Guidance Document 7:
Post-Approval Activities

Post-Approval Acti\;itiés

1.0 When a researcher submits a protocol for review by the University Human Research Ethics
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3.2 Unanticipated issues can include such things as higher levels of participant interest than the
researcher had planned (which might mean needing to turn individuals away or needing to
come up with supplementary plans for handling more study participants) or unintended errors in
the communication of information to participants. Researchers may encounter issues related to
the study design that were not contemplated in the design stage (and the application to the
UHREB). Issues may arise when some component of the study has been missed (e.g., nhot all of
the study instruments are used on some or all of the participants). Complaints from study
participants are also unanticipated, and may have study design implications.

3.3 Adverse events refer to situations that occur in the course of the research that have
undesirable consequences for study participants (e.g., breach of privacy of information, negative
physical or psychological effects, harms to participants, etc.). Adverse events are, generally
speaking, unanticipated. However, in some cases, a researcher may anticipate, for example,
that questions might cause distress to participants but not necessarily a level of distress
witnessed in practice. Adverse events may be minor or serious.

3.4 Faculty and graduate student researchers are obligated to report to the UHREB all
unanticipated issues and adverse events, whether minor or serious. For Course-Based and
Independent Senior Undergraduate research, all unanticipated issues and adverse events,
whether minor or serious must be reported to the DEC. This reporting should be done
expeditiously, normally within 72 hours of the event (completed via Webgrants). Depending on
the nature of the issues or events, modifications to the study protocol may be necessary. All
such modifications must be approved by the UHREB before the research resumes. In extreme
situations, the DEC or UHREB may determine that a protocol should be suspended.

3.5 Annual reports (completed via Webgrants) should reflect any changes that have been made
to the protocol as a result of unanticipated issues and adverse events.

4.0 Renewal of a Protocol and the Submission of an Annual Report

4.1 In order to have the approval for a protocol renewed, researchers are expected to provide
an annual report (completed via Webgrants) which includes sufficient and relevant information
about the study (e.g., number of participants recruited, any unforeseen events, etc.). Renewal
requests MUST be submitted prior to the lapse of an approval by the UHREB.

4.2 Continuing review, like the original review of a research protocol, is conducted using what
the TCPS2 refers to as a “proportionate” approach. The nature of the continuing review will be
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5.0 Renewing a Lapsed Protocol

5.1 There may be situations in which a researcher has not renewed a protocol after the 1-year
approval period lapses but wishes to continue data collection. When a protocol has lapsed, all
participant recruitment and data collection must cease.

6.0 Subsequent
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