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Section 1: Identifiers

Variable Label Description Format Text

SUBJECT Participant ID Participant ID Char
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Section 2: Study-wide

Variable

Label

Description

Format Text

CYCLE

Visit

Visit

Numeric

FOLDERINSTANCE
NAME

Folder Name

Folder Name

"Intervention"="Intervention"

MAXUPDATED Last Updated Last Updated Numeric
MINCREATED Time Created Time Created Numeric
PAGEREPEATNUM | Page Repeat Number Page Repeat Number Numeric
BER
PROJECT Protocol Protocol "MAY2017-09-01"="MAY2017-09-01"
RAVEID Rave ID Rave ID Numeric
RECORDPOSITION | Record Position Record Position Numeric
SITE Study Institution Study Institution "Thomas Jefferson University Hospital'="Thomas
Jefferson University Hospital"
SITENUMBER Study Institution ID Study Institution ID Number |"PA121"="PA121"
Number
TARGETDAYS Target Days From Target Days From Numeric

Randomization

Randomization
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Section 3: Treatment Events

Variable Label Description Format Text
COMPDT Date Completed Date Completed SAS Date
COMTX Comments Comments "Subject discontinued due to illness. Last dose
taken on Day 4."="Subject discontinued due to
illness. Last dose taken on Day 4."
PHYSPERF Was The Overall Physical |Was The Overall Physical 1="Yes"
Exam Performed? Exam Performed? 2="No"
QOLCOMP (If No), Did The Participant | (If No), Did The Participant
Complete The Was It Complete The Was It Worth
Worth It (WIWI) It (WIWI) Questionnaire?
Questionnaire?
WEEK?24 Will The Participant Will The Participant 1="Yes"
Continue To The Day Continue To The Day
21/Early Termination 21/Early Termination
Follow-Up Period? Follow-Up Period?
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