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REB guideline for obtaining informed consent remotely for participation in a research study

GUIDELINE STATEMENT

Under certain circumstances, it may be necessary to conduct informed consent procedures for
participation in a research study remotely. All resulting alterations to the informed consent
procedure shall comply with the current version of the Tri-Council Policy Statement: Ethical
Conduct for Research Involving Humans — TCPS(2), and where applicable ICH-GCP and the
Canadian Food and Drug Regulations (FDR) for Health Canada regulated clinical trials.

The process to obtain informed consent through alternate methods must also be clearly
outlined in the protocol. All such informed consent procedures must be submitted to the REB
of record for review and approval prior to implementation. Research site personnel, those
delegated responsibility for the consenting process by the study investigator, must be trained
on the new consent process and have appropriate documentation of this.

The Sunnybrook REB recognizes the following solutions for conducting the informed consent
process:

Electronic Consent

e Utilization of an electronic consent system may be considered if the technology is
available.

e The system must be validated in accordance with the International Council for
Harmonization (ICH) E6 5.5.3.

e Allrequired elements outlined in FDR C.05.010(h) and ICH E6, 4.8.10 must reflected in
the informed consent form.

Consent Obtained Verbally by Phone or Video Conference Application (Interventional Research)

e The call in which consent will be obtained must include the research team member
obtaining consent, the participant/substitute decision-maker (SDM), and an impartial
witness (can be a family member). If desired and feasible, the participant/SDM may
invite others to join the call (e.g. next of kin).

e Comprehensive documentation of the consent process is required to be kept on file.

e For Health Canada regulated studies, the impartial witness must sign an attestation:

o The attestation must confirm that the witness was present during the consent
process irrespective of method of communication.

o A scanned copy or picture of the signed attestation must be forwarded to the
study investigator or delegate (by email or text; ensure this meets privacy
requirements).
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o When it is not possible for an impartial witness to be present, the conversation
should be recorded:
= Parties must verbally agree to recording the conversation.
= The recording will become part of the trial records and must be archived
for the entire study record retention period.
= Consult with the Privacy Office for appropriate recording options.
o Check with the REB of Record regarding specific attestation requirements.

Consent Obtained Verbally by Phone or Video Conference Application (Observational Research)

The call in which consent will be obtained will include the research team member
obtaining consent and the participant/substitute decision-maker (SDM). If desired and
feasible, the participant/SDM may invite others to join the call (e.g. next of kin).

Once the consent discussion is complete and the participant/SDM verbally confirms
their consent to participate in the research study, the person conducting the consent
discussion will complete the signature pages of the informed consent form by writing
the participant/SDM name, the date of the consent discussion, and their own name,
signature, and date of signature.

Comprehensive documentation of the consent process is required to be kept on file.

Consent Obtained via Email

Consent documents are to be sent to participants/SDMs via email for their review.

The email should include an explanation of the consent process and contact information
for any questions tha arise prior to signing the documents.

Conduct informed consent discussion.

Comprehensive documentation of the consent process is required to be kept on file.
Participant/SDM returns a signed copy of the informed consent form to the research
team. See above section to determine if an impartial witness is required.

The research team member signs the consent form and sends the participant/SDM a
copy for their records.
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