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  									   Today’s Date: _________________________
Principal Investigator: _____________________________    AU IRB Protocol #: ______________________________
Study Title: ______________________________________________________________________________________
__________________________________________________________________________________________________
Person Submitting Report: ______________________    Has the PI for this project been notified? ____Yes   ___ No
1. Describe in detail the nature of the event, including the date of occurrence.


2. Describe the outcome of the event including:
     a) Initial response of the participant and who else was informed/involved at the time.
     b) Actions taken by the PI or other research personnel to mitigate the event.
     c) Outcomes that violated any participants’ rights, safety, or welfare.
     d) Outcomes that affect the integrity of the study.


3. Describe the process to ensure there will be no further noncompliance.



4. For funded research or research involving other IRBs, indicate whether or not the Sponsor or other IRBs have been informed. If not, provide a rationale for not reporting.






___________________________________________________________	              _________________________
                          Principal Investigator’s Signature						       Date


___________________________________________________________	              _________________________
                      Other Signature (if report not filed by PI)				                    Date
