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Research Ethics Board

Adverse Event Form

An adverse event is any undesirable or unintended experience or response that occurred during the study.  The adverse event may be emotional, psychological or physical in nature.  The undesirable or unintended response may be due to several factors including:

· the nature of questions

· miscommunication 

· the vulnerability of participants

· inexperience of the researcher

Any adverse events must be reported to the REB, by filling out and returning this form, within 5 business days of the event.

Submit the Adverse Event Form to Shawna Gutfreund Bloorview Kids Rehab 150 Kilgour Road Toronto ON M4G 1R8, Room 4W 420 Phone: 416-425-6220 ext. 3507, sgutfreund@bloorview.ca
Principal Investigator:      





REB File Number:      
Date of REB Approval:      
Project Title:      
Department/Division:      
Funding Agency:      
1. Date of adverse event:      
2. Describe the event:      
3. Describe the actions (if any) taken (e.g. participant withdraws from the study, referral to a social worker):      
4. Describe any plan for follow-up contact with the participant:      
5. As the Bloorview Principal Investigator, in your opinion is the adverse event related to the study intervention?  Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
    Do not know  FORMCHECKBOX 
 (please explain)      
6. What follow up action do you recommend?

Inform enrolled study participants: Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
  

If yes, describe mechanism:      
Revise consent/assent forms:  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If yes, attach forms with revisions underlined

Temporary suspend study and investigate further: Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

Other (describe):      

None Require:  FORMCHECKBOX 

7. What follow up action do you recommend for Bloorview participants whose participation has already ended?

No action required:  FORMCHECKBOX 

Inform study participants: Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If yes, describe mechanism:      
Other (describe):      
Principal/Local Investigator’s Signature
Principal Investigator:        





     



     Print Name 
    Signature


Date

For Office Use Only
Action Required:     
_________________________                                    ______________________
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