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UAZ2013-01-01 - Adverse Events: Data Dictionary
Section 1: Identifiers

Variable Label Description Format Text

ParticipantID Participant ID Participant ID Char
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Section 2: Adverse Events

Variable Label Description Format Text
ACTION Change(if any) in agent Change(if any) in agent Char
dose due to adverse dose due to adverse events | " "="Missing"
events
AEReportDate Report date of adverse Report date of adverse SAS Date
event event .="Missing"
AEVerbatimTerm Adverse event as Adverse event as described | Char
described by participant by participant " "="Missing"
Attribution Likeliehood adverse event | Likeliehood adverse event Char
was caused by agent was caused by agent " "="Missing"
DroppedDuetoThisA | Dropped from study due to | Dropped from study due to | Char
E this AE? this AE? " "="Missing"
EventOnsetDate Start date of adverse event | Start date of adverse event | SAS Date
.="Missing"
GRADE Severity of adverse event | Severity of adverse event Char
" "="Missing"
OUTCOME Outcome of adverse event | Outcome of adverse event | Char
" "="Missing"
ReportedasSAE Reported as SAE Reported as SAE Char
" "="Missing"
Resolveddate End date of adverse event | End date of adverse event | SAS Date
.="Missing"
ToxcityCTCAEv40 | Toxcity CTCAE v4.0 Toxcity CTCAE v4.0 Char
" "="Missing"
ToxicityGroupDRA | Toxicity Group (DRA) Toxicity Group (DRA) Char
" II:IIMiSSingII
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