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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 3 Week 4 Interim Study"="Visit 3 Week 
4 Interim Study" 
"Visit 4 Week 8 Interim Study"="Visit 4 Week 
8 Interim Study" 
"Visit 5 End of Intervention"="Visit 5 End of 
Intervention" 
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Section 3: Compliance 

 
Class Variable Label Description Format Text 

01. Principal AGENT Agent  "1 Aspirin or Placebo"="1 Aspirin or Placebo" 
"2 Zileuton or Placebo"="2 Zileuton or 
Placebo" 

01. Principal AgentInterrupted Agent Interrupted  "No"="No" 
"Yes"="Yes" 

01. Principal AgentLastVisitN
A 

Agent Last Visit NA  Numeric 

01. Principal AgentProvidedat
ThisVisit 

Agent Provided at This 
Visit 

 "No"="No" 
"Yes"="Yes" 

01. Principal AmountofAgentM
issing 

Amount of Agent 
Missing 

 Numeric 

01. Principal AmountofAgentP
rovidedatLast 

Amount of Agent 
Provided at Last Visit 

 Numeric 

01. Principal AmountofAgentP
rovidedatThis 

Amount of Agent 
Provided at This Visit 

 Numeric 

01. Principal AmountofAgentR
eturnedThisVi 

Amount of Agent 
Returned This Visit 

 Numeric 

01. Principal AmountofAgentT
akenDuringThi 

Amount of Agent Taken 
During This Period 

 Numeric 

01. Principal FirstDoseTakenT
hisPeriod 

First Dose Taken This 
Period 

 SAS Date 

01. Principal IfYesNumberofInt
erruptions 

If Yes, Number of 
Interruptions This 
Period 

 Numeric 

01. Principal LastDoseTakenT
hisPeriod 

Last Dose Taken This 
Period 

 SAS Date 

01. Principal ParticipantCompl
iant 

Participant Compliant  "No"="No" 
"Yes"="Yes" 

01. Principal SpecifyReasonFo
rNoncompliance 

Specify Reason For 
Noncompliance 

 Char 
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