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Sponsors Table for Human Resear ch Participant Protection in Canada
Consultation Process

The Sponsors Table for Human Research Participant Protection in Canada, (www.hrppc-
pphrc.ca) isagroup of organizations that shares a common interest in promoting research
involving humans that meets the highest standards in excellence and ethics. In large part,
research organizations in Canada operate to high ethical standards and involve the
dedication of many people. The current system of human research participant protection
faces increasing pressures related to issues such as governance, consistency, transparency
and public accountability. To address these pressures, the research community needs a
shared vision that will define and build a process that further devel ops a system to protect
research participants while facilitating research that isimportant to society. Given the
national and international implications, it istime for all playersto work together toward
common objectives based on an open and transparent process.

Part of the Sponsors Table process included the establishment of an Experts Committee
to provide independent analysis and recommendations. 1n September 2006 the Experts
Committee met for the first time. They have worked expeditiously in the months since
and have now submitted a draft report.

Before the Sponsors' Table organizations formally consider the contents and
recommendations of the Experts Committee’ s report, they wish to consult with each
members constituent groups and/or stakeholders and other interested parties on its
content as well as on other pertinent issues. The Sponsors' Table has identified six
questions which provide a broad framework for this consultation process.

It isimportant to be clear that the Sponsors’ Table organizations are not endorsing the
contents or recommendations of the Experts Committee’s report at thistime.

The consultation will be open from August 15, 2007 to
November 30, 2007. All submissions must be sent
electronically to the Sponsors’ Table Secretariat at
secretariat@hrppc-pphre.ca.

The Experts Committee will have an opportunity to revise its draft report before
submitting afinal version. The Sponsors Table intends to communicate its action plan
as soon as possible after receiving the Experts Committee’ sfinal report.
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The following questions are provided to guide you in forming your response to the report
Moving Ahead. Please feel free to comment on any part of the report and not limit your
reply to these questions.

1. How well isthe Canadian system for the protection of human research
participants currently functioning? What are some of the most pressing concerns
or challenges? What elements are working best?

2. Isthere need for improvementsin the system?

If yes, for what reasons? What are the most pressing aspects of this need
(policy, standards, education, monitoring, accreditation, sanctions, other)?

What might be some of the consequences if the status quo remainsin place
(e.g., for multi-jurisdictional research, policy harmonization, education, and
participant protection)?

3. How would you asses the arguments and recommendations of the report Moving
Ahead, in particular, that an independent organization be created with the three
primary functions of policy, education, and accreditation?

4. What would be the impact (positive and/or negative, including financial) on you
and/or your organization were an organization similar to the one proposed in the
report Moving Ahead be established? Are there alternative courses of action that
you would recommend?

5. What issues were not addressed in the report Moving Ahead that need to be
considered?

6. Looking at what could be done right now, or in the near future, what specific
actions would you recommend to improve the protection of human research
participants? Who should pay for what share of the financial costsin any change
to the system (e.g., policy, education, accreditation as cost recovery)? In the short
to medium term during a potential transition? In the longer term?

Thank you very much in advance for spending the time and energy to provide comments.

Important Notice

All submissions received by the Secretariat will be made available to organizations of the
Sponsors Table, to members of the Experts Committee, and to an independent
contractor. For the current list of Sponsors’ Table members please visit our web site,
www.hrppc-pphrc.ca.
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Chairman’s Foreword

The Experts Committee for Human Research Participant Protection in Canada presents
herewith its draft report and recommendations concerning the development of a new
oversight system in Canada.

The draft report is the product of some ten months work. Beginning in September, 2006
the Committee held monthly face-to-face meetings which it supplemented by conference
calls and the circulation of draft texts by various members.

During the course of its work the committee assessed the concerns with the existing
Canadian oversight arrangements and then examined alternative models that might serve
to deal effectively with these problems. It also arranged to receive briefings from a
number of organizations with experience in itsfield, including the National Council on
Ethics in Human Research (NCEHR), the Interagency Advisory Panel on Research Ethics
(PRE), the Association for the Accreditation of Human Research Protection Programs,
and the Canadian Council on Animal Care among others.

The approach used by the Committee was to build on much wak (analysis, consultations
and consensus-building) that had been done over the preceding decade, particularly by
NCEHR and PRE. Its objective in developing its proposals was to achieve, not
perfection, but workability. In the Committee’ s view, the most inportant thing at this
stage isto put in place the best set of measures that can be devised and then let them
evolve in the light of experience.

The Committee’ s conclusions and recommendations are set out in thisreport. The
oversight system and organization that it proposes would, in the Committee’ s judgment,
provide the most effective way of enhancing the protection of human research
participants in Canada.

The stage has now been reached where the Committee wishes to obtain the views of the
research community. Accordingly, it has joined with the Sponsors Tableininitiating a
consultative process to elicit reactions to the proposals it has devel oped.

Comments on any or all of the elements of the report will be welcome. To the extent that
those examini ng the report wish to express criticisms, the Committee would find it
particularly helpful if concrete alternativesto its proposals could be provided.

Once the consultative process has run its course, by November 30, 2007, the Committee
will meet to review the advice it has received and then to finalize its report.

Arthur Kroeger,
Chairman of the Experts Committee
June 30, 2007
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AAHRPP
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Social Sciences and Humanities Research Council
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1. Preface

The governance of research involving humans in Canada is an evolving process that
reguires ongoing review and revision. There have been a number of commissioned
reports on the state of affairsin Canada regarding the governance of research involving
humans. As early as 1995, the National Council on Bioethics in Human Research (now
the National Council on Ethicsin Human Research, NCEHR) produced a report
documenting the challenges facing medical schoolsin Canada.® It details concerns that
resonate to thisday. Alsoin 1995 there was the Deschamps report on the governance of
health research in Québec.” This report provided the foundation for the province’s plan
of action for reform. During thistime, the three federal granting agencies were
attempting to bring their separate research ethics policies together based on a set of
common principles for research involving humans. The publication in 1998 of the Tri-
Council Policy Statement: Ethical Conduct of Research Involving Humans (TCPS) isa
milestone in Canada of forging a unified approach to the research ethics policy.® Two
subsequent reports, one by the Centre on Governance at the University of Ottawe and the
other by Michael McDonald and his colleagues®, further documented major concerns
with the governance of research involving humansin Canada. Other reports and

publications on various aspects of the governance of research involving humans have

! National Council on Bioethicsin Human Research, “ Protecting and Promoting the Human Research
Subject: A Review of the Function of Research Ethics Boardsin Canadian Faculties of Medicing”,
Communiqué, Winter, 1995, pp. 3-32.

? Pierre Deschamps, Patrick Vinay, and Sylvia Cruess, Comité d’ experts sur I’ évaluation des mécanismes
de contréle en matiére de recherche clinique, Ministre de la Santé et des Services sociaux du Québec,
19095,

® Available online at http://pre.ethics.gc.cal

# Centre on Governance, Governance of the Ethical for Research Involving Human Subjects, University of
Ottawa, 2000.

® Michael McDonald, et a, The Governance of Resear ch Involving Human Subjects, Law Commission of
Canada, 2000.
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emerged in recent years; some of which are discussed in more detail in this report.®

Taken together these reports indicate that the need for change in Canadais evident.

However, despite the broad recognition that the ethical oversight of research in Canada
must evolve, proposals for remedial measures have often proven controversial. Some
stakeholders have objected that strengthened and comprehensive ethical oversight could
constitute a bureaucratic burden that would impede the work of researchers. Concerns
have also been raised about the costs of an enhanced oversight system, and how such
costs might be met. In addition, some members of the social science and humanities
communities have objected to having what they regard as a biomedical system of

oversight applied to their work.”

In recent years there has been considerable discussion of concerns about the system, but
to date concrete actions to deal with them have fallen short of what is required. In
developing its proposal the Commi ttee has been conscious of the need for greater
progress to be made in this area. Members of both the Committee and the Sponsors
Table have reported a desire to move from studies and discussion to concrete action. The

decision by a Canadian university to seek accreditation by an American organization, the

® For example, two reports that a Committee member received through an Access to Information Request;
Trudo Lemmens, Chantal Beauvais, Loren Falkenberg, and Edith Deleury, “Report to the Three Granting
Agencies from the Ethics Review Committee Regarding the Assessment of Institutional Policies with the
TCPS’ December 20, 2002 and the T. Douglas Kinsellaand Edward W. Keyserlink “Review of the
Clinical Ethics Research Board The University of British Columbia: Final Report” August 1, 2001.

" Onthisissuein general see the consultation document, Interagency Advisory Panel on Research Ethics,
Socia Sciences and Humanities Research Ethics Special Working Committee, “ Qualitative Research in the
Context of the TCPS: A follow-up to the Giving Voice to the Spectrum report and a Discussion Paper”
Secretariat on Research Ethics: Ottawa, 2007.
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Association for the Accreditation of Human Research Protection Programs (AAHRPP)

tends to substantiate the claim of an urgent need for action.

In planning its work, the Committee decided at the outset that it should build upon the
extensive analytical work and consultations that have been carried out in past years, and
that it should put forward a plan for action. This is why the Committee chose Moving

Ahead asthetitle for its report.

The Committee has devel oped a proposal that draws upon the main elements of the
Social Sciences and Humanities Research Council (SSHRC) public assurance system and
NCEHR’s proposal for an accreditation system, as well as other proposals that have been
advanced in recent years, with aview to both addressing the concerns with the current
system and eliciting broad support from the research community. It has also taken into
account ethical oversight measures that have been put in place by various organizations

and jurisdictions in Canada and internationally.

The Committee agreed that its work should be guided throughout by the need to protect

human participants in research. Accordingly, it defined its principal objective as being:

to develop a Canadian oversight system for the protection of human research

participants that is effective, efficient, broadly applicable, and onein which

safeguards for participants are proportionate to the risksin each case.

10
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289  The Committee believes that, at the present juncture, what is primarily required isto put
290 in placethe best system that can be devised, and then to alow it time to develop,

291  understanding that adjustments will be made over time in the light of experience. In

292  developing its proposal, the Committee has sought to attain, not perfection, but

293  workability. The Committee believesthat if a system of the character described in this
294 report were put in place, and supported in good faith by stakeholders, it would come to
295  represent a significant advance in protecting human research participants.

296

297  Thisreport is very much a collective product. Every member of the Committee

298  contributed to the contents during our frequent meetings. A number of members aso
299  submitted draft texts that were then discussed and adjusted as the Committee considered
300 necessary before being incorporated into the text. While individual members of the

301 Committee may well hold views that diverge in some degree from this or that passagein
302 thereport, al subscribe to the consensus the Committee has achieved.

303

304 2.Background

305 2.1 Sponsors Tablefor Human Research Participant Protection in Canada

ggg On June 21-22, 2005 the NCEHR convened a workshop of 54 stakeholders for the

308 purpose of reviewing and responding to the penultimate draft of “Promoting Ethical

309  Research with Humans’ — the Report of the Task Force for the Development of an

310  Accreditation System for Human Research Protection Programs.? In response to the
311 outcome of this workshop, a meeting was organized on September 16, 2005 by the Royal

312 College of Physicians and Surgeons which involved the College, the Association of

8 Available online at www.ncehr-cnerh.org

11
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Universities and Colleges in Canada (AUCC), Health Canada and the three Canadian

federal research granting agencies (CIHR, SSHRC, and NSERC). At this meeting, of

what has become known as the * Sponsors’ Table', it was agreed that,

...itwould be useful to establish an expert committee to look into a range of
governance models for the oversight of ethics in human research and to explore
issues including implementation and funding.®

Over the next several months, additional meetings of the Sponsors Table were held, and

its membership increased to include the following organizations:™°

O 0O O0OO0OO0OO0OO0OO0OOOOOOO

Alberta Ministry of Health and Wellness,

The Association of Canadian Academic Healthcare Organizations,
The Association of Faculties of Medicine of Canada,

The Association of Universities and Colleges of Canada,
Canada's Research-Based Pharmaceutical Companies,

The Canadian Federation for the Humanities and Social Sciences,
The Canadian Institutes of Health Research,

Fond de la recherche en santé du Québec,

Health Canada,

Health Charities Codlition of Canada,

Research Canada,

The Natural Sciences and Engineering Research Council,

The Social Sciences and Humanities Research Council, and

The Royal College of Physicians and Surgeons of Canada.

Terms of Reference for this group were adopted which stipulated the main objectives for

the Sponsors’ Table, namely:

0]

o

0]

to establish an Experts Committee

to engage other organizations sharing a common interest with the Sponsors Table
to provide terms of reference for, and facilitate the activities of, the Experts
Committee

to establish a Secretariat and select a Chair for the Experts Committee,

® AUCC Update, October 12, 2005 Number 7
1% The Sponsors Table web site is www.hrppc-pphrc.ca
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0 todevelop acommon communications strategy for the Sponsors’ Table, and
0 toutilize individually and collectively the Experts Committee’ s findings and

recommendations to consider next steps.

The tenure of the Sponsors’ Table was established at 3 years, from its inception in 2005.

2.2 Experts Committee for Human Resear ch Participant Protection in Canada

In June 2006, the Sponsors' Table issued a call for nominations to the Experts

Committee. The key criterion for selection to the Committee was that members were to
be selected for their expertise, were not to be representative of any organization, and were

to serve as volunteers. The following areas of expertise were considered:

0 Research Ethics

0 Hedth Law

0 Research Ethics Board Administration

0 Research Ethics Board membership (Biomedical and Socia Sciences/
humanities)

0 Administration and Health Care

0 Research Administration

0 Accreditation Systems, and Standards Processes

0 Socia Sciences and Humanities Research and Methodologies

o Clinical Trials

o Clinical Research

0 Natura Sciences Research

13
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o0 Aborigina Research

0 Research Participant Perspective

Consideration was also given to the overall balance of perspectives, aswell as regional,

linguistic and gender representation.

Mr. Arthur Kroeger, Companion of the Order of Canada, was invited by the Sponsors
Table to Chair the Committee. Mr. Kroeger had previously served as Deputy Minister of
six federal government departments. He was Chairman of the Public Policy Forum from
1992 to 1994, and since 1999 has been Chair of the Canadian Policy Research Networks.
Mr. Kroeger also served as Chancellor of Carleton University for nineyears. The
Committee consisted of the following members:

Professor John R.G. Challis, Vice President (Research) and Associate Provost, University
of Toronto

Dr. Karen Cohen, Associate Executive Director, Canadian Psychologica Association
Mr. Jack Corman, President/Secretary, Institutional Review Board (IRB) Services Inc.
Me. Pierre Deschamps, Avocat, FacultAde droit, L’ UniversitAMcGill

Dr. Jocelyn Downie, Canada Research Chair in Health Law and Policy, Dalhousie
University

Dr. Serge Gauthier, Chair, Faculty of Medicine Ethics Institutional Review Board,
McGill University

Ms. Patricia Lindley, Director, Office of Research Ethics Administration, Dalhousie
University

Dr. Deborah C. Poff, Professor of Philosophy and Political Science, University of
Northern British Columbia

Dr. Dorothy Pringle, Professor of Nursing, University of Toronto

14
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Dr. Vincent Sacco, Professor, Department of Sociology, Queen’s University
Dr. Hal Weinberg, Director, Office of Research Ethics, Simon Fraser University

Mrs. Marianne Vanderwel, Director, R& D Oversight - GCP and Pharmacovigilance,
Pfizer Inc.

Dr. Jonathan C. Yau, University of Calgary

In addition, Dr. Peter Monette, of Health Canada provided Secretariat support.

2.2.1 Experts Committee Mandate and Work Plan

Inits direction to the Committee, the Sponsors' Table articulated the following mandate:
To provide expert advice on the development of a system for human research
participant protection in Canada, considering accreditation and alternative models,
and taki ng into account different levels and types of risk in research. This process
will include an assessment of existing means of ensuring human research
participant protection for various types of research and of the gaps that such a

system would address™

The following work plan was adopted by the Committee:

(@)

Monthly face-to-face meetings
0 Invited presentations™
0 Discussion and analysis of presented materials

0 Review of relevant literature / documentation

! Information on the Experts Committee and its terms of reference can be found online at www.hrppc-
hrc.ca
E)J)Presentauti ons were made to the Committee by the following organizations: National Council for Ethics of
Human Research (NCEHR), Interagency Advisory Panel on Research Ethics (PRE), Canadian Council on
Animal Care (CCAC), US Office for Human Research Protections (OHRP), Association for the
Accreditation of Human Research Protection Programs (AAHRPP), Social Sciences and Humanities
Research Council, Canadian Council for Health Services Accreditation (CCHSA), and Dr. Sue Dodds of
the University of Wollongong, AUS.

15
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o Drafting of an Interim Final Report
0 Public consultations on the Interim Final Report

o Fina Report

On behalf of the Committee, Health Canada contracted consultants with the Government
Consulting Services to conduct the technical work of developing a draft costing model for
the proposed recommendations. The consultants worked with a subcommitteein

establishing the cost estimates.

The tenure of the Committee was given as 2 years. However, from the outset, the
objective of the Committee was to complete its work thoroughly but expeditiously, and to
produce a draft fina report within 9 months of the first meeting. Ongoing communication
between the Committee and the Sponsors Table was carried out through monthly
meetings between the Chairs of each body. In addition, two meetings were held by the

Chair and the Secretariat with members of the Sponsors Table.

While the Committee was guided by its mandate and initial directives from the Sponsors
Table, its deliberations were conducted without intervention from that body. On March
23, 2007, an initia draft Report was provided to the Sponsors’ Table and a number of
comments were received. This version of the Report contains additional material and

clarifications that were requested at the March 23" meeting.

16
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2.3 Description of the Current System

Currently in Canada no coherent system for oversight of research involving humans
exists.™® The conduct of such research is governed by what is effectively a complex
patchwork of regulations and guidelines, developed over time by a variety of agencies
and organizations, operating under various jurisdictions and mandates and, by and large,
independent of one another. The following isintended to illustrate this complexity

without being exhaustive of all elements of the current system.

Research organizations — some research organizations establish policiesto regulate
research conducted under their auspices. Some hospitals, for example, make ethics

review a condition of physician privileges.

Funders of research —federal/provincial/territoria governments conduct or directly fund
research and, through policies, exercise some control over the ethics of such research.
Many different non-governmental organizations also fund research and, through terms of
their funding, also exercise some control. The three federal research grarting agencies
(CIHR, SSHRC, and NSERC) make compliance with the TCPS a condition of funding.
Some provincial research funding agencies and some charities that fund research also

make compliance with the TCPS a condition of funding.

'3 Two works that attempt a description of the complexity of the current system are Marie Hirtle, “The
Governance of Research Involving Human Participantsin Canada’ Health Law Journal, 11, 2003, pp. 137-
152 and Kathleen Cranley Glass and Trudo Lemmens, “Research Involving Humans’ in Jocelyn Downie,
Timothy Caulfield and Colleen Flood, Canadian Health Law and Policy, Butterworths: Markham, Second
Edition, 2002, pp. 459-500.

17
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Soonsors of research — sponsors of research take responsibility not only for financing
research but also for the initiation and management of research. Typical industry
sponsors of research in Canada include Canada s Research-Based Pharmaceutical
Companies (Rx& D), Non-Prescription Drug Manufacturers Association of Canada,
BIOTECanada, and Medical Devices Canada. Industry makes compliance with national
or international regulatory requirements a condition of sponsorship and conducts routine

monitoring activities and audits of research sites.

Governments— Health Canada regulates research involving drugs, biologics, and medical
devices through the Food and Drugs Act, its regulations, and policy directives. The
Assisted Human Reproductive Act regulates research involving human embryos. Industry
Canada regulates research involving personal information through the Personal
Information Protection and Electronics Documents Act. Some provincial/territorial
governments regul ate research through legisation that relates directly to the ethics review
of research (e.g., Québec and Newfoundland and Labrador), privacy legidation, and
various statutes that relate to the administration of the health care system (e.g., consent
legidation). In addition, research in Canada can be subject to oversight through
legislation from other countriesif, for example, the research is directed toward the
approval of anew drug in those other countries or funded by foreign governments (e.g.,
studies regulated by the US Food And Drug Administration or funded by the US Health
and Human Services are subject to US regulatory requirements). Canadian researchers
can aso be subject to oversight through legislation in other countriesif, for example, they

are conducting research in those countries (e.g., an HIV drug tria in Nigeria).

18
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Professional organizations— some professional organizations consider compliance with
research ethics policies as part of professional regulation. For example, the College of
Physicians and Surgeons of Alberta has made ethics review a condition for all Alberta

physicians conducting research.

Journal editors—agroup of editors of leading medical journals have made compliance

with ethics guidelines a condition of publication in their journals.

Courts — Canadian courts play an oversight role with respect to research through torts,
contracts, and property law. For example, if aresearcher failed to obtain free and
informed consent to participate in aresearch study, she could be sued by the research
participant for battery. Research Ethics Board (REB) members could be sued for
negligence if an REB failed to adequately review a consent form and arisk materialized

that clearly should have been, but was not, mentioned in the consent form.

The current situation then is complex- many players overseeing many other players
through the use of many instruments. There are significant gaps in this oversight
function — e.g., some research is subjected to oversight, some sponsors are governed
by some guidelines or regulations. And where conflicts and contradictions occur, no
mechanism exists to reconcile these differences, or to provide |eadership and

guidance in the face of emerging ethical issues.

19
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2.4 Concerns about the Current System

In recognition of the number of commissioned reports, articles and conference
presentations that have explored, analyzed, and described the range of problems or
challenges to the existing situation in Canada, the Committee believes it does not need to
repeat thiswork in great detail. Readers not familiar with this body of work are invited to
read through some of the literature cited in the footnotes.* The Committee would,
however, like to identify the following problems as particularly acute and serious enough

to warrant the kind of reform we are proposing:

Comprehensiveness of the System

The current system does not cover all research involving humans across Canada. There
are many gaps in the system, including unfunded research, nondrug trialsin physician’s
offices, some community-based research, and some government and private sector
research. Indeed, Canada s definitive policy on the ethical conduct of research involving
humans, the TCPS, applies only to research conducted at institutions receiving funds
from the three federal research granting agencies, or where adopted by a particular
organization (e.g., the Alberta College of Physicians and Surgeons of Canada or the Nova

Scotia Health Research Foundation).

14 See, for example, Jocelyn Downie, “Contemporary Health Research: A Cautionary Tale” Health Law
Journal, Specia Edition, 2003, pp. 1-20; George F. Tomossy, David N. Weisstub and Serge Gauthier,
“Regulating Ethical Research Involving Cognitively Impaired Elderly Subjects’ in David Weisstub, S.
Thomasma, Serge Gauthier, and George Tomossy, Aging: Decisions at the End of Life, Kluwer Academic
Press: Dordrecht, 2001, pp. 227-254; Willy Carl Van den Hoonaard, Walking the Tightrope: Ethical Issues
for Qualitative Researchers, University of Toronto Press: Toronto, 2002; Trudo Lemmens, “ Federal

Regul ations of REB Review of Clinica Trials: A Modest but Easy Step towards an Accountable REB
Review Structurein Canada’ Health Law Review, 2005, 13, pp. 39-50; C. A. Schuppi and D. Fraser,
“Factors Influencing the Effectiveness of Research Ethics’ Journal of Medical Ethics, 33, 2007, pp. 294-
301.
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Lack of Effective Coordination of Research Oversight

Canadalacks a higher level coordination of the governance of research involving
humans. The result is that the current oversight ‘system’ is unnecessarily fragmented.
There is often inadequate transparency and effective public accountability. There often
appears to be confusion among key players regarding their roles and responsibilities
resulting in an inability to coordinate action to address ongoing problems and meet new
challenges.”® Since itsinception, the Interagency Advisory Panel on Research Ethics
(PRE) has endeavoured to bring transparency and community engagement to the process
of ethics policy development, nevertheless, much remains to be done to achieve a sense

of cohesion and public accountability in the overall oversight process.

Lack of Good Governance at the Organizational Level

Some research organizations may not have in place good governance systems for the
research involving humans conducted under their auspices. Problemsinclude alack of
resources, inefficient REBs, ineffective or absent monitoring, alack of organizational
knowledge of, and comprehensive policies governing research involving humans

activities, and alack of transparency and accountability.

Conflicts of Interest or Competing Interests
Serious competing interests are evident throughout the system. For exanple, federal

research granting agencies promote research and at the same time are stewards of the

'* Thisis particularly troublesome given that REBs perform acentral public function of human research
participant protection. Despite the importance of this public function, it is often not fully recognized and
supported at higher levels of government.
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predominant research ethics policy in Canada. While the Councilsregularly seek to
manage these dual responsibilities, atransfer of the regulatory function to an independent
body could serve to eliminate the difficulty inherent in the present situation. Though
some REB members may promote a culture of ethics to ensure that their organization
conducts research according to high ethical standards, other REB menbers may have
interests in specific research projects or, more commonly, may have interestsin the
promotion of research within the organization which may be at odds with human research
protection. Though many organizations have made their REBs more structurally
independent, others may not have sufficient independence within their local

organizational structure to adequately protect research participants.

Lack of Consistency among Research Ethics Palicies and Guidelines

The existing research ethics governance policy statements, guidelines, and regulations are
not consistent in all aspects of research involving humans. This means that research
conducted under the auspices of one set of guidelines may be subject to very different
rules when conducted under the auspices of another set of guidelines. Indeed, research
might be permitted in one context and not in another depending on the source of the
funding. Inaddition, it isimportant to recognize that Canadian researchers are active in
international research and alack of consistency between Canadian and international
reguirements may confuse researchers and REBs. Work isunderway by PRE and others
to address the lack of harmonization across policies where it is appropriate. This may
result in aresolution of some of the current issues in the foreseeable future but the

challenges are sufficiently widespread to continue to require attention.
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Consistency and Duplication of Ethics Review

There is concern about an unacceptable level of variability with respect to REB decisions
on the same or similar research applications. Thisis seen in multi-centre research where
some REBs may give disparate opinions on issues not related in any way to local context.
This variability may reflect: alack of expertise among REB members; the strain REB
members face in reviewing too many applications; inconsistent interpretation of existing

policy and standards; or the lack of clear guidelines and standards for REBs.

Duplication of ethics review isamajor impediment to the timely conduct of multi-centred
and collaborative research. Organizations uncertain about the rigour and competency of
other organizations' review processes generaly require local review; a practice which can
result in a series of duplicative reviews taking many months. The result is an inflated
workload for REBs, and unacceptable, even destructive delays for researchers, with no

demonstrated increase in human research participant protection.

Relevant Expertise of REB Members

Related to consistency, there is a recognized problem with the relevant expertise of some
REB members. Some members of REBs are not sufficiently informed about the
requirements (including regulations, guidelines, and policies) appropriate to the nature of
the research being reviewed; some REBs do not have members with appropriate levels of
expertise (for example, in ethics, law, or specific research methods, e.g., qualitative

research). Chronic high turn-over rates on REBs are common, reflecting the heavy
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workload borne by REB members, and the general lack of recognition given to this work
by organizations. The cost of thisincludes alack of efficiency when REBsare on
continuous learning-curves, lack of consistency in REB reviews, over-reaching of REBs
due to uncertainty about the interpretation of guidelines and regulations, and failing to
follow the TCPS and other relevant guidelines and policies thereby failing to adequately

protect participants.

Compliance

Thereisthe perception of alack of compliance at many levelsin the current system due
in part to alack of public accountability. Some research organizations often do not
conduct adequate or, indeed, any monitoring of ongoing research after a project has been
given initia ethics approval. Research organizations often do not have systemsin place
to monitor ongoing research and depend upon researchers to provide reports of problems.
Health Canada has direct jurisdiction over sponsors and researchers but only indirect
jurisdiction over REBsinvolved in regulated research. Although, Health Canada has
sporadically provided summary reports of itsinspections, unlike regulatorsin the US, it

does not publish the compliance status of researchers or sponsors.

2.5 Other Options Considered
In Sections 3, 4, and 5 of this Report, the Committee presents its recommended option in
response to its mandate. In coming to its conclusions, however, the Committee

considered a number of options and variations on options. The following section
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highlights some of these options and identifies the likely outcome of not responding to

the concerns identified in the previous section.

2.5.1 Status Quo

The Committee considered at length, but unanimously rejected, the suggestion that the
current situation required no reform, or only minor modification. We believe that a
fundamental reorganization is needed to ensure that those problems articulated in the
previous section can be adequately and responsibly addressed. In addition, we believe
that such changeiscritical if the Canadian research community is to cope with the ethical
challenges of a future which promises increasing technological complexity and

methodol ogical invasiveness, and greater potential threats to individual privacy. In
addition, the Committee believes that the following will occur if the status quo is

retained:

0 Canadian research organizations with strong links to the United States, especialy
the National Institutes of Health, will seek US accreditation. Essentially, Canadian

taxpayers will be paying for US accreditation of some of their public institutions.

0 Therewill be no effective resolution of the policy conflict of interest with the

Federal research granting agencies remaining the stewards of the TCPS.

0 Therewill belittle possibility of a pan-Canadian research ethics education
strategy (the importance of which has been widely endorsed) without a vehicleto

provide the necessary |eadership.
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0 Therewill continue to be serious challenges to research given the lack of
coherence and coordination at a panCanadian level. Canadian researchers will
continue to face barriers to research especially for multi-centred research resulting

in less innovation and fewer benefits of research for Canadians.

0 Given the competitiveness of international research, the continued lack of
consistency between Canadian and international requirements will maintain

barriers and diminish the attractiveness of Canada as alocation for such research.

o0 Therewill be an erosion of public trust in research decreasing the willingness of
potential research participants to enroll in research, since there will be an
impression that Canadian research participants will not have their interests

sufficiently well protected.

2.5.2 Public Assurance System
Among other aternative approaches to governance and oversight, the Committee spent
some time considering the Public Assurance System (PAS) proposed by the SSHRC in

2001.%°

Initsearly discussions, SSHRC posited the need for an asymmetric approach to
governance, given the diversity of disciplines and variability of risk which every
governance model needed to address. However, recognizing the inability to manage such

independent processes in other countries, SSHRC ultimately proposed one assurance

16 Available online at www.sshrc-crsh.gc.cal
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model for the oversight of al human participant research in Canada. The SSHRC
document states that,
...an assurance system with broad flexibility and scope for all disciplines should
provide subjects with better protection, the public with immediate assurance, be
applicable to al disciplines and yet alow for more stringert oversight where
necessary, and promote remedial or formative development of the review process
in early stages of its implementation, and growth and refinement of the TCPS.Y’
Aswell, the SSHRC proposal noted that such a system, to be successful, had to be
accompanied by “a promotion of best practices and educational material and activities
that would consolidate and enhance the consistency of application of the TCPS across the
country while at the same time respecting the varied research disciplines and their

methodologies.” 8

The proposed PAS model was to be voluntary and be based upon three documents: the
TCPS (understood as a living and evolving document); the institutional policies and
procedures implementing the TCPS; and the Memorandum of Understanding on the
Roles and Responsibilities between the three federal research granting agencies and

research institutions.

The main mechanism of oversight was to be annual reports and site visits that would be

monitored and implemented through the PRE and its Secretariat on Research Ethics.

In ng the merits of the proposed PAS system, the Committee noted that it included:

Ylpid., p. 11.
'8 |bid., p. 11.
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One system for research ethics for all institutions receiving funding from the three
federal research granting agencies

A response to some of the gaps in existing systems of oversight

The provision for aflexible, discipline specific approach

A focus on the need to develop an educational plan to imbue the system with a
culture of ethics

A diagnostic and formative approach rather than a punitive and top down
approach

The identification of emerging issues and policy problems

A respect for the autonomy and governance structures of research organizations
Peer review

Sanctionsfor infractions

The Committee considered and adopted a number of these pointsin its recommended

option. However, the PAS model was not recommended in its entirety because of the

limitations noted below:

0]

Itslack of standards and its highly flexible approach could result in inequity and
inconsistency in the direction given to institutions and REBs through the
assessment process

The system would not be comprehensive in that it would continue to be under the
purview of the three federal research granting agencies and so not extend to other

research stakeholders in Canada
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o It would not provide a vehicle for the coordination of policies across the various
sectors conducting research, i.e., in research organization not covered by an MOU
with the federal research granting agencies.

o Itwould lack authority to effect positive change or to deal with non-compliance

In brief, the PAS would not provide for sufficient reform to address existing gaps,

inconsistencies, and conflict of interest.

2.5.3 Accreditation Models

The Committee considered a number of accreditation modelsincluding NCEHR,
Canadian Council on Animal Care (CCAC), AAHRPP, and the Canadian Council for
Health Services Accreditation. The following discusses two models applicable to human

research.

2.5.3.1 AAHRPP Model of Accreditation

AAHRPP was incorporated as anon-profit organization in the United States in 2001 to
accredit Human Research Protection Programs in organizations that conduct or review
research with humans. Responding to increased public concern for protecting research
participants, AAHRPP accreditation seeks not only to ensure compliance with US federa

regulations, but to help organizations reach higher performance standards.

The Committee met with the Executive Director of AAHRPP and was briefed about its

creation, acceptance by the research community and challenges that it has faced. In

addition, the Committee membership included an AAHRPP Board member as well as
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two membersinvolved in professional accreditation who were resources to the

Committee on operational aspects of the accreditation process.

2.5.3.2NCEHR’sModel of Accreditation

In 1999, NCEHR established a Task Force to Study Models of Accreditation for Human
Research Protection Programs in Canada which reported on its deliberations in 2002.
This report addressed many of the advantages of accreditation and recommended a
system for Canada. Subsequently, a second Task Force was established to examine the
Development of an Accreditation System for Human Research Protection Programs.
This Task Force recommended that NCEHR take on the role of the Canadian accreditor
for human research.”® The Committee considered both reports from NCEHR and
arranged for the co-chairs of the second taskforce to present their model to Committee.
The Committee membership also included two members of the second NCEHR taskforce
and two members who had participated in the taskforce sub-committee on accreditation

standards.

2.5.3.3 Strengths and Weakness of Accreditation
Considering both the NCEHR and AAHRPP models together, the following will consider
the strengths and weaknesses of an option that only added a Canadian accreditation

process for human research in Canada.

The strengths of these accreditation models include:

19 Both reports are available online at www.ncehr-cnerh.org
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0]

0]

0]

An accreditation system could be established that is proportionate, flexible and
adaptable allowing organizations to implement ethics review programs that are
suitable to their structure as well as the volume and nature of the research that
they conduct.

While organizations would have flexibility in how they implement the standards
of accreditation, consistency in the interpretation of ethical and regulatory
requirements across organizations could also be enhanced.

The system would be peer based both for establishing standards and assessing
organizations against the standards. By creating an inclusive environment, all
stakeholders involved in the governance, conduct, and review of research could
feel that their interests were represented.

The accreditation system would be educational with the objective of continuous
quality improvement. The use of peers for the conduct of site visits would
support a culture of education and a community of practice across organizations
seeking accreditation, the community from which site visitors are selected, and
the accrediting body.

Accreditation could enable the acceptance among organizations of each other’s
review policies and procedures, facilitating a reduction in duplication and

inconsistencies in the review process.

The Committee identified the following weaknesses of an option that only added an

accreditation process to the current situation in Canada:

o

The system would increase the burden of the current volunteer network as there

are alimited number of peersin Canada, who are qualified by training, education
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and experience, to establish standards and assess organi zations against the
standards.

o Although the accreditation system tries to manage the conflicts through the
application of clear standards, tensions that may occur between research
organizations and their REBs may not be resolved.

0 These accreditation systems are voluntary and, although they may become
mandatory at some point in the future, in the interim there will necessarily be a
two-tiered system of research organizations. those that are accredited and those
that are not.

0 The problem with the TCPS resting within the three federal research granting

agencies, and not being applicable to other research, would not be resolved.

2.5.4 Replacing I nstitutional REBs by Regional REBS®

Another option the Committee reviewed involved the suggestion that REBs should be
removed from the research organizations and should instead function within a pan
Canadian system of regional and national REBs. This argument is grounded in the belief
that independent REBs operating through such a system would address many of the
concerns outlined above in respect of the current concerns. The advantages of removing

the REBs from the organizations include the following:

20 For sections 2.5.4 and 2.5.5, see Jocelyn Downie, “ The Canadian Agency for the Oversight of Research
Involving Humans. A Reform Proposal” Accountability in Research, 13, 2005, pp. 75-100.
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0]

greater efficiency for multi-centre studies because, with the centralization of
administration, researchers in such studies will not have to respond to multiple

conflicting REB reviews;

greater consistency because, again with the centralization of administration, there
will be consistent operating procedures across regional REBs and better

communication between REBS;

fewer conflicts of interests within REBs since members would not face a potential
conflict of obligations to research participants and to their host ingtitution. The
regional REB would not report to any specific research organization thus
resolving a potential existing structural conflict of interest when institutional

REBs report to their office of Vice President of Research.

The Committee rejected this option in part because of the following limitations:

o

the logistical challengesin developing a system that would need to draw upon the
methodol ogical expertise that exists within ingtitutions without having the
financial resourcesto do so. Currently, the costs are borne by the institutions that
provide the administration and the review expertise.

the continuing requirement for ethical review of student research that would still
need to be provided by universities and colleges

the loss of the ‘virtuous learning loop’ that can exist when the research

community is engaged in the ethical review of the research it conducts.
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o0 potentia for greater bureaucratization of the ethics review function in Canada

o institutiona liability for the review and conduct of research remains an
outstanding issue

o lossof local knowledge about both the researchers and the context of the research
including other organizational policies and procedures that would apply to the

conduct of research.

2.5.5 Regulation through Federal Statute

The Committee also considered the argument that all research involving humans should
be regulated in Canada by way of afederal statute. Thisargument is grounded in the
belief that federal legidation would address many of the concerns outlined above in
respect of the current challenges. The advantages of federal legidation include the

following:

o theforce of law would increase compliance with the rules governing research
involving humans

0 depending on how the statute was written, the comprehensiveness of coverage of
the rules could be increased as all research could be captured through the
legidlation

o therewould be greater consistency across the country asit would not be left to
provincial/territorial governments to fill the current oversight gaps

0 the situation would be avoided where some jurisdictions would have lower

standards than others and thus provide lesser protection for research participants.
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Such a situation may create an additional problem of some research funders,
sponsors, or researchers only wishing to support or conduct research in
jurisdictions with weaker standards

0 savingswould be realized as researchers conducting research in multiple
jurisdictions would not need to spend resources to comply with a series of
different rules established by the various provinces and territories

o0 accountability would be increased as the oversight system would be made

accountable directly to Parliament.

Notwithstanding these benefits, the Committee rejected this option as being unredlistic at
thistime, given the political and constitutional obstacles and the lengthy time-frame that
pursuing a statutory solution could pose. The Committee is of the opinion that, strong
support from members of the Sponsors' Table, and the endorsement by its member
organizations, can be an effective lever in broadly implementing the comprehensive
reform proposed by the Committee. However, the Committee also realizes that should
this endorsement not be achieved, a federal statute may be the only alternative to address

the current lack of systemic oversight for human research in Canada

2.5.6 US Accreditation
Some have suggested that Canada does not need to develop its own accreditation system
sinceit can easily rely upon the current system developed in the US. The Committee has

rejected this view because of the following considerations:
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0 US accreditation would ultimately hold Canadian research organizations
accountable to standards devel oped from different social, political, educational
and healthcare contexts. Canadian research organizations need to operate within
different contexts of culture and sodal policy and need to respond to a different

set of legislation, policies, and guidelines than US research organizations.

o Simply relying upon the US or other international accreditation processesisthe
easy way out of acomplex situation. It does not show the type of leadership that
Canadians expect from those responsible for its public ingtitutions or for the

protection of Canadians.

0 Relying solely upon the US accreditation system is a serious issue of sovereignty.
A number of Canadian research organizations and governments have developed a
uniquely Canadian system that meets international expectations. Further
developing and enhancing this system is the responsibility of all Canadian

research organizations and stakeholders.

0 Relying only on an accreditation function leaves many concerns in the area of

policy and education unaddressed.

21 Although accreditation isimportant to international mobility and partnershipsin research and practice,
this can best be achieved through the mutual recognition of national accreditation systems. Asarecent
example, as of February 2007, the American Psychological Association, supported by over 75% of
accredited doctoral and internship programs in professional psychology in Canada, voted to stop its
accreditation activitiesin Canada. Canadian programs are now accredited by the Canadian Psychol ogical
Association which has been accrediting in Canadafor 22 years.
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0 The costs of participating in and sustaining the US system are considerable as will
likely be the costs for a Canadian system. However, in the latter case, Canadian
funds remain in Canada and contribute to building the expertise and the system
for human research participant protection.

For these reasons, the Committee believes that this option is not viable especialy in the

long term.

2.5.7 Canadian Council on Animal Care

The Committee received a presentation by the Canadian Council on Animal Care
(CCAC). While human research is arguably more ethically and legally complex, the
Committee considered the option of recommending an organization with a structure

similar to the CCAC.” The CCAC model has a number of advantages including:

0 Promotes partnership with research organizations and a community of practicein
Canada

0 Successfully promotes a culture of good animal practice and care

0 Provides effective leadership in Canada

0 Provides national education workshops and supports local educational activities

0 Hasbeen adriver in promoting behavioura change amongst investigators

o Facilitates development among policy, education and certification processes while
minimizing conflict of interests

0 Hasbroad stakeholder and volunteer base

%2 For adetailed comparison of the governance structure for animal research and human research, see
Catherine Schuppi and Michael McDonald, “ Contrasting Modes of Governance for the Protection of
Humans and Animalsin Canada: Lessons for Reform” Health Law Review, 13, 2005, pp. 97-106.

37



August 15, 2007 Open Call for Comments

906 0 Hasdeveloped an effective compliance mechanism through its capacity to remove
907 the certificate of good animal practice

908 o0 Promotes continuous quality improvement within its organization through

909 gopropriate feedback loops between policy generation, education, and compliance
910 activities

911 0 Isnationally and internationally recognized and respected.

912

913 The Committee does not accept the option of simply reproducing the CCAC model for
914  human research. However, the CCAC model does provide the following insights to be

915 considered for asimilar organization for human research:

916

917 o Financial support for the organization should not be linked to the federal research
918 granting agencies although it may be linked to the federal government

919 0 Stronger links would need to be developed between the organization and

920 provincial and national regulatory bodies

921 0 Greater consistency would be needed among site visitors to promote equitable
922 application of the evaluation process

923 0 More effective compliance mechanisms would be needed (e.g., alternativesto the
924 MOU used by the Tri-Councils)

925 0 Broader reach, going beyond Tri-Council funded research, would be needed.

926
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In summary, the Committee is of the view that the CCAC model has many attractive
features that should be incorporated into an oversight system for human research. The

Committee’ s recommended model borrows some el ements of the CCAC moddl.

2.5.8 Other International Developments

It isimportant to point out that in addition to the US, other countries also have
accreditation systems. New Zealand has had an accreditation system for ethics
committees for sometime. Under the Health Research Council Act (1990), the
accreditation of ethics committeesin New Zealand allows for the delegation of ethics
review to local ethics committees. However, this system does not have a site visit
program. Inthe UK, the National Research Ethics Servicesis responsible for the
accreditation of research ethics committees operating within the National Health Services
system. This accreditation program includes site visits and assessment according to
published standards. This system was established in response to the EU Clinical Trial
Directive 2001/20/EC of the European Parliament and the Council of the European
Union which has implications for the operation of ethics committees in relation to clinical
trials of investigational medicinal products. The National Health Services extends its
accreditation program for al research involving humans under its auspices. At thistime,
it isdifficult to assess how many more national governments will develop accreditation
programs. The recommendations included in this report offer an opportunity for Canada
to take a global leadership role in developing its own accreditation system that could be a
model for other nations interested in promoting high ethical standards in research

involving humans.
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3. An Overview of the Proposed New Canadian System of Oversight for Research
Involving Humans

The Committee is of the view that research involving humans in Canada should be
governed by a single system. This system should apply to research in all disciplines,
should bring al oversight functions together into one organization, and should apply to as

much research as possible.

One Oversight System— The Committee believes that there is validity to the concerns
expressed by some in the social sciences and humanities communities that, in practice,
the current Canadian policy framework of the TCPS was not designed (and has not
operated) with a great enough understanding of, or sensitivity to, social sciences and
humanities research. However, the Committee believesthat it is possible to design a
system with an understanding of, and sensitivity to, all kinds of research and that thereis
not, in principle, any reason for having different systems of oversight apply to different
kinds of research classified according to type such as qualitative or quantitative, or
discipline. Not only isthere high risk biomedical research and low risk social science
and humanities research, there is also low risk biomedical research and high risk socia
science and humanities research. Therefore, while it is reasonable to argue that the level
of scrutiny applied to research should vary by level of risk, it is not reasonable to argue
that it should vary by type or discipline. The Committee takes the view that al research
involving humans is about discovery and enhancing understanding of phenomena that
affect or are affected by humans. Risk to humans by participating in each research study

must be calibrated by both the researchers who design and conduct it and by members of
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REBs who review and approve it. A single oversight system contributes to this
calibration by setting standards that address how risk should be assessed and how the
type and level of protection based on the level of risk should be determined to protect
participants for all types of research. During the process of accreditation, site assessors
apply these standards when reviewing decisions that have been taken by REBs and by
observing REBs in action. The assessors scrutinize the application of standards for
assessing risk and itsimplications for protective activities. This allows the assessors to
identify when appropriate assessment of risk and its consequences are in place, and when
risk is unjustifiably minimized or equally unjustifiably exaggerated. Patterns of the two

inappropriate types of risk assessment can be described and remedial actions prescribed.

Functions — the Committee believes that the three oversight functions of policy,
education, and accreditation should be brought together into one organization. While
concerns might be raised about conflicts of interest, the Committee believes that the
potential conflicts are manageable and that the potential benefits of bringing the three
functions together outweigh the potential risks. The argumentsin support of this position
are found earlier in this Report in the discussion of the aternative models of accreditation

alone and later in this Report in the discussion of the education function.

Scope —while it might be argued that having a single system apply to al research
involving humans conducted in Canadais the ideal, the Committee is of the view that the
federal legidation that would be required to realize thisideal is not aviable option at

present. That said, the Committee is of the view that the closest approximation of the
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ideal should be sought and, therefore, all those with the authority to mandate adherence to
the proposed system should do so in order to have the system reach as much research as

possible.

It should be emphasized that, while the Committee recommends a unified approach, this
approach can and should be flexible and the system should ensure that the oversight is
proportionate to the volume and nature of research, as well asthe level of risk for

participants.

3.1 Goals
Following from its mission to provide protection for human participants in research, the

Committee defined the following goals for the oversight system:

0 ensurethat the rights of research participants are respected

0 ensurethe safety of research participants

0 promote the well being of Canadians

0 build and maintain trust among research funders, researchers, research
organizations, research participants, and the Canadian public

0 equitably balance the harms and benefits of research

0 recognize the importance of, and facilitate the conduct of research

0 reduce or avoid duplication and inconsistencies with existing rules and procedures
governing human research

0 promote the development of a culture of ethicsin research, rather than mere

conformity to a body of rules
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3.2 Attributes

The Committee agreed that a system with these goals should have the following

attributes:

0]

be comprehensive and broadly applicable to al types of human research
regardless of funding source

be respectful of the division of powers among federal, provincial, and territorial
governments

be flexible and permit safeguards for participants to be tailored to the character of
the proposed research

be peer-participatory in al functions

beinclusive of all stakeholders

be publicly accountable

be administratively and financially efficient

3.3 Functions

The Committee concluded that the Canadian oversight system should be responsible for

three functions that follow from these goals and attributes:

(0]

o

o

policy
education

accreditation
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The Committee also concluded that these functions should be exercised together in such a

way as to produce continuous improvements in the system. Together they will offer the

following benefits:

For organizations:

0]

A culture of responsible conduct of research would be promoted within the
organization at all levels.

Risk to research participants would be reduced.

More effective processes that are proporti onate to the volume and nature
of research conducted by the organization are encouraged.

Increased confidence that al applicable ethical and regulatory
requirements are met.

A basis for mutual recognition of other organizations involved in multi-

center research is provided.

For researchers:

o

Fewer duplicate reviews for multi -centre research.

Improved stability and competence in the organizational REB system.
Enhanced efficiency in the administrative aspects of ethicsreview.
Improved accessto tools for education in research ethics for themselves
and for trainees.

Greater transparency and, ultimately, coherence to requirements through

the application of standards.

For sponsors of research:
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o Insurance that funded research meets high ethical standards for the
protection of research participants.
0 Researchers are more cognizant of the applicable ethical, legal, and
regulatory requirements.
0 Improved consistency of ethical review across sites.
0 Reduction in delays attributed to multiple review reguirements.
For governments:
0 Assistancein discharging their duty of care for health and safety of the
public.
o Improvement in regulatory compliance for clinical trials with drugs and
devices.
For the public:
0 Insurance that adequate safeguards are in place to protect the well-being of
the public when they choose to participate in research
0 Improved trust with researchers, research organizations, funders, and the
research results.
0 Greater transparency and accountability regarding the conduct of human

research.

To meet these goals, embody these attributes, and carry out these functions, and in so
doing ensure proper protection of human participants, the Committee recommends the
establishment of a Canadian oversight system along the lines described in detail in the

following section.
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4. The Canadian Council for the Protection of Human Resear ch Participants
(CCPHRP)

The Committee recommends that a Council be established as a non-governmental
organization under the Cor porations Act operating collaboratively with those involved in
the conduct or review of research, including research participants. It should have the

following organizational structure.

4.1 Board of Directors
The Council should have a Board of Directors of up to 15 individuals appointed for their
expertise relevant to the conduct and oversight of research involving humans. They

should serve asindividuals and not as representatives of specific organizations.

The Board of Directors should be responsible for providing organizational policy
direction to the Council and for approving its budgets. It should select the Executive
Director, provide guidance to him/her on major issues, and do annual performance
reviews. The organizational culture embraced and fostered by the Board should be one
that promotes achieving the mission and goals of the organization in atangible and

fiscally accountable manner.

4.2 Members
The Board of Directors would be directly accountable to a body of Members whose

function would be analogous to those of shareholders under the Canada Cor porations
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Act. They would appoint the Board of Directors, appoint the auditor of the Council, and
periodically receive reports and financial statements of the Council.

Decisions about the composition of the Members should in the first instance be made by
the Sponsors’ Table. The Members should be drawn from organizations committed to
fostering human research participant protection in Canada. In the interests of
workability, the number of Members might best be in the range of 15-20. In addition to
providing aline of accountability for the Board, the Members could promote the interests
of the Council through collaboration with the research community in general.

While the Council would be directly accountable to the Members, it would also, albeit
less formally, be accountable to the Canadian public, Parliament, the

federal/provincial/territorial governments and legislatures, and other stakeholders.

4.3 Office of the Executive Director

The Office of the Executive Director should include the normal leadership and
operational duties of such a position including the quality assurance for the Council itself.
The Committee is of the view that the Council should adopt quality assurance principles
which will alow it to evolve and quickly adapt to the needs and concerns of al of the

relevant stakeholders.

Another key role for the Executive Director should be the establishment of
communications from the outset with all of those involved with research. The debate
over systems of oversight that has taken place in the past decade or so has seen a number

of different proposals advanced at one time or another. To ensure that misapprehensions
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are kept to aminimum as the Council’ s work program takes shape, it will need to
communicate clearly about what it isand is not going to do. It will also be important that
the communications be multilateral; organizations and individuals of the research
community, as well as research participants and the public, should be given an

opportunity to feed into the evolution of the Council.

4.4 Policy

The Committee considers it important, in the interests of achieving maximum coherence,
that the functions of policy development, education, standard setting, and accreditation
should al be vested in the same organization. The Council should be responsible for the
development and interpretation of the Canadian policy statement as well as other
Canadian policies for research involving humans focusing on the protection of human
participants. This recommendation would address the concern with the TCPS resting
under the auspices of the federal research granting agencies. Allowing for the Council to
steward the policy would facilitate a broader representation in terms of its development

and awider application in terms of its use.

In order to avoid a policy vacuum at the outset, the Council should adopt asitsinitial
policy base the TCPS, which it should re-name the Canadian Policy Statement on

Research Involving Humans (CPSRIH).

From thisinitial policy base, the Council should then identify and move quickly to put in

place such modifications as it may judge necessary for the purpose of making the
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CPSRIH more broadly applicable to al types of research involving humans in Canada.
Particular attention should be paid to ensuring that the CPSRIH reflects an understanding
and appreciation of the significant differences among various disciplines and that it
moves beyond the real or apparent biomedical focus of previous policy statements and

guidelines.

In undertaking revisions to the CPSRIH, the Council should address issues that have in
the past given rise to difficultiesin the implementation of the TCPS, particularly in
relation to the social sciences and humanities research community. Specifically, attention
should be given to the definition of human research requiring ethics review, the concept
of minimal risk, the different kinds of ethicsreview (e.g., expedited vs. full review), and
ways of giving practical expression to the concept of proportionality. Particular attention
should be paid to ensuring that the CPSRIH reflects an understanding and appreciation of
the significant differences between various disciplines and moves beyond the real or
apparent biomedical focus of previous policy statements and guidelines. In pursuing these
issues, the Council should make particular efforts to build on the substantial amount of
research, writing, and consultation done by the PRE as well as other organizations

involved in research ethics.

The Council should also ensure that its work intersects with and supports that of federal,
provincial, and territorial governments as well as other relevant bodies such as those that
accredit hospitals and professional educational programs. Specifically, the Council

should examine areas where the CPSRIH could be in conflict with other research

49



1186

1187

1188

1189

1190

1191

1192

1193

1194

1195

1196

1197

1198

1199

1200

1201

1202

1203

1204

1205

1206

1207

1208

August 15, 2007 Open Call for Comments

governance instruments. Where there is determined to be conflict, the Council should
seek to resolve it, where possible and appropriate, through harmonization initiatives with
the relevant authorities and/or through revisions to the CPSRIH. Interpretive notices

should be released as this work develops.

Relations with governments and regulatory systems (e.g., the Food and Drugs Act and
Regulations) will require particular attention. The Committee hopes that through dialogue
the Council and governments would, in many cases, arrive at ways to harmonize their
respective policies. Ultimately, however, a prerogative of governmentsisthat they are
entitled to the final word about whether and in what degree they will modify their
governance instruments. Where they choose not do so, the normal principles of
democratic accountability would apply; their publics would judge, favourably or

unfavourably, the decisions that governments have taken.

The Council should also ensure that, where appropriate, there is consistency with
international regulatory requirements that impact some research activities in Canada. For
example, over 500 organizations hold a US Federal-Wide Assurance in Canada

(http://www.hhs.gov/ohrp/assurances index.html). This means that these organizations

have agreed to adhere to US regulations of the Department of Health and Human
Services. For research involving drugs and medical devices, there are international
efforts to harmonize the regulatory requirements by the International Conference on
Harmonization (www.ich.org) and the Global Harmonization Task Force (www.ghtf.org),

respectively. While European regulations are not directly applicable in Canada, certain
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aspects of European clinical trial and privacy directives have impacted those who sponsor
or conduct international research. Therefore, it isimportant that, where appropriate, the
Council establish policiesthat are consistent with the international regulatory

environment, so that Canada will continue to attract and retain international research.

The Council should also undertake revisions to the CPSRIH on an ongoing basis in areas
where it finds that the CPSRIH needs development either because specific provisions
require reform or necessary provisions are missing. Such revisions must be done through
regular consultations with the research community affected by the changes and with the

Canadian public.

Especialy during the initial years, the Council should make particular effort to build on
the substantial amount of research, writing, consultation, and actions that has been

undertaken by the PRE as well as other organizations involved in research ethics.

4.5 Education

The Council should provide the leadership for the development of a Canadian education
strategy that would identify the needs of the research community and the public in terms
of research ethics. The Council should also provide educational opportunities, in various

formats, on the CPSRIH as well as emerging research ethics issues.

Its educational programs on research ethics should serve to avoid duplication of effort

among institutions currently providing educational opportunities. The Council’s

ol
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education services could relieve part of the burden that currently rests on under-resourced
REBSs to develop and provide educational programs for their members, and for
researchers, research services staff, and others. Importantly, public education about
research ethics principles, the rights of research participants, and the nature of the
oversight system should help to build the public’s trust in the human research enterprise.
The work of the Council should build upon the substantial work aready done by NCEHR

and many other organizations.

We recognize that including both an education function and an accreditation function
within a single organization can give rise to risks. For example, there would be a
possibility of conflict of interest when the Council accredited and offered education (i.e.,
the Council might require, or be seen to expect, accredited organizations to take
education workshops that it offers, thereby compelling organizations to pay for other
services provided by the Council). Also, there could be arisk that in some cases the
education would merely “teach to the test” and therefore not perform a robust educational
function. However, in common with others such as NCEHR and the CCAC, the
Committee believes that the risks can be minimized, or avoided entirely, through the
careful construction of management firewalls between the education and accreditation
functions, and that the benefits of including both functions within the same council

outweigh the risks.

In response to possible concerns, it isimportant to emphasi ze here that the Council

should not have a monopoly on education; organizations should be free to obtain

952
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educational services from any source they chose. In addition, any accreditati on standards
regarding education should not be limited to educational programs that the Council

offers.

4.6 Accreditation
The Committee recommends an oversight system which includes the accreditation of

organizations that conduct or review research with humans.

4.6.1 What Gets Accredited?

The Committee recommends that research organizations organize their research
participant protection policies and activities under the rubric of asingle program.? The
primary focus of an accreditation process should be Programs for Ensuring Ethical
Research with Humans (PEERHS) situated within various kinds of organizations that are
involved in any aspect of the conduct of human research. The PEERH should consist of
an integrated program of functions and activities to ensure that the organization meets its
responsibilities within the oversight system, with the primary objective of providing
protection for research participants. The PEERH will also serve to guide the research
organizations continual quality improvement of processes related to the ethical conduct

of research, and the ethical review process.

PEERHSs should have the following integrated functions:
o Policy and Administration

o0 Education

% The notion of a PEERH is borrowed in part from NCEHR's 2006 Task Force report.
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0 Review
0 Monitoring

0 Reporting

The Policy and Administration function would normally consist of an organization’s
policy or governance framework that clearly defines the roles and responsibilities at each
level of the PEERH within the research organization. In addition it would encompass the
administrative structures (e.g. Ethi cs Review Office) and procedural guidelines that
provide support and direction for the educational, review, monitoring and reporting
functions. A fundamental responsibility of the organization would be to ensure the

adequate resourcing of this aspect of its PEERH.

The Educational function of the PEERH would be comprised of those activities and
resources which were directed towards educating researchers, research ethics boards,
institutional officials, administrators, and research participants in the fundamentals of
ethical research and the ethics review process. These could consist of internally
generated, or externally available, educational opportunities and materials such as

workshops, retreats, handbooks and manuals.

The Review function of the PEERH would consist of all those structures and activities
related to the scholarly and ethical review process. Conventionaly, it would consist of the
policies and procedures related to the operation of Research Ethics Boards (internal or

external to the organization) which review the organization’s human research, as well as
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other relevant bodies (e.g. Departmental Review Committees, Scientific Review

Committees, and Appeal Boards).

The Monitoring function would include those activities and procedures which relate to
the ongoing review of research, such as audit procedures or annual reports on individual
research projects. In clinical trial research, it would also involve the review of serious

adverse events reports, or reports from Data Safety Monitoring Boards.

The Reporting functionwould represent all those activities which relate to the internal
and external accountability of the PEERH. This could consist of, for example, annual
reports of the Research Ethics Office to the senior administrative official in the
organization with overall responsibility for the PEERH, reports to Government (e.g.

Health Canada) or other internal or external reporting arrangements.

The actual configuration of each PEERH would vary according to the nature and volume
of the research conducted by the organization and its organizational structure. For
example, asmall health centre with few research proposals might have modest
administrative support, engage the services of another research organization's REB or a
private REB, and rely on online training modules for its researchers. A large university,
on the other hand, might have several dedicated administrative staff, hold annual
workshops for REB members and training sessions for junior researchers, and might have

several REBs operating internally. In each case, the same functional capacity of the
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program would exist, but in a manner proportional to the nature and quantity of human

research being carried out.

The Council should accredit the PEERHS of the following types of organizations:
0 public and private organizations with their own institutional REBs
0 public and private organizations that conduct human research but do not have
their own REB
0 public and private organizations that offer nortinstitutional REB servicesto
others.
In general, an organization should have only one PEERH although that PEERH may have
several modules that include different REBs. For example, one module may have an
REB that dealswith clinical trials and perhaps another module that deals with qualitative
research proposals. The important element is that there are PEERH-wide policies that
provide direction to all the modules and that the organization can be accredited as a

whole.

The accreditation process should seek to be comprehensive from the outset, and its
requirements be met by all organizations; there should be no grandfathering of existing
organi zations and no exceptions from the requirement for accreditation, e.g., for national,

public, or private non-institutional REBs.

While the Council and the system proposed by the Committee would have overall

responsibility for providing oversight, leadership and direction for issues related to
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human participants in research, responsibility for ensuring such protection must continue
to rest with individuals and organizations engaged in research. The protection of research

participants is everyone' s business.

4.6.2 Accreditation Functions
In exercising its accreditation function, the Council should ensure the performance of the
following functions:

0 standards, procedures, and guidance

0 assessment and monitoring

o complaints

Standards for accreditation should be devel oped to be used in ng conformity with
the Council’ s policies. The standards development process could take as its starting point

the important work done by NCEHR on the development of standards.

Ad hoc working groups should also be struck to advise on specific issues, and should
consult representatives of the research community before giving formal status to new

standards.

Procedures should be devel oped for accreditation. These should include such things as:
0 the steps an organization must complete in applying for and maintaining
accreditation (e.g., complete an application or self-study, participatein asite

visit, complete and submit annual reports)

S7
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o what congtitute the components of each step (e.g., what isincluded in the
application forms or self studies; who makes up the site visit team and how
they are trained; what has to occur during a site visit; how the site visit teams
report on their findings; how the applicant organization provides feedback in
response to that report; how accreditation decisions should be made; and how
compliance with the accreditation standards should be monitored)

0 how applicants can appeal an adverse accreditation decision.

Finally, a guidance function should be performed. The Council should serve asa
resource to organizations interested in developing or improving existing PEERHS, or as a
preparatory step to the accreditation process. Thiswill be particularly important during
theinitia yearsin which an accreditation system is being established in Canada. During
the start-up period of the Council, the focus will likely be on procedural guidance, though
some substantive guidance would also be required. As the accreditation process devel ops
and gains more experience, there would likely be a shift toward more substantive
guidance in areas such as interpretation of standards and the policies and procedures of

accreditation.

Guidance should also be provided to applicants for accreditation about such areas as the
interpretation of accreditation standards and about the policies and procedures of
accreditation. However, applicants should not be directed with respect to how to
organize or administer their PEERHsin a specific way. Theintent of most accreditation

standardsis to develop a set of criteriato which all accredited programs are held
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accountable. However, there is often more than one way to meet the criteria. This
operational flexibility, combined with guidance about what to do, will be essential to
accommodating the different contexts within which successful programs operate. The
guidance function should be responsive to researchers, research administrators, REB
members, research institutions, research sponsors, government, research participants and

the general public.

While the primary objective of accreditation is continual quality improvement, it will be
necessary at times to deal with situations of non-compliance by accredited organizations,
or organizationsin the process of seeking accreditation. In responding to allegations of
nontcompliance, the Council should function under the principles of procedural fairness.
In dealing with such cases, it should adopt a proportional approach which would involve
arange of measures, including issuing warnings, mandating education programs, and,
ultimately, withdrawing accreditation. Other penalties and enforcement mechanisms
should be developed and clearly identified to ensure that research involving humansin

Canadais carried out in accordance with the CPSRIH.

4.7 Accreditation Panel

An Accreditation Panel should be established that is organizationally separate from the
Accreditation function. It should be comprised of knowledgeable individuals and be
responsible for making decisions about granting, maintaining, or withholding
accreditation status on the basis of information provided to it by the site visit teams. The

Accreditation Panel should report directly to the Board of Directors of the Council.

39
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4.8 The CCPHRP’ s Organizational Chart

[ Members )

[ Board of Directors }

[ Executive Director J [Accreditati on Panel 1

[ Policy } [ Education J [ Accreditation 1

The Committee does not intend that the Council should grow into alarge bureaucracy. In
particular, the Committee believes that the Council should make the fullest possible use

of peers (both volunteer and compensated) in carrying out its functions.

The Committee recognizes that the creation of an organization along the lines

recommended in this report would raise questions about the future of PRE and NCEHR.

PRE was created in 2001 by the three federal research granting agenciesto carry forward
the development of the TCPS. It has done valuable work in implementation,
interpretation, education and evolution related to the TCPS, and is scheduled to bring
forward a number of proposals for revisions and additions to the TCPS in 2008. The three

federal research granting agencies are members of the Sponsors’ Table and so will be
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participating in discussions about the recommendations in this Report. Accordingly, they
will be in a position to decide what the future of PRE should be if, as the Committeeis
proposing, the TCPS and its future development are to become the responsibility of the

Council described in this Report.

In the case of NCEHR, it is an independent organization and not a member of the
Sponsors Table. Itsfutureis, therefore, not a matter on which the Experts Committee
could appropriately make recommendations. Nevertheless, the Committee wishes to
record in this Report its high regard for the work that NCEHR has done in past years, as
evidenced by the proposals first developed by NCEHR a number of which have
influenced the Committee' s recommendations. Subject to the views of NCEHR and its
supporters, the Committee believes that the incorporation of the expertise and knowledge
represented by individual members of NCEHR into the proposed Council could be a
major contribution to making the Council afunctioning reality at an early date. More
generally, the Committee wishes to record its view that, one way or another, the valuable
work done by NCEHR and its network of dedicated volunteers must not be lost in the

transition to the new oversight system.

5. Implementation of the System

5.1 Creatingthe CCPHRP

The Committee recommends that the organizations of the Sponsors Table, along with
other appropriate organizations, appoint a panel of expertsin the research community to

serve as a Selection Panel. There should be an open call for applications for membership

61



1463

1464

1465

1466

1467

1468

1469

1470

1471

1472

1473

1474

1475

1476

1477

1478

1479

1480

1481

1482

1483

1484

1485

August 15, 2007 Open Call for Comments

on the Board with the goal of maximizing expertise and managing competing interests
and obligations. From these applications, the Selection Panel should then name a set of
individuals who would apply for a Charter for the Corporation and serve as the first

Board of Directors.

5.2 Financing the CCPHRP

The Council should initially be funded by the federal government through a single
transfer covering the costs of operating during a period of three years. The objective
would be to ensure that during the start-up period the Council would be able to focus

entirely on substantive issues without being continuously concerned about fund raising.

Towards the end of the three-year period, an assessment of the Council’s progress should
be conducted. Participants of this assessment, in addition to the Council, should be the
federal/provincial/territorial governments and non-governmental stakeholders. Part of the
assessment should be creating means of funding the Council in the long term including
considerations of potential revenue streams. It is possible, for example, that the
accreditation function could become self-funding. However, the Committee would
caution against aresult whereby the policy and education functions are self-funded and a
system that relies too heavily on volunteerism from the peer community — peer
engagement will be critical to the success and legitimacy of the new system but the new

system must not add to the already overwhelming volunteerism burden.

5.3 Establishing the Reach of the System
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Given the congtitutional division of powers among governments in Canada and the
resulting political realities, the Committee has devel oped its proposal on the assumption
that the new oversight system would not have a statutory base that would make its
adoption compulsory. It follows that if a new system of country-wide oversight isto

become aredlity, it will need the active support of the major stakeholders.

The organizations of the Sponsors Table (and others as well) will, therefore, have the
principal responsibility for determining whether Canada is to have a more coherent,
comprehensive, and effective oversight system for the protection of human research
participants. Collectively, they arein aposition to exert considerable influence because
of their respective responsibilities for research that is:
0 conducted at institutions receiving federal funds,
o funded by all federa departments or agencies,
0 conducted by governments;
0 subject to regulation by provincia governments;
0 conducted at institutions receiving funding from any of the bodies represented at
the Sponsors' Table;
o funded, or conducted by any of the bodies represented at the Sponsors' Table;
0 regulated through statutes such as the Food and Drugs Act, and by federal,
provincial, and territorial legislation;
0 conducted by individuals who are licensed, regulated or accredited by

professional organizations.
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This approach would capture almost al human research conducted in Canada or by
Canadian researchers —without legidation by governments. In addition, as the oversight
system takes root and its standards become widely accepted, peer pressure will likely
become an important factor in inducing all organizations to participate within the system
as ameans of placing themselves on an equal footing with their peers. Furthermore, it
would strengthen the argument that participation within the system constitutes the
standard of care for the purposes of negligence law and would thereby expand the reach
of the system even beyond these levelsto al research in Canada. In summary, then, the
willingness of major stakeholders, such as those at the Sponsors' Table, to use the

substantial levers at their disposal is essential for the success of the proposed Council.

5.4 Costs

To put in place acomprehensive system to address the problems identified earlier in this
report would clearly require additional resources, as well as additional effort on the part
of system participants. In order to develop a sense of the resources that could be
required, Health Canada retained the services of the Government Consulting Services to
develop a costing model. A sub-group of the Committee worked with the consultants on
specific aspects of the cost estimates. The full report is available on the Sponsors

Table' sweb site, www.hrppc-pphrc.ca.

The model developed by the consultants found that a Council with all the responsibilities
proposed in this report could require, when fully operational, an annual budget of $9-10

million and a staff of 51.
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The consultant’s model provides an important reference point for future discussions about
the establishment and functions of the Council. However, severa comments are called

for.

First, a useful point of comparison is the Canadian Council on Animal Care (CCAC).
The CCAC has a strong image as a highly effective and respected organization that
serves Canadawell. If welook at the proposed outline budget for the CCPHRP, it is
about five times as large as the CCAC budget ($9-10 million vs. $2 million). If welook
at the diversity, complexity, size and scope of al manner of human participant research
compared with research involving animals, it seems clear that a factor of fiveisnot at all

out of line.

Second, not al the resources in the consultants model would be incremental. For
example, expenditures by PRE and NCEHR combined come to about $2 million per year
at present. In the event that the functions of these organizations would be transferred to
the Council at some point in the future, their resource needs would be met within the

overall levelsidentified by the consultants.

Third, in the process of establishing the Council, the Board of Directors and the
Executive Director would need to make judgments about the number of staff and contract
personnel required, at what stage, and at what levels of remuneration. It is possible that

opportunities for economies could be found in this process. In addition, the phasing in of
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some functions could mitigate the requirement for some resources in the initial years. For
reasons set out earlier, the Committeeis of the view that the three functions of policy,
education, and accreditation should al be assigned to the Council. But, decisions could
be made during the implementation process as to the pace and scale at which each of

these functions should be implemented.

Itisalso possible that savings could be found in other areas of the research ethics
enterprise if the Council were created. For example, there is much expertise and
programming around research ethics education. The Council could provide an
educational program at low cost or assist in coordinating access to educational programs
created by various universities and others so organizations needing to initiate or improve
their education on ethics would not have to start from scratch and absorb the
developmental costs involved. Among other possibilities could be the achievement of
efficiencies through the establishment of reciprocity arrangements among accredited
REBs so multi-site studies do not have to be reviewed by al the participating REBs. The
latter would save time and effort of the REBs and reduce frustration and time of

researchers.

All of this having been said, the Committee wishes to underline the importance of the
new Council being provided with resources sufficient to enable it to discharge its
responsibilities. An over-zeaous pursuit of economies could defeat the purpose of

creating the Council in the first place.
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The consultants were not asked to consider the expenses that research organizations
might have to incur to meet the accreditation standards, as this would be impossible to
estimate without first establishing the standards themselves. In thisregard, however, it
would be appropriate for eligible research institutions to treat the costs of an accreditation
process to protect human participants as | egitimate expenses under the Government of
Canada’ s Indirect Costs Program. The Committee recommends that the Indirect Costs
Program be given additional resources by the government to assist research institutionsin

meeting any cost increases associated with accreditation.

5.5 Timetable

A redlistic assessment of the time required to create the Council and to put in place the
comprehensive system could be three years. Steps that have to be taken include
incorporating the Council under the Canada Cor porations Act, obtaining bridge financing
from the federal government, nominating the Selection Panel, establishing the Board of
Directors and the Members to whom they would be accountable, recruiting staff,

completing standards, and developing educational tools, among other activities.

There are no evident shortcuts to this process. That being said, the likely time required to

get the new arrangements into place constitutes a compelling reason for making as early a

start as possible.
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6. Summary of Recommendations

1. That the Sponsors’ Table, together with other interested stakeholders, engage in a
process that builds upon their cooperative efforts and immediately implement the
Committee' s proposal for a Canadian Council for the Protection of Human Research

Participants.

2. That the Canadian Council for the Protection of Human Research Participants be

entrusted with the three interrelated functions of policy, education, and accreditation.

3. That the federal government provide the necessary bridge financing for the Council
and that members of the Sponsors' Table, together with other interested stakeholders,
establish a permanent funding arrangement for the Council such as grants through the

federal government’s Indirect Costs Program.

4. That organizations of the Sponsors’ Table, together with other interested stakeholders,
establish policies that require al of those who fall within their respective jurisdictions to
recognize the Council’ s authority, purpose, and functions and most specifically, to
require all research involving humans conducted in Canada or by Canadian researchersto
receive prospective ethical review and ongoing oversight from an REB following the

CPSRIH and operating within an accredited PEERH.



