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SomeSome FiguresFigures

•• TurnoverTurnover in in EuropeEurope: : € 150,000,000,000.€ 150,000,000,000.--
•• InvestmentInvestment pharmapharma industryindustry

••Marketing budgets: Marketing budgets: €   €   25,000,000,000.25,000,000,000.--
••300 300 lobbyistslobbyists Brussels: €         Brussels: €         45,000,000.45,000,000.--

•• AssessmentAssessment marketmarket (EMEA):€  (EMEA):€  60,000,000.60,000,000.--
•• AssessmentAssessment reimbursementreimbursement: €              43,000.: €              43,000.--
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ParticipantsParticipants MEDEVMEDEV

•• GermanyGermany
•• FranceFrance
•• AustriaAustria
•• LuxembourgLuxembourg
•• BelgiumBelgium
•• SwedenSweden
•• CzechCzech RepublicRepublic
•• LatviaLatvia
•• Malta

•• The The NetherlandsNetherlands
•• SpainSpain
•• PortugalPortugal
•• SloveniaSlovenia
•• FinlandFinland
•• DenmarkDenmark
•• HungaryHungary
•• NorwayNorway
•• ItalyMalta Italy



MainMain TasksTasks

•• RepresentRepresent payerspayers (EU (EU citizencitizen) ) 
•• AssessingAssessing newnew drugsdrugs
•• DevelopingDeveloping methodologymethodology and criteriaand criteria
•• ReviewReview and and harmonisationharmonisation guidelinesguidelines
•• Criteria Criteria forfor reassessmentreassessment ((conditionalconditional

admittanceadmittance?)?)
•• Criteria Criteria forfor interchangeabilityinterchangeability
•• PostPost--listinglisting reviewsreviews
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RelativeRelative EffectivenessEffectiveness

•• New New onesones comparedcompared to best/to best/commoncommon
alternativealternative

•• ClinicalClinical relevantrelevant



PricingPricing & & ReimbursementReimbursement

•• PayPay forfor realreal innovationinnovation ((notnot forfor marketing)marketing)
•• SocietalSocietal drive R & D (more drive R & D (more acceptanceacceptance

commoncommon dicisionsdicisions, public/private), public/private)
•• InterchangebillityInterchangebillity
•• TransparencyTransparency ((oneone EUEU--marketmarket))
•• No No newnew EUEU--rulesrules



Information to Patients Information to Patients 

•• IndependantIndependant ((nono advertisementadvertisement))
•• TransparencyTransparency existingexisting informationinformation
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AssessmentAssessment forfor
ReimbursementReimbursement
•• AlmostAlmost all all countriescountries assessassess all medicinesall medicines
•• TransparencyTransparency guidelineguideline 90 90 daysdays
•• DevelopmentDevelopment pharmacopharmaco--economiceconomic

evaluationsevaluations
•• CapacityCapacity forfor evaluationsevaluations is is limitedlimited



AccelerationAcceleration

•• CollaborationCollaboration onon evaluationevaluation of medicines of medicines 
•• CreatingCreating infrastructureinfrastructure

FinalFinal decisionsdecisions and and negotiationsnegotiations areare
responsibilityresponsibility of of nationalnational authoritiesauthorities

–– PricePrice
–– RestricitionRestricition onon indicationindication
–– PrescriberPrescriber(s)?(s)?



EvaluationEvaluation Criteria Criteria 
TherapeuticTherapeutic ValueValue

•• EfficacyEfficacy
•• EffectivenessEffectiveness
•• Side Side effectseffects
•• ExperienceExperience
•• ApplicabilityApplicability
•• EaseEase of of useuse forfor patientpatient
•• QualityQuality of of lifelife



EssentialEssential is is balancebalance
betweenbetween effectivenesseffectiveness and and 
sideside effectseffects

Other criteria are Other criteria are lessless
importantimportant



EfficacyEfficacy
A drug is A drug is efficaciousefficacious ifif
itsits pharmacologicalpharmacological actionaction,,
whenwhen usedused in in clinicalclinical research, research, 
resultsresults in a in a therapeutictherapeutic effect, effect, 
usuallyusually measuredmeasured accordingaccording to a to a 
surrogatesurrogate parameterparameter



EffectivenessEffectiveness

A drug is A drug is effectiveeffective ifif
itit is is efficaciousefficacious,,
and research shows, and research shows, 
measuredmeasured accordingaccording to a hard to a hard 
parameter, parameter, 
thatthat itsits useuse in in dailydaily practicepractice
resultsresults in in achievingachieving the the aimaim of the of the 
treatmenttreatment



DifferencesDifferences

EfficacyEfficacy EffectivenessEffectiveness

•• UsuallyUsually surrogatesurrogate
parameter parameter 

•• QuickQuick to to measuremeasure

•• Hard parameterHard parameter
•• ReflectsReflects useuse in in dailydaily

practicepractice
•• NeedsNeeds costlycostly

longterm researchlongterm research



LimitationsLimitations ClinicalClinical TrialsTrials

•• No No youngyoung and and oldold patientspatients
•• No No chronicchronic useuse
•• Other Other diseasesdiseases excludedexcluded
•• Other drug Other drug useuse excludedexcluded
•• BetterBetter patientpatient compliancecompliance
•• SurrogateSurrogate parametersparameters



Side Side EffectsEffects

•• FrequencyFrequency
•• SeriousnessSeriousness
•• DurationDuration

Trials Trials tootoo short to show rare short to show rare sideside effectseffects



ExperienceExperience

•• LimitedLimited::
lessless thanthan 3 3 yearsyears onon marketmarket oror lessless thanthan
100,000 100,000 prescriptionsprescriptions/20,000 /20,000 patientspatients

•• SufficientSufficient::
more more thanthan thisthis

•• ConsiderableConsiderable::
afterafter 10 10 yearsyears onon the the marketmarket



ApplicabilityApplicability

•• OrganOrgan disorders (disorders (liverliver, , kidneykidney))
•• OlderOlder patientspatients and childrenand children
•• PregnancyPregnancy and and lactationlactation
•• Contra Contra indicationsindications
•• ResistanceResistance ((antibioticsantibiotics))
•• InteractionsInteractions



EaseEase of of useuse

•• DoseDose frequencyfrequency: : 
1 vs. 3 1 vs. 3 timestimes dailydaily

•• AdministrationAdministration formform::
Tablet vs. Tablet vs. injectioninjection

•• Taste, Taste, packagingpackaging etc.etc.

Must have a proven impact Must have a proven impact onon
–– ComplianceCompliance
–– EffectivenessEffectiveness
–– Side Side effectseffects



QualityQuality of of lifelife

•• MobilityMobility
•• CapacityCapacity to to taketake care of care of one’sone’s selfself
•• CarryingCarrying out out dailydaily activitiesactivities
•• Pain/Pain/complaintscomplaints
•• MoodMood



List of List of EvaluatedEvaluated ProductsProducts
–– InfliximabInfliximab and and EtanerceptEtanercept
–– LeflunomideLeflunomide
–– CelecoxibCelecoxib and and RofecoxibRofecoxib
–– ImatinibImatinib
–– EpoietinEpoietin (EPO) in (EPO) in tumourtumour--

related anemiarelated anemia
–– AtypicalAtypical AntipschychoticsAntipschychotics
–– OlanzapinOlanzapin, , QuetiapinQuetiapin and and 

RisperidoneRisperidone
–– RepaglinideRepaglinide and and NateglinideNateglinide
–– BonvivaBonviva
–– RapidRapid actingacting insulininsulin analoguesanalogues
–– Erlotinab

–– ClopidogrelClopidogrel
–– RaloxifenRaloxifen
–– OrlistatOrlistat
–– Insulin Insulin lisprolispro
–– ZanamivirZanamivir and and OseltamivirOseltamivir
–– PalivizumabPalivizumab
–– Interferon beta and Interferon beta and 

Multiple SclerosisMultiple Sclerosis
–– TrastuzumabTrastuzumab
–– TopicalTopical

ImmunosuppressantsImmunosuppressants --
PimecrolimusPimecrolimus TacrolimusTacrolimus

–– Keppra Keppra 
–– Rimonabant

Erlotinab
Rimonabant



Recent Recent developmentsdevelopments

•• MedicalMedical devicesdevices and and advancedadvanced therapiestherapies
•• OrphanOrphan drugs: drugs: commoncommon adviceadvice and and 

assessmentassessment
•• CreateCreate sustainablesustainable networknetwork, , formalizeformalize

MEDEV MEDEV structurestructure??
•• SlovenianSlovenian/EU /EU networknetwork??
•• What’sWhat’s in in itit forfor industryindustry? ? 
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