TRI-COUNCIL POLICY STATEMENT

Ethical Conduct for
Research Involving
Humans

2010

Canadian Institutes of Health Research
Natural Sciences and Engineering Research Council of Canada
Social Sciences and Humanities Research Council of Canada

Please cite this document as follows:
Canadian Institutes of Health Research, Natural Sciences and Engineering Research Council of Canada,
and Social Sciences and Humanities Research Council of Canada, Tri-Council Policy Statement: Ethical

Conduct for Research Involving Humans, December 2010.

Note: For the most recent information on amendments, please consult the official online version of the
TCPS at www.pre.ethics.gc.ca.

Permission is granted to photocopy this material.

© Her Majesty the Queen in Right of Canada (2010)






ACKNOWIEAGEMENTS .. ceuiiieiiieie et eeee et eteeeteeeteeeteeaneeeeeesnaeanneannassnnesnneennnns 1
INTRODUCTION.............. feeeeetteneeeetauaeeetaaaeeetaaeeettateeettaeeaataeeeenarnaeeeaenneeaans 5
Y na e .fti'e 'Ag‘e&jes .............................................................................. 5

Com, L e WE A ile iyl Vororiieic 5
(61710 ] (=] S RPN 7
ETHICS FRAMEWORK ..o e et ea e 7
A.\‘m'.Fiﬁ;e ofbesy € R pydess ¢ B B St 7

B. Cole 0 j Lo Sieeemieeiiei 8

C. qoW' g A, Ty 1S ogle Y eeeeeiiei s 11

e

(610 F=T o] (=] S SRR R PR PPRPPRPPPPPPR 15
SCOPE AND APPROACH ... et e e e e eans 15

L b rggt g e 15



GOVERNANCE OF RESEARCH ETHICS REVIEW ......oooiiiiiiiiiiiiiiie e, 67
gu ............................................................................................ 67
h’[sn?sen ofbess ¢ nEwcsB.rs .................................................. 67
B ,r;eauresf.r%esﬁ¢ B R SBg IgheVeW vy 76
C &)é: .n - Opa na I.S ...... gececcccececesescscscesesescsscseqesesescssssesesossssesese0ee 83
D. besg € ﬁgks%evev\fiurng piple ly Dg | e g E?Jergeﬂ; €5 errnrieinrie e 85
(61T o] 1= S PR TRPRPPRRN 89
CONFLICTS OF INTEREST ...t 89
\nt ‘oil BT g overrrerrre et 89
. ey C l; ...................................................................................... 89
B.1 §t s n& C.nﬂc S ol Feted o 91
C. %e%ﬁ n&vc ﬁc mbers C.nﬂc’fs.1‘\|;fere§t ............................ 93
D. besg ¢ ReTS, aC.n s ofk ne"e ....................................................... 94
(0 0P o] =] g TP PPRT PP PPRPPUPPPR 97
MULTI-JURISDICTIONAL RESEARCH........c.uviiiiiiiiiiiiii e 97
| L T USRS U USSP USRNSSR 97
) Oa o ¢ :
A beVeW Y% B - sWsfarbesy ¢ M v.lvng Mut Q\ §tJ 0% ng/ef
Myt E”e%\i nEvcsB. ST ST 97
B. %evew ofbesy € ilC.nau ea.Jsae Rl §tJ B coeeeseseresesnessnatesians 101
(61T o] 1= G TR 105
RESEARCH INVOLVING THE FIRST NATIONS, INUIT AND
METIS PEOPLES OF CANADA ......co.veveiueveeceeiesseeeesesesieseneseesensassen s senenensnan, 105
1t r.aut .............. OO 105
A. ety C.ﬁ; e . ‘ naE n T Seeeeenenneeees Neepeeeeeneeateeeetie e eaeeaeeaeraeeaeanaes 107
B. X fer il ¥ s By Mowel “p Apel8, LCq o S, 109
C. A"ly’ng ,,r.vs.ns E0s gl vV Aper 8 LCot e S v 110
(610 F=T o] 1= g O IR PP 135
QUALITATIVE RESEARCH .....oiiiiiiiiiiiiic e 135
t
n b gt g creareiest ettt ettt ettt 135
\af ure flu tt & Ve B eSg € Ferrrmieiiiiieieeeeee e 135
B *’e%tf nEwcs%e VeW of QU LT vebasg ¢ M, 138
(61> 1= g I TR 147
CLINICAL TRIALS ........................................................................................ 147
1t r.ala O e 147
A. Yoy c,.;et Aeeteneetenteseun et eg et et ae et entebe et et R et e st et en e et et eneeseneesaneesn 148
B. Clyc, Lx D oS 9, na%eg§r B <reeeeee e 149

cp



C. Assess 9 4 el Vo pd Y T LY B 157

D. Fiusa lCopflcls.ofh Teted wommmir 163
E. Ag lyss, paDssem b g of Clicy Lo Lptc gMeSeiniiniiiinee, 164
(0 0 F=T o) (=T i PR 169

HUMAN BIOLOGICAL MATERIALS INCLUDING MATERIALS






L3 poWle 3% ?’ent

In August 2010, in accordance with its mandate, the Interagency Advisory Panel on Research
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The /C 8 ®i OF, Sqe’? EhyC o<, © Regey*h 0 jg,, "4@ (TCPSorthe
Policy) is a joint policy of Canada’s three federal research agencies — the Canadian Institutes of
Health Research (CIHR), the Natural Sciences and Engineering Research Council of Canada
(NSERC), and the Social Sciences and Humanities Research Council of Canada (SSHRC), or
“the Agencies.”

This Policy expresses the Agencies’ continuing commitment to the people of Canada to promote
the ethical conduct of research involving humans. It has been informed, in part, by leading inter-
national ethics norms, all of which may help, in some measure, to guide Canadian researchers, in
Canada and abroad, in the conduct of research involving humans.

This edition represents the first substantive change to the Policy since its adoption in 1998. It is a
major revision, reflecting over a decade of experience in the application of the Policy by the re-
search community to existing and emerging ethical issues and new areas of research. It also distils
the experience of the Interagency Advisory Panel on Research Ethics (PRE or the Panel), which
was created in 2001 primarily to steward the evolution and interpretation of this Policy, and to
provide the Agencies with independent advice on issues related to the ethics of research involving
humans. This edition, which replaces the original TCPS, draws on the advice provided to the Panel
by its working groups and committees. As well, it reflects the significant and valuable input from
the research community and all those who provided feedback on the drafts that the Panel circulated
publicly in December 2008 and December 20009.

Mandate of the Agencies

The people of Canada, through Acts of Parliament,! have created and funded the Agencies to
promote and assist research within their respective legislative mandates. In discharging their
mandates, the Agencies wish to promote research that is conducted according to the highest ethical
standards. The Agencies have therefore adopted this Policy as a benchmark for the ethical conduct
of research involving humans. As a condition of funding, the Agencies require that researchers
and their institutions apply the ethical principles and the articles of this Policy and be guided by
the application sections of the articles.

Compliance with the Policy

To be eligible to receive and administer research funds from the Agencies, institutions must agree
to comply with a number of Agency policies set out as schedules to a Memorandum of Under-
standing (MOU) between the Agencies and institutions.? This Policy is referenced in Schedule 2
to that MOU. Institutions must therefore ensure that research conducted under their auspices adhere
to this Policy. Researchers are expected, as a condition of funding, to adhere to the TCPS. Institu-
tions should support their efforts to do so.

C,S“‘ 5
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ETHICS FRAMEWORK

A. Importance of Research and Research Ethics

The search for knowledge about ourselves and the world around us is a fundamental human
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the expansion of knowledge. Given the fundamental importance of research and of human partic-
ipation in research, we must do all that we can as a society to ensure that research is conducted in
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An important mechanism for respecting participants’ autonomy in research is the requirement to
seek their free, informed and ongoing consent. This requirement reflects the commitment that par-
ticipation in research, including participation through the use of one’s data or biological materials,
should be a matter of choice and that, to be meaningful, the choice must be informed. An informed
choice is one that is based on as complete an understanding as is reasonably possible of the purpose

C,S“‘ 9
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who are important to them. Harm includes any negative effects on welfare, broadly construed (for
the relationship between risk and harm, see Chapter 2, Section B). Note that, for the purposes of
this Policy, “group” and “community” are used in their ordinary sense. More detailed types of
community as defined in Chapter 9 are specific to Aboriginal contexts.

Concern for Welfare means that researchers and REBs should aim to protect the welfare of par-
ticipants, and, in some circumstances, to promote that welfare in view of any foreseeable risks
associated with the research. They are to provide participants with enough information to be able
to adequately assess risks and potential benefits associated with their participation in the research.
To do so, researchers and REBs must ensure that participants are not exposed to unnecessary risks.
Researchers and REBs must attempt to minimize the risks associated with answering any given
research question. They should attempt to achieve the most favourable balance of risks and po-
tential benefits in a research proposal. Then, in keeping with the principle of Respect for Persons,
participants or authorized third parties, make the final judgment about the acceptability of this
balance to them.

10 cps
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The recruitment process, both of participants who may become directly involved in research and
those who participate as the source of information or biological materials to be used in research,
is an important component of the fair and equitable conduct of research. Participation should be
based on inclusion criteria that are justified by the research question. Inequity is created when par-
ticular groups fail to receive fair benefits of research or when groups, or their data or their
biological materials, are excluded from research arbitrarily or for reasons unrelated to the research
question.

An important threat to Justice is the imbalance of power that may exist in the relationship between
researcher and participant. Participants will generally not understand the research in the same way
and in the same depth as does the researcher. Historically, there have been instances in which this
power imbalance has been abused, with resulting harm to participants.

The Core Principles — Conclusion

Thewlancpts.hquitable conduct ofondtiondu procwhen par-

C,S“‘ 11
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Research Ethics and Law

In addition to the principles and guidelines in this Policy, researchers are responsible for
ascertaining and complying with all applicable legal and regulatory requirements with respect to
consent and the protection of privacy of participants (see Chapter 5). These legal and regulatory
requirements may vary depending on the jurisdiction in Canada in which the research is being
conducted, and who is funding and/or conducting the research, and they may comprise
constitutional, statutory, regulatory, common law, and/or international or legal requirements of
jurisdictions outside of Canada. Where the research is considered to be a governmental activity,
for example, standards for protecting privacy flowing from theC , 7%, di "C hy s © Righe o'l
F=ed® g, federal privacy legislation and regulatory requirements would apply.

The law affects and regulates the standards and conduct of research involving humans in a variety
of areas, including, but not limited to privacy, confidentiality, intellectual property and the capacity
of participants. In addition, human rights legislation and most documents on research ethics
prohibit discrimination on a variety of grounds and recognize equal treatment as fundamental.
REBs and researchers should also respect the spirit of theC ;7 dig "C hyeer ® Righe o'
F=ed® g particularly the sections dealing with life, liberty and security of the person, as well as
those involving equality and discrimination.

Researchers may face situations where they experience a tension between the requirements of the
law and the guidance of the ethical principles in this Policy. In such situations, researchers should
strive to comply with the law in the application of ethical principles. Researchers should consult
with colleagues, the REB or any relevant professional body, and if necessary, seek independent
legal advice to help resolve any conflicts between law and ethics, and guide an appropriate course
of action.

This legal context for research involving humans is constantly evolving and varies from jurisdiction
to jurisdiction. For this reason, REBs and researchers should be aware of applicable laws so they
can identify legal issues that may occur in the conduct of research. REBs may satisfy this obligation
through expertise among their members or through wider consultation. The researcher may seek
independent legal advice when necessary.

The Perspective of the Participant

In designing and conducting research or reviewing the ethics of research, researchers and REBs
must be mindful of the perspective of the participant. It may be necessary to consider the various
contexts (e.g., social, economic, cultural) that shape the participant’s life, to properly evaluate the
implications of the research in terms of the core principles.

Appropriate Expertise for Review

It is also important that research ethics review be appropriate to the disciplines, fields of research,
and methods of the research being reviewed. This means that REBs must understand the discipline
and method under review and be able to assess the research on its own terms. This Policy provides
more direction concerning appropriate expertise in Articles 6.4 and 6.5.

12 cps
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SCOPE AND APPROACH

Introduction

The purpose of this Policy, as set out in Chapter 1, is to establish principles to guide the design,
ethical conduct and ethics review process of research involving humans. This chapter outlines the
scope of application of the Policy and the approach to research ethics review that flows from the
core principles — Respect for Persons, Concern for Welfare, and Justice. The preferred approach
to research ethics review is a proportionate approach. The research ethics board (REB) tailors the
level of scrutiny by an REB to the level of risk presented by the research, and assesses the ethical

C,S“‘ 15
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For the purposes of this Policy, “human participants” (referred to as “participants”)
are those individuals whose data, or responses to interventions, stimuli or questions
by the researcher, are relevant to answering the research question.

Human participants are unique among the many parties involved in research,
because they bear the primary risks of the research. These individuals are often
referred to as “research subjects.” This Policy prefers the term “participant” because

cp
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any time during which its development has been suspended, and ending at birth.
Fetal tissue includes membranes, placenta, umbilical cord, amniotic fluid and other
tissue that contains genetic information about the fetus. Human reproductive
materials mean a sperm, ovum or other human cell, or a human gene, as well as a
part of any of them. The term “human biological materials” may be considered,
for the purposes of this Policy, to include materials related to human reproduction.
The last section of Chapter 12 discusses ethical issues specific to these materials.t

When in doubt about the applicability of this Policy to a particular research project,
the researcher shall seek the opinion of the REB. The REB makes the final decision
on exemption from research ethics review.

Research Exempt from REB Review

Some research is exempt from REB review where protections are available by other means. This
Policy allows the following exemptions from the requirement for REB review, as outlined below.

Article 2.2

Application

Research that relies exclusively on publicly available information does not require
REB review when:

(a) the information is legally accessible to the public and appropriately protected
by law; or

(b) the information is publicly accessible and there is no reasonable expectation of
privacy.

For the purposes of this Policy, publicly available information is any existing stored
documentary material, records or publications, which may or may not include
identifiable information. Some types of information are legally accessible to the
public in a certain form and for a certain purpose, as specified by law or regulations:
registries of deaths, court judgments, or public archives and publicly available
statistics (e.g., Statistics Canada public use files), for example. In Canada, all
publicly available archives (national, provincial or municipal) have policies
governing access to their records. An archival record or database that is subject to
restrictions, such as those under access to information and privacy legislation or
contractual restrictions imposed by the donor of the records, may also be considered
publicly available for the purposes of this Policy.

Research that relies exclusively on information that is publicly available, or made
accessible through legislation or regulation, does not require REB review.
Exemption from REB review for research involving information that is legally
accessible to the public is based on the presence of a legally designated
custodian/steward who protects its privacy and proprietary interests (e.g., an access
to information and privacy coordinator or a guardian of Canadian census data).

REB review is also not required where research uses exclusively publicly available
information that may contain identifiable information, and for which there is no

C,S“‘ 17
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reasonable expectation of privacy. For example, identifiable information may be
disseminated in the public domain through print or electronic publications; film,
audio or digital recordings; press accounts; official publications of private or public
institutions; artistic installations, exhibitions or literary events freely open to the
public; or publications accessible in public libraries. Research that is non-intrusive,
and does not involve direct interaction between the researcher and individuals
through the Internet, also does not require REB review. Cyber-material such as
documents, records, performances, online archival materials or published third
party interviews to which the public is given uncontrolled access on the Internet
for which there is no expectation of privacy is considered to be publicly available
information.

Exemption from REB review is based on the information being accessible in the
public domain, and that the individuals to whom the information refers have no
reasonable expectation of privacy. Information contained in publicly accessible
material may, however, be subject to copyright and/or intellectual property rights
protections or dissemination restrictions imposed by the legal entity controlling the
information.

However, there are situations where REB review is required.

There are publicly accessible digital sites where there is a reasonable expectation

cp



19






21



Clahe: = % e daph %

on the ethical issues surrounding the research. This reflection can show whether
the stated risks, or other unknown risks, were incurred and how they affected the
individual and collective welfare of participants. This reflective practice is intended
to enable both researchers and REBs to be more effective in protecting participants
in current and future research. This practice is especially important in new and
emerging fields, where the ethical implications are not yet well understood. Here,
reflection should involve an ongoing dialogue among REBs and researchers, as
appropriate, to enable the practices surrounding research ethics to evolve as needed
to comply with the principles of this Policy.

In the conduct of their approved research, should unanticipated issues arise that
may increase the level of risk or have other ethical implications, researchers shall
report them to their REB in a timely manner. Researchers shall also submit to their
REBs in a timely manner requests for changes to their approved research. Further
details are provided in Articles 6.14 to 6.16.

B. Approach to REB Review

This section introduces the concepts of risks and potential benefits of research (including a
definition of minimal risk), as well as their balance in research ethics review and the conduct of
research. It describes the proportionate approach to REB review: The REB tailors its level of
scrutiny to the level of risk presented by the research, and assesses the ethical acceptability of the
research through consideration of the foreseeable risks, the potential benefits and the ethical
implications of the research, both at the stage of the initial review and throughout the life of the
project (continuing ethics review).

Concepts of Risks and Potential Benefits
Aelia g

Research involving humans may produce benefits that positively affect the welfare of society as
a whole through the advancement of knowledge for future generations, for participants themselves
or for other individuals. However, much research offers little or no direct benefit to participants.
In most research, the primary benefits produced are for society and for the advancement of
knowledge.

ke s
Because research is a step into the unknown, its undertaking can involve harms to participants

and to others. Harm is anything that has a negative effect on the welfare of participants, and the
nature of the harm may be social, behavioural, psychological, physical or economic.

Risk is a function of the magnitude or seriousness of the harm, and the probability that it will

22 cps
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Potential harms in research may span the spectrum from minimal (e.g., inconvenience of
participation in research) to substantial (e.g., a major physical injury or an emotional trauma).
Harms may be transient, such as a temporary emotional reaction to a survey question, while
other types of harm may be longer lasting, such as the loss of reputation following a breach
of confidentiality, or a traumatic experience. The perspective of the participants regarding
harm may vary from that of researchers. Participants themselves may vary in their reaction
to the research. Researchers and REBs should attempt to assess the harm from the perspective
of the participants to the extent possible. Research in certain disciplines, such as
epidemiology, genetics, sociology or cultural anthropology, may present risks that go beyond
the individual and may involve the interests of communities, societies or other defined
groups.

}k’)'/ .hq h l,‘j’ o ‘(1?[ ‘/'/?W‘" o ; }k“ }Ia'/

This refers to the likelihood of participants actually suffering the relevant harms. An
assessment of such probability may be based on the researcher’s past experience conducting
such studies, the review of existing publications that provide rates of the relevant harms in
similar issues, or on other empirical evidence. And while researchers should attempt to
estimate the occurrence of the relevant harms, this may be more difficult, or not possible,
for new or emerging areas of research where no prior experience, comparable research or
publications exist.

Certain accepted research paradigms bring inherent limitations to the prior identification of risk.
For example, when research in the social sciences employs emergent design, the manner in which
the research project will proceed and any associated risks may be known only as it unfolds (see
Chapters 3 and 10).

" Rk

Minimal risk research that falls within the scope of this Policy requires REB review. It is generally
eligible for delegated review — described in Article 6.12.

For the purposes of this Policy, “minimal risk” research is defined as research in which the
probability and magnitude of possible harms implied by participation in the research is no greater
than those encountered by participants in those aspects of their everyday life that relate to the
research.

In their assessment of the acceptable threshold of minimal risk, REBs have special ethical
obligations to individuals or groups whose situation or circumstances make them vulnerable in
the context of a specific research project, and to those who live with relatively high levels of risk
on a daily basis. Their inclusion in research should not exacerbate their vulnerability (see Article
4.7).
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The analysis, balance, and distribution of risks and potential benefits are critical to the ethics of
research involving humans. The principle of Concern for Welfare imposes an ethical obligation to
design, assess and conduct research in a way that protects participants from any unnecessary or
avoidable risks. In their review, REBs should be concerned with an assessment that the potential
research outcomes and potential benefits merit the risks.

Risks and potential benefits may be perceived differently by different individuals and groups in
society. Researchers and REBs should take this into account in designing and reviewing research.
They should also recognize that researchers and participants may not always see the risks and
potential benefits of a research project in the same way. In assessing risks and potential benefits
for specific populations, researchers and REBs should understand the role of the culture, values
and beliefs of the populations to be studied. In this regard REBs may consult ad hoc advisors as
needed. Researchers and REBs may also consult guidelines that exist for conducting research with
these populations (see Chapters 8, 9 and 10). Researchers shall demonstrate to their REBs that
they have a reasonable understanding of the culture, values and beliefs of the population to be
studied, and the likely effects of their research upon them. This could be demonstrated, for
example, by referring to previous experience with conducting research with a similar population,
or to published research on the effects of that type of research on the population being studied, or
by presenting feedback from a community advisory group.

Article 2.9  The REB shall adopt a proportionate approach to research ethics review such that,
as a preliminary step, the level of review is determined by the level of risk presented
by the research: the lower the level of risk, the lower the level of scrutiny (delegated
review); the higher the level of risk, the higher the level of scrutiny (full board
review). A proportionate approach to assessing the ethical acceptability of the
research, at either level of review, involves consideration of the foreseeable risks,
the potential benefits and the ethical implications of the research.

Application The proportionate approach to REB review encompasses both the initial assessment
of the level of risk to participants posed by a research project — used to determined
the level of review (i.e., delegated or full REB review [see Articles 6.11 to 6.17])
— and the approach to the actual review of the research project itself. While all
research shall be reviewed in light of the core principles of this Policy, the
proportionate approach to REB review is intended to direct the most intensive
scrutiny, time and resources, and correspondingly, the most protection, to the most
ethically challenging research.

A proportionate approach to research ethics review starts with an assessment of the
magnitude and probability of harms. Minimal risk research should normally receive
delegated review and above-minimal risk research shall receive full REB review.
Whether the review is delegated, full-board, initial or continuing, foreseeable risks
and potential benefits should be considered as well as the ethical implications of
the research. The proportionate approach to REB review requires that a project

24 cps
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THE CONSENT PROCESS

Introduction

This chapter sets out the ethical requirements for consent in research involving humans.
Throughout this Policy, the term “consent” means “free, informed and ongoing consent.” For the
purpose of this Policy, “free” and “voluntary” are used interchangeably.

Respect for Persons implies that individuals who participate in research should do so voluntarily,
understanding the purpose of the research, and its risks and potential benefits, as fully as reasonably
possible. Where a person has the capacity to understand this information, and the ability to act on
it voluntarily, the decision to participate is generally seen as an expression of autonomy. The Policy
refers to the process of seeking consent from prospective participants, which may result in either
agreement or refusal to participate. This process is meant to emphasize Respect for Persons. Under
no circumstances may researchers proceed to conduct research with anyone who has refused to
participate. Subject to exceptions set out in this Policy, consent must be obtained from participants
prior to the conduct of research.

Equally, Respect for Persons implies that those who lack the capacity to decide for themselves
should nevertheless have the opportunity to participate in research that may be of benefit to
themselves or others. Authorized third parties acting on behalf of these individuals decide whether
participation would be appropriate. For the purposes of this Policy, the term “authorized third
party” (also known as “authorized third party decision makers”) refers to any person with the
necessary legal authority to make decisions on behalf of an individual who lacks the capacity to
consent to participate or to continue to participate in a particular research project. These decisions
involve considerations of Concern for Welfare and Justice.

Certain types of research require alternate processes for seeking consent. These are also described
in this chapter. Where elements of the consent process may need to be adapted to the requirements
of a particular research project, the research ethics board (REB) can play an educational and
consultative role in determining the appropriate process for seeking and maintaining consent.

The head of the research team, also known as the principal investigator, is responsible for ensuring
that the consent process is followed. This person is also responsible for the actions of any member
of the research team involved in the consent process.

In addition to this Policy, researchers are responsible for ensuring that all applicable legal and
regulatory requirements with respect to consent are met. In some circumstances, researchers may
have further legal obligations that may be determined in part by the nature of the research and the
jurisdiction in which the research is being conducted.!
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A. General Principles

Consent Shall Be Given Voluntarily
Article 3.1  (a) Consent shall be given voluntarily.

(b) Consent can be withdrawn at any time.

(c) If a participant withdraws consent, the participant can also request the with-
drawal of their data or human biological materials.

Application (a) The voluntariness of consent is important because it respects human dignity
and means that individuals have chosen to participate in research according to
their own values, preferences and wishes.

The approach to recruitment is an important element in assuring voluntariness.
In particular, how, when and where participants are approached, and who re-
cruits them are important elements in assuring (or undermining) voluntariness.
In considering the voluntariness of consent, REBs and researchers should be
cognizant of situations where undue influence, coercion or the offer of incen-
tives may undermine the voluntariness of a participant’s consent to participate
in research.

I’ld » I’l” {,I‘I:?

U

Undue influence and manipulation may arise when prospective participants are
recruited by individuals in a position of authority. The influence of power re-
lationships (e.g., employers and employees, teachers and students, commanding
officers and members of the military or correctional officers and prisoners) on
the voluntariness of consent should be judged from the perspective of prospec-
tive participants, since the individuals being recruited may feel constrained to
follow the wishes of those who have some form of control over them. This con-
trol may be physical, psychological, financial or professional, for example, and
may involve offering some form of inducement or threatening some form of
deprivation. In such situations, the control exerted in a power relationship may
place undue pressure on the prospective participants. At the extreme, there can
be no voluntariness if consent is secured by the order of authorities.

REBs and researchers should also pay particular attention to elements of trust
and dependency in relationships (e.g., between physician and patient or between
professor and student). These relationships can impose undue influence on the
individual in the position of dependence to participate in research projects. Any
relationship of dependency, even a nurturing one, may give rise to undue in-
fluence even if it is not applied overtly. There may be a greater risk of undue
influence in situations of ongoing or significant dependency.
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Pre-existing entitlements to care, education and other services should not be
prejudiced by the decision of whether or not to participate in, or to withdraw
from, a research project. Accordingly, for example, a physician should ensure
that continued clinical care is not linked to research participation. Similarly,
where students do not wish to participate in research studies for course credits,
they should be offered a comparable alternative.

C e.cion

Coercion is a more extreme form of undue influence, involving a threat of
harm or punishment for failure to participate. Coercion would negate the
voluntariness of a decision to participate, or to remain, in a research project.

ool
=l e

Incentives are anything offered to participants, monetary or otherwise, for par-
ticipation in research (incentives differ from reimbursements and compensation
for injury, which are discussed in Article 3.2[j]). Because incentives are used
to encourage participation in a research project, they are an important consid-
eration in assessing voluntariness. Where incentives are offered to participants,
they should not be so large or attractive as to encourage reckless disregard of
risks. This is a particular consideration in the case of healthy volunteers for the
early phases of clinical trials, as discussed in Article 11.1. The offer of incen-
tives in some contexts may be perceived by prospective participants as a way
for them to gain favour or improve their situation. This may amount to undue
inducement and thus negate the voluntariness of participants’ consent.

This Policy neither recommends nor discourages the use of incentives. The
onus is on the researcher to justify to the REB the use of a particular model and
the level of incentives. In considering the possibility of undue influence in re-
search involving financial or other incentives, researchers and REBs should be
sensitive to issues such as the economic circumstances of those in the pool of
prospective participants, the age and capacity of participants, the customs and
practices of the community, and the magnitude and probability of harms (see
Chapter 4, Section B). Guardians and authorized third parties should not receive
incentives for arranging the involvement in research of the individual they rep-
resent. However, they may accept reasonable incentives or compensation on
behalf of that individual, as long as these are suitable to the circumstances.

(b) To maintain the element of voluntariness, participants shall be free to withdraw
their consent to participate in the research at any time, and need not offer any
reason for doing so. In some cases, however, the physical practicalities of the
project may prevent the actual withdrawal of the participant partway through,
for example, if the project involves only a single intervention, or if the
termination of a medical research procedure may compromise the safety of the
participant.
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(d) an assurance that prospective participants:

» are under no obligation to participate; are free to withdraw at any time
without prejudice to pre-existing entitlements;

» will be given, in a timely manner throughout the course of the research
project, information that is relevant to their decision to continue or withdraw
from participation; and

» will be given information on the participant’s right to request the withdrawal
of data or human biological materials, including any limitations on the
feasibility of that withdrawal;

(e) information concerning the possibility of commercialization of research
findings, and the presence of any real, potential or perceived conflicts of interest
on the part of the researchers, their institutions or the research sponsors;

(f) the measures to be undertaken for dissemination of research results and whether
participants will be identified directly or indirectly;

(9) the identity and contact information of a qualified designated representative
who can explain scientific or scholarly aspects of the research to participants;

(h) the identity and contact information of the appropriate individual(s) outside the
research team whom participants may contact regarding possible ethical issues
in the research;

(i) an indication of what information will be collected about participants and for
what purposes; an indication of who will have access to information collected
about the identity of participants, a description of how confidentiality will be
protected (see Article 5.2), a description of the anticipated uses of data; and in-
formation indicating who may have a duty to disclose information collected,
and to whom such disclosures could be made;

(j) information about any payments, including incentives for participants,
reimbursement for participation-related expenses and compensation for injury;

(k) a statement to the effect that, by consenting, participants have not waived any
rights to legal recourse in the event of research-related harm; and

(D in clinical trials, information on stopping rules and when researchers may
remove participants from trial.

For consent to be informed, prospective participants shall be given adequate time
and opportunity to assimilate the information provided, pose any questions they
may have, and discuss and consider whether they will participate. The time required
for this initial phase of the consent process will depend on such factors as the
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the ethical obligation to disseminate results in such areas as clinical trials, this re-
quirement is grounded on the reasonable expectation of participants that results will
be published or otherwise disseminated in the public domain to advance societal
knowledge (addressed further in Articles 11.3 and 11.12). With respect to research
involving Aboriginal peoples and disclosure of information, see Chapter 9.

Paragraph (h) acknowledges that some institutions may decide either to name an
ombudsman for participants, or designate a resource person to handle queries,
receive complaints, and transmit those complaints to the REB. This is a matter for
institutions to determine.

Paragraph (i) touches on issues of privacy and confidentiality, secondary use of
data, and the possibility of compelled disclosure by the researcher to third parties
for administrative and/or legal purposes. These issues are addressed in further detail
in Chapter 5 and, in particular, Article 5.2.

Paragraph (j) ensures that participants are informed of the payments they will
receive (if any) for their participation. Reimbursement for participation-related
expenses is intended to ensure that participants are not put at a direct or indirect
financial disadvantage for the time and inconvenience of participation in research.
Direct expenses are costs incurred because of research participation (e.g., paying
for transportation to, or parking at, the research site) while indirect expenses refer
to losses that arise from participation (e.g., taking unpaid leave from work).
Participants should also be informed about any compensation they may be entitled
to for research-related injuries.

Paragraph (1) is intended to inform the prospective participant in clinical trials of
circumstances under which the researcher may end the participant’s involvement
in a research project. Clinical trials have stopping rules: statistically significant end
points and safety considerations determined in advance, which, once reached,
dictate that the trial must be terminated. As well, researchers may remove
participants who are not following the procedures of the clinical trial or for safety
reasons (see Article 11.7).

Consent Shall Be an Ongoing Process

Article 3.3

Application

Consent shall be maintained throughout the research project. Researchers have an
ongoing duty to provide participants with all information relevant to their ongoing
consent to participate in the research.

Consent encompasses a process that begins with the initial contact (e.g., recruit-
ment) and carries through to the end of participants’ involvement in the project.
Throughout the process, researchers have an ongoing duty to provide participants
and REBs with all information relevant to participants’ ongoing consent to partic-
ipate in the research. The researcher has an ongoing ethical and legal obligation to
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bring to participants’ attention any changes to the research project that may affect
them. These changes may have ethical implications, or may be germane to their
decision to continue research participation, or may be relevant to the particular cir-
cumstances of individual participants. In particular, researchers shall disclose
changes to the risks or potential benefits of the research. This gives participants
the opportunity to reconsider the basis for their consent in light of the new infor-
mation.

In the case of children who begin participation in a project on the basis of consent
from an authorized third party, the researcher must seek their autonomous consent
if they reach the age of majority during the research, in order for their participation
to continue.

Incidental Findings

Article 3.4  Researchers have an obligation to disclose to the participant any material incidental
fiw(t8ndings-0theprarils-Othepry af) oblibeeprojincpre thaan ob ressignifs, matwelfarilim0 Tw(m Tv
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Consent Shall Precede Collection of, or Access to, Research Data

Article 3.5

Application

Research shall begin only after the participants, or their authorized third parties,
have provided their consent.

In keeping with the principle of Respect for Persons, participants shall provide their
consent prior to engaging in research. This is the clearest demonstration that their
participation is based on consideration of the risks and potential benefits of the
research project, and other principles in this Policy.

There are exceptions to this general ethical requirement, however, set out in Articles
3.7 and 3.8.

This article does not apply to conversations that researchers may have with
prospective participants as part of the development of the design of their research.
These preliminary conversations — which may include negotiations concerning the
terms on which a researcher may engage with a particular community or group —
do not in themselves constitute research, and therefore do not require consent (see
Chapter 2, Article 6.11, Articles 9.3 to 9.6, and Article 10.1).

Critical Inquiry

Article 3.6

Application

Permission is not required from an organization in order to conduct research on
that organization. If a researcher engages the participation of members of an
organization without the organization’s permission, the researcher shall inform
participants of any foreseeable risk that may be posed by their participation.

Research in the form of critical inquiry, that is, the analysis of social structures or
activities, public policies, or other social phenomena, requires an adjustment in the
assessment of consent. Where the goal of the research is to adopt a critical perspec-
tive with respect to an institution, organization or other entity, the fact that the object
of the research may not endorse the research project should not be a bar to the re-
search receiving ethics approval. Where social sciences or humanities researchers
seek knowledge that critiques or challenges the policies and practices of institutions,
governments, interest groups or corporations, researchers do not need to seek the
organization’s permission to proceed with the proposed research. If institutional
approval were required, it is unlikely that research could be conducted effectively
on such matters as institutional sexual abuse or a government’s silencing of dissi-
dent scientists. Important knowledge and insights from research would be forgone.
Specific requirements pertain to Aboriginal organizations, which are discussed in
detail in Articles 9.4 to 9.8.

REBs should not prohibit research simply because the research is unpopular or
looked upon with disfavour by a community or organization, in Canada or abroad.
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Similarly, REBs should not veto research on the grounds that the government in
place or its agents have not given approval for the research project, or have ex-
pressed a dislike for the researchers.

However, individuals who are approached to participate in a research project about
their organization should be fully informed about the views of the organization re-
garding the research, if these are known. Researchers shall inform participants when
the permission of the organization has not been obtained. Researchers engaging in
critical inquiry need to be attentive to risks, both of stigmatization or breach of pri-
vacy, to those who participate in research about their organization. In particular,
prospective participants should be fully informed of the possible consequences of
participation.

REBs should, however, legitimately concern themselves with the welfare of participants
and the security of research materials in such circumstances. When participants are vul-
nerable to risks from third parties (e.g., authoritarian regimes, gang leaders, employers)
on account of their involvement in research, researchers should ensure that copies of
field materials are kept in secure locations. When sharing research materials such as
consent forms or transcripts of field notes with participants, researchers must honour
their commitment to protect the anonymity and confidentiality of participants to ensure
that their human rights, and the ethical principles set out in this Policy, are not compro-
mised. In general, regardless of where the researchers conduct their research,
re