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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 2 Baseline"="Visit 2 Baseline" 
"Visit 5 Baseline"="Visit 5 Baseline" 
"Washout Period"="Washout Period" 
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Section 3: Intervention Administration 

 
Class Variable Label Description Format Text 

01. Principal AGENT Agent  "Avmacol"="Avmacol" 
"Washout"="Washout" 

01. Principal DOSE Dose  "0"="0" 
"4"="4" 
"8"="8" 

01. Principal Dose_Units Dose Units  "tabs"="tabs" 

01. Principal ENDDATE End Date  SAS Date 

01. Principal Frequency Frequency  "Daily"="Daily" 

01. Principal Ifstudyagentnota
dministered 

If Study Agent Not 
Administered, Please 
Provide Explanation: 

 Char 

01. Principal ROUTE Route  "PO"="PO" 

01. Principal StartDate Start Date  SAS Date 

01. Principal TACCODE TAC Code  "TAC1: High-Low Arm: 8 tablets AvmacolÂ® 
PO qd during Intervention Period 1 THEN 4 
tablets AvmacolÂ® PO qd during 
Intervention Period 2"="TAC1: High-Low 
Arm: 8 tablets Avmacol® PO qd during 
Intervention Period 1 THEN 4 tablets 
Avmacol® PO qd during Intervention Period 
2" 
"TAC2: Low-High Arm: 4 tablets AvmacolÂ® 
PO qd during Intervention Period 1 THEN 8 
tablets AvmacolÂ® PO qd during 
Intervention Period 2"="TAC2: Low-High 
Arm: 4 tablets Avmacol® PO qd during 
Intervention Period 1 THEN 8 tablets 
Avmacol® PO qd during Intervention Period 
2" 
"TACW: Washout Period (10-14 
days)"="TACW: Washout Period (10-14 
days)" 
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