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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 "Agent Interruption Form"="Agent
Interruption Form"

01. Principal institution Institution "EUROPEAN INSTITUTE OF
ONCOLOGY"="EUROPEAN INSTITUTE OF
ONCOLOGY"
"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"
"Month"="Month"

01. Principal interval_date Interval Date SAS Date

01. Principal reg_date Registration Date Char

01. Principal trial Trial "MDA2014-04-01"="MDA2014-04-01"
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Section 3: Agent Interruption Form

Class Variable Label Description Format Text
01. Principal 881 10219 inter | Interruption Number "1r="1t
ruption_number ="
01. Principal _881_9982_date_ | Date Stopped Char
stopped
01. Principal 881 9983 speci | Specify Reason Char
fy_reason_stopp | Stopped
ed
01. Principal _881_9987_reaso | Reason Stopped "AE/SAE, specify"="AE/SAE, specify"
n_stopped "Other, specify"="Other, specify"
"Participant decision, specify"="Participant
decision, specify"
01. Principal 881 9987 reaso | Reason Stopped "AE/SAE, specify"="AE/SAE, specify"
n_stopped__des |(Desc) "Other, specify"="Other, specify"
c_ "Participant decision, specify"="Participant
decision, specify"
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