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Background

Governments increasingly emphasize the importance of
public input in processes related to policy and decision
making.! Over the last decades, public input has become
standard practice in, for example, prioritizing the
funding of research,? health service planning,® public
health,* and on research ethics boards.’

Prior to implementing a research study, all research
protocols must be reviewed and approved. Furthermore,
as established by the Nuremberg Code® (1947) and the
World Medical Association Declaration of Helsinki’
(1964), potential research participants are expected to
have sufficient knowledge of the research project to
make voluntary and informed choices. Research Ethics
Boards (REBs) have been instituted to assess the risks and
benefits of the research,® to review the rights and welfare
of the participants, to monitor the informed consent
process, and to safeguard the privacy and confidentiality
rights of the participants.” The principal role of the REB
historically has been to review whether the research
protocol respects these ethical standards so as to protect
the interests of research participants. However, it has
become incumbent upon REBs to embrace a wider
mandate that includes enhanced transparency and
accountability towards the public, to increase public
understanding of the issues athand, and to ensure respect
for broader community values. UNESCO’s guidance
documents for establishing and operating REBs serve as
a case in point as they embrace this broader vision. In
their Guide No. 1 Establishing Bioethics Committees, and
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in Guide No.2 Bioethics Committees at Work: Procedures and
Policies,'° research ethics reviews are deemed the public’s
business. In Guide no. 1, UNESCO states that,

In an increasingly open and critical society,
institutions are concerned for their public
image. They are concerned about their
integrity and reliability. In some countries it
creates anxiety to minimize the risk of lawsuits.
Committees demonstrate that scientists and
health professionals seek guidance from peers,
groups and committees in order to share
responsibility."!

Moreover, UNESCO continues that,

... scientificdecision-makingisnolonger simply
a one-on-one affair and that researchers and
health care personnel must be responsive to a
variety of publics. When there are bioethical
conflicts, their resolution may not be achieved
simply by appealing to scientific and medical
judgements alone. Policy decisions will have
to be taken that extend far beyond a single
researcher or physician’s expertise.!?

In light of these statements and to gain a better
understanding of the role of community members on
REBs, this paper explores several questions: i) Who is
the public? ii) Why involve the public? iii) What role
should the public representatives play on the REB? iv)
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Does the public representative need a certain level of
education and training to participate on the REB? and v)
How are the contributions of the public representatives
to the REB evaluated? Each of these questions may
have important implications for REBs in determining
how best to implement the recommendations regarding
the presence of a public or community member on a
research ethics board. Although the focus of this article
is on these questions, we begin with an overview of
the situation of community representation in REBs in
Canada.

The Tri-Council Policy Statement: Ethical Conduct for Research
Involving Humans (TCPS) advocates the inclusion of “at
least one person not affiliated with the organization...
who are using the services.” !*> Article 1.3(d) states:

The Agencies consider it essential that effective
community representation be maintained.
Thus as the size of an REB increases beyond
the minimum of five members, the number
of community representatives should also
increase.'

In Canada atleast one community member is required on
the REB, while other countries like the United Kingdom
and Denmark respectively recommend that one third
and one half of the members on the committee are from
the community."

The “community representative” requirement under
Article 1.3(d) is essential to broaden the perspective
and value base of the REBs and thus advance dialogue
and accountability to local communities. Similarly, at
the provincial level, the Québec Ministry of Health and
Social Services (MSSS) indicates in the Plan d’action
ministériel en éthique de la recherche et en intégrité scientifique,
that transparency and shared responsibility between
government, institutions, and individuals is crucial.'¢

The National Council on Ethics in Human Research
(NCEHR) inquired about the ‘public representation’ on
the REB during their 76 site visits (50 universities and 26
hospital/health settings) conducted between September
1998 and November 2007."” Their findings showed some
discrepancies between the TCPS recommendations and
existing REB composition. While the TCPS requires that
each REB have at least one community/public member,
only 67% of the committees visited by NCHER had
community members on their REB.
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The observations made by Henry B. Dinsdale in a 1997
address titled The Composition of Research Ethics Boards, are
as valid today as they were more than a decade ago:

What qualities should one seek in lay
committee members? [...]If (in Canada) a
national committee was established to provide
advice to local REBs who should serve on
that committee? The ideal REB lay member is
without a vested interest, has good judgment,
is interested and able to listen to both sides
of an argument. [...]The quality of local REB
work depends to an inordinate degree on the
conscience and commitment of committee
members. '8

In the same vein, in a presentation “Le recrutement d'un
membre de la communauté” to the General Assembly of
NCEHR, Hubert Doucet stressed similar questions
regarding the selection of participants, their subsequent

diversity of values, and the expectation of REBs.

To begin to address the many challenges regarding the
value and role of public participation on REBs there
is a need to consider the “‘Who?’ the ‘Why?’ and the
‘What’ of public participation. Although we do not
provide definitive answers to these questions here, our
discussion addresses some key points that need to be
clarified if the idea of public participation is to amount to
something more substantial than mere window dressing
for the ethics review process.

Who is the public?

The terminology used to describe the public
varies tremendously. A descriptive list of “public
representatives” might include: non-scientific members;
associates; a representative from the community served
by the institution; a non affiliated person from outside
the organization but who still uses the services of the
organization; an outside consultant; an outsider; lay
persons and so on.?

For example, the TCPS states that REBs shall consist
of at least one member who has “no affiliation with
the institution”, but is recruited from “the community
served by the institution.”?! This statement is vague
and unclear. What is meant by “no affiliation with the
institution?” Does “no affiliation” exclude ex-patients, a
disease support group, a patient who has experienced a
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similar research protocol or had a similar life experience?
To require a public representative from the community
served by the institution is no less ambiguous. Does
this refer to people in a geographic area surrounding
the institution, or would it include someone who has a
family member who is at the institution or a student at
the university in the case of university REBs?

“Community” is also an elusive concept with differing
degrees of complexity and a multitude of interests.
Community is an informally organized association of
people, more or less cohesive, who are unified by a
number of shared characteristics including, for example,
culture, religion, race, common language, political or
geographic boundaries, social economics status, as well
as communication networks.?

The broad mandate of the REB
includes a responsibility both to
protect the interests of individual
research subjects and to promote
the broader public good by
ensuring that valuable research
moves ahead expeditiously.

Why Involve the Public?

There are many definitions of public involvement,*
but in the context of this paper we will focus on the
active “process” whereby public involvement infers
inclusion in the decision making process, and not just
consultation.

The broad mandate of the REB includes a responsibility
bothtoprotecttheinterests ofindividual research subjects
and to promote the broader public good by ensuring that
valuable research moves ahead expeditiously. Included
in this mandate is a responsibility to “judge community
attitudes, community competence, and to identify what
the patient/participant would want to know about
the research.”?* In order to achieve this, it is critical to
include individuals with no vested interest in the review
process. An REB consisting of only researchers might
focus too much on promoting science since there is a
natural tendency for investigators on REBs to take the
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perspective of the investigators rather than the point
of view of potential research participants.?> Public
participation can thus help to promote principles of
justice by allowing the committee member to represent
the interests of research participants since the public
member is more likely responsive to the concerns of the
participants or population from which the participantsare
recruited.?® However, when examining the contribution
of a lay member it is important to realize that their
personal experiences, cultural background, level of
education, and membership in a patient organization
may contribute to some variability in the assessment
of the protocol. However, public involvement in REBs
has been criticised on the grounds that a member’s
perception will reflect, for example, a certain worldview
or cultural affiliation which, in turn, can generate
conflicting viewpoints ranging from supporting research
to trying to stop it. ¥’

What is the Role of the Public?

Even if all would agree on a precise definition who is
a lay member, the role of these public members on the
REB is vague. On a more practical level lay members
often describe their role as representing “the man or
women on the street” or as providing an outsider view.?
Schuppli and Fraser describe a range of roles such as
providing: a perspective that is independent of the
research agenda; input from the public in the decision
making process; a window on the outside world; greater
integrity and transparency about the review process; a
bridge between the researcher and the general public;
protection to research participants; and, guidance
for scientists regarding ethical issues relevant to the
public.?” Other roles described by the lay representatives
include reviewing the content and process of informed
consent. Interestingly, 94% of respondents in a study
by Sengupta and Lo indicated that their principal
role was to improve the clarity and language level of
the consent forms.>* However, reviewing the consent
process was given less attention. Other roles described
by the lay representatives include balancing between
risks and benefits, protecting vulnerable populations
such as children, judging the value of the research, and
sensitising members of the committee to the needs of
the public.?!

Others see their role as representing the public.>
Sengupta and Lo** indicated that 53% of “non-affiliated
and non-scientist members” of REBs perceived their
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roles as representatives and voices of the community.
Some respondents (10%) indicated they were hesitant to
accept the community representative role, feeling they
were unable to stand in for the broad concerns of the
community or public in general. Public representation
on the REBs has been criticised on these grounds because
it is felt that the person who takes part in the review
process cannot be a representative of all participants
in research or represent community values, however
defined.

Overall, the range of roles listed illustrates the lack of
consensus about the role of the lay person on the REBs.
Further research is needed to understand what are the
roles, the extent to which they apply and how these
various roles are assumed.

Training and Education

Public members may be disadvantaged during REB
committee discussions because of a lack of familiarity
with the technical language due to a lack of training.*
Training and educational background for public
members, as well as for other members of the committee,
> is an important issue, even more so because it has
been mentioned that the informational sessions in
REBs is often varied, vague, and unsystematic.>® As a
result, lay public members are sometimes unsure of the
essential points they need to focus on when reviewing a
protocol.’” While “on-the-job training” is recognized as
valuable, applied and interactive training, a mentorship
programme having new members working with
senior members of the REB, and a formal process of
accreditation, are other means to support the process
towards education and training.’® However, training
does engender some risks. How does one reconcile the
concern that the more training a public member receives,
the more the person becomes professionalized, thereby
seeing issues from the viewpoint of the researcher or the
institution? *°

UNESCO notes that very few countries have formally
established educational programmes for REB chairs and
members. They propose a curriculum for future REB
members addressing criteria to carry out sound ethical
research and to study principal ethical concepts produced
by agencies whose mandate is to regulate the recruitment
of participants for surveys and clinical investigations.*
In Canada, the TCPS recommends that REB public
members participate in general meetings, retreats, and
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educational workshopstoinform themselves. In addition,
they should discuss any general issues arising out of the
REB’s activities with other committee members.*! This
could help to reduce uncertainty and confusion.

Evaluation and Monitoring

Involving the public in REBs is a relatively new concept
and little is known about who the members are and
their contribution to the review process.*> One study
concluded that lay members are primarily white, male
and highly educated.*® Their role on the committee
focused primarily on the review of the consent forms
rather than in assessing what risks are acceptable.** While
this descriptive information is useful, it is also important
to assess whether the diversity of roles described earlier

Involving the public in REBs is a
relatively new concept and little is
known about who the members
are and their contribution to the
review process.

has been achieved. However, the vagueness of the
community member’s role makes it difficult to evaluate
the effectiveness of their participation on REBs,*
whether they do in fact represent the public’s interests,
and whether their input is valued by the REB.

UNESCO has released international guidelines to
evaluate the effectiveness of national REB’s setting the
following criteria:*(i) Has the REB invited or included
experts which are considered independent of the
research to be evaluated?; (ii) Is the REB recording its
strengths and weaknesses?; (iii) Is there a willingness to
change?; and, (iv) Has the committee publicized policy
changes to maintain credibility?

Challenges

REBs have a mandate to include the public in their
consideration, commentary, and evaluation of research
protocols. However, as noted above, involving the public
presents a number of challenges. The TCPS provides
little guidance for REBs as to how to implement the
recommendation of ‘community representation’ in the
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review process. Implementation of existing guidelines
is problematic. We have identified numerous questions
that need further examination through research and
public debate. We believe that the role the public plays
on the REB should be properly evaluated to enhance
the legitimacy of the policies in place. Clear definitions
would be helpful so as to better assess who the public
is, what their role is, and how they are expected to
perform. Moreover, in order for public members to
make meaningful contributions, they need to receive

We believe that the role the

public plays on the REB should be
properly evaluated to enhance the
legitimacy of the policies in place.

education and training concerning the technical
and ethical aspects of their responsibilities, without
neutralizing the concerns from the community.
Identifying educational programmes that are available
for the public members can be a powerful mechanism
for promoting action.

Finally, there are several other crucial questions to be
considered: How will the public members be recruited?
What are the terms of office? How many public members
are needed on the committee? Should different public
representatives be available to review different kinds
of health research? While a cancer survivor may be an
appropriate lay representative for the review of clinical
trials research, she may not be the best community
representative for a qualitative social science research
study conducted in a remote northern community.
Finally, how does an REB select an individual to
represent the values of the heterogeneous population
of an urban centre, and does such heterogeneity even
matter in any particular study?

There is no readymade recipe for involving the public in
research ethics board. However, to succeed in protecting
the interests of research participants further evaluation
is needed to show how the public’s point of view is heard
and that they are not the ‘unsung heroes’ of the ethical
review committee.*’
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