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Table 1 Detailed description of the included E2B fields included in each information item
	Information item
	VigiBase fields used in Completeness
	E2B field name
	E2B field code

	Time-to-onset
	Drug.DateStart
	drugstartdate
	B.4.k.12b

	
	ADR.DateOnset
	reactionstartdate
	B.2.i.4b

	
	Link.DurationPrior & Link.DurationPriorU
	(reactionfirsttime AND reactionfirsttimeunit) OR (drugstartperiod AND drugstartperiodunit)
	B.2.i.7.1a, B.2.i.7.1a OR B.4.k.13.1a, B.4.k.13.1b

	
	Drug.DateStop
	drugenddate
	B.4.k.14b

	Gender
	Patient.Gender
	patientsex
	B.1.5

	Age at Onset
	Patient.AgeReaction & Patient.AgeU
	patientonsetage AND patientonsetageunit
	B.1.2.2a, B.1.2.2b

	
	Patient.DateBirth & ADR.DateOnset (earliest date)
	patientbirthdate AND reactionstartdate
	B.1.2.1b, B.2.i.4b

	
	Patient.AgeGroup
	patientagegroup
	B.1.2.3

	Indication
	Drug.Indication
	drugindication
	B.4.k.11b

	Outcome
	Outcome of ADR (E2B)/patient (INTDIS) - ADR.Outcome
	reactionoutcome
	B.2.i.8

	
	rechallenge information - Link.Rechallenge2
	drugrecurreadministration
	B.4.k.17.1

	Country
	Report.Countryorg
	primarysourcecountry
	A.1.1

	Dose
	Drug.Amount & Drug.AmountU
	drugstructuredosagenumb AND drugstructuredosageunit
	B.4.k.5.1, B.4.k.5.2

	
	Drug.TotalAmount & Drug.TotalAmountUnit
	drugcumulativedosagenumb AND drugcumulativedosageunit
	B.4.k.5.6, B.4.k.5.7

	
	Drug.Frequency & Drug.FrequencyUnit
	drugseparatedosagenumb AND drugintervaldosagedefinition
	B.4.k.5.3, B.4.k.5.5 

	
	Drug.DosDuration & Drug.DosDurationUnit
	drugtreatmentduration AND drugtreatmentdurationunit
	B.4.k.15a, B.4.k.15b

	Notifier
	Notifier.Type
	qualification
	A.2.1.4

	Report type
	Report.Type
	reporttype OR observerstudytype
	A.1.4 OR A.2.3.3

	Comments
	ReportText.Atext
	resultstestsprocedures
	B.3.2

	
	
	literaturereference
	A.2.2

	
	
	documentlist
	A.1.8.2

	
	
	patientmedicalhistorytext
	B.1.7.2

	
	
	narrativeincludeclinical
	B.5.1

	
	
	reportercomment
	B.5.2

	
	
	senderdiagnosis
	B.5.3b

	
	
	sendercomment
	B.5.4




