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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
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
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5.2.4 In reviewing the research under delegated procedures, the REB Chair or
designee may exercise all of the authorities of the REB, except that he/she may
not disapprove the research; the research may be disapproved only after it has
been reviewed by the REB at a Full Board meeting;

5.2.5 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;

5.2.6 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;

5.2.7 The REB Chair or designee will record the decision regarding the designation of
the research (i.e., either requiring FB or delegated review) and the outcome of
the review. The responsible Research Ethics staff may issue the review or
decision letter.

5.3 Notification of the REB

5.3.1 Atits next Full Board meeting the REB will be informed of
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7.0 REVISION HISTORY

SOP Code EﬁIDe;ttéve Summary of Changes

SOP401.001 15-Sept-2014 | Original version

SOP401.002 08-Mar-2016 No revisions needed
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