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ADVERSE EVENTS 

Were there any AE’s until discharge from acute hospital care or until day X? 
If yes, please specify below. Please list ONE event per line 

No  Yes   

Adverse event SER Date started (DD-MMM-YYYY) Date stopped (DD-MMM-YYYY) SEV REL ET OUT

SER = Serious 
0 = No 
1 = Yes 

SEV = Severity 
1 = Mild 
2 = Moderate 
3 = Severe 

REL = Relation 
to investigational 
treatment 
1 = Unlikely 
2 = Possible 
3 = Probable 

ET = Event therapy 
0 = None 
1 = New added medication 
2 = Non-medication treatment 
3 = Both 

OUT = Outcome of event 
1 = Recovered 
2 = Recovered with residual effect 
3 = Condition improving 
4 = Condition unchanged 
5 = Condition deteriorating 
6 = Death 
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