
Appendix 5: Log of Serious Adverse Events 

 

Participant 
Identifier Event Summary Criteria 

 
Date of Onset – Date 

Resolved 
Relationship to 

IMP 

 
Expected 

 

Date Reported to 
Sponsor 

Sponsor 
Reference 

No Further Follow 
Up Required 

MS0002 Jaundice Hospitalisation or prolongation 
of hospitalisation 

15/Jun/2012 to 
ongoing 

Not related  Yes  

 No 

 N/A 

10/Jul/2012 5000-01 
 

MS0002 Hepatic 
encephalopathy 

Hospitalisation or prolongation 
of hospitalisation 

02/Jul/2012 to 
ongoing 

Not related  Yes  

 No 

 N/A 

10/Jul/2012 5000-02 
 

MS0002 Alcoholic liver 
disease 

Life threatening and 
Hospitalisation or prolongation 
of hospitalisation 

29/Jul/2012 to 
ongoing 

Not related  Yes  

 No 

 N/A 

01/Aug/2012 5000-03 
 

RW0003 Vasovagal 
Syncope 

Hospitalisation or prolongation 
of hospitalisation 

28/Jul/2012 to 
29/Jul/2012 

Not related  Yes  

 No 

 N/A 

15/Aug/2012 5000-04 
 

MA0004 Cerebral 
haemorrhage 

Hospitalisation or prolongation 
of hospitalisation 

21/Sep/2012 to 
ongoing 

Not related  Yes  

 No 

 N/A 

28/Sep/2012 5000-05 
 

SK0005 Pleural effusion Hospitalisation or prolongation 
of hospitalisation 

22/Apr/2013 to 
22/May/2013 

Not related  Yes  

 No 

 N/A 

03/May/2013 5000-06 
 

AW0016 Hematemesis Hospitalisation or prolongation 
of hospitalisation 

04/Jul/2013 to 
ongoing 

Unlikely  Yes  

 No 

 N/A 

09/Jul/2013 5000-07 
 


