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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  "CA011 - USC"="CA011 - USC" 
"CA016 - Cedars"="CA016 - Cedars" 
"CA067 - UCSD"="CA067 - UCSD" 
"CA088 - UCI"="CA088 - UCI" 
"MD043 - Johns Hopkins"="MD043 - Johns 
Hopkins" 
"NCICCR - NCI-CCR"="NCICCR - NCI-CCR" 

01. Principal visitdate Visit Date  SAS Date 

01. Principal visittype Visit Type  "Visit 1 Screening"="Visit 1 Screening" 
"Visit 10 Post Intervention"="Visit 10 Post 
Intervention" 
"Visit 12 6-Month Follow-Up"="Visit 12 
6-Month Follow-Up" 
"Visit 2 Randomization"="Visit 2 
Randomization" 
"Visit 3 Baseline"="Visit 3 Baseline" 
"Visit 4 Day 14"="Visit 4 Day 14" 
"Visit 5 Day 28"="Visit 5 Day 28" 
"Visit 6 Day 56"="Visit 6 Day 56" 
"Visit 7 Day 84"="Visit 7 Day 84" 
"Visit 8 Day 112"="Visit 8 Day 112" 
"Visit 9 Day 140"="Visit 9 Day 140" 
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Section 3: Registration 

 
Class Variable Label Description Format Text 

01. Principal countycode County Code  "USA"="USA" 

01. Principal dateinformedcon
sentsigned 

Date Informed Consent 
Signed 

 SAS Date 

01. Principal dateofregistratio
n 

Date Of Registration  SAS Date 

01. Principal ethnicity Ethnicity  "Hispanic or Latino"="Hispanic or Latino" 
"Not Hispanic or Latino"="Not Hispanic or 
Latino" 
"Not Reported"="Not Reported" 
"Unknown"="Unknown" 

01. Principal gender Gender  "Male"="Male" 

01. Principal participantgivesp
ermissionfor 

Participant Gives 
Permission for Future 
Contact 

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

01. Principal participantmetho
dofpayment 

Participant Method Of 
Payment 

 "Managed Care/Medicare"="Managed 
Care/Medicare" 
"Medicaid and Medicare"="Medicaid and 
Medicare" 
"Medicaid"="Medicaid" 
"Medicare and Private Insurance"="Medicare 
and Private Insurance" 
"Medicare"="Medicare" 
"Other"="Other" 
"Private Insurance"="Private Insurance" 
"Self-Pay (No Insurance)"="Self-Pay (No 
Insurance)" 
"State Supplemental Health 
Insurance"="State Supplemental Health 
Insurance" 
"Unknown"="Unknown" 

01. Principal participantsatisfi
esalleligib 

Participant Satisfies All 
Eligibility Criteria 

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

01. Principal permissionforret
entionblood 

Permission For 
Retention - Blood Cells 

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

01. Principal permissionforret
entionserum 

Permission For 
Retention - Serum 

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

01. Principal permissionforret
entiontissu 

Permission For 
Retention - Tissue 

 "No"="No" 
"Yes"="Yes" 
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Class Variable Label Description Format Text 

01. Principal race Race  "Asian"="Asian" 
"Black or African American"="Black or 
African American" 
"Native Hawaiian or Other Pacific 
Islander"="Native Hawaiian or Other Pacific 
Islander" 
"Not Reported"="Not Reported" 
"Unknown"="Unknown" 
"White"="White" 
"White; Black or African American; American 
Indian or Alaska Native"="White; Black or 
African American; American Indian or Alaska 
Native" 

01. Principal registeringconso
rtium 

Registering Consortium  "AZ017 - UAZ"="AZ017 - UAZ" 

01. Principal repeatbiopsiesch
aracterfield 

Repeat Biopsies 
Character Field 

 "<=2"="<=2" 
">2"=">2" 

01. Principal screendate1 Screen Date 1  SAS Date 

01. Principal screendate2 Screen Date 2 All Missing SAS Date 

01. Principal screendate2nota
pplicable 

Screen Date 2 Not 
Applicable 

 "NA"="NA" 

01. Principal specifyotherpay
mentmethod 

Specify Other Payment 
Method 

 "Unknown"="Unknown" 

01. Principal tac Treatment Assignment 
Code (TAC) 

 "TAC-0"="TAC-0" 
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