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* Note: Local and non-local unanticipated problems have different submission criteria. Refer to Policy REB-407 before completing this form. Submitting a non-local unanticipated problem report form instead of this form is acceptable for non-local events. 
General Information:
	REB#:      

	Project Title:      

	Local Principal Investigator (LPI):      

	Today’s Date:      



Screening for Unanticipated Problems:
	1: Is the problem unexpected in terms of nature, severity or frequency?
	 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No



	2: Is the problem related or possibly related to participation in the research (i.e., at least a reasonable possibility exists that the incident, experience, or outcome may have been caused by the drugs, devices, or procedures involved in the research)?

	 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No



	3: Does the problem suggest a potential greater risk of harm (including physical, psychological, economic or social harm) to participants or others than was previously known or recognized?
	 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No


Complete and submit this Unanticipated Problem Report Form to the Holland Bloorview REB Office only if you answered ‘Yes’ to all three questions above. 

1. Unanticipated Problem Report Details
	Date Unanticipated Problem Occurred:      

	Date of Discovery of Unanticipated Problem:      

	Location of Unanticipated Problem:  FORMCHECKBOX 
 Local
 FORMCHECKBOX 
Non-Local (Specify site:      )


2. Provide a detailed description of the unanticipated problem and indicate whether this is an adverse event or other type of unanticipated problem. 
     
3. Assign an intensity classification for the reaction of the participant and/or others to the unanticipated problem and provide justification for this assessment:

Mild: Reaction poses no interference and requires no intervention

Moderate: Reaction poses some interference or requires some intervention

Severe: Reaction poses some interference and requires intervention.

Serious: Reaction is life threatening, has potential for permanent disability, and/or requires hospitalization.

	Intensity
	 FORMCHECKBOX 
 Mild


	 FORMCHECKBOX 
 Moderate


	 FORMCHECKBOX 
 Severe


	 FORMCHECKBOX 
 Serious



Justification:

     
4. Provide an assessment regarding the extent to which the unanticipated problem is attributable to the study intervention. Provide an explanation:

Possible: Reaction may be related to the study intervention.
Probable: Reaction is likely to be related to the study intervention.

Definite: Reaction is clearly related to the study intervention.

	Attribute
	 FORMCHECKBOX 
 Possible

	 FORMCHECKBOX 
 Probable

	 FORMCHECKBOX 
 Definite



Explanation:

     
5. Describe the response or action taken to the participant reaction and outcome resulting from this response or action. 
     
6. Describe the implications of the unanticipated problem on the continuation of the study and other actions that may be required such as changes to the study procedure, informed consent, or protocol. 
     
7. Does this unanticipated problem require a permanent intentional action or process that revises/amends/modifies the approved protocol?
 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No                  
If yes, submit an Amendment Request along with this Adverse Event/Unanticipated Problem Report Form as per Policy REB-409.

8. Does this event require submission to Health Canada, the FDA and/or US Department of Human Health Services?
 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No  
If yes, provide details and dates of submissions to regulatory agencies: 
     
Local Principal Investigator Statement
As Local Principal Investigator, I assume responsibility for the scientific and ethical conduct of this study. I agree to continue to conduct this study in compliance with the 2nd Edition of the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, and, where required, in accordance with Health Canada regulations, Good Clinical Practices, and regulations in other jurisdictions. 

_____________________________________

_______________

Signature






Date

For REB Use Only
 FORMCHECKBOX 
 Adverse Event/Unanticipated Problem Report approved as submitted.
 FORMCHECKBOX 
 Adverse Event/Unanticipated Problem Report conditionally approved.

Conditions:      
 FORMCHECKBOX 
 Adverse Event/Unanticipated Problem Report requires revision and resubmission. The following additional information and/or revisions are required for REB review:
     
 FORMCHECKBOX 
 Study enrolment of new research participants suspended pending further review.
 FORMCHECKBOX 
 Research procedures suspended on currently enrolled participants pending further review.
__________________________________                                    

Signature of REB Chair (or Designate)





______________________

Date
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