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Purpose

This standard operating procedure (SOP) describes routine communication procedures
between the Research Ethics Board (REB) and the Researcher and their research team.

Scope
This SOP pertains to REBs that review human participant research in compliance with
applicable policies and guidelines.

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

Procedure

For effective human research participant protection, it is important that the REB,
Researcher, and research team maintain open communication. This applies not only to a
specific research project, but also with respect to questions, concerns, ethical issues and
REB processes, policies and procedures. Feedback from Researchers should be
encouraged and should be considered as an opportunity to review and to improve the
function of the REB and of the OHRE procedures.

In order to facilitate clear and accurate communication with Researchers and research staff,
the REB will follow standardized notification and documentation procedures. All REB
decisions regarding specific research projects shall be documented in writing. Informal
communications between the Researcher or research team and REB Chair or OHRE
Personnel may occur through email, online, or in person. Documentation should be created
to ensure accurate reflection of discussions for future reference.

Notification of REB Decisions

e The REB will notify the Researcher and/or research staff of the REB’s decision
within a time frame specified by the REB, following the review (REB meeting or
delegated review) of new research, modifications, or amendments to currently
approved research, applications for continuing review or unanticipated event reports.

e The determinations of the REB will be summarized noting any concerns or requests
for clarification including recommended changes to the consent form and clarifying
the reasons for not approving the submission (when appropriate).

¢ If modifications to the research are required at the initial approval stage, during any
amendment or event process, or at the renewal or closure stages, the REB Chair or
designee will notify the Researcher of the REB’s decision as soon as possible
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following the appropriate review process by way of written notification, including
comments, requested clarifications, and/or revisions.

Upon receipt of the Researcher’s response to the REB review comments, the
REB or OHRE Personnel will follow-up with the Researcher and/or research
staff to request any additional clarifications as needed, or as requested by the
REB Chair or designee, or the reviewer(s).

Once all of the REB concerns are satisfied, the REB will issue an approval
letter or notification of acknowledgement, as determined by submission

type.

Researcher Consultation

A Researcher and/or research team may request advice, guidance or clarification
with the REB Chair, designee or OHRE Personnel for current or future research
projects. Such consultations may involve communications through email, on line, or
in person.

REB Chair, designee, or OHRE Personnel should document such consultations in
writing, including date, who was present and a brief description of what the concerns
were and how they were addressed. Such documentation should be kept by the
REB Office for future reference, if needed.

Revisions

Version Effective Date Summary of Changes
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