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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: Off Study 

 
Class Variable Label Description Format Text 

01. Principal Agent_End_Date Agent End Date  SAS Date 

01. Principal Comments Comments  Char 

01. Principal Date_of_Last_Co
ntact 

Date Of Last Contact  SAS Date 

01. Principal Date_Off_Follow
_up 

Date Off Follow-Up  SAS Date 

01. Principal Date_Off_Follow
_up_Not_Applica
bl 

Date Off Follow-Up Not 
Applicable 

 "Not Applicable"="Not Applicable" 

01. Principal Date_on_Follow_
up 

Date On Follow-Up  SAS Date 

01. Principal Date_on_Follow_
up_Not_Applicab
le 

Date On Follow-Up Not 
Applicable 

 "Not Applicable"="Not Applicable" 

01. Principal Off_Study_Date Date Off Study  SAS Date 

01. Principal Reason_Off_Stud
y 

Reason Off Study  "Adverse Event"="Adverse Event" 
"Death"="Death" 
"Disease Progression"="Disease 
Progression" 
"Ineligible"="Ineligible" 
"Lost to follow-up"="Lost to follow-up" 
"Other, specify"="Other, specify" 
"Participant Refused Follow-up"="Participant 
Refused Follow-up" 
"Participant Withdrawal"="Participant 
Withdrawal" 
"Physician Decision"="Physician Decision" 
"Protocol Defined Follow-up 
Completed"="Protocol Defined Follow-up 
Completed" 
"Protocol Violation"="Protocol Violation" 
"Study Complete"="Study Complete" 
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