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Section 1: Identifiers

Class Variable Label Description Format Text

01. Principal mrno Participant Id Char
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Section 2: Study-wide

Class

Variable

Label

Description

Format Text

01. Principal

accession

Accession

Numeric

01. Principal

form

Form

"AE and ConMed Evaluation"="AE and
ConMed Evaluation”

01. Principal

institution

Institution

"Columbia University Medical
Center"="Columbia University Medical
Center"

"EUROPEAN INSTITUTE OF
ONCOLOGY"="EUROPEAN INSTITUTE OF
ONCOLOGY"

"Galliera Hospital"="Galliera Hospital"
"M. D. Anderson Cancer Center"="M. D.
Anderson Cancer Center"

"Moffitt Cancer Center"="Moffitt Cancer
Center"

01. Principal

interval

Interval

"Event Interval not available"="Event Interval
not available"

01. Principal

interval_date

Interval Date

Char

01. Principal

reg_date

Registration Date

Char

01. Principal

trial

Trial

"MDA2014-04-01"="MDA2014-04-01"
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Section 3: AE and Conmed Evaluation Form

Class Variable Label Description Format Text
01. Principal _457_10027_visit | Visit Type "Baseline"="Baseline"
_type "Final Visit"="Final Visit"
"Screening"="Screening"
"Telephone Contact <br/>(Day
1)"="Telephone Contact (Day 1)"
"Telephone Contact <br/>(Day
20)"="Telephone Contact (Day 20)"
01. Principal _ 457 10028 _visit | Visit Date Char
_date
01. Principal _457_10029_were | Were Any New Or "N/A"="N/A"
_any_new_or_ch | Changes In Adverse "No"="No"
an0 Events Reported "Yes"="Yes"
(Desc)
01. Principal _ 457 10029 were | Were Any New Or "N/A"="N/A"
_any_new_or_ch |Changes In Adverse "No"="No"
ang Events Reported "Yes"="Yes"
01. Principal _457_10030_were | Were Any New Or "N/A"="N/A"
_any_new_or_ch |Changes In "No"="No"
an0 Concomitant "Not Evaluated"="Not Evaluated"
Medications Reported "Yes"="Yes"
(Desc)
01. Principal _ 457 10030_were | Were Any New Or "N/A"="N/A"
_any_new_or_ch |Changes In "No"="No"
ang Concomitant "Not Evaluated"="Not Evaluated"
Medications Reported "Yes"="Yes"
01. Principal _457_10031_n_a_ | Not Applicable - Visit Char
visit_did_not_oc |Did Not Occur
c
01. Principal _457_10032_id Visit Type Id Number "1"="Screening"
"2"="Baseline"
"3"="Telephone Contact (Day 1)"
"4"="Telephone Contact (Day 20)"
"5"="Final Visit"
01. Principal _458_10033_cpc_ | CPC Dummy Date Char
dummy_date
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