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B

oth the FDA regulations1 and the Common Rule2
require institutional review board (IRB) review of
much human research. Each stipulates overlapping
though not identical requirements for IRB approval.3 For
IRBs to approve research, the Common Rule requires that
risks to participants be minimized and that risks be reasonable relative to the expected benefits of the study, that participant selection will be equitable, that informed consent
will be sought and documented when required by the regulations, that plans are made to protect subject safety, that
privacy and confidentiality of data will be maintained, and
that additional safeguards will be employed when some or
all participants may be vulnerable.4

Numerous shortcomings of the oversight system have been
identified.5 One criticism is that IRBs do not give sufficient
attention to major ethical issues in human research and
attend too heavily to procedural compliance and documentation. One possible way to address this problem is for
IRBs to incorporate explicitly into the review process consideration of ethical principles governing human research,
the requirements that flow from the principles, and the
ways in which the requirements for the ethical conduct of
research are interrelated.
The ethical principles that gave rise to the regulations governing human research in the U.S. are outlined in the
Belmont Report: respect for persons, beneficence, and justice.6 The Belmont Report outlines some of the specific
requirements for the ethical conduct of research that these
principles engender, such as the obligation to obtain
informed consent, to ensure that a study’s benefits exceed
its risks, and to select subjects fairly. Ezekiel Emanuel,
David Wendler, and Christine Grady examined not only
the Belmont Report but other documents pertinent to the
ethical conduct of research, such as the Declaration of
Helsinki7 and the International Ethical Guidelines for
Biomedical Research Involving Human Subjects8 in order
to identify requirements for the ethical conduct of
research.9 They identified seven requirements that can
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inform the work of IRBs:
— a study must have social or scientific value;
— a study must be scientifically valid;
— investigators must have a plan to ensure that subjects
will be selected fairly;
— a study must have a favorable risk-benefit ratio;
— a study must be reviewed independently;
—informed consent must be obtained; and
— respect must be shown for potential and enrolled
subjects.10
Additional ethical principles and guidelines can and should
inform the work of IRBs in Roman Catholic health care
organizations, such as those outlined in the Ethical and
Religious Directives for Catholic Health Care Services
(ERDs).11 For example, the IRB may consider whether the
Ethical and Religious Directives provide any guidance concerning research practices in general or how the ERDs
relate to a particular study.
IRBs seeking to consider more explicitly ethical issues in
their review of proposed research may use Emanuel et al’s
framework of seven requirements and the ERDs to guide
their review and ensure that research conducted within the
institution is consistent with the general ethical requirements for research and with the organization’s mission as a
Catholic institution. IRBs can ask how proposed practices
align with all the various requirements, as discussed in
examples below. Explicit attention to the ethical requirements that should guide human research can promote
thoughtful reflection and allow IRBs to consider research
practices in a broader context. Research practices often have
more than one consequence and may have implications for
various obligations. As a result, the ethical requirements
should not be considered in isolation, yet this can happen
easily when we think of research practices as connected only
to specific requirements and we fail to consider the ways in
which one practice may affect multiple principles. There is
an obligation to honor all the requirements governing
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human research, and attempts to fulfill one requirement
might compromise fulfillment of another requirement. At
times, efforts must be made to “juggle” obligations and find
the approach that best respects all the relevant requirements. In reviewing protocols in light of specific ethical
requirements, IRBs can avoid narrow reviews that treat the
ethical conduct of research in a piecemeal fashion.
Consider the following examples. Some IRBs, when a
potential participant is not proficient in English, routinely
disallow investigators from using the provision at 45 CFR
46.117.b.2 that would allow them to give a short consent
form written in a potential participant’s native language
and use an interpreter to translate verbally most of the
information in a standard consent form. The short-formconsent-process typically is used when an investigator anticipates very small enrollment of persons who speak a language other than English. IRBs that disallow this practice
altogether may believe that use of the standard informed
consent document is essential to ensuring that a participant
made an informed choice and to fulfilling the obligation to
obtain informed consent. It may be useful to review such
proposals in light of the possibility that the obligation to
obtain informed consent may be fulfilled in more than one
way and that other ethical requirements may be shortchanged if short-form-written-consent with verbal translation is prohibited in all or almost all cases. Other requirements that may be adversely affected include fair subject
selection (because some are denied the opportunity to participate in research and some bear a greater participation
burden) and social or scientific value (because results may
not be generalizable to some populations).
The Common Rule requires that subjects not be coerced or
unduly influenced to participate in research.12 Both are
aspects of fulfilling the principle of respect for persons,
which requires the free and voluntary informed consent of
most participants. The definitions of coercion and undue
influence found in the Belmont Report often inform discussion of these obligations:
Coercion occurs when an overt threat of harm is intentionally presented by one person to another in order to obtain
compliance. Undue influence, by contrast, occurs through an
offer of an excessive, unwarranted, inappropriate or improper
reward or other overture in order to obtain compliance.13
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Coercion can be avoided by ensuring that persons are not
threatened with loss of otherwise-available services and benefits if they choose not to participate in a study or withdraw
from a study early. Undue influence has been explained in
terms of irresistible offers14 or offers that lead potential subjects to be unable or unwilling to judge risks and benefits of
participation.15 In practice, the obligation to avoid undue
influence often is interpreted as requiring that subjects not
be paid16 or that payments be modest.17 Unfortunately, decisions about how much money is too much typically are
based on IRB members’ instincts or reactions rather than
data. Few studies have examined the role of payments in
research participation decisions.18 We know very little about
how different people respond to different offers, at what
point offers become irresistible or when offers render people
unable or unwilling to judge a study’s risks.
When decisions about whether payments to subjects are
appropriate and, if so, what level of payment is appropriate,
are made primarily with the aim of avoiding undue influence so as to obtain free and voluntary informed consent,
other important ethical obligations may be compromised.
Decisions about payments should be informed not only by
the requirement to obtain free and voluntary informed consent but, for example, by the obligation to ensure that a
study is scientifically valid as well as scientifically or socially
valuable, and that there is fair subject selection. It is possible that by keeping payments low, investigators will be
unable to recruit or retain a sufficient number of subjects to
make the study scientifically valid. Or, it may be that there
will be a disproportionate number of people enrolled from
lower socioeconomic groups, raising questions about generalizability (social and scientific value) and fair subject selection. There are multiple obligations that can be considered
in evaluating a payment plan, and IRBs can avoid conducting ethically narrow reviews by asking about the implications of proposed payment structures for all of these ethical
requirements rather than focusing only on the one that
seems pertinent (informed consent).
Completion bonuses sometimes are controversial because
some people believe that research participants might feel
that they must remain in a study from which they would
prefer to withdraw. Thus, there has been an emphasis on
prorating payments during the course of studies that extend
beyond one or two visits to avoid unduly influencing
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subjects to continue their participation, i.e., to ensure that
subjects feel free to leave knowing that they will be compensated for the time they did spend in a study.19 Because
informed consent reflects an ongoing willingness to participate and not an isolated event that occurs at the time of
enrollment, this view reflects a concern with fulfilling the
requirement of free and voluntary informed consent by
avoiding undue influence. Even if payments are prorated,
there may be justification for prorating them unequally
during the study and for offering a completion bonus. The
permissibility of completion bonuses should be evaluated
not only through the lens of avoiding undue influence but
in light of other requirements for the ethical conduct of
research. A completion bonus may serve not only as a
means of recognizing the value of contributions made by
subjects who remain in a study for its entire duration, but
as a means of retaining subjects throughout a study, which
is essential to ensuring the validity and value of a study.
This may be especially important for studies that seek longterm follow-up (see, e.g., Festinger et al 2005). Long-term
follow-up of subjects can yield important information that
increases the overall benefits of a study and that, in some
cases, is important for judging the interventions tested or
for ensuring subject safety. Studies that are not valid
because, for example, they did not enroll and retain a sufficient number of subjects, lack social and scientific value
and are ethically problematic. In such studies, subjects are
exposed to risks and burdens without compensating social
and scientific benefit. The possibility of a failure to retain
subjects and the implications this has for the ethical conduct of research should be considered as part of evaluating
payment plans. The focus should not be solely on avoiding
undue influence as if that were the only ethical requirement
relevant to evaluation of payment plans.
IRBs can conscientiously incorporate consideration of all
the requirements for the ethical conduct of research into
their reviews, asking how particular practices relate to the
various ethical principles. In doing so, they can avoid conducting research reviews that focus too narrowly on the way
a practice affects a single ethical principle and attend to the
full set of obligations for the ethical conduct of research.
This is important because sometimes practices that seem to
promote ethical behavior because they are compatible with
one principle may undermine other obligations. IRBs can
go beyond their regulatory functions and promote the ethiCopyright © 2009 CHA. Permission granted to CHA-member organizations and
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cal conduct of human research by explicitly incorporating
consideration of ethical principles in their reviews.
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