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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.
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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.




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Average
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages false
  /ColorImageFilter /None
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Average
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages false
  /GrayImageFilter /None
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Average
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /None
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /SyntheticBoldness 1.000000
  /Description <<
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308030d730ea30d730ec30b9537052377528306e00200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /FRA <>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /ENU <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice




