
 

SAE Event/Diagnosis Outcome SAE/ 
SUSAR 

Is SAE 
suspected to be 
related to IMP? 

Related IMP (if yes) 

ACUTE HEPATITIS E INFECTION + 
UNDERLYING FATTY LIVER 

RECOVERED SAE YES METHOTREXATE 
TOCILIZUMAB 

MIGRAINE RECOVERED SAE NO N/A 
TRANSURETHRAL RESECTION OF 

PROSTATE 
RECOVERED SAE NO N/A 

HEART BLOCK RECOVERED SAE NO N/A 
 


