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· Study coordinator will review medical chart/nurses notes for AEs daily. The nature and character may vary between studies and these criteriaare outlined in study specific protocols

· The study specific Investigator responsible for the patient on weekly bases will review the captured AEs including the clinical course of the patient and laboratory values to assess the AE identified by study coordinator.  This assessment will include the following

· AE classification: serious or not 

· Severity, relationship to study medication / procedure, 

· Comment(s), if applicable 

· Each AE is to be initialed and dated.

· Each specific study will have a adverse event worksheet with the following included:

· AE worksheet as per specific study requirement /coding

· Statement “After reviewing the medical chart (including laboratory values) the following were confirmed to be adverse events”

· A place for for the investigator to date & sign.

· All AE(s) deemed a Serious Adverse Event (SAE) must be reported to 

· Sponsor or study coordinating centre within specific study designated time frame.

“Queen’s Research Ethics Office within 2 working days of becoming aware of them or earlier if the sponsor or any regulatory agency has such a requirement” (refer to Serious Adverse Event SOP and/or REB Adverse Events Policy and Reporting guidelines located on website http://www.queensu.ca/vpr/adverse.htm)
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