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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: Agent Interruption 

 
Class Variable Label Description Format Text 

01. Principal If_yes__specify_
date_restarted 

Date Restarted, Specify  SAS Date 

01. Principal If_yes__specify_
date_restarted_E 

Date Restarted, Specify 
(Accuracy) 

 Char 

01. Principal Interruption_Num
ber 

Interruption Number  Numeric 

01. Principal Reason_Stopped Reason Stopped  "AE/SAE, specify"="AE/SAE, specify" 
"Investigator decision, specify"="Investigator 
decision, specify" 
"Other, specify"="Other, specify" 
"Participant decision, specify"="Participant 
decision, specify" 

01. Principal Specify_Date_St
opped 

Date Stopped, Specify  SAS Date 

01. Principal Specify_Date_St
opped_Ext 

Date Stopped, Specify 
(Accuracy) 

 Char 

01. Principal Specify_reason_r
estarted 

Reason Restarted, 
Specify 

 Char 

01. Principal Specify_Reason_
Stopped 

Reason Stopped, 
Specify 

 Char 

01. Principal Visit_Type Visit Type  "1 Day prior to Surgery"="1 Day prior to 
Surgery" 
"Baseline"="Baseline" 
"Day 1"="Day 1" 
"Day 15 telephone contact"="Day 15 
telephone contact" 
"Day 15"="Day 15" 
"Day of Surgery"="Day of Surgery" 
"Surgery Visit"="Surgery Visit" 

01. Principal Was_agent_resta
rted_ 

Was Agent Restarted?  "No"="No" 
"Yes"="Yes" 
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