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Foreword

The Digital Governance Standards Institute (DGSI) develops digital technology
governance standards fit for global use. The Institute works with experts, as well as
national and global partners and the public to develop national standards that reduce
risk to Canadians and Canadian organizations adopting and using innovative digital
technologies in today’s digital economy.

DGSI standards are developed in accordance with the Requirements & Guidance —
Accreditation of Standards Development Organizations, 2019-06-13, established by the
Standards Council of Canada (SCC).

Attention is drawn to the possibility that some of the elements of this Standard may be
the subject of patent rights. DGSI shall not be held responsible for identifying any or all
such patent rights. Details of any patent rights identified during the development of this
Standard are included in the Introduction.

For further information about DGSI, please contact:

Digital Governance Standards Institute
500-1000 Innovation Dr.

Ottawa, ON K2K 3E7

www.dgc-cgn.org

A National Standard of Canada (NSC) is a standard developed by a Standards Council
of Canada (SCC) accredited Standards Development Organization in compliance with
requirements and guidance set out by SCC. More information on National Standards of
Canada can be found at www.scc.ca.

SCC is a Crown corporation within the portfolio of Innovation, Science and Economic
Development (ISED) Canada. With the goal of enhancing Canada's economic
competitiveness and social well-being, SCC leads and facilitates the development and
use of national and international standards. SCC also coordinates Canadian
participation in standards development and identifies strategies to advance Canadian
standardization efforts.

Accreditation services are provided by SCC to various customers, including product
certifiers, testing laboratories, and standards development organizations. A list of SCC
programs and accredited bodies is publicly available at www.scc.ca.

HRSO is a Canadian, not-for-profit, standards development organization that develops
standards of relevance to Canadians conducting, overseeing, and participating in
human research.
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Human research standards ensure that the rights and welfare of Research Participants
are safeguarded, and that human research is conducted in an environment that
promotes efficiencies, mitigates risks, and produces reliable, verifiable, and credible
data. The adoption of standards for human research ensures harmonization,
partnership, and economic growth of this activity within Canada and internationally.

HRSO adheres to the World Trade Organization (WTO) Agreement on Technical
Barriers to Trade: Code of Good Practice for the Preparation, Adoption, and Application
of Standards in the development of service and management standards for human
research.

The timeline for development of NSC CAN/DGSI 131 / HRSO 200.01 “Ethical Review
and Oversight of Human Research” was as follows:

First Edition:

Notice of Intent Publication: 2020/02/25

First Meeting of Technical Committee: 2020/09/16
Public Consultation Period: 2021/03/15 — 2021/05/14
Final Meeting of Technical Committee: 2021/06/02

Second Edition:

Notice of Intent Publication: 2025/06/03

First Meeting of Technical Committee: 2025/05/20
Public Consultation Period: 2025/11/12 — 2026/01/12
Final Meeting of Technical Committee: 2026/01/21

This second edition incorporates the following key amendments:
Foreword

- Revised to include Digital Governance Standards Institute (DGSI) as the custodial
standards development organization

Introduction

- Revised to stress that conformity with this NSC and CAN/DGSI 129/HRSO 100.01
“Development of a Human Research Protection Program (HRPP)” ensures that
REBs operating within an HRPP have the necessary structure and documented
procedures in place to oversee research conducted under their auspices

Section 2.4 Normative References - National Standards of Canada and Global
Standards

- Added HRSO’s NSCs and Global Standards published since the original NSC’s
publication in 2021
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Terms and Definitions
- A number of new definitions have been added as well as revised
Section 4.1 Mandate and Constitution of the REB

- Section title changed to “Mandate of the REB”

- New section named “4.1.1 Governance” that includes information related to the
REB'’s relationship to the Governing Authority, the establishment of an HRPP, quality
assurance of the REB’s operations, and the requirements for reliance on decisions
of other REBs

- Section title 4.1.2 changed to “Scope of REB Review and Oversight”

- Section 4.1.5 revised to include that REB approval will also be obtained where the
research is being conducted in the case of research conducted in other jurisdictions

Section 4.2

- Section 4.2.1.6 revised to “outline the criteria for determining the role of the REB
(e.g. REB of Record) for research involving multiple institutions and/or multiple REBs
(see section 4.1.1.)"

Sections 4.3,4.4,4.5

- Clarification was made between the applicable requirements for an REB of Record
vs a participating REB in the review of research involving multiple institutions and/or
multiple REBs in each of the following section headings: 4.3, 4.4, and 4.5

- Section title 4.4.1 changed to “Elements of the Ethical Review of Human Research”

- Broad consent, deferred consent, incomplete or partial disclosure were added as
examples for 4.4.1.1

- Section title 4.4.2 changed to “Elements of Oversight Throughout the Lifecycle of
Human Research”

- New section 4.5 “Streamlining REB Review” was added

Annex A: Relevant Policies and Regulations Describing Human Research and
Non-Research Activities that may be Exempt from REB Review and Oversight
(Informative)

- Specific references were made to the TCPS 2 relating to what types of human
research and human research activities may be exempt from REB review and
oversight

Annex C: Criteria and Processes that may be Employed by the REB to Aid in the
Review and Evaluation of Research (Informative)

- The following section was added to this annex:
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o (€16 “Provisions During Disruptive Events and Publicly Declared
Emergencies”

- The following sections were revised in this annex:

C7 “Obtaining the Free and Informed Consent of Research Participants”

C8 “Essential Elements of the Informed Consent Document”

C9 “Justification for Alterations of General Principles of Informed Consent”
C19 “Conflicts of Interest and Roles of Investigators/Researchers” — also, the
addition of “conflicts of roles” was made throughout the NSC to distinguish it
from “conflicts of interest”

O O O O

Annex G: Informative References

- Three references were added to this annex:
o World Health Organization, Guidance for best practices for clinical trials
o World Health Organization, Tool for benchmarking ethics oversight of health-
related research involving human participants

This NSC is subject to technical committee review beginning no later than two years
from the date of publication. The completion of the review may result in a new edition,
revision, reaffirmation or withdrawal of the NSC.
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Introduction

One of the primary ethical justifications for conducting human research is to benefit
society. Because human research seeks to understand something not yet known,
participation in human research is not without risks. Given the fundamental importance
of human research, society must ensure that research is conducted ethically, rigorously,
safely, and in a manner that safeguards the rights and welfare of Research Participants.

The ethical review and oversight of human research in Canada lies with research ethics
boards (REBs). An REB is also known as an independent or institutional review board
(IRB), independent ethics committee (IEC), a research ethics committee (REC),
research ethics review committee (RERC), or ethical review board (ERB).

An REB is an appropriately constituted group that applies ethical principles in its review
and ongoing evaluation of research involving humans. In safeguarding the rights and
welfare of Research Participants, REBs apply fair and impartial judgment, on an
ongoing basis, in assessing whether the potential benefits of research participation
outweigh the risks.

Conformity with this NSC and CAN/DGSI 129/HRSO 100.01 ensures that REBs
operating within an HRPP have the necessary structure and documented procedures in
place to oversee research conducted under their auspices. Consistent application of
these NSCs ensures that the ethical review and oversight of human research by REBs
is conducted uniformly from one organization to another, and from one province and
territory to another, enabling harmonization and collaboration of REBs within Canada
and internationally.

It is the responsibility of the user of this NSC to judge its suitability for the user’s
intended purpose. This NSC may be used for conformity assessment under license
from DGSI and HRSO.

All units of measurement expressed in this Standard are in Sl units using the
International system (SI).

CETTE NORME NATIONALE DU CANADA EST DISPONIBLE EN VERSIONS
FRANCAISE ET ANGLAISE.

ICS Codes 03.100.02, 03.100.40
1. Scope
This NSC applies to all individuals, as well as all for-profit and not-for-profit, public and

private organizations, engaged in the ethical review and oversight of human research,
such as:
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e those involved in establishing, administering, and ensuring effective REB
operations
e regulatory authorities and other organizations that evaluate REBs.

By reducing the variability of interpretation of regulations, policies, and guidelines, this
NSC provides a basis for the establishment of unambiguous documented procedures
that are informed by Canadian and international normative references.

Human research is defined as a systematic, rigorous investigation involving human
beings. Human research includes, but is not limited to, the following disciplines: health
research, social sciences and humanities research, creative and arts-based research,
and engineering research. Human research includes, but is not limited to, the following
methodologies: interventional research, observational research, qualitative research,
social and behavioural research, health services research, public health research,
educational research, research involving existing human data, research with deceased
individuals, and research involving human biological materials and their derivatives.

“Shall” vs “Should”
In this NSC, “shall” indicates that the requirement is mandatory and is supported by

normative references, whereas “should” indicates that the requirement is
recommended, or a best practice statement.

2. Normative References
This NSC was developed in accordance with the normative documents listed below, all

of which are publicly available. The user of this NSC should refer to the latest edition or
revision of the normative documents.

2.1 Canadian Legislation

Health Canada Food and Drugs Act https://laws-lois.justice.gc.ca/eng/acts/F-27/page-
1.html

Office of the Privacy Commissioner of Canada: Provincial and Territorial Privacy Laws
and Oversight https://www.priv.gc.ca/en/about-the-opc/what-we-do/provincial-and-
territorial-collaboration/provincial-and-territorial-privacy-laws-and-oversight/

Personal Information Protection and Electronic Documents Act (PIPEDA) https://laws-
lois.justice.gc.ca/lENG/ACTS/P-8.6/page-1.html

2.2 Canadian Regulations

Health Canada Food and Drugs Regulations, Part C, Division 5
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-
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enforcement/good-clinical-practices/quidance-documents/quidance-drugs-clinical-trials-
human-subjects-qui-0100.html

Health Canada Natural Health Products Regulations, Part 4 https://laws-
lois.justice.gc.ca/eng/requlations/SOR-2003-196/page-5.html#h-700807

Health Canada Medical Device Regulations, Part 3 https://laws-
lois.justice.gc.ca/eng/requlations/sor-98-282/page-9.html#h-1021976

2.3 Policies and Guidelines

Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans - TCPS 2
https://ethics.gc.ca/eng/policy-politique tcps2-eptc2 2022.html

Interpretations - Tri-Council Policy Statement: Ethical Conduct for Research Involving
Humans - TCPS 2 Interpretations https://ethics.gc.ca/eng/policy-
politique interpretations.html

Material Incidental Findings - Tri-Council Policy Statement: Ethical Conduct for
Research Involving Humans - TCPS 2 https://ethics.gc.ca/eng/incidental findings.html

International Council for Harmonization (ICH) of Technical Requirements for
Pharmaceuticals for Human Use Good Clinical Practice Guideline
https://www.ich.org/page/efficacy-quidelines

The First Nations Principles of Ownership, Control, Access, and Possession OCAP®
https://fnigc.ca/ocap-training/

Tri-Agency Framework: Responsible Conduct of Research
https://rcr.ethics.gc.ca/eng/framework-cadre-2021.html

2.4 National Standards of Canada and Global Standards

CAN/DGSI 129 / HRSO 100.01 (Rev. 1, 2024) Development of a Human Research
Protection Program (HRPP) https://www.hrso-onrh.org/standards/published-standards/

CAN/DGSI 100.10 / HRSO 300.03 (2025) Data Governance in Human Research
https://www.hrso-onrh.org/standards/published-standards/

CAN/HRSO0O-300.01-2022 Conduct of Human Research https://www.hrso-
onrh.org/standards/published-standards/

CAN/DGSI 100-10 / HRSO 300.03 Data Governance in Human Research
https://www.hrso-onrh.org/standards/published-standards/
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HRSO0-100.02-2023 Development of a Training Program for Human Research
Protection https://www.hrso-onrh.org/standards/published-standards/

2.5 Other Regulations

US Code of Federal Regulations Title 21, namely, Parts 50, 56
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

US Code of Federal Regulations Title 45, namely, Part 46
https://www.ecfr.gov/cgi-bin/text-idx?tpl=/ecfrbrowse/Title45/45tab 02.ipl

3. Terms and Definitions

Alternate or Substitute REB Members: REB members appointed to serve in place of
a regular REB member in order to ensure that the REB has the appropriate expertise to
review research.

Biological Materials: Materials that originate or are derived from the human body and
include tissues, organs, blood, plasma, skin, serum, DNA, RNA, proteins, cells, hair, nail
clippings, urine, saliva, and other body fluids. The term also includes materials related
to human reproduction, including embryos, fetuses, fetal tissues and human
reproductive materials.

Broad Consent: An indication of agreement by an individual, or their authorized third
party, for the storage and use of their data and human biological materials for all types
of future unspecified research, subject to specific restrictions.

Cell Line: Cells may be obtained from tissue and placed into culture in order to
proliferate. When these cells can no longer proliferate because they have taken up all
the nutrients in the primary culture, they can be transferred to a new culture to allow for
continued growth, a process called sub-culturing. A cell line is the progeny of a primary
culture when it is sub-cultured.

Community: A group of people with a shared identity or interest that has the capacity to
act or express itself as a collective. A Community may be territorial, organizational, or
defined by a shared interest. A Community may have governance processes that affect
human research such as leadership engagement, recruitment, consent, and
dissemination and ownership of research results.

Compensation: Something given or received as an equivalent for services, debt, loss,
injury, suffering, lack, etc.; an indemnity.

Concluding Review of Research: A review conducted by the REB that occurs when
research activities have concluded, in order to ensure that ethical oversight is no longer
required.
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Conflicts of Interest: A set of conditions or factors (such as money, friendship,
reputation) in which professional judgment concerning a primary interest (such as the
welfare of a Research Participant) may be unduly influenced by a secondary interest
(such as financial gain). Conflicts of interest have the following components:

e arelationship - one party (the trustor) is entitled to trust that the other (the
trustee) will promote or protect their interests in relation to matters within that
relationship

e a conflicting interest - an influence that tends to make the trustee’s judgment on a
given decision less reliable in promoting or protecting the trustor’s interests than
it would normally be

e an exercise of judgment - the trustee must be able to make a decision that
affects the trustor’s interests.

Conflicts of Roles: A situation that occurs when incompatible demands are placed on
an individual relating to their job or position, such as conflicting fiduciary responsibilities
(e.g. an Investigator/Researcher reviewing her own research while serving on an REB).

Continuing Review of Research: A review conducted by the REB of the ethical
acceptability of research that occurs while the research is ongoing, but prior to the
expiration of ethical oversight set at the Initial Review of research.

Data: Any set of values of qualitative or quantitative variables. Data may be recorded in
any format (e.g. electronic, paper) and include de novo collections or secondary use of
existing data.

Deferred Consent: A strategy used in situations where an individual who requires
urgent medical care is unable to provide free and informed consent for research due to
loss of consciousness or decision-making capacity, and the delay to seek authorized,
third-party consent has the potential to seriously compromise the individual’s health.

Delegated Review of Research: The level of REB review assigned to minimal risk
research and conducted by one or more members of the REB.

Full-Board Review of Research: The level of REB review assigned to above minimal
risk research, and conducted by the full membership of the REB, or quorum.

Governing Authority: In the context of an REB, it refers to the official delegation of
responsibility and oversight from the highest authority of an institution to the REB to
conduct ethics review and oversight of research conducted under the institution’s
auspices.

Human Research: A systematic, rigorous investigation involving human beings that
includes, but is not limited to, the following disciplines: health research, social sciences
and humanities research, creative and arts-based research, and engineering research,
and includes, but is not limited to, the following methods:
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e interventional research, observational research

e qualitative research, quantitative research

e social and behavioural research, health services research, public health
research, educational research

e research involving existing human data and human biological materials and their
derivatives

e research involving living or deceased individuals.

Human Research Protection Program (HRPP): An organization-wide program
composed of a network of interdependent entities that share the responsibility for
Research Participant protection and interact in a system that promotes a culture of
research integrity, quality, efficiency, accountability and evidence-based practices. An
HRPP can exist in any for-profit or not-for-profit, public or private organization where
human research is conducted and/or overseen.

Incomplete or Partial Disclosure: A method where Investigators/Researchers
withhold certain information about a research project's true purpose, nature or other
aspects from Research Participants in order to fulfil specific study objectives.

Independence: The ability to make a decision free of inappropriate influence, including
situations of real, potential or perceived conflicts of interest or obligation.

Indigenous Peoples: In the context of Canada, persons of First Nations, Inuit, or Métis
descent, regardless of where they reside and whether their names appear on the
Canadian government register, or other Provincial, Territorial, or regional arrangements.

Individuals who Play a Role in the RE: Any individual or entity within an organization
whose actions directly or indirectly affect research data integrity and the welfare,
interests, or rights of Research Participants, such as Investigators/Researchers,
Administrative Personnel, Student Researchers, Research Coordinators, Research
Monitors, Research Associates, and Community or Patient Partners.

Informed Consent: The free, voluntary, informed, and ongoing agreement by an
individual to become a participant in research.

Initial Review of Research: A review conducted by the REB of the ethical acceptability
of research that occurs prior to the initiation of any research activities.

Investigator/Researcher: An individual who carries out human research.
Minimal Risk Research: Research in which the probability and magnitude of possible

harms implied by participation in the research are no greater than those encountered by
Research Participants in those aspects of their everyday life that relate to the research.
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National Standard of Canada (NSC): A standard developed by a Standards Council of
Canada (SCC) accredited Standards Development Organization, in compliance with
requirements and guidance set out by SCC.

Negative Impact: Any event, whether anticipated or not, that does or could adversely
affect research data integrity, the health, welfare, interests or rights of Research
Participants, Investigators/Researchers, and third parties such as families and
communities, or the conduct of the research. Examples include, but are not limited to,
breaches of privacy, adverse events, serious adverse events, incidental findings, and
unanticipated problems.

Ongoing Review of Research: A review conducted by the REB of the ethical
acceptability of research that occurs on a continuous basis following the Initial Review
of research until the Concluding Review of research.

Organization: An entity, such as an institution or corporation, that, as part or all of its
activities, conducts and/or oversees human research.

Documented procedures: A collective term used to describe policies, procedures
(such as standard operating procedures), and guidelines.

Proportionate Approach: The assessment of foreseeable risk to determine the level of
scrutiny research will undergo by the REB (e.g. Delegated Review for minimal risk
research, Full-Board review for research above minimal risk), as well as the
consideration of the foreseeable risks and potential benefits.

Reliance Authorization: The formal designation or recognition from the highest
authority of an institution that a specific REB is authorized to review and approve
research on behalf of the institution. Without such authorization, an REB’s approval may
not be considered legitimate for institutional or regulatory purposes. Reliance
Authorization may take the form of a:

+ letter or memorandum of understanding (MOU)

» reliance agreement (in single-REB models)

+ written policy that names a specific REB as having authority over certain
categories of research.

Research Data: Data used for research purposes. For this NSC, the term “research
data” is restricted to data about humans, including their biological materials.

Research Enterprise (RE): An entity, such as an institution or corporation that, as part
or all of its activities, conducts or facilitates human research. A RE can exist as a
component of a HRPP (see NSC CAN/DGSI 129 / HRSO 100.01 Development of a
Human Research Protection Program (HRPP)).
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Research Ethics Board (REB): An appropriately constituted group that applies ethical
principles in its review and ongoing evaluation of research involving humans. An REB is
also known as an independent or institutional review board (IRB), an independent ethics
committee (IEC), a research ethics committee (REC), a research ethics review
committee (RERC), or an ethical review board (ERB).

e Research Ethics Board (REB) of Record: The REB that has the primary
responsibility for conducting ethics review and oversight of research conducted
by or under the auspices of a particular institution or organization, even if the
research involves multiple sites or jurisdictions.

Research Ethics Board (REB) Applicant: An individual who makes an application to
the REB for the ethical review and oversight of research.

Research Participant: An individual whose data, biological materials, or responses to
interventions, stimuli, or questions may be used to answer one or more research
questions.

Secondary Use: The use in research of information or human biological materials
originally collected for a purpose other than the current research purpose.

Stem cell: A cell that has the ability to divide for indefinite periods in culture and to give
rise to specialized cells.

e Pluripotent stem cell: A cell that can become all the cell types that are found in
an implanted embryo, fetus or developed organism, but not trophoblast cells that
form components of the placenta. Pluripotent stem cells include embryonic stem
cells, induced pluripotent stem cells and embryonic germ cells.

e Somatic cell: Any body cell other than gametes (egg or sperm). Sometimes
referred to as "adult" cells.

e Somatic (adult) stem cell: A relatively rare undifferentiated cell found in many
organs and differentiated tissues with a limited capacity for both self-renewal (in
the laboratory) and differentiation. Such cells vary in their differentiation capacity,
but it is usually limited to cell types in the organ of origin. These are stem cells
with a more restricted differentiation capacity than pluripotent stem cells.

o Totipotent stem cell: A cell that can become all the cell types that are found in
an implanted embryo, fetus, or developed organism, including embryonic
components of the trophoblast and placenta.

Therapeutic Misconception: An understanding by a Research Participant that
participation in human research, especially health research, will produce therapeutic
benefit instead of being aimed at producing knowledge.
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Undue Influence: In the context of human research, it is the direct or indirect use of
persuasion, authority or the offer of an excessive or inappropriate reward or other
overture to obtain research participation or compliance. Undue influence arises from
power imbalances including the lack of proper information and compromises the free
and informed consent process.
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4. Technical Requirements

4.1 Mandate of the REB

The REB shall have a written Mandate that describes its governance, scope,
membership, and resources.

4.1.1 Governance

The Governing Authority shall be clearly stated in the Mandate, including, but not limited
to, statements indicating that:

4.1.1.1 the REB is formally authorized and delegated to review and approve research
on behalf of the institution;

4.1.1.2 the REB is properly resourced, constituted, and compliant with relevant
regulations, guidelines, policies and standards;

4.1.1.3 there is a formal process for appointing (and removing) REB members;

4.1.1.4 the REB is supported institutionally (legal, contractual, privacy, and
administrative);

4.1.1.5 the REB has meaningful reporting access;
4.1.1.6 unless fulfilled by other means, the institution operationalizes and sustains its
authority and accountability through the establishment of an HRPP that,
among other responsibilities:
(@)  ensures that the REB has documented procedures for its operations;
(b)  provides oversight through a robust, internal quality assurance
program and through continuous external quality assurance and

improvement mechanisms such as HRPP accreditation;

(c) provides training and education for REB members and administrative
staff;

(d) provides legal, contractual, privacy, and administrative support; and
(e)  ensures that the REB is properly resourced (see section 4.1.3).

See NSC CAN/DGSI 129 - HRSO 100.01 Development of a Human
Research Protection Program (HRPP).
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the institution, through Reliance Authorization, determines the operational
models for the REB’s participation in the ethical review of research involving
multiple institutions and/or multiple REBs, including, but not limited to
situations:

(a) where an Investigator(s)/Researcher(s) under its auspices:
— isinvolved in the same research study as
Investigator(s)/Researcher(s) at different institutions
— s involved in an aspect of a research study conducted at different
institutions to form the whole project
— has multiple affiliations at different institutions
— conducts research in another province, territory or country

(b) a Research Participant(s) under its auspices is recruited and/or their data
are collected for use in a research study at another institution

the REB shall have documented procedures pertaining to the operational
models outlined in section 4.1.1.7.

4.1.2 Scope of Human Research Reviewed by the REB

The REB shall function in accordance with documented procedures to determine the
types of research that it is mandated to review and oversee.

Documented procedures shall:

4.1.2.1 list the specific policies, guidelines, and/or regulations upon which the
determination is made.

4.1.2.2 outline the process and criteria for making the determination.

4.1.2.3 consider the types of human research and non-research activities that may be
exempt from REB review and oversight. (Annex A describes relevant policies
and regulations to aid understanding of the types of human research and non-
research activities that may be exempt from REB review and oversight.)

4.1.2.4 outline the process for reporting the results of the determination.

4.1.2.5 outline the process for making the determination report available for audit and
oversight purposes.

4.1.2.6 include a provision that the final determination resides with the REB
members.

4.1.2.7 include a provision that no one associated with the human research can make
the final determination.
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4.1.3 REB Membership and Composition

The REB shall function in accordance with documented procedures that establish and
maintain its composition and ensure that its members have the expertise, independence
and multidisciplinary background essential for a competent ethical review and ongoing
evaluation of the research under its auspices.

4.1.3.1

41.3.2

Documented procedures shall outline the process for the appointment of REB
members including:

(a) the individual(s) or entity(ies) within the organization responsible for the
appointment of REB members;

(b) the identification of the roles and associated responsibilities of REB
members;

(c) the expectations of REB members in fulfilling their roles, and the
consequences of not meeting these expectations, (examples of
expectations of REB members can be found in Annex B);

(d) the qualifications of REB members;
(e) the term of each REB member’s appointment and reappointment;

(f) the training and evaluation of REB members, (if the REB exists as an
entity within an HRPP, the relevant requirements of NSC CAN/DGSI 129 /
HRSO 100.01 (Rev. 1, 2024) Development of a Human Research
Protection Program (HRPP) shall be recognized and followed); and

(g) details concerning REB members’ compensation, whether monetary or
otherwise.

Documented procedures shall outline the process for ensuring that the REB is
properly constituted to conduct ethical reviews and ongoing evaluations of the
research under its auspices. To be properly constituted, the REB shall be
composed of the following:

(a) at least five voting members;

(b) a majority of members who are Canadian citizens or permanent residents
of Canada;

(c) at least one member whose primary role is to reflect the perspective of the
Research Participant, and who is not affiliated with the organization either
directly or indirectly (this category of member shall be represented in
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proportion to the size of the REB, for example, one member per five voting
members);

(d) at least one member who has relevant expertise evidenced through
experience and/or training in the Canadian law relevant to human
research;

(e) at least one member who has relevant expertise evidenced through
experience and/or training in the ethics relevant to human research; and

(f) at least two members whose primary expertise evidenced through
experience and/or training is in the relevant research discipline.

Documented procedures shall outline the process for ensuring that the REB is
properly constituted to conduct specialized ethical reviews and ongoing
evaluations of the research under its auspices, if applicable. For example, to
be properly constituted for specialized reviews, the REB shall be composed of
at least one member who has relevant expertise evidenced through
experience and/or training in:

(a) research with Indigenous Peoples, if the research involves Indigenous
Peoples;

(b) research with populations that are marginalized or in situations of
vulnerability, if the research involves these populations;

(c) complementary or alternative health care, if the research involves a
natural health product;

(d) pediatric health, if the research involves the health of minors;
(e) medicine or dentistry and is a member in good standing with his/her

respective provincial/territorial Order, if the research involves a Canadian
regulated therapeutic product.

Furthermore, documented procedures shall:

4.1.3.4 outline the process for ensuring diversity within the REB with respect to
ethnicity, gender, cultural background, geographical location, disability and
sensitivity to community attitudes, and perspectives.

4.1.3.5 outline the process for including alternate or substitute REB members, where
applicable.
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4.1.3.6 outline the process for including ad hoc advisors to the REB. Ad hoc advisors
are non-voting, expert reviewers who contribute to the REB when such
expertise is required for the competent review of human research.

4.1.4 REB Administration and Resources

The REB shall function in accordance with documented procedures that ensure that it
has sufficient administrative and other resources commensurate with the volume and
complexity of the research reviewed. If the REB exists as an entity within an HRPP, the
relevant requirements of NSC CAN/DGSI 129 - HRSO 100.01 Development of a Human
Research Protection Program shall be recognized and followed.

Documented procedures shall:

4.1.4.1 outline the process for ensuring that the REB has administrative and other
resources necessary for effective and efficient operations.

4.1.4.2 describe the roles, responsibilities, qualifications, training, and evaluation of
administrative personnel necessary for the effective and efficient operation of
the REB.

4.1.5 REB Review of Human Research Conducted in Other Jurisdictions

The REB shall have documented procedures to ensure that the requirements of this
NSC will be applied to the review and oversight of all human research under its
auspices, regardless of where the human research is conducted. REB approval shall
also be obtained where the research is being conducted. When it is not available,
governance authorization shall be obtained where the research is being conducted.

4.2 REB Submissions

4.2.1 Preparations and Requirements for REB Review

The REB shall have documented procedures to ensure that all of the necessary
information has been collected, verified, and that the REB has the competency and time
commensurate with the volume and complexity of the research to be reviewed.

Documented procedures shall:

4.2.1.1 describe the information, such as forms and documents, that are required by
the REB in its review of research at all stages in the lifecycle of the research
(e.g. Initial Review, Ongoing Review, Continuing Review, and Concluding
Review of research).

(Examples of criteria and processes that may be used to develop forms and
other documents can be found in Annex C.)
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outline the process for verifying that the information submitted by the REB
Applicant is compliant with 4.2.1.1 prior to submitting it to the REB for review.

outline the process for scheduling REB meetings including deadlines for
receipt of an application, timelines for review, a provision for unscheduled
meetings, and a provision for exceptions to the schedule such as disruptive
events and publicly declared emergencies.

outline the process for ensuring that a research application has been
assigned to the appropriate level of REB review (see section 4.3).

outline the process for coordinating the REB review with other entities,
internal or external to the organization, if applicable.

outline the criteria for determining the role of the REB (e.g. REB of Record)
for research involving multiple institutions and/or multiple REBs (see section
4.1.1).

outline the process for ensuring that REB members receive the research
information within a timeframe that allows sufficient review.

for Full-Board meetings of the REB, outline the process for convening REB
members, and, if required, for convening non-REB members.

4.2.2 Communicating Requirements for REB Submissions

The REB shall have documented procedures that delineate the requirements for the
submission of applications for the ethical review of research.

Documented procedures shall:

4221

outline the process for disseminating information to REB Applicants,
including, but not limited to, the following:

(a) required submission forms and documents;
(b) application procedures;

(c) REB meeting schedule;

(d) submission deadlines;

(e) review timelines;

(f) provision for unscheduled meetings; and
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(g) schedule of REB fees, where applicable.

4.2.2.2 outline the process through which REB Applicants submit the required
information.

4.3 Level of Review of Research Applications by the REB

The requirements in this section apply to the REB when it is designated the REB of
Record.

4.3.1 Determination of the Level of Review of Research Applications

The REB shall have documented procedures to ensure that it adopts a proportionate
approach to determine the level of review of research.

Documented procedures shall:

4.3.1.1 outline the process and criteria for determining the level of review of research
applications, including Full-Board Review and Delegated Review.

4.3.1.2 include a provision that the proportionate approach shall be applied to all
reviews of research applications including the Initial Review, Ongoing Review,
Continuing Review and Concluding Review of research.

4.3.1.3 include a provision that only REB members have the authority to make the
final determination of the level of review of research applications.

4.3.1.4 describe the qualifications of the REB members involved in making the
determination of the level of review of research applications.

Documented procedures should:
4.3.1.5 outline the process for engaging Investigators/Researchers and/or Research

Participants, when applicable, in discussions concerning the REB’s
determination of the level of review of research applications.

4.3.2 Full-Board Review of Research Applications

The REB shall have documented procedures for the Full-Board review of research
applications.

Documented procedures shall:

4.3.2.1 outline how Full-Board meetings of the REB will take place, whether in person
or otherwise.
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describe the quorum requirements and processes for achieving, maintaining,
and documenting quorum at Full-Board meetings of the REB.

describe the deliberations and voting process for members of the Full-Board
meeting, and how decision-making will be conducted, such as by consensus
agreement or majority vote.

outline the process for recording details of the voting process, voting results,
deliberations, decisions, and rationale for the decisions in the meeting
minutes for each review of research at a Full-Board meeting.

describe the process for approving the meeting minutes of Full-Board
meetings of the REB.

outline the process for the participation of REB Applicants in Full-Board
meetings of the REB.

outline the process for including individuals to observe Full-Board meetings of
the REB for educational or other purposes.

4.3.3 Delegated Review of Research Applications

The REB shall have documented procedures for the Delegated Review of research
applications.

Documented procedures shall:

4.3.3.1

4.3.3.2

outline the process for reporting the rationale and decision to conduct a
Delegated Review to all members of the REB.

outline the process for conducting a Delegated Review, including, but not
limited to:

(a) the criteria for assignment of the review to specific member(s) of the REB;

(b) the opportunity for the delegated reviewer(s) to include other REB
members in the review, if needed;

(c) the opportunity for the delegated reviewer(s) to refer the review to the Full-
Board REB, if needed; and

(d) the documenting of results of the Delegated Review.
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4.3.3.3 include a provision that the report and all decisions resulting from the
Delegated Review process are communicated to and documented by the
REB.

4.3.3.4 include a provision that all negative decisions resulting from the Delegated

Review process are referred to the Full-Board REB for review and
consideration prior to communicating the decision to the REB Applicant.

4.4 Ethical Review and Oversight of Human Research

The requirements in this section apply to the REB when it is designated the REB of
Record.

4.41 Elements of the Ethical Review of Human Research

The REB shall have documented procedures that outline the criteria and processes
involved in the ethical review of research including the Initial Review, Ongoing Review,
Continuing Review and Concluding Review of research.

Documented procedures shall:

4.4.1.1 outline the criteria and process for evaluating research, including, but not
limited to:

(a) the rationale, evidence for the value and scientific validity of the research,
and the research design and methodologies employed to support it;

(b) a description of how Research Participants will be involved in the research
including their role in providing research data directly and indirectly;

(c) the selection and recruitment of Research Participants;

(d) the potential benefits and risks to Research Participants, during and
following research participation, including, but not limited to:

- the likelihood of the research’s benefits and risks
- how the benefits of research for Research Participants will be weighed
against the risks for Research Participants;

(e) the potential impact of the research on the community;

(f) the methods for mitigating risk of harm, and safeguarding and monitoring
Research Participant safety and welfare;
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(g) the process for obtaining and maintaining the free and informed
consent, and when applicable assent, of Research Participants and/or
their legally-authorized representatives throughout the research;

(h) the justification for alterations or departures from the general requirements
or generally-acceptable procedures for obtaining free and informed
consent (e.g. broad consent, deferred consent, incomplete or partial
disclosure);

(i) the impact of withdrawal of informed consent on the Research Participant,
on the research, and on the research data;

() the methods for safeguarding and monitoring the privacy interests of
Research Participants and maintaining confidentiality of their personal
information and data;

(k) the methods for promoting the integrity and security of research data
collection, transfer, storage, and destruction;

() the methods for managing new information and incidental findings that
may arise during the research;

(m) Research Participant compensation and schedule of payments, if
applicable;

(n) information pertaining to any and all previous opinions and/or decisions
concerning the research, such as from another REB, from internal or
external committees, or from a regulatory authority;

(o) the registration of the research, if applicable; and

(p) the dissemination of research results, including dissemination to
Investigators/Researchers, Research Participants, and the public.

The REB may employ memory aids, checklists, or other tools in the review of
research in compliance with section 4.4.1.1. A list of criteria and processes
that may be used to develop such tools can be found in Annex C.

outline the criteria and process for reviewing the conduct of the research,
including, but not limited to, the:

(a) credentials and qualifications of Investigators/Researchers;

(b) real, potential or perceived conflicts of interest or roles of Investigators/
Researchers that may impact the research;
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(c) suitability of the research location with respect to site and setting,
including necessary permissions to conduct the research;

(d) remuneration of Investigators/Researchers by sponsors, if applicable;

(e) adequate level of resources required to complete the research; and

(f) compensation for injury of Research Participants.

The REB may employ memory aids, checklists, or other tools in the review of
research in compliance with section 4.4.1.2. A list of criteria and processes

that may be used to develop such tools can be found in Annex C.

outline the process for ensuring that the criteria outlined in sections 4.4.1.1
and 4.4.1.2 are supported by requisite materials and information that are:

(a) submitted to the REB by the REB Applicant according to section 4.2;

(b) identified, for example, by name/title, version date, and/or version number;
and

(c) distributed to REB members involved in the review of the research.

Examples of requisite materials and information can be found in Annex D.

4.4.2 Elements of Oversight Throughout the Lifecycle of Human Research

The REB shall have documented procedures for the ethical oversight of research
throughout its lifecycle.

Ongoing Review

Documented procedures shall:

4421

4422

itemize the information that the REB reviews on an ongoing basis throughout
the lifecycle of the research. (Examples of information reviewed by the REB
during the lifecycle of the research can be found in Annex E.)

outline the process for informing REB Applicants of the following:

(a) what and when to report to the REB while the research is ongoing;

(b) what constitutes a change to research that requires further review by the
REB prior to implementing such changes; and
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(c) what exceptional circumstances allow changes to research to be
implemented prior to being reviewed by the REB, such as when changes
to research are necessary in order to prevent or alleviate immediate and
serious negative impacts on Research Participants.

4.4.2.3 outline the process, including terms and conditions, for the REB or its
delegate to independently monitor compliance of the REB-approved research.

Continuing Review
Documented procedures shall:

4.4.2.4 outline the process for the Continuing Review of research, including the
following:

(a) the determination of the frequency of the Continuing Review;
(b) the alteration of the frequency of the Continuing Review; and
(c) the management of expired approvals of research.

4.4.2.5 itemize the information required by the REB to assess the Continuing Review
of research, including, but not limited to, the following:

(a) all approved research documents at the time of the Continuing Review;
(b) Research Participant recruitment, enrollment, and withdrawals;

(c) Research Participant views and complaints, if applicable;

(d) deviations from approved research;

(e) negative impacts of approved research; and

(f) any other information that could affect the REB’s decision on the ethical
acceptability of the research.

Concluding Review
Documented procedures shall:
4.4.2.6 outline the process for the Concluding Review of research.

4.4.2.7 outline the criteria and process employed by the REB to determine when
research activities have concluded and ethical oversight by the REB is no
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longer required. (Examples of criteria included in this determination can be
found in Annex F.)

4.4.2.8 describe the circumstances under which ethical approval of research would
be terminated by the REB, and the consequences of termination including,
but not limited to, the following:

(a) ensuring that all research activities are promptly terminated, except those
that directly affect the welfare of Research Participants; and

(b) documentation and reporting of the termination of the ethical approval.

4.4.3 Communicating Decisions of the REB
The REB shall have documented procedures for the communication of its decisions
regarding the ethical review and oversight of research including the Initial Review,
Ongoing Review, Continuing Review, and Concluding Review of research.
Documented procedures shall describe:
4.4.3.1 the process for communicating decisions regarding the ethical acceptability of
research to REB Applicants. Decisions regarding the ethical acceptability of
research include, but are not limited to:
(a) approval;
(b) request for further information and/or modification;
(c) disapproval;
(d) deferral to another convened meeting of the REB; and

(e) conclusion or early termination of ongoing research.

4.43.2 the information included in the communication of the REB’s decision on the
ethical acceptability of human research, including, but not limited to:

(a) the type of review conducted, including Full-Board Review and Delegated
Review;

(b) if the review was conducted at a Full-Board meeting of the REB:
- the date of the meeting

- the REB roster in effect at the time of the meeting as per sections
4.1.2.2 and 4.1.2.3 (or available at the request of the REB Applicant)
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- a statement confirming that quorum was met throughout the
deliberations and final decision (or available at the request of the REB
Applicant);

(c) the date and version number of each document reviewed;

(d) the decisions reached by the REB for each document reviewed and the
rationale for each decision;

(e) a statement that the documents reviewed for which a favourable decision
has been granted by the REB cannot be altered until amended versions of
the documents have been approved by the REB;

(f) a statement that no changes to research may be implemented prior to
being reviewed and approved by the REB;

(g) a statement that, under exceptional circumstances, changes to research
may be implemented prior to being reviewed by the REB, such as when
changes to research are necessary in order to prevent or alleviate
immediate and serious negative impacts to Research Participants;

(h) the expiry date of REB approval and requirement for Continuing Review of
research, including the consequences of non-compliance with this
requirement; and

(i) a statement regarding the normative documents that the REB follows in
making its decisions, including this NSC.

4.4.4 Requests for Reconsideration and Appeals of REB Decisions

The REB shall have documented procedures for the REB Applicant to request
reconsideration of REB decisions, as well as appeals of REB decisions.

Documented procedures shall describe the process for:

4441 managing requests from REB Applicants for reconsideration of REB
decisions.

4.4.4.2 managing appeals from REB Applicants of REB decisions.

4443 communicating to REB Applicants the procedure for exercising their rights to
request reconsideration and/or appeal of the REB decisions.
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4.5 Streamlining REB Review

The requirements in this section apply to the REB when it participates in the review of
research involving multiple institutions and/or multiple REBs but is not the REB of
Record.

The REB shall have documented procedures for:

4.5.1 each of the operational models approved by the Governing Authority for the
ethical review of research involving multiple institutions and/or multiple REBs
(see section 4.1.1.7).

4.5.2 determining the criteria for acceptability of the review conducted by the REB of
Record (e.g. the REB of Record exists within an accredited HRPP).

4.5.3 determining which elements of the research require review or re-review by the
REB in accordance with this NSC, including, but not limited to:

- specific characteristics of the study population (e.g. social and cultural
norms);

- differences in laws and/or guidelines;

- differences in the standard of care;

- access to institutional services relevant to the conduct of the research;

- institutional and operational issues that might affect the research; and

- concerns with the quality of review of the REB of Record.

4.6 Maintaining and Storing REB Documents

The REB shall have documented procedures for the confidential and secure
maintenance, storage, and destruction of REB documents.

Documented procedures shall outline:
4.6.1 the documents that will be maintained and stored by the REB.

4.6.2 the process for maintenance and storage, including the storage period and
location of the stored REB documents.

4.6.3 the process for destruction of REB documents at the end of the storage period.
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Informative Annexes
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Annex A: Relevant Policies and Regulations Describing Human Research and
Non-Research Activities that may be Exempt from REB Review and
Oversight (Informative)

In Canada, the relevant policy regarding human research and non-research activities
that may be exempt from REB review and oversight is the Tri-Council Policy Statement:
Ethical Conduct for Research Involving Humans (TCPS 2). The TCPS 2 contemplates
that some human research is exempt from REB review and oversight where protections
are available by other means.

The TCPS 2 also states that activities that are considered human research require REB
review and oversight. However, some activities employ methods and techniques similar
to those used in human research, but do not qualify as human research for the
purposes of the TCPS 2, and may be exempt from REB review and oversight.

REBs should refer to the following sections of the TCPS 2 for a better understanding of
the types of human research and non-research activities that may be exempt from REB
review and oversight:

- Research Exempt from Research Ethics Board Review:

e Article 2.2 (e.g. data in the public domain)
Article 2.3 (e.g. observation of people in public spaces)
Article 2.4 (e.g. secondary use of anonymous data or biological material)
Article 12.21 (e.g. re-use of de-identified human somatic cell lines)
Article 12.22 (e.g. re-use of identified human somatic cell lines available in the
public domain)

- Activities Not Requiring Research Ethics Board Review:
e Article 2.5 (e.g. quality assurance, quality improvement, program evaluation)
e Article 2.6 (e.g. creative practice activities)
e TCPS 2 Interpretations

REBs can request an interpretation of the policy in order to establish documented
procedures for the determination of exempt status by contacting the office of the
Secretariat on Responsible Conduct of Research: secretariat@srcr-scrr.gc.ca.

In the United States, the relevant regulations pertaining to human research and non-
research activities that may be exempt from REB review and oversight are:

- US Food and Drug Administration 21 CFR 56.104
- US Department of Health and Human Services 45 CFR 46.104.
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Annex B: Examples of Expectations of REB Members (Informative)
e meeting attendance

e meeting preparation

¢ meeting participation and decorum

e disclosing conflicts of interest and conflicts of roles

e maintaining of confidentiality

e developing knowledge/continuing education

e exhibiting inclusive and respectful behaviour
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Annex C: Criteria and Processes that may be Employed by the REB to Aid in the

Review and Evaluation of Research (Informative)

The lists below are provided as examples of the criteria and processes that the REB
may employ in developing forms and evaluation tools for various areas of research. The
extent to which these examples apply depends on the types of research under review.

C1.

Research Rationale, Design, Methods Employed

there is a clearly defined research question

there is rationale/justification to conduct the research on humans

the research objectives are clearly outlined

the methods employed are appropriate to achieve the research objectives

the methods employed include measures to minimize bias

the population selected and its sampling is appropriate and can achieve meaningful results
there is justification for the choice of comparator or control arms

there is justification for the use of a placebo control arm

there is justification to withhold or withdraw standard therapies or treatment protocols for
research purposes

the procedures used to collect, manage, and analyze the research data are clearly outlined
and appropriate for the research

a community consultation on research design will take place prior initiation of the research
methodologies employing deception provide a plan for Research Participant debriefing

a description of the roles of Research Participants is provided when they play a role in the conduct
of research such as research design, Research Participant recruitment, and dissemination of
results

. Involvement of Research Participants in the Research

the nature of research participation is described

the number of contact points with Research Participants (e.g. study visits) during the research is
described

the level of engagement of Research Participants is described

Research Participant responsibilities are clearly outlined, including the time commitment required
for completing:

- Study visits

- Research Participant Diaries

- Questionnaires or Research Participant Reported Outcomes

- Research Participant Satisfaction Surveys

- Overall research participation

C3.

Selection and Recruitment of Research Participants

the selection of Research Participants is scientifically, ethically and socially appropriate for the
research and research setting

the inclusion of Research Participants is equitable, and the exclusion of individuals is justified by
the requirements of the research

there is justification, in the context of the research, for the inclusion of individuals in vulnerable
situations

there are appropriate protections for individuals in vulnerable situations

the recruitment methods employed safeguard against therapeutic misconception and undue
influence

the recruitment materials including advertisements do not overstate the potential benefits

of research participation

the research population is not subject to over-solicitation
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+ the research population is not over-represented, and other relevant populations are not under-
represented, without justification

» no finder’s or referral fees are paid to third parties for identifying potential Research Participants

» the anticipated retention strategy for Research Participants in longer-term studies is clearly outlined
and justified

C4. Anticipated Benefits and Harms (Risks) to Research Participants

» all benefits and potential harms to Research Participants and non-participants (e.g. families
and communities) are clearly described

* harms to Research Participants are minimized and managed by using procedures and
protocols that demonstrate concern for the welfare of the Research Participants

* harms to Research Participants are minimized by using procedures already being
performed for other purposes (e.g. diagnostic or treatment)

* harms to Research Participants are minimized by using procedures consistent with sound
research design

» an assessment that the benefits of the research outweigh the risks

+ potential harms to Research Participants are reasonable in relation to anticipated benefits of
the research

» the potential risks to Research Participants are reasonable in relation to the importance of the
knowledge that may be gleaned from the research

* aprocess is described to provide Research Participants with post-research information (e.g.
debriefing)

* Research Participants’ perceptions of benefits and harms has been assessed and there is
evidence supporting the described benefits and harms

C5. Impact of Research on the Community
» if research is recruiting individuals based on their membership in specific communities or groups,
then the Investigator/Researcher has provided evidence, from the communities or groups involved,
that:
- the research may generate knowledge that could reasonably lead to improvements to the
community or group (e.g. improvements in health or well-being)
- the population that will bear the risks of participating in the research is likely to benefit
from the knowledge derived from the research
- the details of the discussion with community or group members, and/or their leaders is
clearly outlined
- the details of the proposed methods used to engage in discussion with the community or
group members, and/or their leaders is clearly outlined
- the details of how the research results, whether positive or negative, will be shared with
the affected community or group are clearly outlined
- community-researcher agreements include details for ownership of and access to data,
and include arrangements for co-authorship, in situations where community members are
collaborators or partners in the research, where applicable
- the potential negative impacts of research fatigue have been considered when a specific
community is targeted

C6. Safety Monitoring of Research Participants

» procedures for monitoring and reporting negative impacts of research are included

+ the circumstances that would lead to the premature termination of the research are clearly
outlined

» premature stopping rules are clearly defined
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C7. Obtaining the Free and Informed Consent of Research Participants

» the individual providing consent to participate in the research is clearly identified (e.g.
Research Participant, representative, parent, guardian)

» the justification for obtaining consent directly from the Research Participant without the need
for alterations to the consent process is clearly outlined (e.g. obtaining consent directly from a
minor without parental consent)

» the consent of the Research Participant is documented, and the choice of consent model is
clearly described (e.g. written, verbal, e-consent, remote consent with the use of technology,
audio, audio-visual)

» the process of obtaining informed consent:

- is held in a language understandable to the Research Participant (or representative, parent,
guardian)

- is conducted by an individual with full knowledge of the research, but not by an
individual who is in a fiduciary relationship with the Research Participant

- allows ample time for discussion and addressing questions

- allows ample time for seeking external opinions and making a free and informed decision

- minimizes the possibility of coercion or undue influence in the decision making

- minimizes the possibility of excessive motivating factors to participate in the research

- addresses and manages issues regarding the capacity of the Research Participant to
make a decision

- isre-solicited when new information arises that may impact the Research Participant’s
consent to participate

- is assessed at pre-determined intervals throughout the research to ensure that the
Research Participant continues to consent to his/her participation

- takes into consideration situations where capacity (cognitive or physical) to consent may
be shifting during the conduct of the research

- does not place the Research Participant at risk of any harm (e.g. incarceration)

C8. Essential Elements of the Informed Consent Document

+ the informed consent document reflects the research proposed and includes the following:

- anintroduction to the research

- the objective(s) of the research

- the research procedures and methods including all tests to be performed

- the details of Research Participant responsibilities including expected duration of participation

- the details of research participation, withdrawal, and early termination

- the risks and benefits associated with research participation

- any reasonably anticipated benefits

- the compensation for participation and payment schedule

- any anticipated expenses associated with participation

- any alternatives to participation

- the methods used to safeguard Research Participant privacy interests

- who will be granted direct access to Research Participants’ information and for what purpose

- how new information that may impact a Research Participant’s willingness to continue
participation in the research will be made available

- the methods used to safeguard Research Participant privacy and confidentiality

- the contact details for information regarding the research, Research Participants rights, and
whom to contact in the event of research-related injury

- appropriate allowance for signatures and signature dates

» for the storage and future unspecified use of data and human biological materials, the informed

consent includes the following:

- the type, identifiability, amount of data and human biological materials being collected and
stored for re-use, and for what potential purpose

- the voluntariness of the Research Participant's consent, including any limitations on the

© DGSI 2026 — All rights reserved. With the exception of Annexes A-G, unauthorized reproduction is strictly prohibited.
© HRSO 2026 — All rights reserved. With the exception of Annexes A-G, unauthorized reproduction is strictly prohibited.

38



CAN/DGSI 131 / HRSO 200.01 (Ed. 2, 2026)

feasibility of withdrawal

- ageneral description of the nature and types of future research that may be conducted,
including whether the research might be conducted outside of Canada, if known

- therisks and potential benefits of storage of data and human biological materials, and of their
use in future unspecified research, including areas of uncertainty where risks cannot be
assessed

- ageneral description of the repository and its governance

- astatement regarding the Research Participants' preference to being re-contacted for
additional future research

- whether the data or human biological materials may be shared with other
Investigators/Researchers

- whether the research will, if known, or might include whole genome sequencing or similar

technologies that may pose a substantial risk of re-identification of the Research Participant or

identification of material incidental findings, when appropriate

- whether linkage of data gathered in the research or derived from human biological materials
with other data about Research Participants — either contained in public or personal records —
is anticipated

- options for consenting to participate in a specific research study and for consenting to the
storage of data and human biological materials for future unspecified research

C9. Justification for Alterations of General Principles of Informed Consent

+ the circumstances and conditions that justify waiving or deferring (e.g. in an emergency situation)
any or all of the requirements of obtaining free and informed consent, are clearly outlined

» the procedures for obtaining ongoing consent after regained capacity, are clearly outlined (if
applicable)

» the procedures for obtaining consent for Research Participants who lack capacity (e.g. inability to
communicate), and corresponding assent procedures, are clearly outlined

» the procedures for obtaining broad consent for the storage of data and biological materials for
future unspecified research

» the justification and procedures for incomplete or partial disclosure about the research project's
true purpose, nature or other aspects

C10. Impact of Withdrawal of Informed Consent

» procedures for premature withdrawal of Research Participants, are clearly outlined
» procedures for the safety monitoring of Research Participants who withdraw, are clearly outlined
» procedures for withdrawing data and biological materials, are clearly outlined

C11. for Safeguarding and Monitoring the Privacy Interests of Research Participants and Maintaining
Confidentiality of their Personal Information

» the methods used to identify and contact potential Research Participants are consistent with
applicable privacy laws

+ the settings in which potential Research Participants and Research Participants interact with
Investigators/Researchers safeguard Research Participant privacy interests

» the recruitment methods employed in the research safeguard the privacy interests of
Research Participants

+ the research methods employed safeguard the privacy interests of Research Participants

» the procedures for managing a privacy breach are clearly outlined

» the limits on protecting research data due to professional or regulatory requirements are clearly
identified

» the method of and rationale for determining whether or when an individual chooses to be
identifiable in publications, are clearly outlined

»  provisions for ownership of and access to creative works (e.g. digital stories, artwork) where the
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identity of author/s may be revealed, are clearly outlined

+ the method of ensuring that third parties are not inadvertently identified, or the process for
obtaining consent of third parties (e.g. in digital stories, photo-voice research, autoethnographic
research), if applicable, are clearly outlined

C12. Methods for Promoting the Confidentiality, Integrity and Security of Research Data Collection,
Transfer, Storage, and Destruction

+ the methods that will be used to collect research data are appropriate and clearly outlined

+ the nature of the research data to be collected is appropriate and clearly outlined

* how the research data will be used is appropriate and clearly outlined

« for what purposes the research data will be collected and used are appropriate and clearly
outlined

» the methods that will be used to protect the identity of Research Participants are
appropriate and clearly outlined

+ the methods that will be used to secure stored research data and data sets, including paper,
digital, or any other medium, are clearly outlined

» the individuals authorized to access the research data are clearly identified

» the process for granting and removing authorized access to research data and data sets, and
how this access will be tested and removed is appropriate and clearly outlined

» the process for ensuring that agreements are in place for sharing research data internally
and externally is appropriate and clearly outlined

» the process for the secure transmission of research data internally and externally is
appropriate and clearly outlined

» the timeline and process for the destruction of research data is appropriate and clearly
outlined

» the process for ensuring safe access to research data in the case where data is owned
by a community (e.g. Indigenous community), but stored with an
Investigator/Researcher, or owned and stored in community but accessible by an
Investigator/Researcher, is clearly described

C13. Procedures for Managing Human Biological Materials

»  procedures for managing human biological materials include:
- the roles and responsibilities regarding custodianship of the data and the human biological
materials
- any future use of these human biological materials and associated data, including material
transfer agreements to third parties, and any subsequent requirements for community
engagement

- whether, when, and how information on biological materials will be de-identified

- where and for how long data or biological materials will be stored and secured

- whether the biological materials or data may be used for secondary purposes or by
individuals other than those of the approved investigation for secondary use

- what measures are in place to ensure that secondary uses of data and biological materials
respect the privacy interests and consent provisions of the Research Participants

- the process for Research Participants to withdraw their materials and associated data

- how data or biological materials will be obtained and the purposes for which they will be used

C14. Methods for Managing Material Incidental Findings

» the management of material incidental findings that are actionable for the contributor,
their relations, or community
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C15. Research Participant Compensation and Schedule of Payments

the compensation is commensurate with participation in the research

the compensation does not represent undue influence

the compensation amount, conditions, and payment schedule are clearly presented to the
Research Participants

a Research Participant who withdraws or is withdrawn from the research for any reason is paid
in proportion to the duration of their participation

the compensation accrues as the research progresses

the compensation is provided at regular intervals throughout the research, and is not
contingent upon the Research Participant completing the research

the potential for financial consequences resulting from the Research Participant receiving
compensation for research participation are clearly outlined (e.g. if they have expenses that will
not be compensated, such as travel expenses or if compensation is subject to taxation)

the process used to pay Research Participants does not cause harm (e.g. by identifying them)

C16. Provisions During Disruptive Events and Publicly Declared Emergencies

a description of what constitutes a disruptive event and publicly declared emergency is present
the essential activities of the research are outlined, and details are present as to how the essential
activities will be maintained during disruptive events and publicly declared emergencies

details are present as to how the safety and wellbeing of Research Participants and Individuals
who Play a Role in the RE will be ensured during disruptive events and publicly declared
emergencies including the plan for communication of these details

details are present as to how the integrity of the following will be ensured during disruptive events
and publicly declared emergencies:

- the informed consent process

- communications with Research Participants

- essential documents

- human research data

- biological materials, if applicable, and

- investigational products, if applicable

the process for resuming research operations as the disruptive event and publicly declared
emergency subsides is present

the process for assessing and documenting the response to the disruptive event and publicly
declared emergency and any lessons learned for the future are present

C17. Previous Opinions and/or Decisions Concerning the Research

prior scientific reviews of the research are made available

previous opinions and/or decisions concerning the research, such as from internal or external
committees, or from a regulatory authority, are made available

previous decisions from another REB are made available, if applicable

if the research will be conducted in another jurisdiction, information relevant to human research
and the requirements of ethical review in that jurisdiction, are made available

C18.

Credentials and Qualifications of Investigators/Researchers

the Investigators/Researchers have relevant credentials, education, training and experience
required to conduct the research

the Investigators/Researchers have documented training in the protection of Research
Participants

the Investigators/Researchers have not been barred from conducting research by a regulatory
agency
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C19. Conflicts of Interest and Roles of Investigators/Researchers

» Investigators/Researchers are required to disclose any conflicts of interest or roles related
directly or indirectly to the research

» the procedures for identifying, documenting, managing and reporting conflicts of interests and roles
are clearly outlined

C20. Suitability, Including Necessary Permissions, of the Research Location with Respect to Site and

Setting

» the research site(s) has the potential to recruit the required number of Research Participants
within the recruitment period

+ the research site(s) has sufficient time and resources (research staff, space, materials) to
conduct and complete the research

* members of the research team have relevant credentials, education, training and experience
required to conduct the research

* members of the research staff understand their roles in the research and have been fully trained
on the research

* members of the research team have documented training in the protection of human Research
Participants

C21. Dissemination of Research Results, and Registration of the Research

+ the research is pre-registered on a publicly accessible website

» information in the registry will be updated in timely manner to include any new information that
could affect Research Participant welfare or consent to participate in the research, and to include
reports of research findings and information about where to access the research findings

* research results are responsibly disseminated:
- in a timely manner, without undue restrictions
- in compliance with funding and public registry requirements
- for outcomes that are either positive or negative

C22. Remuneration of Investigators/Researchers by Sponsors

» the nature and sources of funding for the research are clearly outlined

* Investigators/Researchers are appropriately reimbursed for the costs associated with conducting
the research based on anticipated expenses and overhead

» Investigators/Researchers are not receiving finder’s fees or bonuses for enrolling a specific number
of Research Participants or for successfully meeting research milestones

C23. Funding of the Research
» there is sufficient funding for the duration of the research and any follow-up procedures

C24. Compensation for Injury of Research Participants

+ the research site is insured for injuries to Research Participants arising from participation in the
research

* Research Participants are aware of the compensation available in the event of a research
related injury and of any limitations to compensation

* Research Participants are aware of the possibility of injury arising from participation in the research
and of the nature and extent of the compensation provided in case of an injury
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Annex D: Examples of Requisite Materials and Information Containing the Review
Criteria Outlined in Section 4.4.1.3 (Informative)

Research Protocol, including a justification for scientific merit

Informed Consent documents and process, and if applicable, evidence of
community consent

Questionnaires and any other instruments intended for Research Participants, if
applicable

Research Participant recruitment materials, such as advertisements,
social media promotion

Plan for monitoring Research Participant safety, if not in the Research Protocol
Investigator’s Brochure, Technical File, or Product Monograph, if applicable
Investigator/Researchers’ credentials and qualifications, such as curricula vitae

Contract between the Investigator/Researcher and the research sponsor, if
applicable

Study budget, if applicable

Engagement or partnership with the community (including community-researcher
agreement document), if applicable

Previous REB decisions, if applicable

Decisions of relevant committees, regulatory authorities, etc., if applicable
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Annex E: Examples of Information Reviewed by the REB During the Lifecycle of
the Research (Informative)

« any deviation from the REB-approved research that may affect the Research
Participants' safety, their rights and welfare, or the integrity of research data

e any event that may affect the Research Participants' safety, their rights and welfare,
or the integrity of research data

e any changes or updates to:
- the status of the research (e.g. interruption, suspension)
- the Research Protocol
- the Informed Consent documents and process
- Questionnaires and any other instruments intended for Research Participants

- Research Participant recruitment materials, such as advertisements, social
media promotion

- safety information

- the Investigator’s Brochure, Technical File, or Product Monograph, if applicable
- Investigators/Researchers

- participating research sites

- the contract between the Investigator/Researcher and the research sponsor, if
applicable

- the engagement or partnership with the community (including the community-
researcher agreement document), if applicable
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Annex F: Examples of Criteria used by the REB to Determine when Research
Activities have Concluded (Informative)

all Research Participants have completed their participation in the research,
including all research-related interventions and follow-up

e all queries related to the research have been resolved
¢ the research database has been locked

e all identifiable information related to Research Participants is no longer being
collected and/or accessed

e the research sponsor has formally confirmed that the research has concluded, if
applicable

e all Investigators/Researchers have been informed of their post-closure research
obligations, such as:

- safeguarding the privacy of Research Participants

- disseminating the research results (e.g. reports, presentation, publication),
including any negative impacts of the research that are later revealed

- storing the research materials in accordance with applicable regulations or
guidelines
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Annex G: Informative References

The following Informative documents are meant to help with the conceptual
understanding of this NSC. The user of this NSC should refer to the latest edition or
revision of these informative documents.

Institute of Medicine - Preserving Public Trust: Accreditation and Human Research
Participant Protection Programs
https://www.nap.edu/catalog/10085/preserving-public-trust-accreditation-and-human-
research-participant-protection-programs

Report on the Evaluation of Control Mechanisms in Clinical Research in Quebec (The
Deschamps Report), authored by Pierre Deschamps, BCL, CM
https://hracanada.org/wp-content/uploads/2022/04/Deschamps-Report-EN.pdf

The Governance of Health Research Involving Human Subjects (HRIHS), authored by
Michael McDonald, BA, MA, PhD
https://publications.gc.ca/site/eng/9.690651/publication.html

World Health Organization, Guidance for best practices for clinical trials.
https://www.who.int/publications/i/item/9789240097711

World Health Organization - Standards and Operational Guidance for Ethics Review of
Health-Related Research with Human Participants
https://apps.who.int/iris/bitstream/handle/10665/44783/9789241502948 eng.pdf

World Health Organization, Tool for benchmarking ethics oversight of health-related
research involving human participants, 2023.
https://www.who.int/publications/i/item/9789240076426

World Medical Association - Declaration of Helsinki — Ethical Principles for Medical
Research Involving Human Subjects
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-
medical-research-involving-human-subjects/

© DGSI 2026 — All rights reserved. With the exception of Annexes A-G, unauthorized reproduction is strictly prohibited. 46
© HRSO 2026 — All rights reserved. With the exception of Annexes A-G, unauthorized reproduction is strictly prohibited.


https://www.nap.edu/catalog/10085/preserving-public-trust-accreditation-and-human-research-participant-protection-programs
https://www.nap.edu/catalog/10085/preserving-public-trust-accreditation-and-human-research-participant-protection-programs
https://hracanada.org/wp-content/uploads/2022/04/Deschamps-Report-EN.pdf
https://publications.gc.ca/site/eng/9.690651/publication.html
https://www.who.int/publications/i/item/9789240097711
https://apps.who.int/iris/bitstream/handle/10665/44783/9789241502948_eng.pdf
https://www.who.int/publications/i/item/9789240076426
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/

	Foreword
	Technical Committee Members
	Introduction
	1. Scope
	2. Normative References
	2.1 Canadian Legislation
	2.2 Canadian Regulations
	2.3 Policies and Guidelines
	2.4 National Standards of Canada and Global Standards
	2.5 Other Regulations

	3. Terms and Definitions
	4. Technical Requirements
	4.1 Mandate of the REB
	4.1.1 Governance
	4.1.2 Scope of Human Research Reviewed by the REB
	4.1.3 REB Membership and Composition
	4.1.4 REB Administration and Resources
	4.1.5 REB Review of Human Research Conducted in Other Jurisdictions

	4.2 REB Submissions
	4.2.1 Preparations and Requirements for REB Review
	4.2.2 Communicating Requirements for REB Submissions

	4.3 Level of Review of Research Applications by the REB
	4.3.1 Determination of the Level of Review of Research Applications
	4.3.2 Full-Board Review of Research Applications
	4.3.3 Delegated Review of Research Applications

	4.4 Ethical Review and Oversight of Human Research
	4.4.1 Elements of the Ethical Review of Human Research
	4.4.2 Elements of Oversight Throughout the Lifecycle of Human Research
	4.4.3 Communicating Decisions of the REB
	4.4.4 Requests for Reconsideration and Appeals of REB Decisions
	4.4.4.1 managing requests from REB Applicants for reconsideration of REB decisions.
	4.4.4.2 managing appeals from REB Applicants of REB decisions.
	4.4.4.3 communicating to REB Applicants the procedure for exercising their rights to request reconsideration and/or appeal of the REB decisions.


	4.5 Streamlining REB Review
	4.6 Maintaining and Storing REB Documents

	Informative Annexes
	Annex A: Relevant Policies and Regulations Describing Human Research and Non-Research Activities that may be Exempt from REB Review and Oversight (Informative)
	Annex B: Examples of Expectations of REB Members (Informative)
	Annex C: Criteria and Processes that may be Employed by the REB to Aid in the Review and Evaluation of Research (Informative)
	Annex D: Examples of Requisite Materials and Information Containing the Review Criteria Outlined in Section 4.4.1.3 (Informative)
	Annex E: Examples of Information Reviewed by the REB During the Lifecycle of the Research (Informative)
	Annex F: Examples of Criteria used by the REB to Determine when Research Activities have Concluded (Informative)
	Annex G: Informative References


