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2. Are there any important changes in the risks, benefits, or protocol
schedule that you believe have an impact on the CIRB's approval of this
protocol?

] Yes, please explain:

[] No

3. In your judgment, do the benefits of this study continue to outweigh the
risks?

] Yes, please explain:
[] No, explain:

[] Uncertain, explain:
4. Do you recommend that the CIRB approve continuation of this study?
[] Yes
[] No, explain:
[] Uncertain, explain:

5. Additional Remarks.

6. Questions for the Study Team
Questions included below will be sent to the Study Team in advance of the CIRB
meeting. Whenever possible, CIRB Operations Office staff will forward responses
received prior to the meeting to the primary reviewers and post those responses
in ePanel. In order to ensure questions are sent to the Study Chair, questions
should be posted here in ePanel at least 36 hours prior to the CIRB meeting.

7. Topics for CIRB Discussion
List below any topics requiring discussion among the CIRB members prior to a
final assessment of the study (e.g. whether inclusion of individuals with impaired
decision-making is appropriate).

8. Proposed Stipulations
Changes or additional information that the CIRB requires before the study can be
approved should be listed below. The changes or requested information must
pertain to the regulatory criteria for approval or have a direct impact on the
protection of study participants.

9. Recommendations
List recommended changes below. Recommended changes do not relate to the
regulatory criteria for approval nor do they relate to protection of study
participants. The Study Chair may opt to address the recommendations, or may
disregard them.

Version 08/19/16



