
Related to IMP?

NO

Events considered related to the IMP to be followed either until resolution, or the 
event is considered stable. 

CTU reports event to Regulatory Authorities, Ethics Committees and the Sponsor. 

SeriousNot serious

Unrelated to 
IMP?

Related to IMP?
Unrelated to 

IMP?

Expected? Unexpected?

Suspected, Unexpected, 
Serious Adverse 

Reaction (SUSAR)

Serious Adverse 
Reaction (SAR)

Adverse reaction Adverse event

Complete AE CRF Form and upload to 
trial database with Outcome CRF

Complete AE Report form and upload 
to trial database within 24 hours

Assess seriousness, causality and expectedness 

YES

Is the event a pre-specified trial 
outcome?

YES
Did event occur after discharge from 

hospital before Day 42?

Record details on 
Outcome Form

NO
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