[bookmark: _Hlk202169322]Waterloo-Wellington Research Ethics Board (WWREB)
serving the Waterloo Regional Health Network and Cambridge Memorial Hospital
Local Unanticipated Problem or Serious Adverse Event Report 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. 
4. Individual serious adverse events should only be reported when a determination has been made that the event meets all of the criteria for an unanticipated problem and the report includes all of the following information: 
a) the event described is a local event
b) the event described is both serious and unexpected and related or possibly related to participation in the study
c) the report identifies all previous safety reports concerning similar adverse experiences
d) the report analyzes the significance of the current adverse experience in light of the previous reports
e) the report outlines any proposed protocol changes, informed consent form changes or other corrective actions to be taken in response to the unanticipated problem. (WWREB SOP4.5 https://www.grhosp.on.ca/research/wwreb)
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.
Event Details
4. Describe the event with a brief history:
Click or tap here to enter text.

a. Is it local?
☐ Yes
☐ No

b. Is it serious?
☐ Yes
☐ No

c. Is it unexpected?
☐ Yes
☐ No

d. Is it related or possibly related to the study?
☐ Yes
☐ No

NOTE: If you answered “No” to any of the above questions, there is no need to submit this report

5. Identify any previous safety reports concerning similar adverse experiences:
Click or tap here to enter text.

6. Describe the significance of the current adverse experience in light of any previous reports:
Click or tap here to enter text.

7. Outline any proposed protocol changes, consent form changes, or other corrective actions to be taken:
Click or tap here to enter text.
LRI or PI Signature
As the Local Responsible Investigator, I have reviewed the unanticipated problem or SAE report form and attest to the accuracy of this report. 
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