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This form is used by the Principal Investigator to request a change in currently approved
protocol, or to request a renewal of approval beyond the original date of expiration.
Documented approval is required for both RENEWAL and CHANGES in existing studies.

Principal Investigator Name:
Check to indicate application status:

Project Title: [ ] Change [ ] Renewal

1. Please summarize the past work of this project, and describe what you plan for the
upcoming year, including data analysis, if relevant.

2. Are changes being made to the previously approved protocol?
[ ] Yes.
[] No (please skip to item 6)
3. Please summarize the changes being made.
4. Describe the rationale for the change(s).
5. In your opinion as Principal Investigator, how will these changes affect the overall

risk to subjects in this study?

6. Will there be any changes to forms or materials being used in the study
(consent forms, surveys, debriefing forms, etc.)?

[ ] Yes.
[] No

If yes, attach a copy of the revised form(s) with changes tracked or highlighted, as well as a
clean copy.

Please describe the changes made:
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7. Has this project yielded any preliminary results thus far?

[ ] Yes.
[ ] No

If yes, please describe what has been acquired through the efforts of this project:

8. Have there been any findings or preliminary results (e.g. publications, new
information) that alter the risk/benefit ratio of the study?

[ ] Yes.
[ ] No

If yes, please describe:

9. Have there been any unanticipated problems or adverse events?

[ ] Yes.
[ ] No

If yes, please describe what occurred, and what corrective measures were taken or are being
taken:

10.  Please describe any other information you deem relevant to the continuation of this
research project.
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