IRB Incident Report Form


Instructions: All incidents of injury or other adverse effects experience by participants must be reported by the Primary Contact or Project Advisor to the Institutional Review Board within 48 hours after the event.

* Required



General Information



1. Project's IRB Number: *




2. Project Title: *



3. Project Investigator(s) Name(s) (if more than one, please list all separated by semicolons): *




4. Project Investigator(s) Email(s) (if more than one, please list all separated by semicolons): *




5. Project Advisor Name (for student projects; N/A if not a student project) *


Incident Information



6. Names of individuals involved: *




7.  Location of the incident: *





8. Date(s) of incident: *

9. Severity of incident: *


☐ Mild

☐ Moderate

☐ Severe


10. Describe the incident in detail: *






11. Was this incident an anticipated risk described in the initial protocol application and informed consent documents? *


☐ Yes

☐ No

12. In your judgement, was the event caused by procedures associated with the protocol? *


☐ Related

☐ Not related

☐ Possibly related

☐ Possibly not related

☐ Lack information to judge

13. Explain what procedures were already in place to minimize or reduce the risk of this event. *


Modification Required?

If you answer "yes" to the below, you will need to submit an IRB Modification Form.



14. In your judgement, should the informed consent process or any part of the protocol be modified as a result of this event? *


☐ Yes. I will submit an IRB Modification Form.

☐ No


Remediation/Treatment Information



15. Was treatment or other remediation provided to the affected participant(s) in response to the incident? *


☐ Yes

☐ No


16. Name of individual(s) who received treatment/remediation: *





17. Name of individual(s) who provided treatment/remediation: *



18. Location of treatment/remediation: *





19. Detailed description of the treatment or remediation: *




20. Individual's recovery was: *


☐ Complete

☐ Moderate

☐ Minimal

☐ Not resolved at this time

☐ Other


Additional Information



21. Other than this report, have any other reports been submitted to other offices/departments regarding this event? Indicate where and when these reports have been submitted. N/A if none. *




22. Additional information:




23. Your Name: *


24. Your UMary Email: *
 (
8/25/2021
)
