[bookmark: _Hlk202169322]Waterloo-Wellington Research Ethics Board (WWREB)
serving the Waterloo Regional Health Network and Cambridge Memorial Hospital
Protocol Deviation Reporting Form
This form is designed to be accessible with screen readers and keyboard navigation. If you require this form in an alternate format, please contact the Research Ethics Board.
Instructions
1. Review the WWREB Application Instructions prior to completing this form.
2. Complete the form in full.
3. Submit form to wwreb@wrhn.ca. Incomplete forms may result in a delay in review. 
Study Information
1. WWREB Study #: Click or tap here to enter text.

2. Study Title: Click or tap here to enter text.

3. Local Responsible Investigator: Click or tap here to enter text.
Protocol Deviation Report Information
4. Study Protocol Deviation number (1, 2, 3, etc.):  Click or tap here to enter text.

5. Date of Protocol Deviation: Click or tap here to enter text.

6. Date Deviation Reported to WWREB: Click or tap here to enter text.

7. Date Deviation Reported to Sponsor (if applicable): Click or tap here to enter text.

8. Participant Study ID # (if applicable): Click or tap here to enter text.

9. This report pertains to a single study participant only: 
☐ Yes
☐ No

10. If No, how many participants are affected: Click or tap here to enter text.
Protocol Deviation Details
11. Describe the protocol deviation in detail, including an explanation for the reason for its occurrence. 
Click or tap here to enter text.

12. Describe in detail how the event was handled and any corrective actions for this event, including a description of the participant’s outcome.
Click or tap here to enter text.

13. Provide a detailed plan to prevent similar deviations in the future.
Click or tap here to enter text.
Impact Assessment
14. Does the Protocol Deviation impact the research participants’ rights, safety, or well-being? 
☐ Yes
☐ No

15. Does the Protocol Deviation affect the scientific integrity of the study? 
☐ Yes
☐ No

16. Does the Protocol Deviation require change(s) to the study protocol?	
☐ Yes
☐ No

17. Does the Protocol Deviation require change(s) to the consent form(s)?  
☐ Yes
☐ No

18. Was/were study participant(s) informed of the deviation? 
☐ Yes
☐ No

a. If no, please explain: Click or tap here to enter text.

19. Did this Protocol Deviation result in a Serious Adverse Event (SAE) / Unanticipated Problem? If yes, please submit the SAE reporting form.
☐ Yes
☐ No
LRI or PI Signature
As the Local Responsible Investigator, I have reviewed the protocol deviation and attest to the accuracy of this report:
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