
Appendix 5: Log of Adverse Events 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

* Please note paracentesis was initially reported as an AE but given the frequent occurrence of this procedure in this 

population of patients, during the trial the decision was made by the sponsor and chief investigator that paracentesis 

would not need to be reported as an AE 

Participant 
Identifier 

Event Summary Date of Onset Relationship to IMP 

RW0003 Paracentisis* 25-Sep-12 Not related 

RW0003 Paracentisis* 29-Aug-12 Not related 

RW0003 Paracentisis* 28-Dec-12 Not related 

RW0003 Paracentisis* 14-Dec-12 Not related 

SK0008 Paracentisis* 15-Jan-13 Not related 

SK0008 Paracentisis* 28-Dec-12 Not related 

SK0008 Paracentisis* 18-Mar-13 Not related 

AD0011 Paracentisis* 06-Feb-13 Not related 

AD0011 Paracentisis* 02-May-13 Not related 

AD0011 Tooth Extraction 05-Jul-13 Not related 

DC0012 Acid Reflux UNK Possibly related  

TD0013 Constipation 15-Feb-13 Unlikely related 

JH0014 
Abdominal discomfort and 
flatulence 

12-Mar-13 Possibly related  

DC0008 Blood transfusion  19-Dec-13 Not related 


