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Regardingcaspofungin-containingdrugs,theEuropeanMedicinesAgency's(EMA)warning
that"theuseofpolyacrylonitrile-basedmembranesduringcontinuousrenalreplacementtherapymay
reducetheeffectivenessofcaspofungin"hasbeenevaluatedbyourAgencyandtheattachedstatements
mustbeaddedtotheSummaryofProductCharacteristics(SmPC)andPatientInformationLeaflet(PIL)
ofthesedrugs.
Youropinions,recommendationsandcontributions,ifany,regardingthedecisiontakenmustbe
submittedtothePharmacovigilanceRiskManagementUnitofthePharmacovigilanceandControlled
SubstancesDepartmentwithin15days,andnoapplicationbemadetothePharmacologicalEvaluation
UnitoftheDepartmentofMedicinalProductsMarketingAuthorizationwithinthisperiod.
Ikindlyrequestthatyouareinformedandperformtherequiredaction. Prof.Dr.AhmetAYAR
HeadoftheAgency Annex:SmPC-PILtext(1page) DistributionRequirement:
PharmaceuticalManufacturersAssociationofTurkey
AssociationofResearch-BasedPharmaceuticalCompanies
PharmaceuticalIndustryAssociationofTurkey AssociationofHealthcareProducts
PharmaceuticalIndustryandTechnologiesCommission
AssociationofInnovativePharmaceuticalCompanies
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ChangestobeaddedtotherelevantsectionoftheSummaryofProductCharacteristics
4.4.Specialwarningsandprecautionsforuse Useduringrenalreplacementtherapy
Duringtheuseofcaspofungininpatientsreceivingcontinuousrenalreplacementtherapy,theuseof
polyacrylonitrile-derivedmembranes(e.g.usedduringhemofiltrationorhemodiafiltration)mayleadto
adsorptionofthedrug,potentiallyreducingtheefficacyofcaspofungin.Increasingthedosemaynot
preventthiseffect.Therefore,theuseofanalternativeextracorporealmembraneorotherantifungal
agentisrecommended.Theriskoftreatmentfailurecanleadtoworseningoftheinfectionanddeath.
ChangestobeaddedtotherelevantsectionofthePatientInformationLeaflet
2.Whatyouneedtoknowbeforeyoutake<DRUGNAME>
Take<DRUGNAME>withCAUTIONinthefollowingconditions: Useduringrenalreplacementtherapy
Ifyouarereceivingcontinuousrenalreplacementtherapy,theuseofpolyacrylonitrile-derived
membranes(e.g.usedduringhemofiltrationorhemodiafiltration)duringtheuseofcaspofunginmay
leadtoadsorptionofthedrugandconsequentlyadecreaseindrugefficacy.Thismaycausetheriskof
treatmentfailure,worseningoftheinfection,anddeath.Increasingthedosemaynotpreventthiseffect. Y
oudoctormayrecommendtheuseofanalternativeextracorporealmembraneorotherantifungalagent.


