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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

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

 
Class Variable Label Description Format Text 

01. Principal InstitutionCode Institution Code  "AZ017"="AZ017" 

01. Principal VisitDate Visit Date  SAS Date 

01. Principal VisitType Visit Type  "Visit 6 Intervention Period Day 4 or 5"="Visit 
6 Intervention Period Day 4 or 5" 
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Section 3: Agent Interruption 

 
Class Variable Label Description Format Text 

01. Principal AgentRestarted Agent Restarted  "Yes"="Yes" 

01. Principal InterruptionNum
ber 

Interruption Number  Numeric 

01. Principal ModificationNum
ber 

Modification Number  Numeric 

01. Principal NewRegimenDos
e 

New Regimen Dose  Numeric 

01. Principal NewRegimenFre
quency 

New Regimen 
Frequency 

 Numeric 

01. Principal NewRegimenUnit
s 

New Regimen Units  Numeric 

01. Principal ReasonStopped Reason Stopped  "AE SAE"="AE SAE" 

01. Principal SpecifyDateModif
ied 

Specify Date Modified  Numeric 

01. Principal SpecifyDateRest
arted 

Specify Date Restarted  SAS Date 

01. Principal SpecifyDateStop
ped 

Specify Date Stopped  SAS Date 

01. Principal SpecifyReasonR
estarted 

Specify Reason 
Restarted 

 "Investigator Decision"="Investigator 
Decision" 

01. Principal SpecifyReasonSt
opped 

Specify Reason 
Stopped 

 "Intolerable grade 1 Diarrhea"="Intolerable 
grade 1 Diarrhea" 
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