
The Hospital for Sick Children (SickKids) Research Ethics Board

Adverse Event Report Form

1- Study Title & REB File Number: ____________________________________________________________ _________________________________________________________________________________________

2- Describe the nature of the study. Include research category from monitoring matrix
____________________________________________________________________________________________________________________________________________________________________________________

3- Is this the initial report?  Yes o No o or a Followup report? Yes o No o If yes, attach the initial report

4-Is there a formal monitoring mechanism eg., Data Safety Monitoring Committee? Yes o No o
5-Site of adverse event: 
SickKids  o

External o 

6--Patient Diagnosis: ___________________________________________Study ID # ___________________

7- Date & time of adverse event: _______________________________________________________________

8-Adverse event synopsis __________________________

 Describe event and include a grade of mild, moderate, or severe:

Append or forward supporting documentation when available e.g., sponsor correspondence
__________________________________________________________________________________________

__________________________________________________________________________________________

__________________________________________________________________________________________

__________________________________________________________________________________________

9- Is it a serious adverse event?  Yes o No o    (Refer to definitions in companion guidelines).
If yes, initial reporting (ie., telephone, email or submission of an AE report) must be made to the REB within 48 hours. 

10-If you are deemed the study sponsor and require assistance with adverse event reporting to Health Canada, please contact the SickKids Clinical Research Office staff.
11- As SickKids primary investigator, in your opinion is the adverse event related to the study intervention?

Yes o 
No o 

Do not know (with explanation) o ________________________
_________________________________________________________________________________________

12- What follow up action do you recommend?



Inform data safety monitoring committee, where applicable 
Yes o
Inform enrolled study subjects ASAP: Yes o No o
  If yes, describe mechanism _______________________________________________________________________________

Revise consent/assent forms : Yes o No o    If yes, append with revisions underlined. 

Temporarily suspend study and investigate further: Yes o No o




Other (describe) _________________________________________________________________

None Required 
o




13- What follow up action do you recommend for SickKids subjects whose participation has ended?

No action required  o
Inform study subjects:
 Yes o No o If yes, describe mechanism

_____________________________________________________________________

Other (describe) _____________________________________________________________________

14-Does this adverse event alter the level of monitoring (see matrix) required for this study? o Yes o No

 If yes, propose a new level of monitoring. _________________________

If uncertain, discuss with the SickKids Clinical Research Office staff

14- Signature of Primary Investigator __________________________________ 
Date _____________​​

15- Signature of Clinical Chief _______________________________________ 
Date _____________

16- REB Review & Action Required 

____________________________________________________________________________________________________________________________________________________________________________________

_________________________________________________________________________________________
REB Chair Signature _________________________________________ Date __________________________
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