release of the
NBAC Ethical Issues in Human Stem Cell Research report and high-
lighted several of the recommendations found in the report
(Garfinkel, 1999). The article mentioned that NBAC’s recommenda-
tion for federal funding of both derivation and use of human stem
cells was controversial, attracting attention from the White House
even before the final report was issued. Specifically, the article points
out that the Clinton administration issued a statement making it
clear that it would support only the use of human stem cells and not
their derivation (as discussed earlier in this chapter).

Lastly, a news article in the Fall 1999 issue compares NBAC’s rec-
ommendations with the NIH draft guidelines for stem cell research
and with recommendations in the AAAS/ICS report Research and
Applications: Monitoring the Frontiers of Biomedical Research (“NIH
Releases . . .,” 1999). The article noted that NBAC concluded that
federal funds should be used for both the derivation and use of
human stem cells, whereas NIH and AAAS/ICS concluded that fed-
eral funds should be used only for research with stem cells but not
their derivation. The article also pointed out that both NBAC and
NIH recommended review of research involving human stem cells at
both the local and national levels, whereas AAAS/ICS recommended
that no new oversight bodies were necessary for now.
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Three articles in Science & Technology in Congress, the newsletter of
the AAAS Center for Science, Technology, and Congress, discussed
NBAC’s report and recommendations on stem cell research. The first
article, in the July 1999 issue, discussed the Clinton administration’s
reactions to NBAC’s recommendations in a draft version of its report
for federal funding of both the derivation and use of human stem
cells (“Debate over . . .,” 1999). The March 2000 issue highlighted the
major difference between the NBAC recommendations and the NIH
guidelines, namely that NBAC recommended that federal funding be
approved for the derivation of stem cells, whereas the NIH did not
(“Battle over . . .,” 2000). The article pointed out that this is an
important distinction because the NIH decision places responsibility
for the derivation of stem cells in the private sector. Finally, a
September 2001 article mentioned the Ethical Issues in Human Stem
Cell Research report in context of the history of stem cell research
(“Embryonic Stem Cell . . .,” 2001).

NBAC’s recommendation on federal funding for research on stem
cells derived from embryos left over from fertility treatments was
mentioned in Congressional Action on Research & Development in the
FY 2000 Budget, a report on appropriations for research and devel-
opment in the federal budget published annually by AAAS (Koizumi
and Turner, 2000). Chapter 3 of the report, “Agency R&D Budgets,”
explained that the Senate appropriations bill for DHHS originally
contained a provision that would have allowed federal funding for
stem cell research, reflecting NBAC’s recommendations on this issue.
However, the provision was removed before the bill reached the
Senate floor, and the final appropriations bill retained a ban on fed-
eral funding for research in which human embryos are destroyed or
for the creation of human embryos for research.

Response from the American Council on Education,
Association of American Universities, and National
Association of State Universities and Land-Grant Colleges

On March 26, 2001, the presidents of the American Council on Edu-
cation, the Association of American Universities, and the National
Association of State Universities and Land-Grant Colleges along with
112 university presidents and chancellors wrote to Tommy Thom-
son, secretary of HHS, urging him “to permit the current NIH guide-
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lines governing stem cell research to remain in effect” (“ACE, AAU,
NASULGC Letter . . .,” 2001). The university presidents described the
discovery of embryonic stem cells and their potential for curing or
treating diseases as being among “the most promising biomedical
developments in years.”

The letter stated that the university presidents agreed with NBAC’s
September 1999 report, which concluded that embryonic stem cell
research should proceed with public funding. The letter went on to
say that the guidelines developed by the NIH will ensure that stem
cell research is conducted in an ethical manner. Copies of the letter
also were sent to President Bush, Vice President Richard Cheney, and
members of Congress. The university presidents’ letter also referred
to a letter written by a group of 80 Nobel Laureates and sent to
President Bush on February 22, 2001, which said that the govern-
ment should fund embryonic stem cell research. The week before the
university presidents sent their letter, 95 members of the House of
Representatives, including 5 Republicans, wrote a letter to President
Bush urging him to allow federal funding for embryonic stem cell
research.

Response from the American Medical Association

The AMA Council on Scientific Affairs issued a report in June 1999
entitled Embryonic/Pluripotent Stem Cell Research and Funding that
recommended that the AMA support the recommendations found in
the NBAC Ethical Issues in Human Stem Cell Research report
(American Medical Association, 1999c). The AMA report also men-
tioned NBAC’s recommendation that federal funding be allowed for
both the derivation and use of stem cells from embryos remaining
after infertility treatments, and concluded that the AMA should en-
courage strong public support of federal funding for stem cell re-
search. At the 1999 AMA Interim Meeting, the AMA House of Dele-
gates, which establishes the main health policies of the association,3

adopted Policy H-460.917, “Science, Policy Implications, and Current
AMA Position Regarding Embryonic/Pluripotent Stem Cell Research

______________
3AMA House of Delegates’ policies are based on professional principles and the scien-
tific viewpoints of many thousands of physicians. House of Delegates policy defines
what the AMA stands for as an organization.
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and Funding,” based on the findings of AMA Council on Scientific Af-
fairs’ June 1999 report. The policy states:

Our AMA: (1) encourages strong public support of federal funding
for research involving human pluripotent stem cells (PSC); and (2)
supports the recommendations of the National Bioethics Advisory
Commission (NBAC) report, Ethical Issues in Human Stem Cell
Research, September 1999.

An article in the August 2, 1999, American Medical News reviewed
NBAC’s recommendations on human stem cell research (Gianelli,
1999). The article gave details of NBAC’s final deliberations on stem
cell research, relating that NBAC adopted an “intermediate” position
that an embryo merits respect as human life, but not at the level
generally accorded to persons. The article highlighted several of
NBAC’s key recommendations, including that research involving
stem cells from embryos left over from infertility treatments and re-
search involving germ cells from aborted fetuses should be federally
funded; research using embryos created solely for research purposes,
through either in vitro fertilization or cloning techniques, should not
be federally funded; a national review panel and public registry
should be established; and proper informed consent procedures
must be followed for embryo and tissue donors.

Response from the American Society for Cell Biology

The American Society for Cell Biology cited the Ethical Issues in Hu-
man Stem Cell Research report in congressional testimony. On April
26, 2000, Lawrence Goldstein represented the society at a hearing of
the Senate Labor, Health and Human Services, and Education Sub-
committee. In his comments in support of S. 2015, the Stem Cell Re-
search Act of 2000, Dr. Goldstein described NBAC’s process of delib-
eration and the commission’s recommendations on human stem cell
research. He also stated that the American Society for Cell Biology
agrees with NBAC that “relying on cell lines that might be derived
exclusively by a subset of privately funded researchers who are inter-
ested in this area could severely limit scientific and clinical progress.”
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Response from the Association of American Medical Colleges

AAMC followed NBAC’s deliberations on stem cell research very
closely. For example, AAMC summarized each of the NBAC meetings
on stem cell research and the congressional testimony given by
NBAC commissioners and staff in AAMC Washington Highlights, the
association’s weekly news bulletin on legislative and regulatory
events in Washington, D.C. Several issues of AAMC Issue Briefs also
summarized NBAC’s role in the debate on this subject.

Representatives of AAMC also referenced the NBAC report on stem
cell research in congressional testimony. A February 19, 1999, letter
to Congress, written by AAMC in collaboration with 68 other scien-
tific, medical, academic, patient advocacy, and industry organiza-
tions, supported DHHS’s determination that current law permits the
use of federal funds for research with embryonic stem cells, and as-
sured Congress that NBAC’s advice would be considered in the
drafting of the NIH guidelines for stem cell research.4 Lastly, in a
comment letter on the NIH proposed stem cell guidelines (“AAMC
Comment Letter . . .,” 2000), the AAMC suggested that if the current
federal funding restrictions on embryo research were ever lifted, the
NIH should revise its guidelines to allow federal funding for the
derivation of stem cells from embryos as recommended by NBAC.

Response from the Biotechnology Industry Organization

On November 12, 1998, just after the three reports about human em-
bryonic stem cells mentioned at the beginning of this chapter were
published, BIO issued a news release urging NBAC to “review all
ethical issues raised by the recently announced research and after
reasoned discussion, to make recommendations to the president on
how best to address the implications” (“BIO Urges . . .,” 1998). BIO
recognized that while embryonic stem cell research holds enormous
potential for both basic research and health, it also raises ethical
questions that “require thorough and open national discussion.” BIO
was also concerned that lawmakers may introduce state and federal
legislation that might inadvertently impede biomedical research.

______________
4A copy of the letter sent to Congress by AAMC and the other organizations can be
found in American Medical Association (1999c, Appendix I).
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Response from the Center for Bioethics and Human Dignity

The Center for Bioethics and Human Dignity, founded in 1993 by
leading Christian bioethicists, released a statement on July 1, 1999,
entitled “On Human Embryos and Medical Research: An Appeal for
Legally and Ethically Responsible Science and Public Policy” (Center
for Bioethics and Human Dignity, 1999). The statement addresses
the legal, ethical, and scientific issues associated with human
embryo stem cell research, and concludes that “human stem cell re-
search requiring the destruction of human embryos is objectionable
on legal, ethical, and scientific grounds.” The statement also declares
that “destruction of human embryonic life is unnecessary for medi-
cal progress, as alternative methods of obtaining human stem cells
and of repairing and regenerating human tissue exist and continue to
be developed.” The statement refers to NBAC’s May 6, 1999, draft
version of its stem cell research report, noting that while NIH deter-
mined that the use of embryonic stem cells could be separated from
the derivation of embryonic stem cells, NBAC concluded that re-
searchers using stem cells derived from embryos may be implicated
in the destruction of embryos.

Response from the Endocrine Society

The Code of Ethics of the Endocrine Society, developed by the soci-
ety’s Ethics Advisory Committee and approved in January 2001, was
designed to include “general principles and guidelines to assist with
emerging ethical issues” (Endocrine Society, 2001). The Code of
Ethics addresses the responsibilities of the society and its members
in several areas, including conflict of interest, informed consent, ge-
netic research, clinical trials, and human stem cell research. The En-
docrine Society Code of Ethics supports the report and recommen-
dations of NBAC on human stem cell research, as well as the NIH
guidelines on stem cell research and the American Society for Re-
productive Medicine guidelines on the use of gametes and embryos
for research. The Endocrine Society encourages the use of human
stem cells for both basic research and clinical applications.
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Response from the Joint Steering Committee for Public Policy

The Joint Steering Committee (JSC) for Public Policy is a coalition of
three basic biomedical research societies—The American Society for
Cell Biology, the American Society for Biochemistry and Molecular
Biology, and the Genetics Society of America. JSC represents more
than 20,000 researchers in the fields of genetics, cell biology, bio-
chemistry, and molecular biology. JSC was formed in 1990 to bring
scientists together to advocate for federal funding for basic biomedi-
cal research. The JSC Web site (http://www.jscpp.org/Stemcell.htm)
has tracked the stem cell issue and contains information about
NBAC, including its report on stem cell research, the deliberations
that led up to the report being issued, and congressional testimony
given by NBAC commissioner Jim Childress.

Response from the National Academies

Two boards at the National Academies—the National Research
Council’s Board on Life Sciences and the Institute of Medicine’s
Board on Neuroscience and Behavioral Health—formed the Com-
mittee on the Biological and Biomedical Applications of Stem Cell
Research to address the biology of human stem cells and their thera-
peutic potential. The committee’s report, Stem Cells and the Future
of Regenerative Medicine, was based on the proceedings of a June 22,
2001, workshop, during which scientists addressed several questions
on the biology of human stem cells and their potential therapeutic
uses, and philosophers, ethicists, and legal experts presented ethical
and other arguments relevant to public policy considerations on
stem cell research (National Academies, 2001).

The committee’s report covered some of the discussion on religious
issues in the NBAC report on human stem cell research. The com-
mittee’s report also pointed out that every federal commission, in-
cluding NBAC, which has addressed research on human embryos
and fetuses has “called for respect for these entities as forms of hu-
man life.” The committee’s report concluded by making several rec-
ommendations about stem cell research, including recommenda-
tions for research with both embryonic and adult human stem cells,
the development of new stem cell lines in the future, public funding
of stem cell research to ensure that the therapeutic benefits of stem



Response to the Ethical Issues in Human Stem Cell Research Report 93

cells are realized, and a national advisory group to oversee research
on human embryonic stem cells.

Response from the Society for Developmental Biology

The Society for Developmental Biology has published two docu-
ments focusing on embryonic stem cells that mention the NBAC re-
port. “Update on Human Pluripotent Embryonic Stem Cell Re-
search” (Chow, 1999) mentions the president’s request for advice
from NBAC on stem cell research and mentions the first two meet-
ings that NBAC had on the issue. “Human Embryonic Stem Cell Re-
search—Where Does It Stand Now?” (Society for Developmental Bi-
ology, 1999) comments on the public nature of NBAC’s deliberations.
It recounts that on several occasions the media reported passages
from drafts of the NBAC reports and candid comments made by
NBAC commissioners as “decisions” of the commission “creating
unwarranted confusion, [and] even leading to the release of official
White House statements.”

Response from the United States Conference of Catholic
Bishops

The United States Conference of Catholic Bishops refers to the Ethi-
cal Issues in Human Stem Cell Research report several times on its
Web site (http://www.usccb.org), and has cited the report in its
newsletters and publications, in Catholic newspapers, in statements,
and in congressional testimony. The Conference of Catholic Bishops
is critical of NBAC’s recommendation to federally fund the derivation
of stem cells from human embryos and to federally fund their use in
research. The group is also critical of the terminology used in the
NBAC report, arguing that the term “derivation” is “an innocuous
way to describe killing a human embryo.”

The Conference of Catholic Bishops has also criticized the NIH for
arguing that the derivation of stem cells from human embryos can be
separated from their use in research, and therefore, it can fund re-
search using stem cells derived from human embryos if the stem
cells were made by privately funded researchers. The U.S. Confer-
ence of Catholic Bishops agrees with NBAC’s conclusions that
“human embryos deserve respect as a form of human life,” and that
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there is no ethical distinction between the derivation and the use of
embryonic stem cells. However, this line of reasoning also led NBAC
to conclude that both the derivation and the use of embryonic stem
cells should be eligible for federal funding. But the Conference of
Catholic Bishops argued that because a human embryo is a human
life, it is not permissible to kill it to obtain stem cells. The bishops
also criticized NIH’s claim that federally funded researchers can use
embryonic stem cells derived by privately funded researchers as be-
ing “disingenuous” and argued that NIH had “only succeeded in
producing evasive legal interpretations, questionable science, and
incoherent ethics.”

INTERNATIONAL RESPONSE

NBAC’s report and recommendations on human stem cell research
have been cited often in discussions by groups in other countries and
by international organizations, and they have informed the public
policy debate on this issue worldwide. NBAC’s recommendations
were discussed in reports on stem cell research by an Expert Advisory
Group to the government of the United Kingdom, and by the
Nuffield Council on Bioethics. Both the Expert Advisory Group and
the Nuffield Council recommended that stem cell research with em-
bryos created through somatic cell nuclear transfer (i.e., “therapeutic
cloning”) should be allowed. In contrast, NBAC recommended that
therapeutic cloning should not be eligible for government funding.

The UNESCO International Bioethics Committee, the Canadian
Institutes of Health Research, the Bioethics Committee of the
Council for Science and Technology in Japan, and the European
Group on Ethics in Science and New Technologies to the European
Commission have all cited the Ethical Issues in Human Stem Cell
Research report in various publications. References to NBAC’s report
and recommendations on stem cell research by other countries and
international groups are detailed next.

Response from the United Kingdom

In June 1999, in response to a December 1998 report entitled Cloning
Issues in Reproductive Science and Medicine by the UK’s HFEA and
HGAC, the Government of the United Kingdom asked its Chief Medi-
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cal Officer (CMO) to establish an Expert Advisory Group to assess de-
velopments in stem cell research and nuclear transfer technology
and to give advice on whether new areas of research with human
embryos should be permitted.

In June 2000, the CMO’s Expert Group Reviewing the Potential of
Developments in Stem Cell Research and Cell Nuclear Replacement
to Benefit Human Health issued its Stem Cell Research: Medical
Progress with Responsibility report (Chief Medical Officer’s Expert
Group . . ., 2000). The group’s report mentioned NBAC’s findings on
cloning human beings as well as those on stem cell research, which
included: (1) the creation of a human being through somatic cell
nuclear transfer should be prohibited; (2) federal funding should be
allowed for the derivation and use of stem cells from aborted fetuses
and embryos remaining after infertility treatment; (3) the creation of
embryos through either in vitro fertilization or somatic cell nuclear
transfer should not be eligible for federal funding; and 4) a National
Embryonic Stem Cell Oversight and Review Panel should be estab-
lished.

In comparison with NBAC’s recommendations, the Expert Advisory
Group recommended that research using embryos created by either
in vitro fertilization or somatic cell nuclear transfer should be
permitted and should be subject to the controls of the Human
Fertilisation and Embryology Act of 1990. The Expert Advisory Group
also recommended that the mixing of human somatic cells with the
eggs of any other animal species should not be permitted, and that
the transfer of an embryo created by somatic cell nuclear transfer
into the uterus of a woman should remain a criminal offense.

In August 2000, the Government of the United Kingdom accepted the
Expert Advisory Group’s recommendations in full and introduced for
debate and a free vote the legislation necessary to extend the pur-
poses for which embryos can be used in research. The House of
Commons on December 18, 2000, and the House of Lords on January
22, 2001, voted to extend the Human Fertilisation and Embryology
Act to allow embryonic stem cell research, including stem cell re-
search with embryos created through somatic cell nuclear transfer.
However, the UK government decided that the HFEA could not grant
licenses for human embryonic stem cell research until a House of
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Lords Select Committee had reported on the issues associated with
human cloning and stem cell research.5

The Nuffield Council on Bioethics issued a discussion paper entitled
“Stem Cell Therapy: The Ethical Issues” on April 6, 2000 (Nuffield
Council on Bioethics, 2000b). The Nuffield Council recommended
that the regulation in the United Kingdom on embryo research be
amended to permit research on embryonic stem cells to develop new
therapies. The Nuffield Council concluded that donated embryos
from in vitro fertilization treatments could be used for embryonic
stem cell research, but there were no compelling reasons to allow
additional embryos to be created merely to increase the number of
embryos available for embryonic stem cell research or therapy.
However, on the question of using cloning technology to create em-
bryonic stem cells, the Nuffield Council concluded that “the pro-
posed creation of embryos using SCNT [somatic cell nuclear transfer]
for research into the derivation of stem cells offers such significant
potential medical benefits that research for such purposes should be
licensed.” In its discussion of informed consent, the Nuffield Council
endorsed NBAC’s recommendations pertaining to consent for the
donation of embryos for stem cell research and restrictions on desig-
nating recipients of those donations.

The Public Health Genetics Unit (PHGU), which is funded by the
UK’s National Health Service, was established in 1997 “to keep
abreast of developments in molecular and clinical genetics, and their
ethical, legal, social and public health implications.” On the PHGU
Web site, an on-line publication providing information on “Stem
Cells and Cloning” states that NBAC “extensively reviewed” the issue
of stem cell research in its report, and recommended that an
exception should be made to the ban on federal funding of embryo
research to allow the derivation and use of human embryonic stem
cells from embryos remaining after infertility treatments (Public
Health Genetics Unit, n.d.). The PHGU concluded, “In the current
political climate in the U.S., it seems unlikely that the NBAC’s
recommendations will be adopted.”

______________
5The House of Lords did report on these issues. The report is available at http://www.
publications.parliament.uk/pa/ld/ldstem.htm (as of April 2003).
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Response from the European Parliament

In July 2000, the European Parliament Directorate General for Re-
search issued a final study entitled The Ethical Implications of Re-
search Involving Human Embryos (European Parliament . . ., 2000).
This study examined the possible policy options for human embryo
research in Europe. It analyzed the existing legal positions among
European member states, provided a comparative analysis of poli-
cies adopted elsewhere, and explored the ethical arguments relating
to the moral status of the embryo. NBAC’s use of the terminology
“zygote,” “embryo,” and “fetus” was discussed in the context of the
definition of an “embryo.” The European Parliament study also ex-
amined recent public policy debates on the issue of human stem cell
research and cloning, and made several mentions of NBAC’s report
and recommendations on stem cell research. The study points out
that the focus of the NBAC report—the issue of federal funding for
embryonic stem cell research—is of particular relevance to the Euro-
pean Parliament because in 1998 the Parliament attempted to attach
an amendment to the Framework V Programme6 legislation to pro-
hibit funding of human embryo research.

Response from the European Group on Ethics in Science and
New Technologies to the European Commission

The European Group on Ethics in Science and New Technologies
(EGE) to the European Commission issued “Opinion No. 15, Ethical
Aspects of Human Stem Cell Research and Use” on November 14,
2000 (European Group on Ethics . . ., 2000). The EGE cited NBAC’s
Ethical Issues in Human Stem Cell Research report in that opinion
document. The EGE based its opinion on the ethical issues raised by
human stem cell research and use depending on whether the stem
cells were derived from adult tissue, umbilical cord blood, fetal tis-
sue, or embryos.

Because derivation of stem cells from embryos raises the issue of the
moral status of the human embryo, the EGE left the decision to each

______________
6Fifth Framework Programme of the European Community for research, technological
development and demonstration activities (1998–2002); see http://europa.eu.int/
comm/research/fp5.html.
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member state of the European Union to forbid or to authorize re-
search with embryos remaining after infertility treatments. The EGE
found the creation of embryos for research purposes by in vitro fertil-
ization to be ethically unacceptable when excess embryos are avail-
able, and it found the creation of embryos by somatic cell nuclear
transfer to be scientifically premature. Section 1.15 of Opinion No.
15, which deals with the U.S.’s approach to embryo and stem cell re-
search, points out that, in contrast to Europe, there is a sharp dis-
tinction between the public and private sectors in the United States
(e.g., there is a congressional ban on the use of federal funds for em-
bryo research but no such legislation governing the private sector).

Response from the International Bioethics Committee of the
United Nations Educational, Scientific and Cultural
Organization

At a meeting at UNESCO headquarters in Paris in April 2000, a
working group of the IBC addressed the issue of whether it is ethi-
cally acceptable to derive stem cells from human embryos for thera-
peutic research. The IBC drafted a report based on the discussions
that this meeting generated. The draft report was discussed at the
Seventh Session of the IBC in Quito, Ecuador, on November 7–9,
2000, and a final document was prepared following the meeting of
the Extended Working Group on the Ethical Aspects of Embryonic
Stem Cell Research from January 29 through February 2, 2001, at
UNESCO Headquarters. The final report, The Use of Embryonic Stem
Cells in Therapeutic Research: Report of the IBC on the Ethical Aspects
of Human Embryonic Stem Cell Research (International Bioethics
Committee, 2001), was issued on April 6, 2001.

The IBC report includes sections on the science and applications of
embryonic stem cells, philosophical and religious views on the issue
of stem cell research, ethical arguments for and against and re-
straints on such research, and the various sources of embryonic stem
cells. In its discussion of the existing international and national laws
and regulations governing human embryo research, the report notes
that in the United States federal funding of embryo research is pro-
hibited, but regulation of embryo research in the private sector is left
up to the discretion of each state.



Response to the Ethical Issues in Human Stem Cell Research Report 99

The IBC report cites the NBAC Ethical Issues in Human Stem Cell Re-
search report and specifically mentions the recommendation that
federal funding should be allowed for research using stem cells de-
rived from embryos remaining after infertility treatments but not
embryos created for research purposes by either in vitro fertilization
or somatic cell nuclear transfer. The IBC report states that human
embryonic stem cell research needs to be debated at the national
level for each country to determine whether or not to allow such re-
search. The report concludes: “If human embryonic stem cell re-
search is allowed, steps should be taken to ensure that such research
is carried out within the framework of a State-sponsored regulatory
system that would give due weight to ethical considerations, and set
up appropriate guidelines.”

Response from Canada

On March 29, 2001, the Canadian Institutes of Health Research
(CIHR) issued “A Discussion Paper: Human Stem Cell Research: Op-
portunities for Health and Ethical Perspectives,” which was devel-
oped by an ad hoc working group of the CIHR (Canadian Institutes of
Health Research, 2001). The discussion paper provides a regulatory
framework for funding of human embryonic stem cell research by
the institutes  The working group recommended that: (1) research on
existing human stem cell lines should be eligible for funding by
CIHR; (2) research to generate new stem cells derived from human
fetal tissue or from human embryos that remain after infertility
treatment should be eligible for funding; (3) creating human
embryos for the purpose of generating stem cell lines should not be
permitted; and (4) CIHR should place a moratorium on the use of
somatic cell nuclear transfer to create stem cells, research in which
human embryonic stem cells are used to create or contribute to a
human embryo, and research that involves combining human
embryonic stem cells with animal embryos or vice versa.

The preamble to the CIHR paper explains that the working group did
not attempt an in-depth analysis of ethical issues such as had been
done in the United States by NBAC and NIH, in the United Kingdom
by the Nuffield Council on Bioethics and the Department of Health,
by the Netherlands Ministry of Health, Welfare and Sport, and by the
European Commission. A section of the paper titled “The World-
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Wide Regulatory Situation for Stem Cell Research” provides an
overview of the work done by “expert working groups” to “establish
the ethical framework for stem cell research.” NBAC’s recommenda-
tions on stem cell research are discussed as part of the overview. The
CIHR paper explains that NBAC felt that the U.S. congressional ban
on federal funding of embryo research “conflicted with the ethical
goals of medicine involving healing, prevention, and research, and
that it was important that federally funded researchers not be scien-
tifically limited by having to rely on ES [embryonic stem] cells de-
rived with private funds.”

NBAC is also mentioned in a prior CIHR document, “Working Paper:
The Ethics Mandate of the Canadian Institutes of Health Research:
Implementing a Transformative Vision” (Canadian Institutes of
Health Research, 1999). This document responded to a request of the
Interim Governing Council of CIHR for advice on the role that ethics
plays across the broad spectrum of CIHR activities. A section on
ethics in the working paper raises the question of what ethical norms
should govern research or policy on cloning and stem cells. In that
section, NBAC’s reports on cloning of human beings and stem cell
research are referenced.

The Canadian Biotechnology Advisory Committee (CBAC) advises
the Biotechnology Ministerial Coordinating Committee on the broad
policy issues associated with the ethical, social, regulatory, eco-
nomic, scientific, environmental, and health aspects of biotechnol-
ogy. The CBAC Annual Report 1999–2000 references the NBAC Ethi-
cal Issues in Human Stem Cell Research report in the context of NIH’s
guidelines being based on NBAC’s recommendation that embryonic
stem cell research should be allowed to be conducted using federal
funds (Canadian Biotechnology Advisory Committee, 2001).

 Response from Germany

Germany’s Institut für Wissenschaft und Ethik published the Execu-
tive Summary of Ethical Issues in Stem Cell Research in its 2000 edi-
tion of Jahrbuch für Wissenschaft und Ethik (Yearbook for Science
and Ethics). The Institut für Wissenschaft und Ethik “found it very
important to address the attention of the German public and scien-
tific community to bioethical research in the USA,” and indicated
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that it would consider publication of any further NBAC reports in
future editions of its journal (Hübner, 2000).

Response from Japan

In March 2000, the Human Embryo Research Subcommittee of the
Bioethics Committee of the Council for Science and Technology
(CST),7 an advisory body to the Japanese prime minister, released a
report on embryonic stem cell research entitled Basic Viewpoints on
Human Embryo Research Which Centers on Research Involving Hu-
man Embryonic Stem Cells (Council for Science and Technology,
2000). The Human Embryo Research Subcommittee recommended
that research with human embryonic stem cells should be allowed
under strict conditions, and on March 13, 2000, the Bioethics
Committee of the CST decided to approve such research under spe-
cific conditions: (1) researchers would only be allowed to use em-
bryos remaining after infertility treatments and only with the in-
formed consent of the donors; (2) the sale or purchase of fertilized
eggs would be prohibited; and (3) the creation of human embryos by
in vitro fertilization or by somatic cell nuclear transfer and the cre-
ation of human embryonic germ cells from fetal tissues would be
prohibited. An unofficial English translation of a draft of the Human
Embryo Research Subcommittee report in Japanese, dated February
2, 2000, cites the NBAC Ethical Issues in Human Stem Cell Research
report and its recommendation that federal funds should be allowed
for the derivation and use of human embryonic stem cells created
from embryos remaining after infertility treatments.

Response from Slovakia

An article in the Journal for Medical Ethics and Bioethics (Medicínska
Etika & Bioetika) about NIH’s draft guidelines on stem cell research
concludes that the guidelines “assume a position on the status of the
human embryo that is morally inadequate,” and that NIH should not
fund human embryonic stem cell research (Sotis, 2000). The article
also raises the concern that by sanctioning research that is depen-

______________
7CST was superseded by the Council for Science and Technology Policy after a reorga-
nization of government ministries and agencies on January 6, 2001.
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dent on the destruction of human embryos, NIH is morally complicit
in the destruction of the embryos. The article references the Ethical
Issues in Human Stem Cell Research report, saying that NBAC’s posi-
tion that the human embryo and fetus “deserve respect as forms of
human life” is problematic. However, the author of the article stated
that a formal review of the NBAC report was not within the scope of
the article.
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Chapter Seven

RESPONSE TO THE ETHICAL AND POLICY ISSUES IN
INTERNATIONAL RESEARCH: CLINICAL TRIALS IN

DEVELOPING COUNTRIES REPORT

Over the past ten years or more, there has been a significant increase
in the amount of clinical research that the United States conducts or
sponsors in other countries, particularly in developing countries. As
the pace and scope of international research have increased, ade-
quate protection of the rights and welfare of individuals who partici-
pate in clinical trials has emerged as a critical issue in international
research ethics.

This issue came to light in 1997 when controversy arose over a series
of clinical trials conducted in Africa, Asia, and the Caribbean that
were aimed at finding a less-complicated, less-expensive, and
shorter treatment regimen to lower the rate of maternal-to-infant
transmission of HIV in developing countries (Angell, 1997; Lurie and
Wolfe, 1997). The concern with these trials was that participants in
the control group were given a placebo instead of the existing effec-
tive treatment (continuously administered AZT, generic name zi-
dovudine or ZDV, a class of anti-HIV drugs) and were being treated
differently than control groups in developed countries where it
would be considered unethical to withhold an effective treatment.

In addition, several international efforts were underway in recent
years to revise and develop guidelines on the ethical conduct of in-
ternational research. These efforts included revisions of the World
Medical Association’s Declaration of Helsinki, the WHO’s Opera-
tional Guidelines for Ethics Committees That Review Biomedical Re-
search, and the Council for International Organizations of Medical
Sciences (CIOMS) International Ethical Guidelines for Biomedical
Research Involving Human Subjects.
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These issues prompted NBAC to address the ethical, legal, and policy
issues that arise when research subject to U.S. research regulations is
sponsored or conducted in other countries. NBAC looked at the re-
cruitment of research participants, informed consent, and the risks
and potential benefits of conducting research. NBAC also analyzed
many national and international guidelines and statements to en-
hance the protections of research participants in international re-
search. Finally, NBAC focused on the obligations of private and pub-
lic sponsors to participants, communities, and countries throughout
the research process.

On September 29, 2000, NBAC released a draft report on this subject
for public comment and received 132 responses, 60 of which were
from respondents outside the United States. On April 18, 2001, after
18 months of study, NBAC submitted its report Ethical and Policy Is-
sues in International Research: Clinical Trials in Developing Countries
to President Bush. The report focused on the ethical issues that arise
when clinical trials that are subject to U.S. regulation are sponsored
or conducted in developing countries.

The report made 28 recommendations that called for a range of
changes in the conduct of research in developing countries to ensure
that participants are adequately protected and to add safeguards to
the way that U.S. researchers and sponsors conduct clinical trials in
developing countries. Specifically, NBAC recommended that clinical
trials conducted by U.S. interests abroad should be directly relevant
to the health needs of the population of the host country. Other rec-
ommendations addressed the choice of research designs, commu-
nity involvement, the informed consent process, ethics review, and
post-trial access to successful research products.

GOVERNMENT RESPONSE

In Ethical and Policy Issues in International Research: Clinical Trials
in Developing Countries, NBAC made several recommendations di-
rected to the U.S. government. Specifically, NBAC recommended
that the U.S. government should not sponsor or conduct clinical tri-
als, either domestic or abroad, that do not provide the ethical pro-
tections for individuals participating in the research outlined in its
report. NBAC also recommended that the FDA should not accept
data obtained from clinical trials that do not provide the substantive
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ethical protections outlined in the report. In addition, NBAC recom-
mended changes in U.S. research regulations regarding the informed
consent process, and recommended that NIH, CDC, and other U.S.
agencies should support research on the informed consent process.

NBAC’s work on the ethical conduct of U.S.-sponsored research in
developing countries was referenced by two NIH institutes that
sponsor and/or conduct clinical trials in developing countries. De-
tails about the response of these two institutes to NBAC’s Ethical and
Policy Issues in International Research: Clinical Trials in Developing
Countries report follow.

Response from the National Institutes of Health

John E. Fogarty International Center for Advanced Study in the
Health Sciences. The Forty-Fifth Meeting of the Advisory Board of
the John E. Fogarty International Center for Advanced Study in the
Health Sciences (FIC; http://www.fic.nih.gov/) on May 16, 2000, ad-
dressed the “Bioethics of Clinical Research Internationally” (John E.
Fogarty International Center, 2000). During the discussion, Dr. Ger-
ald T. Keusch, director of FIC, told the advisory board that FIC had
expressed its concern to NBAC about the need for broad interna-
tional input on the issues NBAC was addressing in its report on in-
ternational research. He also told the board that FIC had been at-
tending NBAC meetings and had been asked to provide comments
on the issues to be addressed in the NBAC report.

National Institute of Allergy and Infectious Diseases. The NIAID
Division of AIDS Web page on “Ethical Issues in HIV Prevention
Trials” mentions that NBAC has developed guidelines for the ethical
conduct of U.S.-sponsored research in developing countries (The
NIAID Division of AIDS, n.d.). The Web page states that NBAC’s re-
port, along with several other sources of guidance, including the
Declaration of Helsinki, the Belmont Report, guidance from CIOMS,
WHO, and the Joint United Nations Programme on HIV/AIDS
(UNAIDS), and U.S. federal regulations, “provide the foundation
upon which DIADS-supported prevention trials are designed and
implemented.” The Web page also states that these sources of guid-
ance provide the basis for the choice of “control” interventions,
methods to ensure informed consent, benefits to research partici-
pants, and post-trial access to successful research products.



106 The National Bioethics Advisory Commission: Contributing to Public Policy

RESPONSE FROM PROFESSIONAL SOCIETIES,
ORGANIZATIONS, AND FOUNDATIONS

Several of the recommendations in the NBAC Ethical and Policy Is-
sues in International Research report are directed to all sponsors and
researchers of clinical trials in developing countries who are subject
to U.S. regulations. This includes not only research sponsored or
conducted by the federal government, but all research sponsored or
conducted by the private sector that is subject to regulation by the
FDA or other relevant federal agency. Therefore, the recommenda-
tions in the NBAC report are relevant to many of the U.S. sponsors
and researchers who perform clinical trials in developing countries.

A report by the AMA Council on Ethical and Judicial Affairs contains
a section on NBAC’s report and recommendations on international
research. Public Citizen, a national nonprofit “watchdog” group
(http://www.citizen.org/), followed NBAC’s deliberations quite
closely, providing commentary on the contents of the report and
writing letters to Harold Varmus, then director of NIH, and President
Clinton. In addition, NBAC’s report and recommendations on inter-
national research were mentioned in news articles in publications of
the AMA and AAAS. Details about the responses of these organiza-
tions to the NBAC report Ethical and Policy Issues in International
Research are provided next.

Response from the American Association for the
Advancement of Science

Two articles in the Professional Ethics Report, a publication of the
AAAS Scientific Freedom, Responsibility, and Law Program, dis-
cussed NBAC’s report and recommendations on international re-
search. The first of the two articles (“Human Trials Protected . . .,”
2000) featured NBAC’s draft report that had just been released. The
article highlighted several of NBAC’s draft recommendations, and
concluded by stating, “Although its guidelines may be influential,
NBAC does not have the authority to monitor trials.” The second ar-
ticle (“NBAC Issues Report . . .,” 2001) featured the release of NBAC’s
final Ethical and Policy Issues in International Research report. This
article also highlighted several of NBAC’s recommendations, and
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mentioned Public Citizen’s criticisms of the report (Public Citizen’s
response to NBAC’s report appears below).

Response from the American Medical Association

An article in the AMA’s American Medical News on February 12, 2001,
discussed NBAC’s report on international research, commenting that
NBAC’s recommendations “have the potential to significantly influ-
ence dialogue surrounding this issue here in the United States”
(“Standards for International . . .,” 2001). The article both praised and
criticized NBAC’s recommendation on standards for treating control
group participants. The article also pointed out that both the NBAC
report and the World Medical Association’s Declaration of Helsinki
(see http://www.wma.net/e/policy/17-c_e.html) contain language
ensuring that participants in developing countries are not only pro-
tected from harm, but actually benefit in some way from participat-
ing in research.

In a June 2001 report entitled Ethical Considerations in International
Research, the American Medical Association CEJA analyzed the ethi-
cal dilemmas U.S. physicians face in their participation in research
conducted in other countries (American Medical Association, 2001).
The CEJA report discussed the Ethical and Policy Issues in
International Research: Clinical Trials in Developing Countries re-
port, stating that “the extensive analysis of the Commission provides
a valuable contribution to understanding the ethical issues at stake
from a U.S. perspective.”

NBAC’s division of ethical requirements for the protection of human
research participants into substantive and procedural requirements
was highlighted by the CEJA report, along with several of NBAC’s
recommendations. In addition, the recommendations in the CEJA
report were very similar to the recommendations made by NBAC,
including choosing a scientifically sound research design; minimiz-
ing risk and maximizing benefits for research participants; involving
representatives of the host country; obtaining IRB approval; ensuring
voluntary informed consent; ensuring that the research is responsive
to the health needs of the host country; and encouraging research
sponsors to continue to provide beneficial study interventions to all
study participants at the conclusion of the study.
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Response from Public Citizen

Public Citizen’s interest in NBAC’s work on international research
stems from its involvement in publicizing the controversy over
clinical trials involving maternal-to-infant transmission of HIV in
developing countries. Public Citizen’s coverage of NBAC’s work and
its response to NBAC’s report and recommendations were extensive.

In April 1997, Public Citizen wrote to Donna Shalala, then secretary
of HHS, strongly urging that nine clinical trials, funded by NIH or
CDC, involving HIV-positive pregnant women in developing coun-
tries be changed so that all women in the study received an active
treatment instead of a placebo or other unproven treatment (Public
Citizen, 1997b). Public Citizen called it “highly unethical” to expose
large numbers of women to placebo or treatments not proven effec-
tive and to needlessly leave infants at risk of contracting HIV. In June
1997, Public Citizen wrote to President Clinton urging him to take ac-
tion by ordering changes in the clinical trials, or at least to refer this
“clearly urgent and controversial” matter to NBAC for review (Public
Citizen, 1997a).

In November 1999, Public Citizen wrote to Harold Varmus, then di-
rector of NIH, seeking clarification on NIH’s “position on future
studies of HIV-infected pregnant women.” This correspondence was
prompted by Dr. Jack Killen’s testimony at the September 16, 1999,
NBAC meeting about the acceptability of observational studies of
HIV-positive pregnant women in which the HIV transmission rate to
their offspring was determined without providing these women with
treatments known to be effective. Public Citizen urged Dr. Varmus
“to immediately and publicly dissociate [himself] from Dr. Killen’s
comments and clearly state that NIH is now opposed to all observa-
tional studies of perinatal HIV transmission and will not fund any
such studies.”

On February 22, 2001, Public Citizen wrote a letter to Tommy
Thompson, secretary of HHS, to object to the FDA’s consideration of
a placebo-controlled trial of a surfactant for premature infants with
Respiratory Distress Syndrome in Latin America, calling the pro-
posed trial “unethical” and “exploitive” (Public Citizen, 2001a). The
letter referenced NBAC’s draft report on international research
ethics, calling it “grossly deficient” for allowing an exception that
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would allow control groups in clinical trials to be given care that is
less than would be available under ideal circumstances. On April 30,
2001, upon release of NBAC’s final report to the public, Public Citizen
released a statement entitled “National Bioethics Advisory
Commission Report Dangerously Weakens International Protections:
Report Provides Less Protection for Participants in International Re-
search Than Declaration of Helsinki” (Public Citizen, 2001b). The
statement identified three critical areas in which NBAC’s recom-
mendations were “inadequate” and weaker than those required by
the Declaration of Helsinki: (1) treatment for patients during clinical
trials; (2) availability of treatment at trial completion; and (3) Ameri-
can ethical review of American research.1 The statement claimed
that NBAC’s report would “put the U.S. in the unenviable position of
endorsing ethics standards for American researchers that are lower
than those required by the World Medical Association’s Declaration
of Helsinki.”

Not all of Public Citizen’s comments about the NBAC report Ethical
and Policy Issues in International Research were negative. In a July 13,
2001, letter to Dr. Jack Bryant, president of CIOMS, Public Citizen
referenced NBAC’s report several times to support its criticism of a
draft of the CIOMS International Ethical Guidelines for Biomedical
Research Involving Human Subjects. For example, Public Citizen
pointed to NBAC’s conclusion that it is not permissible to use a
placebo control for the study of a life-threatening disease for which
an established, effective treatment exists.

INTERNATIONAL RESPONSE

The NBAC report Ethical and Policy Issues in International Research:
Clinical Trials in Developing Countries did not specifically make any
recommendations directed to other countries or international orga-
nizations. However, it did make recommendations to U.S. sponsors
and researchers about enhancing research collaborations between
developing and developed countries by (1) building host country ca-

______________
1Public Citizen had previously stated its disappointment with NBAC’s recommenda-
tions on the requirement for ethical review by an ethics review board in the host coun-
try and by a U.S. IRB. The statement was made in a letter to Harold T. Shapiro, chair-
man of NBAC, on December 6, 2000 (Public Citizen, 2000).
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pacity to review and conduct clinical trials, (2) involving community
representatives in the design and implementation of clinical trials in
developing countries, and (3) sponsoring workshops at which inter-
national researchers can share their knowledge about the informed
consent process.

The UK’s Nuffield Council on Bioethics discussed NBAC’s work on
clinical trials research in developing countries at some of its meet-
ings, and presentations on studies commissioned by NBAC as part of
its report on international research were made at the first and second
meetings of the Global Forum for Bioethics in Research. Details on
these two international responses to the NBAC Ethical and Policy
Issues in International Research report are provided next.

Response from the United Kingdom

NBAC’s work and its draft report on clinical trials research in devel-
oping countries were mentioned at meetings of the Nuffield Council
on Bioethics and at meetings of the council’s Working Party on the
Ethics of Healthcare-Related Research in Developing Countries
(Nuffield Council on Bioethics, 2000a and 2001). At one of the
Nuffield Council meetings, it was suggested that there was the pos-
sibility of teaming with NBAC to hold Working Party meetings in
countries besides the UK and United States.

Response from the Global Forum for Bioethics in Research

The Global Forum for Bioethics in Research brings together individ-
uals involved in medical research in developing countries to share
their views with each other and with organizations that support
clinical research. The Global Forum is an ongoing enterprise de-
signed to examine the challenges that arise from cross-cultural re-
search, and to provide guidance for improving institutional capabili-
ties in bioethics in developing countries.

At the first Global Forum in November 1999 in Bethesda, Maryland,
which was cosponsored by the NIH, WHO, and the Pan American
Health Organization, Dr. Jeremy Sugarman spoke about his study
that was commissioned by NABC on international perspectives on
protecting human research participants. At the second meeting in
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October 2000 in Bangkok, Thailand, which was cosponsored by
WHO, NIH, the United Kingdom’s Medical Research Council, the
South African Medical Research Council, and other international
agencies, Dr. Adnan Hyder spoke about a survey commissioned by
NBAC that examined the attitudes and experiences of investigators
from developing countries regarding human subjects regulations in
the United States. At both meetings, the majority of those in atten-
dance were from developing countries.
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Chapter Eight

RESPONSE TO THE ETHICAL AND POLICY ISSUES
IN RESEARCH INVOLVING HUMAN

PARTICIPANTS REPORT

While most research involving human participants has been con-
ducted ethically and has resulted in great benefits to society, some
regrettable abuses involving research participants have occurred in
the past. A number of well-publicized studies, such as the Tuskegee
Study of Untreated Syphilis in the Negro Male,1 experiments with
hepatitis at the Willowbrook State School for the Retarded,2 and
federally sponsored studies of ionizing radiation on humans,3 have
led to a certain amount of distrust toward researchers.

On May 16, 1997, President Clinton, on behalf of the United States,
formally apologized to the participants in the Tuskegee Syphilis
Study and their families, stating that “all our people must be assured
that their rights and dignity will be respected as new drugs, treat-
ments, and therapies are tested and used” (“Remarks by the Presi-
dent . . .,” 1997). The next day, at an NBAC meeting in Arlington, Vir-
ginia, NBAC unanimously resolved, “No person in the United States

______________
1The study, conducted by the U.S. Public Health Service to examine the natural course
of untreated syphilis in African-American men, began in 1932 and continued until
1972, almost 30 years after penicillin was discovered as a cure for syphilis. The subjects
were all impoverished sharecroppers from Tuskegee in Macon County, Alabama. They
were unknowing participants in the study, they were not told that they had syphilis,
nor were they offered effective treatment.
2These experiments, which were conducted during the 1950s at the Willowbrook
School in New York, involved injecting a mild strain of the hepatitis virus into children
at the time of admission to the school. Although parental consent was obtained, ques-
tions were raised about whether that consent was truly voluntary.
3Most of these experiments were conducted between 1944 and 1974 in numerous
places by the Department of Energy (in more than 400 human radiation experiments),
the Department of Defense, and several other agencies.
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should be enrolled in research without the twin protections of in-
formed consent by an authorized person and independent review of
the risks and benefits of the research.”

Many of the components of today’s system of oversight for the pro-
tection of research participants arose in response to ethical lapses
and abuses in the research system. The concept of informed consent
was originally established by the Nuremberg Code in response to
atrocities committed by Nazi physicians in World War II. The first
principle of the Nuremberg Code states that “the voluntary consent
of the human subjects is absolutely essential” (United States v. Karl
Brandt et al., 1949).

The requirement for independent review of research by a committee
composed of the investigators’ “institutional associates” (i.e., an
Institutional Review Board) was established by the Public Health
Service (PHS) in its “Policy for Clinical Investigators with Human
Subjects” (Public Health Service, 1966, pp. 475–476). The PHS policy
was implemented in response to newspaper accounts of an NIH-
funded study in the early 1960s at the Brooklyn Jewish Chronic
Disease Hospital in which investigators had injected cancerous cells
into elderly patients.4

The Belmont Report, written by the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Re-
search (National Commission), identified three fundamental ethical
principles applicable to research with human participants—respect
for persons, beneficence,5 and justice—which, respectively, provide
the ethical rationale for the requirements of informed consent,
assessment of risk and potential benefits, and selection of research
participants (National Commission . . . , 1979).

______________
4This case came to light in 1964 when newspapers began to describe the study. In
1965, the board of directors of the Jewish Chronic Disease Hospital brought a lawsuit
against the hospital to have access to records of 22 patients who received injections of
suspensions of cultures of human cancer tissue. The investigators claimed to have ob-
tained informed consent from the patients; however, many of the patients were inca-
pacitated or did not speak English, and those who were able to give consent were not
told that the cells were cancerous.
5The National Commission used the term “beneficence” to mean the obligation to do
no harm and to maximize possible benefits.
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Recommendations in the first and second biennial reports of the
President’s Commission for the Study of Ethical Problems in
Medicine and Biomedical and Behavioral Research (President’s
Commission) established the basis of the Common Rule, the core
component of the federal research oversight system (President’s
Commission . . ., 1981 and 1983). The Common Rule applies to all re-
search involving human participants “conducted, supported or oth-
erwise subject to regulation by any federal department or agency
which takes appropriate administrative action to make this policy
applicable to such research.”

Executive Order 12975 of October 3, 1995, which established NBAC,
required that each federal department and agency “that conducts,
supports, or regulates research involving human subjects shall
promptly review the protections of the rights and welfare of human
research subjects that are afforded by the department’s or agency’s
existing policies and procedures” and report the results of their re-
view to NBAC. In 1996, federal departments and agencies began re-
sponding to NBAC’s request for information by reporting on their
current protections, and by evaluating those protections and taking
steps to strengthen them.

Based on the agency reports and its own examination of the issues,
NBAC concluded that the Common Rule “has significantly reduced,
but not eliminated, the possibility for harm” to research participants.
Consequently, in May 1999, NBAC wrote to President Clinton indi-
cating several areas of concern with the current federal system for
the protection of human research participants. Of primary concern
to NBAC was the finding that federal protections for people serving
as participants in research did not yet extend to all Americans. In
particular, there are significant sectors of privately funded research
that are not governed by either state or federal law. In addition,
NBAC found that the interpretation and implementation of the
Common Rule was confusing or unnecessarily burdensome for many
federal agencies.

In October 1999, the White House asked NBAC to undertake a thor-
ough examination of the federal system of protections for human re-
search participants. Specifically, NBAC was asked to assess the ade-
quacy of the current federal system of protections, review relevant
statutes and regulations with particular attention to the effectiveness
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of the Common Rule and its applicability to the full range of govern-
ment-sponsored research activities involving human research partic-
ipants, and examine the strengths and weaknesses of the infrastruc-
ture responsible for ensuring the entire system’s integrity.

On December 19, 2000, NBAC released a draft report on research in-
volving human participants for public comment and received 214 re-
sponses. In May 2001, NBAC finalized its recommendations and on
August 20, 2001, issued its final report on the subject, Ethical and
Policy Issues in Research Involving Human Participants. The report
contained 30 recommendations proposing  a new oversight system
that would protect all research participants while encouraging ethi-
cally sound research and supporting the continued advancement of
science.

Specifically, NBAC concluded that the federal oversight system
should protect the rights and welfare of human research partici-
pants, regardless of whether the research is publicly or privately
funded, and further recommended that legislation should be enacted
to provide such protection. NBAC recommended that there be a uni-
fied and comprehensive federal policy embodied in a single set of
regulations and guidance, and called for legislation to create a single,
independent federal office responsible for the oversight of human re-
search participants. Other recommendations addressed verification
of compliance, certification and accreditation, conflicts of interest,
IRB membership, informed consent, continuing review, adverse
event reporting, review of minimal risk research, and compensation
for research-related injuries.

GOVERNMENT RESPONSE

Of the 30 recommendations that NBAC made in Ethical and Policy Is-
sues in Research Involving Human Participants, 24 were directed to
Congress or the federal government, or recommended changes to
federal policy. NBAC specifically called for federal legislation to be
enacted to extend the federal oversight of human research to protect
participants in all research, whether publicly or privately funded, and
to create a new federal office to oversee the protection of all research
participants (Recommendations 2.1 and 2.2, respectively). NBAC also
recommended that a unified, comprehensive federal policy embod-
ied in a single set of regulations and guidance be created to govern all
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types of research involving human participants (Recommendation
2.3), and made 16 other recommendations that laid out specific
changes that needed to be made in the federal policy for the protec-
tion of human research participants.

NBAC’s examination of the oversight system for the protection of
people serving as participants in research received attention from
the Congress, DHHS, NIH, and the Veterans Health Administration
(VHA). Legislation was introduced in Congress that was consistent
with NBAC’s recommendation for one set of regulations governing
research involving human participants, and included a permanent
authorization for NBAC. In addition, NBAC commissioners and
others discussed NBAC’s work on research involving human research
participants several times in congressional testimony. References to
NBAC’s analysis of the relocation of OPRR from NIH to the Office of
the Secretary at DHHS were made in a 1999 report (discussed later in
this chapter) to the NIH Advisory Committee to the Director (ACD)
and by the acting NIH director at an Association of American
Medical Colleges annual meeting (also discussed later). Federal
legislation, congressional testimony, guidelines, policy statements,
and other such documents that refer to NBAC’s work on research
involving human participants are detailed next.

Response from Congress

Legislative Action. The Human Research Subject Protections Act of
2000, H.R. 4605, was introduced on June 8, 2000, by Representative
Diana DeGette (D-Colo.). The bill was referred to the House Com-
merce Committee and had 11 cosponsors, including Representative
Henry Waxman (D-Calif.) and Representative John Mica (R-Fla.). The
bill applied the Common Rule to all research regardless of the fund-
ing source, and established a single oversight office for the protection
of human research participants within DHHS. This bill was consis-
tent with NBAC’s recommendations for a single set of regulations
governing research involving human participants that is promul-
gated and interpreted by a single independent federal office. The bill
cited NBAC’s findings that federal regulations do not contain ade-
quate protections for certain vulnerable populations and do not ade-
quately address the research use of human biological materials. The
bill also included a permanent authorization for NBAC. The bill was
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endorsed by the American Association of Medical Colleges, the
National Organization for Rare Diseases, and the Citizens for
Responsible Care & Research.

At a September 26 markup (when proposed legislation is debated
and amended) of H.R. 1798, the “Clinical Research Enhancement
Act,” Representative DeGette offered H.R. 4605 as an amendment.
Objections were raised to the amendment, and the amendment was
withdrawn. On July 25, 2001, DeGette and Representative Jim
Greenwood (R-Pa.) announced their intention to introduce an
updated version of H.R. 4605 in September of that year. A “Dear Col-
league” letter circulated by Representatives DeGette and Greenwood
stated that the updated bill adopts several of NBAC’s recommenda-
tions, including the establishment of regulatory oversight commen-
surate with the level of research risk, strengthening the conflicts of
interest provisions, tightening monitoring requirements of ongoing
research projects, and strengthening the IRB system.

Congressional Testimony. A May 3, 2000, hearing by the House
Subcommittee on Criminal Justice, Drug Policy, and Human
Resources focused on an April 2000 report from Office of the
Inspector General (OIG), DHHS. The report, entitled Protecting
Human Research Subjects: Status of Recommendations, detailed the
status of human research recommendations made by the OIG in
1998 (see the subsection below describing the response from the
DHHS). George Grob, OIG deputy inspector general for Evaluations
and Inspections, and Dr. William Raub, deputy assistant secretary for
Science Policy, DHHS, testified at the hearing. Both referred to
NBAC’s Ethical and Policy Issues in Research Involving Human
Participants report in their written statements but not in their oral
remarks. Grob reviewed the findings of the IOG’s April 2000 report
and indicated that while there had been a substantial increase in the
enforcement of federal protections of research participants, few of
the recommended reforms in the 1998 report had been enacted.
Raub testified that the contents of the OIG report created some
concern for DHHS, but he also noted that the report did not reveal
much evidence of actual harm to research participants.

The House Subcommittee on Oversight and Investigations of the
House Committee on Veterans Affairs had a hearing on medical re-
search involving human participants at the Department of Veterans
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Affairs on September 28, 2000. Greg Koski, M.D., director of OHRP,
testified that the report by the OIG in 1998 raised many basic issues
of protection of human participants, and he said that OHRP en-
dorsed the report and would act on its recommendations. Dr. Koski
proposed that there should be protections in place for all research
involving human participants, including certification of individual
investigators, accreditation of IRBs, and issuance of assurances.
There was no mention of NBAC in his oral presentation, although his
written statement noted NBAC’s Ethical and Policy Issues in Research
Involving Human Participants report. His statement noted that the
Institute of Medicine would be asked to conduct a study of the sys-
tem for protection of human participants in research to determine
the extent to which the system addresses issues raised by the OIG
and by the recommendations in NBAC’s report.

Eric Meslin, then NBAC executive director, testified before the
Subcommittee on Human Resources of the Committee on Govern-
ment Reform and Oversight, U.S. House of Representatives, on June
11, 1998. Dr. Meslin testified about NBAC’s work on issues in re-
search involving human participants, including research involving
persons with mental disorders that may affect their decisionmaking
capacity and research involving human biological materials. He also
mentioned that NBAC would address issues in international re-
search, specifically the rules that ought to apply when the United
States conducts or supports research in other countries. Finally, he
described NBAC’s planned comprehensive assessment of the federal
system of oversight of protections for human research participants,
indicating that, at the time, NBAC had begun its work on this subject
by conducting a survey of federal agencies to determine their imple-
mentation of the Common Rule.

In the capacity of president of The Hastings Center, a research insti-
tute that focuses on issues in health care, biotechnology, and the
environment, NBAC commissioner Thomas Murray testified at the
Senate Public Health Subcommittee’s second hearing on gene
transfer research on May 25, 2000. Murray discussed the work pres-
sures on IRBs, conflicts of interest in clinical research, and the need
for coordination between NIH and FDA for the review of gene trans-
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fer research and adverse event reporting.6 In responding to ques-
tions, Murray described NBAC’s report on oversight of research in-
volving human participants and discussed NBAC’s proposed model
of designating one federal office with primary authority over research
involving human participants. He also proposed that there be in-
creased research into the informed consent process and what partic-
ipants actually learn from it. Dr. Raub also testified at the hearing
and mentioned the NBAC report on research involving human
participants during the hearing’s question-and-answer period.

On October 16, 2001, NBAC commissioner Alexander Capron testi-
fied on behalf of NBAC about the commission’s Ethical and Policy
Issues in Research Involving Human Participants report before the
Senate Public Health Subcommittee. Capron discussed several of
NBAC’s recommendations and highlighted two as being the most
important: (1) the recommendation for a unified and comprehensive
federal policy “embodied in a single set of regulations and guidance”
that would apply to all types of research involving human partici-
pants, and (2) the recommendation for legislation to create a single,
independent federal office responsible for the oversight of human re-
search participants.

Response from the Department of Health and Human
Services

Following President Clinton’s formal apology on behalf of the United
States to the participants of the Tuskegee Syphilis Study and their
families, he directed DHHS “to identify strategies to improve the
participation of communities, especially minority communities, in
research and to build trust between researchers and communities.”
Building Community Partnerships in Research, prepared by a steer-
ing committee composed of the CDC, NIH, FDA, HRSA, IHS, and
Substance Abuse and Mental Health Services Administration, is
DHHS’s response to the president’s request (Centers for Disease

______________
6While NBAC did not prepare a report specifically on gene transfer research, it did
hear testimony at the March 1, 2000, NBAC commissioners’ meeting from the NIH and
FDA on how those agencies have dealt with reported problems associated with gene
transfer clinical trials. The testimony was requested by NBAC as part of its delibera-
tions on the oversight system for the protection of research participants.
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Control and Prevention et al., 1998). The purpose of the steering
committee report is to provide “a framework through which Federal
health agencies can establish an ethical basis for community-based
research, enhance scientific and public credibility, and provide
mechanisms to help build trust in health research.” The report men-
tions that NBAC was created to review current regulations, policies,
and procedures that ensure the protection of research participants.

In June 1998, the OIG issued a report entitled Institutional Review
Boards: A Time for Reform that warned that the effectiveness of IRBs
was in jeopardy and called for widespread reform of IRBs (Office of
the Inspector General, 1998). In April 2000, the OIG issued Protecting
Human Research Subjects: Status of Recommendation, which pro-
vided an update of NIH and FDA responses to recommendations in
the June 1998 OIG report (Office of the Inspector General, 2000). This
update mentioned NBAC’s continued work on protections for hu-
man research participants and urged OHRP to pay close attention to
NBAC’s forthcoming recommendations. In the April 2000 report, the
OIG found that while there had been a “substantial increase in the
enforcement of Federal human-subject protection requirements,”
few of the recommended reforms detailed in the June 1998 report
had been enacted. Furthermore, many of the OIG’s recommenda-
tions to DHHS called for changes in the Common Rule, but because
any change to the Common Rule requires the concurrence of all 17
federal agencies that are signatories to it, the OIG concluded that
timely implementation of these recommendations was not possible.

Response from the Centers for Disease Control and
Prevention

In a news update issued on February 7, 2001, the CDC National
Center for HIV, STD (sexually transmitted disease), and TB (tuber-
culosis) Prevention (NCHSTP) issued a memo alerting its partners to
the release of NBAC’s draft report on oversight of research involving
human participants (“NBAC Draft Oversight Report/ . . .,” 2001). The
“partners” are those with whom the NCHSTP collaborates in re-
search, those who represent groups who may participate in NCHSTP
research, or those who may otherwise be interested in the protection
of research participants. The memo summarized NBAC’s key rec-
ommendations. It also mentioned that NBAC’s report “comes at a
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time of increased Congressional scrutiny of and public concern over
research practices,” and that “NBAC’s recommendations are likely to
influence Congressional response on this topic.”

Response from the National Institutes of Health

A June 3, 1999, report to the NIH ACD from the Office for Protection
from Research Risks Review Panel recommended that the OPRR
should be administratively relocated from within NIH to the Office of
the Secretary of HHS (Office for Protection from Research Risks,
1999). In a commentary accompanying the OPRR Review Panel’s
recommendation to relocate OPRR from within NIH, the review
panel explains that commissioned papers prepared for NBAC had
previously found that, because it is part of the NIH and because it
reports to supervisors within the NIH, the OPRR was not perceived as
an independent office and this situation raised concerns about
conflicts of interest. The review panel concluded that “relocating
OPRR was the only way to address these perceptions and concerns
and to ensure OPRR’s independence and maximize its effectiveness.”
HHS Secretary Donna Shalala accepted the recommendations of the
panel and decided that the office would report to the Assistant
Secretary of Health. DHHS officials also decided to assign the OPRR
duties related to the protection of human research participants to a
new entity called the Office for Human Research Protections (OHRP)
while keeping the animal protection duties at the NIH. (In May 2000,
DHHS announced a reorganization of OPRR, and in June 2000, OPRR
became OHRP.)

In a speech entitled “NIH and the Academic Research Community:
Partnership for Clinical Trials” at the Association of American Medi-
cal Colleges Grand Annual Meeting on May 7, 2000, Ruth Kirschstein,
M.D., then acting director of the NIH, discussed the elevation of
OPRR from the NIH to the Office of Public Health and Science within
the Office of the Secretary at DHHS and its new name, the Office for
Human Research Protections (Kirschstein, 2000). Dr. Kirschstein
mentioned that this action was recommended in a study by the NIH
ACD and in an independent analysis by NBAC.

NBAC’s work on the oversight of research involving human partici-
pants was mentioned at several COPR meetings and a meeting of the
Human Subjects Research Advisory Committee (HSRAC) to OHSR at
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NIH. At the April 6–7, 2000, COPR meeting, Gary Ellis, then director
of OPRR, discussed the protection of human research participants
and highlighted NBAC’s 1997 recommendation for universal
protections for research participants, regardless of whether the
research was federally funded or regulated by FDA (NIH Director’s
Council . . ., 2000a). At the October 31-November 1, 2000, COPR
meeting, Thomas Murray, then an NBAC Commissioner, provided an
update on NBAC’s work on the oversight of research involving
human participants (NIH Director’s Council . . ., 2000b).

At the May 1, 2001, COPR meeting, the COPR Human Research Pro-
tections Working Group reviewed federal administrative activities
and programs throughout HHS that are relevant to the protection of
human research participants, and highlighted NBAC’s upcoming re-
port on the subject (NIH Director’s Council . . ., 2001). NBAC’s draft
recommendations for a national system of oversight for the protec-
tion of human research participants and for the composition of IRB
members were mentioned during a discussion about OHRP’s new
guidelines entitled “Federalwide Assurance of Protection for Human
Subjects” at the January 12, 2001, HSRAC meeting (“Assurance of
Protection . . .,” 2001).

Response from the Veterans Health Administration

The Veterans Health Administration National Center for Ethics is the
VHA’s primary office for addressing ethical issues associated with
patient care, health care management, and research. An article enti-
tled “National Bioethics Advisory Commission (NBAC) Scrutinizes
Current System for Protecting Research Subjects” in the “National
Ethics News” of the Winter 2001 edition of news@vhaethics, the Na-
tional Center for Ethics newsletter, described NBAC’s draft report
and recommendations on the oversight of research involving human
participants (“National Bioethics Advisory Commission . . .,” 2001).
The article also notified readers that NBAC was seeking public com-
ments on the draft report and directed them to NBAC’s Web site for
further information.
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RESPONSE FROM PROFESSIONAL SOCIETIES,
ORGANIZATIONS, AND FOUNDATIONS

In its report Ethical and Policy Issues in Research Involving Human
Participants, NBAC recognized that professional organizations have
an important role to play in the protection of human research partic-
ipants, especially in the area of research ethics education. NBAC
made recommendations that direct the federal government to coop-
erate with professional societies on education related to protecting
human research participants, and also to cooperate with professional
societies on discussions and research on emerging human research
protection issues (Recommendations 3.2 and 7.2, respectively).
NBAC concluded that “it is time to encourage and foster the
participation of groups often overlooked in the protection of re-
search participants, including professional organizations, journal
editors, and patient advocacy groups.”

The Alliance for Human Research Protection (AHRP) supported
NBAC’s recommendations on risk assessment in a letter to the FDA
about safeguards for children in clinical trials, which is discussed
next. The AAAS, AMA, and AAMC have mentioned NBAC’s work on
the protection of human research participants in their newsletters.
Details about the responses of these organizations to the Ethical and
Policy Issues in Research Involving Human Participants report follow.

Response from the Alliance for Human Research Protection

AHRP commented on the FDA Interim Rule “Additional Safeguards
for Children in Clinical Investigations of FDA-Regulated Products” in
an August 6, 2001, letter to the acting commissioner of FDA (Alliance
for Human Research Protection, 2001). AHRP supported the FDA’s
decision to bring FDA regulations into compliance with the Chil-
dren’s Health Act of 2000 by adopting Subpart D of 45 CFR 46, which
provides additional protections for children involved in research.
AHRP also supported the FDA’s exclusion of Section 46.408 (c),
which allows waiver of parental or guardian permission by IRBs un-
der certain circumstances, based on the conclusion that the waiver is
not permitted under FDA law. In its comments to the FDA, AHRP re-
ferred to NBAC’s Ethical and Policy Issues in Research Involving Hu-
man Participants report. Specifically, AHRP stated that NBAC’s rec-
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ommendations on risk assessment would “improve research safe-
guards for adults and children,” and that NBAC’s recommended
framework for analyzing risk was “scientifically sound.” AHRP also
stated that NBAC’s recommendation for review of very high-risk re-
search by a national review panel “serves the public interest and
should be adopted.”

Response from the American Association for the
Advancement of Science

AAAS Report XXVI: Research and Development FY 2002 mentions
some of NBAC’s recommendations on the oversight of research
involving human participants. The report’s chapter on “Political and
Policy Context for the FY 2002 Budget” (Nelson and Cooper, 2001)
predicted that Congress and the administration may decide to
change the way the federal government oversees the protection of
participants in research after the publicity surrounding the 1999
death of a participant in a gene transfer clinical trial. The chapter
also highlights two of NBAC’s main recommendations—specifically,
to extend protections to research participants in all research,
whether federally or privately funded, and to establish a single,
independent office for the oversight of research involving human
participants.

In June 2001, the Center for Science, Technology, and Congress at
AAAS published an article in its newsletter, Science & Technology in
Congress, about the publication of NBAC’s recommendations on the
protection of human research participants (“NBAC Proposes . . .,”
2001). The article highlighted NBAC’s key recommendation that the
federal oversight system should protect all research participants, re-
gardless of whether the research is publicly or privately funded, and
that federal legislation should be enacted to provide such protection.
The article also discussed several of NBAC’s other recommendations,
including enacting a comprehensive federal policy for protecting re-
search participants, establishing a single, independent oversight of-
fice, improving IRB review, and managing conflicts of interest.
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Response from the American Medical Association

Two articles in the AMA’s American Medical News mentioned
NBAC’s work on the oversight of research involving human partici-
pants. The first article, in the July 10/17, 2000, issue (Foubister, 2000),
discussed two of the ethical concerns associated with clinical trials—
a physician serving as both the doctor of a patient and as an investi-
gator of a clinical trial involving that patient, and sponsors of clinical
trials making payments to physicians for enrolling patients in clinical
trials. The article mentioned that NBAC planned to release a report
on the protection of human research participants by the end of that
year. The second article, in the February 19, 2001, issue, focused
specifically on NBAC’s draft report on the oversight of research in-
volving human participants (Foubister, 2001). The article quoted
several individuals who had criticized the report and indicated that
there was little support for NBAC’s recommendations on creating a
new independent federal agency to promulgate a new set of
regulations to govern this research.

Response from the Association of American Medical Colleges

In the AAMC Washington Highlights weekly news bulletin, the AAMC
reported on two of NBAC’s meetings on research involving human
participants. The April 14, 2000, issue summarized NBAC’s April 6–7,
2000, meeting during which the expansion of IRB regulations was
discussed (“NBAC Considers . . .,” 2000). The July 21, 2000, issue
summarized NBAC’s July 10–11, 2000, meeting during which NBAC
heard from six panels that discussed their perspectives on research
involving human participants (“NBAC Continues . . .,” 2000).

INTERNATIONAL RESPONSE

Although the NBAC report Ethical and Policy Issues in Research In-
volving Human Participants strictly addresses the oversight system
for the protection of research participants in the United States, its
policy recommendations may be relevant to the protection of re-
search participants in other countries. In this regard, it is interesting
to note that Canada’s Centre on Governance mentioned NBAC’s
work in its study of Canada’s system of governance for research in-
volving humans.
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Canada

The Governance of Health Research Involving Human Subjects, a re-
port of the Centre on Governance of the University of Ottawa (Centre
on Governance, 2000), was written in response to a request from the
Law Commission of Canada for the center to conduct a study of the
current governance process for research involving humans, as estab-
lished by the “Tri-Council Policy Statement: Ethical Conduct for Re-
search Involving Humans.”7 The report mentions NBAC within the
context of an historical background on the protection of research
participants in the United States. The Centre on Governance rec-
ommended that the Tri-Council Policy Statement should become the
“gold standard” for all research in Canada, governing not only re-
search conducted by universities, but also research performed by the
government, nonprofit groups, and the private sector.

______________
7The Tri-Council Policy Statement is a statement from three major research granting
agencies in Canada—the Medical Research Council, the Natural Science and Engi-
neering Council, and the Social Sciences and Humanities Research Council.
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Chapter Nine

SUMMARY

The National Bioethics Advisory Commission was established by
President Clinton in October 1995, and the commission met for the
first time one year later on October 4, 1996. Its charter expired on
October 3, 2001. During its tenure, NBAC submitted six major reports
to the president, which collectively contained 120 recommendations
on improving the protection of human research participants while
supporting the continued advancement of science and promoting
ethically sound research. These reports and the recommendations
they contain have informed the United States and foreign govern-
ments, international groups, the research community, and the public
about several complex bioethical issues. Those issues include
cloning of human beings, research involving persons with mental
disorders that may affect decisionmaking capacity, research with
human biological materials, embryonic stem cell research, U.S.-
sponsored clinical trials in developing countries, and the protection
of all human participants in research.

NBAC’s contribution to the public policy process was multifaceted.
Each of NBAC’s reports synthesized a substantial body of informa-
tion and provided analysis of some very important and quite con-
tentious issues. NBAC’s in-depth examination of the scientific, legal,
and ethical questions surrounding each issue it addressed led to the
formulation of reasoned recommendations for action on these is-
sues. And while not everyone agreed with the recommendations that
NBAC made, the commission’s reports did provide useful informa-
tion and clarification of pertinent issues for those who may not have
agreed with the commission’s conclusions.
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Responses to NBAC’s work varied widely, from a passing mention of
NBAC or its work to thoughtful consideration of NBAC’s analyses and
recommendations, and from partial or complete acceptance of the
recommendations and their incorporation into policy to outright re-
jection of them. However, because much of NBAC’s contribution to
the policymaking process was to inform public discussion and de-
bate of the issues it addressed, acceptance of NBAC’s recommenda-
tions is not a full measure of the commission’s contribution to public
policy. In addition, this aspect of NBAC’s contribution to the policy-
making process is not easily measured.

There is ample evidence that NBAC’s work has stimulated discussion
and has informed the public policy debate on bioethical issues in this
country and elsewhere. As of this writing, no federal or state legisla-
tion has been passed that is based on any of NBAC’s recommenda-
tions. However, the government agencies responsible for a major
portion of federally funded research involving human participants—
the NIH, FDA, and CDC—have adopted several of NBAC’s recom-
mendations and have issued guidelines for researchers to follow
based on those recommendations. There is also evidence that pro-
fessional societies have taken note of NBAC’s recommendations—
they have released policy statements, issued guidance, and devel-
oped educational materials for their members to consider based on
NBAC’s reports and recommendations. Finally, it is clear that other
countries and international organizations have been informed by
NBAC’s reports and recommendations, given that they have cited the
commission’s work in various publications and have endorsed some
of its recommendations.

Clearly, NBAC has increased the awareness of U.S. and foreign gov-
ernments, international groups, the research community, and the
public about complex bioethical issues, thereby helping to provide a
forum for public debate of those issues. Furthermore, recommenda-
tions stemming from NBAC’s work have been incorporated into the
U.S. system of oversight for the protection of human research partic-
ipants.

The two NBAC reports that received the most attention were Cloning
Human Beings and Ethical Issues in Human Stem Cell Research.
These two reports prompted responses from the President of the
United States, Congress, federal agencies, professional societies,
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other countries, and international organizations. The topics of these
reports, cloning and stem cell research, are highly controversial areas
of science that have been extensively covered in the media and con-
tinue to be debated today by the President, Congress, the President’s
Council on Bioethics, and many others.

Although the response to the NBAC reports Research Involving Per-
sons with Mental Disorders That May Affect Decisionmaking Capacity
and Research Involving Human Biological Materials was not as ex-
tensive as the response to the NBAC reports on cloning and human
stem cell research, they nevertheless received a fair amount of atten-
tion, especially from the NIH. Both of the reports also prompted re-
sponses from Congress and professional societies. It is interesting to
note that both reports also prompted responses from state govern-
ments. And while Research Involving Human Biological Materials did
receive some attention from the international community, no men-
tion of the Research Involving Persons with Mental Disorders That
May Affect Decisionmaking Capacity report was found in the regula-
tions, guidance, policy statements, or documents of other countries
or international organizations.

The response to NBAC’s last two reports, Ethical and Policy Issues in
International Research: Clinical Trials in Developing Countries and
Ethical and Policy Issues in Research Involving Human Participants,
was more limited than the response to the other four reports issued
by NBAC. This may be due, in part, to their late release dates, which
did not provide adequate time for thorough consideration by inter-
ested parties. In addition, these reports were issued shortly before
the expiration of NBAC’s charter and the establishment of President
Bush’s new President’s Council on Bioethics, which may have atten-
uated the response to these two reports.

The NBAC report Ethical and Policy Issues in International Research
by far received the least response from Congress, federal agencies,
professional societies, other countries, and international organiza-
tions. However, NBAC’s last report, Ethical and Policy Issues in Re-
search Involving Human Participants, received more attention than
would be expected given that it was released just six weeks prior to
the expiration of the commission.
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The greater-than-expected response to Ethical and Policy Issues in
Research Involving Human Participants can be attributed to several
factors:

• First, NBAC’s charter laid the foundation for that report, stating
“[a]s a first priority, NBAC shall direct its attention to considera-
tion of protection of the rights and welfare of human research
subjects.” The other five reports that NBAC issued focused on
different aspects of research involving human participants.

• Second, much of the attention the report received can be at-
tributed to the fact that NBAC started preliminary work on the
report soon after the commission was convened in the fall of
1996. One of the first things that NBAC did was to request that all
relevant federal agencies report to NBAC on their current pro-
tections for human research participants. A letter conveying
NBAC’s preliminary findings about the federal system for pro-
tecting human research participants was sent to the president in
May 1999.

• Third, in October 1999, Dr. Neal Lane, then assistant to the
president for science and technology, formally requested that
NBAC examine the adequacy of the current system for the pro-
tection of human research participants.

• Finally, NBAC commissioners and staff increased the visibility of
the Ethical and Policy Issues in Research Involving Human
Participants report by informing legislators, key agency person-
nel, and relevant professional societies about its recommenda-
tions long before the final report was issued.

Not all of the responses to NBAC’s reports and recommendations
were favorable. In fact, some of the reports were highly criticized for
their narrow scope and for their recommendations that called for a
cumbersome regulatory framework. And some of NBAC’s recom-
mendations raised concerns that they were impractical and would
impede research, while other recommendations were criticized for
not being restrictive enough.

Whether or not a commission’s recommendations are implemented
depends in part on how they are formulated and to whom they are
targeted. NBAC took this into account when it was formulating its
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recommendations, carefully considering the types of policy changes
it recommended (e.g., legislation, regulation, guidance, education)
and to whom they were directed (e.g., Congress, federal agencies,
professional societies, the private sector). For example:

• In both Cloning Human Beings and Ethical and Policy Issues in
Research Involving Human Participants, NBAC recommended
that Congress should enact legislation.

• In Research Involving Persons with Mental Disorders That May
Affect Decisionmaking Capacity, NBAC recommended that the
states should enact legislation.

• In Cloning Human Beings, NBAC recommended that the U.S.
government should cooperate with other nations and interna-
tional organizations on their respective policies regarding
cloning of human beings.

• In Ethical and Policy Issues in International Research: Clinical
Trials in Developing Countries, NBAC recommended that the
FDA should not accept data obtained from research that does
not provide the substantive ethical protections outlined in the
report.

• In Ethical and Policy Issues in Research Involving Human Partici-
pants, NBAC recommended that the federal government issue
guidance on both research with vulnerable populations and in-
formed consent.

• In Research Involving Persons with Mental Disorders That May
Affect Decisionmaking Capacity, Research Involving Human Bio-
logical Materials: Ethical Issues and Policy Guidance, and Ethical
and Policy Issues in Research Involving Human Participants,
NBAC recommended that professional societies should develop
ethics training for investigators.

• In Cloning Human Beings, NBAC recommended that federal
agencies should support public education on the ethical and so-
cial implications of biomedical research.

• In Cloning Human Beings and Ethical Issues in Human Stem Cell
Research, NBAC recommended that the private sector voluntarily
comply with NBAC’s recommendations and the ethical princi-
ples underlying them.
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As mentioned earlier, the response to NBAC’s six reports has varied
from a passing mention of the commission’s work to the issuance of
guidance by federal agencies. Although no federal or state legislation
has been signed into law on the basis of NBAC’s recommendations,
federal and state bills based on the recommendations have been in-
troduced, and Congress was informed about NBAC’s work through
congressional testimony by NBAC commissioners and other individ-
uals. Professional societies have released policy statements, issued
guidance, and developed educational materials based on NBAC’s re-
ports and recommendations, and other countries and international
organizations have endorsed some of NBAC’s recommendations.

During NABC’s tenure, 13 bills were introduced in Congress that
mentioned NABC.1 Four of those bills were introduced in response to
the cloning debate, eight dealt with the privacy of genetic and medi-
cal information, and one addressed the system for oversight for the
protection of human research participants. Three of the 13 bills were
based directly on NBAC’s recommendations and would have autho-
rized a continuation of NBAC’s tenure. Three bills directed the secre-
tary of HHS to consider the findings of NBAC when formulating rec-
ommendations on the privacy of health information. The rest of the
bills called for studies to be performed or recommendations to be
formulated by NBAC on various topics. In addition, bills on human
cloning, decisionmaking capacity, and genetic privacy that men-
tioned NBAC or were based on NBAC’s recommendations were in-
troduced in the legislatures of four states. To date, none of these bills
introduced at either the state or federal level has been signed into
law.

In addition, NBAC commissioners and staff testified before Congress
18 times to discuss both ongoing work and completed projects on
various issues, including cloning, decisionmaking capacity, human
stem cell research, and the protection of human research partici-
pants. Furthermore, others invited to testify before Congress referred
to NBAC’s reports and recommendations, including members of
Congress, officials from DHHS, and representatives of professional
societies.

______________
1Appropriations bills in the 104th Congress (S.J. RES. 63 and H.R. 4278) and 105th
Congress (H.R. 2378, S. 2312, and H.R. 4104) that authorized “interagency financing”
of NBAC are not included in the number of bills that mention NBAC.
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Federal agencies have issued guidance and policy statements in re-
sponse to NBAC’s reports and recommendations. The NIH, the gov-
ernment agency responsible for the majority of federally funded re-
search involving human participants, has issued guidance based on
recommendations made in the Research Involving Persons with Men-
tal Disorders That May Affect Decisionmaking Capacity, Research In-
volving Human Biological Materials, and Ethical Issues in Human
Stem Cell Research reports. In addition to issuing guidance, the NIH
also created a new psychiatric research review panel and announced
its intent to sponsor research on assessing decisionmaking capacity;
both actions were consistent with NBAC’s recommendations. The
FDA has also adopted NBAC’s terminology and recommendations on
informed consent found in Research Involving Human Biological
Materials, and NIOSH instructed its investigators who perform re-
search involving persons with developmental disabilities to review
NBAC’s recommendations on informed consent in Research Involv-
ing Persons with Mental Disorders That May Affect Decisionmaking
Capacity.

Professional societies have also taken note of NBAC’s recommenda-
tions and have released policy statements, issued guidance, and de-
veloped educational materials based on NBAC’s reports and recom-
mendations for their members to consider. For example, several
professional and scientific societies, and organizations representing
the biotechnology and pharmaceutical industries, called for a five-
year voluntary moratorium on human cloning, consistent with
NBAC’s recommendation in Cloning Human Beings. The Alzheimer’s
Association funded research on the potential impact of NBAC’s rec-
ommendations in Research Involving Persons with Mental Disorders
That May Affect Decisionmaking Capacity. Intermountain Health
Care issued policies and procedures for IRBs to follow in reviewing
research involving human biological materials, and the Online Ethics
Center for Engineering and Science developed an on-line teaching
module, all of which were based on NBAC’s recommendations in Re-
search Involving Human Biological Materials. The Endocrine Society
in its Code of Ethics and the AMA in its official policy supported
NBAC’s report and recommendations on Ethical Issues in Human
Stem Cell Research. Although position statements, policies, and guid-
ance from medical and scientific organizations lack the force of fed-
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eral regulations, they nevertheless can be influential in shaping the
behavior and practices of the scientific and medical communities.

Other countries and international organizations have been informed
by NBAC’s reports and recommendations and have supported some
of NBAC’s recommendations. Several countries and international or-
ganizations have also cited NBAC’s work in various reports and pub-
lications. In addition, the NBAC reports have been widely circulated
internationally.

It should also be noted that while some policy recommendations are
implemented fairly quickly, many years might pass before others are
implemented, and many are never implemented. For example, the
response to the National Commission's April 1979 Belmont Report
occurred fairly quickly (National Commission . . ., 1979). The
Belmont Report, a seminal report on research with human partici-
pants, identified three fundamental ethical principles applicable to
research with human participants—respect for persons, beneficence,
and justice. Application of these three principles to research pro-
vided the ethical rationale for the requirements for informed con-
sent, assessment of risk and potential benefits, and selection of re-
search participants, respectively. In response to the Belmont Report,
the DHHS and FDA simultaneously revised their regulations, which
were signed by the secretary of HHS in January 1981.

In contrast, the response to the 1981 President's Commission report
entitled Protecting Human Subjects: The Adequacy and Uniformity of
Federal Rules and Their Implementation took quite a bit longer
(President’s Commission, 1981). The President’s Commission rec-
ommended that uniform regulations be implemented across all fed-
eral agencies for the protection of human research participants.
However, the Federal Policy for the Protection of Human Subjects
(the Common Rule), which provided some standardization of regu-
lations across federal agencies, was not codified until 1991, ten years
after the initial recommendations of the President’s Commission.
Furthermore, neither the National Commission’s recommendations
regarding research involving individuals institutionalized as mentally
infirm nor the President's Commission’s recommendations on com-
pensating individuals for research-related injuries were ever imple-
mented. Therefore, the impact of NBAC’s reports and recommenda-
tions on the policymaking process should be assessed over time to
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determine both the immediate and long-term responses to the
commission’s recommendations.

In addition to legislation, regulations, guidance, and position state-
ments, NBAC has contributed to the policymaking process in several
other ways. For example, in January 1998, NBAC launched its Web
site as a comprehensive source of information on the commission
and as a central location for posting its reports, meeting agendas,
meeting transcripts, and other such materials. Many government
agencies, universities, and national and international groups estab-
lished links on their Web sites to the NBAC site and relied on it for
up-to-date information about bioethics developments in the United
States. In addition, NBAC commissioners and staff were involved in
numerous public education activities domestically and abroad in
which they discussed the commission’s recommendations or work in
progress. Those activities included meetings with congressional staff
and federal agencies; participation in public lectures, seminars, and
conferences; consultations with WHO, UNESCO, and CIOMS; and
cosponsorship of the Second International Summit of National
Bioethics Commissions in November 1998 in Tokyo. These activities
have contributed to the policymaking process by increasing public
awareness of bioethical issues.

Even though NBAC’s tenure concluded, succeeding administrations
and bioethics commissions, and in particular the President’s Council
on Bioethics, should be very interested in what NBAC recommended
and the response to its work. As stated in NBAC’s charter: “In order
to avoid duplication of effort, the Commission is encouraged to re-
view the deliberations of other entities.” NBAC did just that during its
deliberations. For example, NBAC considered the Report of the Hu-
man Embryo Research Panel (National Institutes of Health, 1994)
when it addressed the issues of cloning human beings and human
embryonic stem cell research. During its deliberations on Research
Involving Persons with Mental Disorders That May Affect Decision-
making Capacity, NBAC considered the National Commission’s
findings in the report Research Involving Those Institutionalized as
Mentally Infirm (National Commission . . ., 1978) and ACHRE’s Final
Report (Advisory Committee on Human Radiation Experiments,
1995). In preparing the final Ethical and Policy Issues in Research In-
volving Human Participants report, NBAC looked to the work of sev-
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eral previous commissions, including the National Commission, the
President’s Commission, and ACHRE.

Cloning and human stem cell research continue to be hotly debated
topics and are still being addressed by Congress, and the protection
of human research participants is currently of interest to members of
Congress and is being addressed by various groups. Therefore,
NBAC’s reports and recommendations continue to be relevant to
current policy debates on bioethical issues.

Debate on many of the issues addressed by NBAC continues and will
continue for some time to come. Therefore, this report constitutes an
early assessment of the response to NBAC’s work. Given the nature of
the issues addressed by NBAC and the oftentimes slow pace of the
policymaking process, the response to NBAC’s reports and recom-
mendations should be assessed over time to determine both their
immediate and their long-term impact.
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Appendix

DATA COLLECTION METHODS

As part of an Intergovernmental Personnel Act agreement between
RAND and NBAC, the author of this report tracked the response to
NBAC’s six reports, and the recommendations contained in those re-
ports, from March 2000 until October 2001 when NBAC’s charter ex-
pired. This study was conducted in an effort to assess NBAC’s contri-
bution to the policymaking process as it relates to various bioethical
and scientific issues. This appendix describes the information
sources that were searched and how the responses to the reports
were tracked.

Chapter Two of this report describes the types of discussions about
NBAC that appeared in the academic literature and in the media. The
data in that chapter were obtained by searching the academic litera-
ture and the media for any mentions of NBAC, its reports, or its rec-
ommendations.

Data for the primary focus of this report—the response to NBAC’s
reports and recommendations, which are discussed in Chapters
Three through Eight—were obtained by collecting documents that
referred to, discussed, or were based on any of NBAC’s reports and
recommendations. Those documents included, but were not limited
to, federal and state legislation; congressional testimony; presidential
administration and federal agency guidelines, statements, policies,
and procedures; statements from professional societies, organi-
zations, and foundations; and laws, regulations, and guidelines from
other countries and international organizations.

More-detailed information on the literature and media that were
searched and the documents that were collected follows.
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SEARCHING THE LITERATURE AND MEDIA FOR MENTIONS
OF NBAC

Mentions of NBAC, its reports, or its recommendations in the aca-
demic literature or in the media were found through searches of rele-
vant databases:

• Articles in the academic literature that mentioned NBAC and/or
discussed its reports and recommendations were ascertained by
searching the on-line databases PubMed, Bioethicsline, Social
Science Index, and Science Citation Index for January 1996
through July 2001. Articles were also found through individual
searches of the on-line versions of Journal of the American Medi-
cal Association, New England Journal of Medicine, Science, and
Nature and other Nature Publishing Group journals. Short items,
such as letters to the editor and articles appearing in news sec-
tions of journals, were not included.

• Media reports that mentioned NBAC and/or discussed its reports
and recommendations were determined by a search of the Nexis
news database from January 1, 1996, through June 30, 2001.

COLLECTING DOCUMENTS IN RESPONSE TO NBAC’S
REPORTS AND RECOMMENDATIONS

Documents that referred to or were based on any of NBAC’s reports
and recommendations were obtained from several sources. The doc-
uments were collected from March 2000 until October 3, 2001, when
NBAC’s charter expired. The documents were obtained as follows:

• Administrative statements were sent to NBAC by the president of
the United States and other individuals within the Clinton ad-
ministration. RAND obtained these documents directly from
NBAC.

• Federal legislation that mentioned NBAC was found through a
search of the Library of Congress’s THOMAS Legislative Infor-
mation on the Internet Web site.1 Individual searches of the leg-

______________
1The THOMAS Legislative Information on the Internet Web site (http://thomas.loc.
gov/) is a service the Library of Congress.
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islation for the 104th, 105th, 106th, and 107th Congresses for the
terms “National Bioethics Advisory Commission,” “NBAC,” and
“bioethics” were performed. All relevant bills were identified.

• Federal department and agency policies, guidelines, statements,
and other relevant materials that mentioned NBAC were found
through searches of each agency’s Web site for the terms
“National Bioethics Advisory Commission” and “NBAC.” Web
sites for the following federal departments and agencies were
searched: DHHS, CDC, FDA, NIH, Department of Defense, De-
partment of Education, Department of Energy, Department of
Veterans Affairs, and U.S. Agency for International Development.
The specific departments and agencies were chosen primarily
because of their involvement in research with human partici-
pants. Responses to NBAC’s reports and recommendations were
found for most of the departments and agencies whose Web sites
were searched (all but the Department of Defense, Department
of Education, and U.S. Agency for International Development).

• State legislation that mentions NBAC was found through a search
of the Lexis database. Legislation introduced in Maryland and
New York that was based on NBAC’s recommendations in its Re-
search Involving Persons with Mental Disorders That May Affect
Decisionmaking Capacity report was obtained through Jack
Schwartz, assistant attorney general and director of Health Policy
Development, Maryland Attorney General’s Office.

• Although it was not possible to identify every professional soci-
ety, philanthropic foundation, organization representing private
industry, and patient advocacy group that may have cited
NBAC’s reports and recommendations, several of those organi-
zations were identified through their previous interactions with
NBAC, such as testifying before NBAC and responding to public
comment periods on NBAC’s draft reports.

Web sites for the following professional and academic societies,
associations, and organizations; philanthropic foundations and
organizations; associations and organizations representing pri-
vate industry; and patient advocacy groups were searched:
Alzheimer’s Association, American Association for the Advance-
ment of Science, American College of Obstetricians and Gyne-
cologists, American Society for Cell Biology, American Society for
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Investigative Pathology, American Society for Reproductive
Medicine, American Society of Human Genetics, Association of
American Medical Colleges, Bill & Melinda Gates Foundation,
Biotechnology Industry Organization, Elizabeth Glaser Pediatric
AIDS Foundation, Endocrine Society, Federation of American
Societies for Experimental Biology, Juvenile Diabetes Research
Foundation International, The National Academies, National
Organization for Rare Disorders, The Pew Charitable Trusts,
Pharmaceutical Research and Manufacturers Association, Public
Citizen, Society for Developmental Biology, and United States
Conference of Catholic Bishops.

Policies, guidelines, statements, and other relevant materials that
mention NBAC were found through searches of each organiza-
tion’s Web sites for the terms “National Bioethics Advisory
Commission” and “NBAC.” For organizations whose Web sites
did not have search engines, relevant materials were identified
by surfing the Web site and examining individual Web pages for
references to NBAC. Responses to NBAC’s reports and recom-
mendations were found for 12 of the 21 organizations whose
Web sites were searched.

• Policies, guidelines, statements, and other relevant materials
from other countries that mentioned NBAC were found through
Web searches for the terms “National Bioethics Advisory Com-
mission” and “NBAC” both alone and in association with country
names (e.g., “NBAC AND Canada” or “National Bioethics Advi-
sory Commission AND Australia”) using the Google.com search
engine. The following countries were included in the search:
Australia, Brazil, Canada, China, Denmark, Finland, France, In-
dia, Japan, the Netherlands, New Zealand, South Africa, Thai-
land, Uganda, and the United Kingdom. Responses to NBAC’s
reports and recommendations were found for about a third of
these countries.

• Policies, guidelines, statements, and other relevant materials
from international organizations that mention NBAC were found
through searches of each organization’s Web site for the terms
“National Bioethics Advisory Commission” and “NBAC.” For in-
ternational organizations that did not have search engines on
their Web sites, relevant materials were identified by surfing each
Web site and examining individual Web pages for references to



Data Collection Methods 143

NBAC. International organizations were selected primarily be-
cause of their contribution to policy on bioethical issues. Web
sites for the following international organizations were searched:
Council of Europe, CIOMS, EGE, European Commission, Euro-
pean Parliament, HUGO, International Conference on Harmo-
nization, OECD, UNAIDS, UNESCO, World Health Organization,
and World Medical Association. Responses to NBAC’s reports
and recommendations were found for about a third of the inter-
national organizations that were searched.
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