o RESEARCH ETHICS BOARD - DELEGATED REVIEW

T
I?‘ SOP 513

PROCEDURE Procedures are a series of required steps to complete a task, activity or action |5|and health

Purpose: This Standard Operating Procedure (SOP) describes the research that can be reviewed by the
Research Ethics Board (REB) Chair or designee, and outlines the process to determine if the
research meets criteria for delegated review, and the associated delegated review procedures.

Context: Island Health offers programs and services on the unceded and traditional territories of the
Coast Salish, Nuu-chah-nulth, and Kwakwaka’wakw Peoples.

As a signatory to the 2015 Declaration of Commitment to Cultural Safety and Cultural Humility,
Island Health is committed to addressing the ongoing impacts of colonialism and Indigenous-
specific racism in order to provide a culturally safe, inclusive, healthy and respectful
environment.

The organization is committed to strengthening diversity, equity and inclusion to enable
excellence in health and care for everyone, everywhere, every time. Through these
commitments, Island Health strives to deliver the highest possible standard of care and to
promote safe workplaces.

Scope: o All research submitted to Island Health’s REBs
Affected Roles
o REB Chairs
o REB members
o REB Office Personnel
e Environment
o Research Environment

Outcomes: e To determine when research meets the criteria for delegated ethics review and the
associated delegated review procedures.

1 Responsibility

All REB members and REB Office Personnel are responsible for ensuring that the requirements of this SOP are met.

2  Procedure

2.1 An expedited/delegated review procedures consists of a review of research involving human participants by the
REB Chair or by one or more experienced reviewers designated by the Chair from among members of the REB.
Full review by an REB should be the default requirement for all research involving human participants unless the
REB decides to authorize delegated review based primarily on the harms that are expected to arise from the
research. While all research must be reviewed adequately, requirements for proportionate review allow the REB
to provide a higher level of scrutiny, and correspondingly more protection, for the most ethically challenging
research.

2.2 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,
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involves consideration of the foreseeable risks, the potential benefits, and the ethical implications of the
research.

The REB delegates research ethics review to an individual or individuals. Delegates shall be selected from among
the REB membership.

Research that may be reviewed by the REB through a delegated review procedure normally includes research
activities that present no more than minimal risk to human participants, and minor changes in approved
research. This procedure pertains to both initial and continuing REB review of the items included in this
document.

nition of Minimal Risk

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;

For studies that are funded or supported by the United States (U.S.) federal government or regulated by the U.S.
Food and Drug Administration (FDA), minimal risk means that the probability and magnitude of harm or
discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in
daily life or during the performance of routine physical or psychological examinations or tests;

Minor changes are changes that neither increase the risk, nor materially change the risk-benefit ratio of the
research study, and do not substantially change the specific aims or design of the study;

4 Determination of Qualification for Delegated Review

4.1

4.2

4.3

Full Board review is the default for most new research projects submitted to the REB; however, some research
may be eligible for delegated review;

Studies that are funded or supported by the U.S. federal government or regulated by the U.S. FDA, are eligible
for expedited/delegated review if listed in the Office of Human Research Protections (OHRP) and FDA guidance
and are no more than minimal risk, or include only minor changes in previously approved research as defined by
the applicable regulations and in Island Health’s Research Ethics-specific SOPs;

Submissions that meet the following criteria may be eligible for delegated review:

e Research projects that involve no more than minimal risk;

Minor or minimal risk changes to approved research;

Continuing review of approved minimal risk research;

Continuing review of research that is more than minimal risk for which enrolment is closed permanently

and all research-related interventions for all participants are complete and the only remaining research

activities are post-intervention activities or follow-up of participants; or, where the remaining research

activities are limited to data analysis; or, where no participants have been enrolled and no additional risks

have been identified;

e Continuing review of research that is more than minimal risk when there has been little or no modification
of the research; and when there has been no increase in risk to or other ethical implications for
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participants since the initial review by the full REB; if permissible under all applicable governing
Regulations;

e The submission by the Researcher in response to the REB review as a condition of approval, as authorized
by the Board,;

e Changes to consent documents that do not affect the rights and welfare of research participants or involve
increased risk, or affect data integrity, or require significant changes in research procedures;

e Reportable events, including adverse events and safety updates such as reports from Data and Safety
Monitoring Boards (DSMB). If the REB Chair or designee considers that action is needed to protect the
safety of research participants, they may take such action immediately and/or request a review of the
report at a convened REB meeting or by a designated sub-committee to determine what further action, if
any, is required.

The REB Chair or designee may be authorized by the Full Board to use delegated review procedures for the
review of miscellaneous items such as changes to meeting minutes that previously received approval with
conditions at a Full Board meeting;

When determining if initial review of research or modifications to previously approved research are eligible for
delegated review, the REB Chair or designee will take into consideration the methods used to conduct the
research, recruitment practices, participant population, confidentiality of data, and all regulatory and ethics
guidance requirements as applicable.

Examples of categories of research that may be delegated for research ethics review include:

Research that is confidently expected to involve minimal risk;

Minimal risk changes to approved research;

Annual renewals of approved minimal risk research;

Annual renewals of more than minimal risk research where the research will no longer involve new
interventions to current participants, renewal does not involve the recruitment of new participants, and
the remaining research activities are limited to data analysis.

5 Delegated Review Process

5.1

5.2

5.3

5.4

Qualified REB Office Personnel will perform an initial screening of the submission. Those submissions that meet a
pre-defined set of criteria for delegated review as determined by the REB may be forwarded for delegated
review. For all other submissions, the REB Chair or designee will make the determination of whether the
submission meets the criteria for delegated review;

For research that meets the criteria, delegated review may be conducted by the REB Chair, or by one or more
qualified REB members as designated by the REB Chair or designee;

The REB Chair or designee reviewing research under delegated review must not have a conflict of interest in the
research;

In reviewing the research under delegated procedures, the REB Chair or designee may exercise all of the
authorities of the REB, except that they may not disapprove the research; the research may be disapproved only
after it has been reviewed by the REB at a Full Board meeting;
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5.5 REB member(s) conducting a delegated review will contact the REB Chair or designee to request the expertise of
an ad hoc advisor, if applicable. Ad hoc advisors may not participate in the final decision regarding approval of
the research;

5.6 If the REB Chair or designee subsequently determines that the level of risk for the submission is greater than
minimal, the submission will be referred to a Full Board meeting for review;

5.7 The REB Chair or designee will record the decision regarding the designation of the research (i.e., either requiring
Full Board or delegated review) and the outcome of the review. The responsible REB Office Personnel may issue
the review or decision letter.

6 Notification of the REB

6.1 Atits next Full Board meeting the REB will be informed of research that was reviewed and approved using
delegated review procedures.

7 Training

7.1 Review of the SOP.

8 Documentation

8.1 The type of REB review conducted (i.e., Full Board or delegated) is documented in the REB records and noted in
the decision letter issued to the Researcher, where appropriate;

8.2 The Principal/Qualified Investigator and their coordinator, where applicable, will receive an email notification of
the REB decision via the online database system;

8.3 The REB meeting and agenda will include a list of submissions that were reviewed and approved using delegated
review procedures from the time that the agenda for the previous REB meeting was issued.

9 Definitions
e Refer to the Glossary of Terms — Research Ethics

10 Related Island Health Standards

SOP 502 Activities Requiring Research Ethics Board Review

SOP 508 Amendments and Ongoing Review

SOP 509 Research Ethics Annual Renewals

SOP 513-2 Delegated Review — Delegated Responsibility to REB Office Personnel
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11 Compliance Monitoring

11.1 The Island Health Manager, Research Ethics & Compliance or their delegate is responsible for ongoing
monitoring of Island Health operations to verify compliance with this SOP.

11.2 The Island Health Manager, Research Ethics & Compliance or their delegate is responsible for communicating
any changes to this SOP to all relevant personnel.

12 References
e Network of Networks (N2), SOP 401.003 Delegated Review

University of British Columbia, SOP 402: Delegated Review

The Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, Chapter 2, Article 2.9

The Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, Chapter 6, Article 6.12

The Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, Chapter 2, Part B

U.S. Department of Health and Human Services — Title 45 Code of Federal Requlations Part 46 (45 CFR 46.102(i))

U.S. Department of Health and Human Services — Title 21 Code of Federal Requlations Part 56 (21 CFR 56.102(i))

U.S. Department of Health and Human Services — Title 45 Code of Federal Requlations Part 46 (45 CFR 46.110)

U.S. Department of Health and Human Services — Title 21 Code of Federal Requlations Part 56 (21 CFR 56.110)

U.S. Food and Drug Administration, Regulations: Good Clinical Practice and Clinical Trials

Office for Human Research Protections, Expedited Review: Categories of Research that may be Reviewed Through

and Expedited Review Procedure (1998)

e |CH GCP International Council on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for
Human Use — ICH Harmonised Tripartite Guideline — Guidelines for Good Clinical Practice E6(R2)(3.3.9)

e U.S. Food and Drug Administration, Title 45 Code of Regulations, Part 46, Section A 46.111 Criteria for IRB
Approval of Research

13 Summary of Changes

Version | Effective Date | Change Description

1.0 01 Jul 2013 New procedure

Changed Issuing Authority from Research & Capacity Building to Vice-
2.0 19 DEC 2022 President, Quality, Research and Chief Nursing & Allied Health Officer.
Updated to reflect current standards.
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