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“Recommendation 4: Treating and Com-
pensating for Research-Related Injury Fol-
low Up

he Commission recognizes that previous presidentially ap-
Tpointed bioethics commissions and other duly appointed
advisory bodies have made similar recommendations regard-
ing compensation or treatment for research-related injuries; yet
no clear response by the federal government has been issued.
Therefore, the federal government, through the Office of Sci-
ence and Technology Policy or the Department of Health and
Human Services, should publicly release reasons for changing
or maintaining the status quo.”
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“Recommendation 5: Make the Ethical Un-
derpinnings of Regulations More Explicit

o promote a better understanding of the context and ra-
Ttionale for applicable regulatory requirements, the Depart-
ment of Health and Human Services or the Office of Science
and Technology Policy should ensure that the ethical under-
pinnings of regulations are made explicit. This goal is also
instrumental to the current effort to enhance protections while
reducing burden through reform of the Common Rule and
related Food and Drug Administration regulations. (See Pro-
moting Current Federal Reform Efforts below.) Following the
principle of regulatory parsimony, regulatory provisions should
be rationalized so that fundamental, core ethical standards are

clearly articulated.”
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“Recommendation 6: Amend the Common
Rule to Address Investigator Responsibili-
ties

he Common Rule should be revised to include a section

directly addressing the responsibilities of investigators. Do-
ing so would bring it into harmony with the Food and Drug Ad-

ministration regulations for clinical research and international
standards that make the obligations of individual researchers
more explicit, and contribute to building a stronger culture of
responsibility among investigators.”
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“Recommendation 7: Expand Ethics Dis-

course and Education

o ensure the ethical design and conduct of human sub-
Tjects research, universities, professional societies, licens-
ing bodies, and journals should adopt more effective ways of
integrating a lively understanding of personal responsibility into
professional research practice. Rigorous courses in bioethics
and human subjects research at the undergraduate as well as
graduate and professional levels should be developed and ex-
panded to include ongoing engagement and case reviews for

investigators at all levels of experience.”
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“Recommendation 8: Respect Equivalent

Protections

he federal government, through the Office for Human Re-
Tsearch Protections, should adopt or revise the 2003 Health
and Human Services Equivalent Protections Working Group’s
articulation of the protections afforded by the specific proce-
dural requirements of the Common Rule. It should use these
requirements to develop a process for evaluating requests from
foreign governments and other non-U.S. institutions to deter-
mine if their laws, regulations, and procedures can be recog-

nized as providing equivalent protections to research subjects”
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1) establishes expectations of ethical conduct and due

diligence in review and performance of research

within the institution;
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2) ensures adequate independence and authority of the
IRB/Research Ethics Committee;

3) protects from biased and arbitrary decisions in re-

search ethics review;

4)

ensures sufficient quality and comprehensiveness of

research ethics review;

5) ensures review and oversight are commensurate

with risk and the vulnerability of the study population;

6) protects from unnecessary or unjustified risk through-

out the study; and

7) ensures voluntary participation after adequate disclo-

sure of study information.
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“Recommendation 9: Promote Community
Engagement

he federal government, through the Office for Human

Research Protections and authorized research funders,
should support further evaluation and specification of the Joint
United Nations Programme on HIV/AIDS and the AVAC Good
Participatory Practice Guidelines with the aim of providing a
standardized framework for those community engagement
practices that would further the protection and ethical treatment
of human subjects in all areas of research. Research should
be conducted to prospectively evaluate the effectiveness of this
framework and strengthen it after it is developed.”
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“Recommendation 10: Ensure Capacity to

Protect Human Subjects

Funders of research should determine that researchers and
the sites that they propose to select for their research have

the capacity—or can achieve the capacity contemporaneously

with the conduct of the research—to support protection of all

human subjects.”
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“Recommendation 11: Evaluate Responsive-
ness to Local Needs as a Condition for Ethi-

cal Site Selection

he federal government, through the Office for Human Re-
Tsearch Protections and federal funding agencies, should
develop and evaluate justifications and operational criteria for
ethical site selection, taking into consideration the extent to
which site selection can and should respond to the needs of a
broader community or communities. The Office for Human Re-
search Protections should produce, and other agencies should

consider developing, guidance for investigators.”
OHRP
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Cutler starts experiments in Guatemala that

eventually expose 1,308 prisoners, soldiers

1946

and patients at a psychiatriec hospital to
STDs.
1,384 children to assess STD diagneostic
Evidence suggests that the
participants in the study did not give
their consent.

The US team alsc takes klood from

tests.
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“Recommendation 12: Ensure Ethical Study
Design for Control Trials

When assessing how to reconcile the requirements of rigorous
study design with the interests of research subjects, a nuanced
approach is recommended that permits subjects to receive a
placebo or an active agent that otherwise might not represent
the “best-proven” approach when the site selected is ethically
justifiable and the following conditions are met: a) the “best-
proven” intervention is not known to be the best for a particular
population due to local infrastructural, behavioral, genetic, or
other relevant circumstances; and b) the scientific rationale and
the ethical justification for the study design have undergone
careful review to ensure all of the following: i) use of placebo or
other comparators is of limited duration; ii) subjects are careful-
ly monitored; iii) rescue measures are in place should serious
symptoms develop; and iv) there are established withdrawal
criteria in place for subjects who experience adverse events.”
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Recommendation 13: Promoting Current
Federal Reform Efforts

The Commission supports the federal government’s proposed
reforms to:

a) Restructure research oversight to appropriately cali-
brate the level and intensity of the review activities
with the level of risk to human subjects;

b) Eliminate continuing review for certain lower-risk stud-
ies and regularly update the list of research categories
that may undergo expedited review;

c) Reduce unnecessary, duplicative, or redundant insti-
tutional review board review in multi-site studies. Re-
gardless of the process used to review and approve
studies, institutions should retain responsibility for en-
suring that human subjects are protected at their loca-
tion as protection of human subjects includes much
more than institutional review board review. The use
of a single institutional review board of record should
be made the regulatory default unless institutions or
investigators have sufficient justification to act other-
wise;

d) Make available standardized consent form templates
with clear language understandable to subjects;

e) Harmonize the Common Rule and existing regulations
of the Food and Drug Administration, and require
that all federal agencies conducting human subjects
research adopt human subjects regulations that are
consistent with the ethical requirements of the Com-
mon Rule; and

f)  Work toward developing an interoperable or compat-
ible data collection system for adverse event reporting
across the federal government.”
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“Recommendation 14: Responding to Rec-
ommendations

The Commission recommends that the Office of Science and
Technology Policy or another appropriate entity or entities with-
in the government respond with changes to the status quo or,
if no changes are proposed, reasons for maintaining the status
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quo with regard to the recommendations below. Possible departments or agencies to lead the efforts include the Department of
Health and Human Services, the Office for Human Research Protections, and the National Institutes of Health, as well as other
funders and regulators.”
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