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Examplesof SIAR activities
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Medicines in Europe: delaysand inhomogeneities
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Current real availability in Germany:

examples 2012 ð2014 (SIAR NEWS 69)
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Whenthe democraticavailability is

really urgent ?

ÂThe timelyREAL availabilityof a new 

treatment is reallyveryurgentwhen:

Â It is for a severe disease

Â It is for anunmet medical need(no available

treatmentsor whenthe newonehasa significant

benefit or a major contributionto patientcare)
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Europeanincentivesfor medicines

when the realavailability is urgent

ÂMany incentivesat Europeanlevel for medicines

addressingan unmet needin severe diseases:

ÂOrphanMedicinalProducts: Regulation141/2000

ÂExtensionof indicationwith oneadditionalyear

of protection: Article14(11) Regulation726/2004

ÂConditionalMA: Regulation507/2006

ÂAcceleratedprocedures: Regulation726/2004

ÂPRIMEprocedure 
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OMP: Regulation 141/2000
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Significat benefit for OMPs

(Regulation 847/2000 Art 3)
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EuropeanAssessmentabout

severityand unmet needduring

MA evaluation

ÂFor OMPs: byCOMP, updatedat the MA

ÂFor extensionof indication: byCHMP at the 

timeof the approvalof the newindication

ÂFor ConditionalMA: byCHMP

ÂFor acceleratedprocedure: bySAWP/CHMP

ÂFor PRIME: by SAWP/CHMP 
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EuMA status at 31 Dec 2015

ÂTotal EuropeanMAs 878

ÂOMPs 92 (10.5%)

ÂExtensions with SB 17 (1.9%) 

ÂConditionalMAsno OMP 6 (0.7%)

ÂAcceleratedno OMP/CMA 18 (2.1%) 

ÂTotal òprioritiesó 133 (15.2%)
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BUT

ÂThe EuropeanMarketing 

Authorizationisnot sufficient

for the TIMELY real

democraticavailabilityalsofor 

«primary» Medicines
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SIAR proposalfor timely accessto therapiesfor

severe diseaseswith unmet medical need(1)

Â Additionaladministrativetimelynationalprocedures

for therapiesrecently(lessthan6 months) evaluated

byCHMP/COMP, beingfor severe diseaseswithout

alternatives(or with a clinicallyrelevantadvantageor 

a major contributionto patientcare)

Â Providedthat: MA by consensus

Â Proposal: Immediate reimbursementby the NHS at 

the EuropeanMA time

Â Proposal: Initial priceestablishedby the sponsor, 

equalto the lowestprice in EU

Â In additionto the usualnationalnegotiation
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SIAR proposalfor timely accessto therapiesfor

severe diseaseswith unmet medical need(2)

Â Proposal: Possible100% payback of the 

differencebetweentemporaryand finalprice

ÂNational Register, if requested

ÂMaximum turnover in the first year: 0.5% of 

expenditurefor all the reimbursedmedicines?

ÂCountrybycountryrulesin case of failure( for

exampleclassC in Italy with a partialpayback)

ÂRational: take advantageof the work already

doneby EMA and EuropeanCommission
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Preliminary Impact Calculation

Country Annual steady Expenditure

( Million USD)

Impact for the first year

Belgium 4,5 38%

France 36 32%

Italy 24 68%

Spain 11,1 31%

NL 8,2 26%

UK 12,7 63%
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How to contribute to the 

Europeandebate

ÂShow and discussourproposal

with :

Â PatientAssociations

ÂScientificAssociations

ÂInstitutions

ÂOtherstakeholders
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Thank for your

attention
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