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- Serious Adverse Event Report -
MUHC Study Code:       Sponsor Protocol Number:      
Study Status:       Serious Adverse Event  (SAE): DD/MM/YYYY
1. 
Report Type:  FORMCHECKBOX 
 Initial Report  FORMCHECKBOX 
 Follow up to Initial Report (ID Code):      
Subject Identifier:       Report Identifier (ID Code):      
2. 
The SAE information reported here involves a:
  FORMCHECKBOX 
 Local subject 
 FORMCHECKBOX 
 Non-Local subject
· Append either Annex D “Summary of Local Reportable SAEs” or Annex E “Summary of Non-Local Reportable SAEs”.
3.
The decision to report the SAE information is based on the:

(Select all that apply)
 FORMCHECKBOX 
 Investigator’s opinion
 FORMCHECKBOX 
 Serious nature
 FORMCHECKBOX 
 Unexpected nature
 FORMCHECKBOX 
 Frequency

 FORMCHECKBOX 
 Sponsor‘s opinion
 FORMCHECKBOX 
 Serious and Unexpected nature
 FORMCHECKBOX 
 Alarming trend

4. 
Did the SAE result in a life-threatening situation or a death?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   
5. 
What is your opinion on the” Expectedness” of the SAE”?
 FORMCHECKBOX 
 Expected
 FORMCHECKBOX 
 Unexpected   
6.
What is your opinion on the causal relationship of the SAE to the investigational treatment?

 FORMCHECKBOX 
 Definitely Related
 FORMCHECKBOX 
 Probably Related
 FORMCHECKBOX 
 Possibly Related

 FORMCHECKBOX 
 Not Related
 FORMCHECKBOX 
 Unknown
 FORMCHECKBOX 
 Insufficient Data

· If your opinion of the SAE is “unknown” or “insufficient data” please append the explanation.
· If known append a report on the frequency the SAE has occurred in the study population.
7.
Does a Safety Committee oversee the study?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  

· If Yes, please append the Safety Report where this SAE is discussed.
8.
Are you submitting a revised consent document with this SAE Report?    
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
A revised consent document with a “Revision to an Approved Study” form is required if the:

· SAE doesn’t match the nature, severity, or frequency described in the current consent document;

or

· SAE is “new information” that could influence a subject’s willingness to continue “on-study”;
or
· risk/benefit analysis changed as a result of the information learned from the SAE Report.
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