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Ethics Unanticipated/Adverse Event Report Form
Questions with * are mandatory

Name:*  Click or tap here to enter text.
Faculty:*  Click or tap here to enter text.
Project Title:* Click or tap here to enter text.
PURE Ethics Review ID:*  Click or tap here to enter text.
Any unanticipated issue or event that may increase the level of risk to participants or that has other ethical implications that may affect participants’ welfare must be reported to the REB without delay.  These may include unexpected reactions by participants to a research intervention, as well as unavoidable single incidents having either short- or long-term implications (refer to Article 6.15 of the TCPS2).  
 Changes that are necessary to eliminate an immediate risk(s) to the participants may be implemented as needed but must be reported to the REB at the earliest opportunity.   

 1. Details of the Incident/Event(s)
1.1 When and where did the event take place? *
Click or tap here to enter text.
1.2 What specifically is being reported? *
Click or tap here to enter text.
1.3 What action(s) (if any) have been taken, or will be taken by the researcher, the participant or third parties involved? *  
Click or tap here to enter text.
1.4 In your assessment, should this project continue as originally approved? *
Choose an item.
1.5 If Yes, explain why no modification to the approved project is recommended.  If No, outline the modification(s) required. *
Click or tap here to enter text.
2. Attachments
2.1 Please indicate all revised attachments that accompany this modification request. *
☐ Recruitment posters, invitations, postings, email scripts, etc.
☐ Consent Documents (information letters, consent forms, assent forms, etc.)
☐ Research Instruments (survey questionnaires, tests, interview scripts/outlines, etc.)
☐ Other:  Click or tap here to enter text.
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