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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: [Participant Status (BSL)]

Class Variable Label Description Format Text
01. Principal AEASSESS Were Adverse Events "No"="No"
Assessed During This "Yes and reportable adverse events
Reporting Period? occurred"="Yes and reportable adverse
events occurred"
"Yes but no reportable adverse events
occurred"="Yes but no reportable adverse
events occurred"”
01. Principal COMBSL Comments Char
01. Principal CONTACTDT Contact Date SAS Date
01. Principal CYCLE Visit Number Numeric
01. Principal DEATHDT EVENT_DT|Death Date SAS Date
01. Principal DEATHRSN Cause Of Death "Other"="Other"
(Primary Cause Of
Death)
01. Principal DEATHRSNSP If Other Cause Of Char
Death, Specify
01. Principal FU_STAT Participant Vital Status Numeric
01. Principal MAXUPDATED Last Updated Numeric
01. Principal MEDHXRPT Did The Participant "=t
Have Any Relevant "2"="2"
Medical/Surgical
History To Report?
01. Principal MINCREATED Created Time Numeric
01. Principal PAGEREPEATNU | Page Repeat Number Numeric
MBER
01. Principal PHYSPERF Was The Overall "=t
Physical Exam A
Performed?
01. Principal PREINTSX Were There Any "1r="1t
Pre-Intervention "2r="2
Symptoms?
01. Principal PROJECT Protocol "MAY2013-02-02"="MAY2013-02-02"
01. Principal PROTTXNAV Will The Patient Numeric
Proceed To Protocol
Intervention For The
First Visit?
01. Principal RAVEID Rave ID Numeric
01. Principal RECORDPOSITIO | Record Position Numeric
N
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Class Variable Label Description Format Text

01. Principal SITE Site "Case Western Reserve University"="Case
Western Reserve University"
"Cleveland Clinic Foundation"="Cleveland
Clinic Foundation"
"Massachusetts General Hospital Cancer
Center"="Massachusetts General Hospital
Cancer Center"
"Mayo Clinic in Florida"="Mayo Clinic in
Florida"
"Mayo Clinic"="Mayo Clinic"
"Mount Sinai Hospital"="Mount Sinai
Hospital"

01. Principal SITENUMBER Site Number "FLO80"="FL080"
"MAO034"="MA034"
"MNO026"="MN026"
"NY021"="NY021"
"OHO027"="OH027"
"OH029"="OH029"

01. Principal TARGETDAYS Target Days From Numeric

Baseline
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