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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal ptid Participant ID  Char 
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Section 2: Stability 

 
Class Variable Label Description Format Text 

01. Principal sta_astalt In The Past 2 Weeks, 
Any Increases In ALT 
Or AST >5x Upper 
Limit Of Normal Or To 
>3x Baseline Levels? 

 0="No" 
1="Yes" 

01. Principal sta_clinhep In The Past 2 Weeks, 
Has The Patient Had 
Or Reported Any 
Symptoms Of Clinical 
Hepatitis (Vomiting, 
Nausea, Right Upper 
Quadrant Pain)? 

 0="No" 
1="Yes" 

01. Principal sta_date Visit Date  Char 

01. Principal sta_date_time Visit Time  Char 

01. Principal sta_dbil In The Past 2 Weeks, 
Any Increases In Direct 
Bilirubin >1.5x ULN? 

 0="No" 
1="Yes" 

01. Principal sta_immre In The Past 2 Weeks, 
Any Elevation Of Direct 
Bilirubin > ULN, 
Regardless Of ALT Or 
AST Levels, And With 
Indicators Of 
Immunological 
Reaction (i.e., Rash Or 
>5% Eosinophilia) 

 0="No" 
1="Yes" 
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