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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal Sequence_No_ Participant ID  Char 
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Section 2: Study-wide 

 
Class Variable Label Description Format Text 

01. Principal DCP_Protocol_N
umber 

DCP Protocol Number  "UWI2016-08-01"="UWI2016-08-01" 

01. Principal Registering_Insti
tution 

Registering Institution  "AL002"="AL002" 
"MN022"="MN022" 
"WI020"="WI020" 
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Section 3: Concomitant Medications 

 
Class Variable Label Description Format Text 

01. Principal At_end_of_study
_only__check_thi
s 

Participant Did Not 
Take Any Concomitant 
Medications 

 Char 

01. Principal Continuing_ Continuing?  "No"="No" 
"Unknown"="Unknown" 
"Yes"="Yes" 

01. Principal Dose Dose  Numeric 

01. Principal Dose_Unknown_ Dose Unknown?  "No"="No" 
"Yes"="Yes" 

01. Principal End_Date End Date  SAS Date 

01. Principal End_Date_Ext End Date (Accuracy)  "Day"="Day" 
"Unknown"="Unknown" 

01. Principal Frequency Frequency  Char 

01. Principal Medication Medication  Char 

01. Principal Medication_repor
ted_date 

Medication Report Date  SAS Date 

01. Principal Reason Reason  Char 

01. Principal Start_Date Start Date  SAS Date 

01. Principal Start_Date_Ext Start Date (Accuracy)  "Day"="Day" 
"Month"="Month" 
"Unknown"="Unknown" 
"Year"="Year" 

01. Principal Units Units  Char 
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