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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

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

 
Class Variable Label Description Format Text 

01. Principal CYCLE Visit Number  0="Screening/Day -2" 
1="Day 0/Week 2" 
2="Weeks 4-8" 
3="Weeks 12-14" 
4="Weeks 24-26" 
5="Week 36" 
6="Week 48" 
7="Week 76" 

01. Principal FOLDERINSTAN
CENAME 

Dataset Folder Name  "Treatment (Intervention) Day 0 
(1)"="Treatment (Intervention) Day 0 (1)" 
"Treatment (Intervention) Week 12 
(1)"="Treatment (Intervention) Week 12 (1)" 
"Treatment (Intervention) Week 24 
(1)"="Treatment (Intervention) Week 24 (1)" 
"Treatment (Intervention) Week 4 
(1)"="Treatment (Intervention) Week 4 (1)" 

01. Principal MAXUPDATED Last Updated  SAS Datetime 

01. Principal MINCREATED Created Time  SAS Datetime 

01. Principal PROJECT Protocol  "MAY2013-02-01"="MAY2013-02-01" 

01. Principal RAVEID Rave ID  Numeric 

01. Principal SITENUMBER Site Number  "FL080"="FL080" 
"MN026"="MN026" 
"PR008"="PR008" 
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Section 3: Participant Status: Treatment 

 
Class Variable Label Description Format Text 

01. Principal AEASSESS Were Adverse Events 
Assessed During This 
Reporting Period? 

 "1"="Yes, and reportable adverse events 
occurred" 
"2"="No" 
"3"="Yes, but no reportable adverse events 
occurred" 

01. Principal COMTX Comments  Char 

01. Principal CONTACTDT Contact Date  SAS Date 

01. Principal DEATHDT Death Date  SAS Date 

01. Principal DEATHRSN Cause Of Death  3="Drug-Related" 
4="Unknown" 
5="Other" 

01. Principal DEATHRSNSP If Other Cause Of 
Death, Specify 

 Char 

01. Principal FU_STAT Participant Vital Status  1="Alive" 
2="Dead" 

01. Principal NAVFUP (If No), Will The 
Participant Continue To 
The Post Intervention 
Follow-Up Period? 

 1="Yes" 
99="No" 

01. Principal PAGEREPEATNU
MBER 

Page Repeat Number  Numeric 

01. Principal PROTTXNAV Will The Participant 
Continue To The Next 
Visit? 

 1="Yes" 
99="No" 

01. Principal RECORDPOSITIO
N 

Record Position  Numeric 

01. Principal SITE Site  "Mayo Clinic in Florida"="Mayo Clinic in 
Florida" 
"Mayo Clinic"="Mayo Clinic" 
"University of Puerto Rico"="University of 
Puerto Rico" 

01. Principal TARGETDAYS Target Days From 
Baseline 

 Numeric 
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