
International
Expedited Reporting

Takendfromdthedonlinedtrainingdcourse:d

PharmacovigilancedIdEdDrugdSafety
www2whitehalltraining2com

IndgeneralCdexpediteddreportingdofdSUSARsdisdrequireddasdsoondasddpossibleCdbutdindnod

casedlaterdthandF/dcalendarddaysdofdinitialdreceiptdofdthedinformationdbydthedMarketingd

AuthorizationdHolder2dTimeframesdfordotherdtypesdofdseriousdreportsdvarydamongd

countriesCddependingdondsourceCdexpectednessdanddoutcome2dMICHdE"Dz

AlldADRsdthatdaredbothdseriousdanddunexpecteddaredsubjectdtodexpediteddreporting2d

Thisdappliesdtodreportsdfromdspontaneousdsourcesdanddfromdanydtypedofdclinicaldord

epidemiologicaldinvestigationCdindependentdofddesigndordpurpose2dMICHdE"Az

ExpediteddReportingdtypicallydappliesdonlydtodIndividualdCasedSafetydReportsdMICSRsz2

IndadditionCdexpediteddreportingdmaydbedrequireddindthedfollowingdsituations:

FordandAexpectedCAdseriousdADRCdandincreasedindthedratedofdoccurrencedwhichdisd

judgeddtodbedclinicallydimportant

AdsignificantdhazarddtodthedpatientdpopulationCdsuchdasdlackdofdefficacydwithdad

medicinaldproductduseddindtreatingdlifeEthreateningddisease

AdmajordsafetydfindingdfromdadnewlydcompleteddanimaldstudyCdMsuchdasd

carcinogenicityz

Expediteddreportingdofdreactionsdthatdaredseriousdbutdexpecteddisdnotdrequireddoutsided

thedEU2

Expediteddreportingdisdalsodinappropriatedfordseriousdeventsdfromdclinicaldinvestigationsd

thatdaredconsidereddunrelateddtodstudydproductCdwhetherdthedeventdisdexpecteddordnot2

SimilarlyCdnonEseriousdadversedreactionsCdwhetherdexpecteddordnotCdwilldordinarilydnotd

bedsubjectdtodexpediteddreporting2

WhatdisdadSUSAR?

AnydsuspecteddadversedreactiondrelateddtodandInvestigationaldMedicinaldProduct)IMPd

MthedtesteddIMPdanddcomparatorszdthatdoccursdindthedconcerneddtrialCdanddthatdisdbothd

unexpecteddanddserious2dAlldSUSARsdaredsubjectdtodexpediteddreporting2

AdditionallyCdfordIMPsdwithoutdadmarketingdauthorizationdindanydmemberdstatedofdthed

EuropeandCommunityCdanydotherdSUSARsdassociateddwithdthedIMPdaredsubjectdtod

expediteddreporting2


