
40 Health Law Review • 17:2-3, 2009

Informing Governance 
Through Evidence-Based 

Research on REBs: Challenges 
and Opportunities

Michael Owen, Claudia Emerson, Pam Kolopack, Nina Preto, 
Heather Sampson, Anne Townsend, Donald Willison 

& Roberta L. Woodgate

In 2004, Joan Sieber made a passionate call for research 
that would inform our understanding of the workings 
of Institutional Review Boards (IRBs) or Research Ethics 
Boards (REBs). Although there is a rich scholarship on 
the ethical conduct of research involving human subjects, 
she argued, “Ethical decision making by scientists and 
institutional review boards should not be based on 
hunches and anecdotes…. These questions should be 
answered through empirical research.”1 More recently, 
in a study of IRBs and their knowledge of regulations 
governing pediatric research, Strousytup et al. argued 
that IRBs “need to open up and allow themselves to be 
looked at ….”2 Michael McDonald claimed an

“urgent need for well-grounded research 
on the tensions between having standards 
of performance, monitoring, accreditation 
and processes that are sensitive to the needs, 
concerns and rights of research subjects and 
that stimulate and facilitate research. … For 
too long …, these fundamental questions have 
been debated in an a priori manner or simply 
by resort to anecdotal evidence.”3

Scholars question whether REBs create bureau cratic 
impediments to the conduct of high quality and 
innovative research, provide researchers with value-
added service and advice that might enhance the 

protection of participants or ensure that participants 
are better informed of the risks, harms, and benefi ts 
for themselves, for others and for science.4 These sorts 
of questions are the kind that could and should be 
addressed through empirical work.

At a July 2008 retreat of Canadian Network for the 
Governance of Ethical Health Research Involving 
Humans, we sought to refi ne the empirical research 
agenda identifi ed by Sieber5 and others.6 In our 
discussions we identifi ed many ways in which scholars 
have turned their attention to the role of REBs within the 
research enterprise and ways in which REBs themselves 
are engaging in quality improvement assessments as 
well as action research7 on their practices and impacts 
on the researchers and organizations that they serve. 
In this paper, we consider some of the challenges to 
studying REBs and address briefl y fi ve areas of interest 
to the Network members. These areas of interest are not 
intended to provide a comprehensive overview of the 
issues affecting the conduct of research on REBs and 
their processes.8 By considering these issues, we hope 
to add some insights on the challenges of conducting 
research on REBs and urge others to empirically test 
our assumptions and those of others, with a view to 
developing robust evidence-based research that will 
inform and improve the ways in which REBs and 
research ethics administration are governed.
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We have not, for example, addressed the structure 
and functions of REBs in developing countries9 or the 
challenges faced by Canadian REBs in assessing research 
studies being conducted in developing countries. Nor 
have we considered the issue of quality assurance studies, 
which legitimately may be conducted by a REB or its 
governing organization. Other forms of evaluation, such 
as site visits by the National Council on Ethics in Human 
Research [NCEHR] or audits conducted by accreditation 
agencies such as the Association for Accreditation of 
Human Research Ethics Programs, Inc. [AAHRPP] or 
regulatory agencies such as Health Canada are also 
excluded from our consideration. The contributions 
of these forms of assessment to the literature on the 
governance of REBs are, potentially, signifi cant and 
could be the topic of further research.

Much of the scholarly and applied research in which 
REBs are the “research subject” can be summarized as 
follows:

assessments of the validity of anecdotal reports 
about the length of time it takes REBs to review 
protocols;10

identifying ways to improve the quality of service 
to the research community;11

evaluations of whether the REB process 
actually protects human participants through 
the interpretation of national policies and 
regulations;12

assessments and the identifi cation of the educational 
and professional development needs of REB chairs, 
members, researchers as well as administrative 
support staff and how such educational programs 
have improved the quality of the REB processes 
and the conduct of research;13

variability across research ethics boards and 
evaluations of the decision-making processes of 
research ethics boards;14

examinations of the ways in which REB members 
apply ethical judgment on protocols such as the 
proportional assessment of risks and harms;15

evaluations of the impact of the REB processes on 
researchers and the conduct of research,16 and, 
more recently;

evaluations of the impact of accreditation on the 
governance of REBs.17
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Research on research ethics boards in these few areas 
constitute the tip of the ice-berg – the possible topics 
areas for research on research ethics boards internal 
processes such as research ethics board’s decision-making 
and its impact on medical, clinical18, socio-behavioural19, 
humanities and arts research and practice20, and 
governance21 are nearly endless and highly contested.

1. REBs as subjects of research – issues 
and potential challenges
More and more researchers, REBs and governing 
organizations are studying or commissioning research 
and quality assurance assessments of REBs, their 
processes and their governance structures. This trend 
raises the question of what it means for REBs to 
be arbiters of the very research that evaluates their 
functioning. REBs have had to evaluate how such 
research could be conducted while preserving the 
confi dentiality and anonymity of key informants. Are 
REBs being forced to be more critically refl ective of their 
own processes? At the same time, we argue, they must 
strike a reasonable balance between being open to such 
research while also addressing a wide range of concerns 
associated with being the focus of increased research 
attention – from protecting the confi dentiality of studies 
they review to managing additional time commitments 
on an already heavy and demanding workload. More 
recently, in order to provide empirical evidence of REB 
operations, decision-making and impact on the research 
enterprise, empirical research on REBs has taken the 
form of participant-observer studies22.

2. The Consent Process
Conducting research on REB members and administrative 
staff and their interactions with researchers places REBs 
in a new position – that of the subject of research as 
well as the arbiter of the ethics of research protocols. 
Similar to other organizations that are the subject of 
research, REBs need to address ethical issues of consent 
from a new perspective. How do REBs, as gatekeepers 
of research with humans, provide informed consent 
for research to be conducted on their deliberations, 
administration and impact? How does the meaning of 
informed consent change within this context? What 
are the potential confl icts of interest – can a REB 
review objectively a research protocol that focuses on 
its policies, procedures, processes, and interactions as 
a deliberative body and with researchers who submit 
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protocols for review? Does this raise potential problems 
for the researchers who submit such protocols, and 
who will have to submit further protocols to the REB 
down the road, regardless of the fi ndings of the REB 
study? What arms-length protections can be put in place 
to ensure integrity of the research review process? In 
our discussions, one member has suggested that REBs 
should not arbitrate a protocol in which it would be a 
participant. We debated whether a REB could objectively 
assess the quality of the research in which that particular 
REB, its processes (e.g., decision-making, assessment of 
risks and benefi ts, evaluation of serious adverse events, 
etc.) and its members are both the object and the subject 
of the research.

For many researchers who work 
with organizations (e.g., schools), 
communities and vulnerable 
populations, the questions of who 
has authority to speak on behalf 
of these bodies and who ought to 
grant access to the organizational 
and community members is a 
source of debate.

The research literature on informed consent/consent 
processes is immense and nuanced23 Moreover, for 
many researchers who work with organizations (e.g., 
schools), communities and vulnerable populations, 
the questions of who has authority to speak on behalf 
of these bodies and who ought to grant access to the 
organizational and community members is a source 
of debate. This debate also applies equally to research 
on REBs – who may grant authority for an evaluator 
to conduct research on a REB? Is the permission of the 
Institutional Offi cial [IO] or the REB Chair necessary, or 
is it permissible for an evaluator to approach members 
of the REB, researchers who have interacted with 
the REB or REB administrative staff without their 
awareness? In the context of observational research, 
are REB members and administrators also expected to 
provide consent? Can administrative staff members that 
provide support to the REB decline to participate in a 
study that is investigating REB-researcher interaction 
once the Chair of the REB and the IO have approved the 

research? What safeguards from reprisals or reprimand 
need to be in place to protect the administrative staff 
should they be critical of the operations of the REB, the 
timeliness, comprehensiveness and appropriateness of 
REB members’ review of protocols, and/or the ways in 
which researchers interact with both the REB and its 
administrative support?

These questions highlight the tension and challenge of 
conducting research on the primary research review/
oversight mechanism, and suggest the need for a 
mechanism to provide checks and balances for research 
on REBs. It seems entirely appropriate for the IO or REB 
to legitimately turn down a research protocol that aims to 
unduly undermine the legitimacy of the REB, however, 
there must be a mechanism by which those who wish to 
evaluate the REB can examine the governance process 
and policies of REBs, and the ways in which REBs shape 
the contours of research with humans.

Within the context of informed consent, there is a need 
to ensure that the wishes of the researcher undergoing 
REB review are respected. Take the case where an 
evaluator is studying the REB by sitting in on REB 
meetings. Suppose that the REB invites researchers to 
the meeting to fi eld questions about their protocols. 
Does the evaluator need the consent of the researcher 
whose protocol is being adjudicated by the REB? The 
researcher and her/his research protocol is not the unit 
of analysis, but the REB process, such as the assessment 
of risks and benefi ts or the consent process, is the unit of 
analysis for this study, not the researcher.

3. Challenges with respect to 
confidentiality
REBs differ in the openness of their deliberations. 
In particular, the issue of confi dentiality of protocol 
review poses diffi culties for an evaluator wishing 
to examine how REBs assess the scientifi c merit of 
protocols, balance risks, benefi ts, and evaluate Serious 
Adverse Events (SAE) reports or protocol amendments 
and revisions. Depending on the REB, there may be 
concerns about confi dentiality related to the specifi c 
protocols under review or the identity of individuals 
conducting the reviews. Evaluators, of course, can assess 
these interpersonal and subjective assessments through 
surveys or interviews with the “REB participants”. Yet, 
having access to an REB as an “embedded” observer 
provides rich data and analysis that could lead to 
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recommendations for ways to improve the governance 
of REBs and the human research protection program 
[HRPP] of organizations. One solution would be for 
evaluators who wish to gain access to REB deliberations 
to sign letters of confi dentiality to protect the intellectual 
property rights [IPR] of sponsors or researchers and the 
identities of the reviewers who made specifi c comments. 
This must be done in such a way as to ensure that the 
outcomes of the research are available to not only 
inform the operations of the REB and its administrative 
support systems, but also to contribute to the body of 
knowledge on the governance of REBs. However, since 
evaluators are investigating only the ways in which the 
REB and its administrative support structures function, 
the permission of researchers and sponsors might not 
be required since the evaluators would not have access 
to the studies and the researcher is not the unit of 
analysis24.

4. Appropriate methods?
Methods that could provide the greatest insights and 
outcomes into REB processes and the ways in which REBs 
operate include: participant-observation, interviews, 
surveys and participatory-action research25. Each 
method has advantages and disadvantages and their use 
depends on the types of questions being asked and the 
data necessary to answer the questions. Surveys run the 
risk of low participation rates and sampling issues, yet 
may provide larger data sets from which researchers can 
generalize fi ndings. Participant-observation techniques 
provide rich qualitative data, but may be more limited in 
the generalizabilty of the fi ndings. A retrospective study 
examining REB decisions in documents might provide 
limited insight into how risk/benefi t was assessed, but is 
unlikely to provide us with insights into the dynamics of 
the discussion that ensued amongst the REB members. 
A prospective study where the researcher sits in and 
observes and records the REB in action may skew 
authenticity, as REB members may act differently 
because they know they are being watched.

REBs, in their assessment of research protocols that focus 
on REB functions, decision-making and governance, 
may vary substantially in their opinion as to what 
methods should be used by evaluators to document 
their interactions and decision-making. For example, 
an REB Chair may enthusiastically accept an invitation 
to participate in an interview and be very forthright in 
providing answers but only on condition of not being 

audio recorded. Taking notes might be agreeable, but 
actual transcripts of the conversation might be shunned 
as they could undermine a frank discussion. Some 
chairs and members might prefer to provide answers in 
writing. Others might insist on viewing the interview 
guide in advance, prior to agreeing to be participants in 
the study. There is no one correct method to conduct 
research with REBs, each brings its own advantages and 
disadvantages and the researcher must be able to discuss 
and be willing to explain to the REBs which method 
will provide the best data for her particular project and 
objectives.

5. What impact will such research have 
on governance of REBs?
Priority setting for research on REBs should refl ect issues 
identifi ed by REBs, their organizations, researchers, 
sponsors, and subjects of the research protocols. We 
anticipate that a robust research agenda could better our 
understanding of the functioning of REBs, contribute 
to the resolution of issues outstanding between REBs 
and researchers and sponsors, provide approaches to 
improved review of protocols, and identify ways to 
increase the protections afforded to individuals and 
communities participating in research studies.

The impact of research on the functions of REBs 
is, potentially, profound. One outcome could be a 
contextualized understanding of the ways in which REBs 
operate, instead of the oppositional critiques of REBs that 
dominate the literature. Evidence-based insights into 
how REBs operate may lead to quality improvement in 
the administration and governance of REBs, permitting 
REBs to allocate their time proportionately to higher 
risk protocols and to evaluating whether participants 
will understand the nature of the research study, their 
rights, and their role within the study. Such research 
may provide REBs with the tools to assess their own 
competencies and methods or point to more effective 
modes of education for REB members and researchers. 
Policy focused studies could assess whether increased 
oversight of REBs, quality improvement approaches to 
governance, or accreditation will enhance the ways in 
which REBs are governed.

In the end, it is anticipated, although not certain, that 
open, transparent and critical research on REBs, whether 
sponsored by REBs and their governing organizations, 
national agencies or scholars, will contribute to the 
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improvement of the governance of research involving 
humans in Canada by providing insights that will 
inform policy development and implementation 
organizationally and nationally.
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