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Four stepsFour steps
of entryof entry of a medicinal product to a national marketof a medicinal product to a national market

DRADRA

pricingpricing

reimbursementreimbursement

public / public / 
institutionalinstitutional

procurementprocurement

3rd party 3rd party 
payor / userpayor / user

Q,E,SQ,E,S

controlled / controlled / 
free marketfree market
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Systemic players:Systemic players:

TransnationalTransnational NationalNational

EU/ECEU/EC--DGs/EUDRA/G10DGs/EUDRA/G10 GatekeepersGatekeepers
EMEAEMEA MinistriesMinistries
WTOWTO Regulatory AgenciesRegulatory Agencies
WHOWHO
Professional OrganizationsProfessional Organizations Local RepLocal Rep’’ss
Pharmaceutical Pharmaceutical CompaniesCompanies Ibid.Ibid.

HMAHMA
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AIMS of EU DRAAIMS of EU DRA

•• HIGH LEVEL OF HIGH LEVEL OF 
PUBLIC HEALTHPUBLIC HEALTH

•• HIGH LEVEL OF HIGH LEVEL OF 
COMPETITIVENESS COMPETITIVENESS 
OF OF 
PHARMACEUTICAL PHARMACEUTICAL 
INDUSTRYINDUSTRY

•• ENLARGEMENT ENLARGEMENT 
REQUIREMENTSREQUIREMENTS
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DRUG REGULATORY AUTHORITIES IN DRUG REGULATORY AUTHORITIES IN 
THE EUTHE EU

•• CORE STRUCTURES:CORE STRUCTURES:
–– CENTRAL AGENCY:CENTRAL AGENCY:

•• EMEA: European Medicines AgencyEMEA: European Medicines Agency
•• MB, CXMP, PhVWP, MB, CXMP, PhVWP, SAGSAG

–– NATIONAL DRAsNATIONAL DRAs
•• MHRA (UK), AFSSAPS (F), BfArM (D), ARSZMP (SLO), ...MHRA (UK), AFSSAPS (F), BfArM (D), ARSZMP (SLO), ...

–– Functional connections: Functional connections: 
•• HHMMA,A, CMD(h), CMD(v)CMD(h), CMD(v),, TTIGIGs…s…

•• SUPPORTIVE STRUCTURESSUPPORTIVE STRUCTURES
–– EDQM  / European PharmacopoeiaEDQM  / European Pharmacopoeia
–– OMCL NetworkOMCL Network
–– PICPIC
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NETWORKINGNETWORKING
Why workWhy work--share is the future?share is the future?

●● Regulation of medicines in Europe is a shared task Regulation of medicines in Europe is a shared task 
between EU bodies and between EU bodies and NCAsNCAs

●● NCAsNCAs knowledge and resources are pivotal in this knowledge and resources are pivotal in this 
processprocess

●● Resources are limited Resources are limited –– coco--operation is key to operation is key to 
progressprogress

●● ”Best excellence” ”Best excellence” –– NCAsNCAs and EMEA in united frontand EMEA in united front

●● BenchmarkingBenchmarking
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COMPOSITION OF SAGsCOMPOSITION OF SAGs

Source:EMEASource:EMEA
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HMA Strategy HMA Strategy PaperPaper
(http://heads.(http://heads.medagenciesmedagencies.org/heads/.org/heads/hoahoa_docs.html)_docs.html)

Areas of activity:Areas of activity:

●● Communication and InformationCommunication and Information

●● Scientific Assessment ProcessScientific Assessment Process

●● Inspection, Laboratory Control and EnforcementInspection, Laboratory Control and Enforcement

●● Scientific ResourcesScientific Resources

●● PharmacovigilancePharmacovigilance

●● IT Information SystemsIT Information Systems
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EU and NATIONAL LEGISLATIONEU and NATIONAL LEGISLATION

ZZdrZZdr--1 (SI) 1 (SI) Specific modifications linked to Specific modifications linked to EUEU
requirements:requirements:

•• IIntroducingntroducing of new and updated of new and updated definitionsdefinitions (generic medicines, (generic medicines, 
biologicalbiological medicinesmedicines……))

•• CConsolidationonsolidation of of proceduresprocedures (quick, transparent(quick, transparent……))

•• IImprovementmprovement of of legal basislegal basis for cofor co--operation between EU operation between EU 
Member StatesMember States

•• SStrengtheningtrengthening ofof pharmacovigilancepharmacovigilance

•• IIntroducingntroducing specific specific incentives for industryincentives for industry (new data exclusivity (new data exclusivity 
period period -- 8+2+18+2+1
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NATIONAL LEGISLATION: ZZdrNATIONAL LEGISLATION: ZZdr--1 (SI)1 (SI)
Specific modifications linked to Specific modifications linked to nationalnational requirements:requirements:

•• BBetteretter inclusion of provisions on inclusion of provisions on drug pricingdrug pricing, that include the , that include the 
concept of interchangeability  of medicinal productconcept of interchangeability  of medicinal product

•• RRetailetail sale of medicinal products through sale of medicinal products through internetinternet

•• RRetailetail sale of OTCsale of OTC medicinal products in pharmacies and medicinal products in pharmacies and 
specialized shopsspecialized shops
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OBLIGATORY OBLIGATORY 
CENTRALISED CENTRALISED 
PROCEDUREPROCEDURE

BY 20.NOV.05
LIST A: CR
2309/93/EEC

FROM 20.NOV.05, NAS: 
DIABETES

NEURODEGENERATIVE D.

HIV CANCER

FROM 20.MAY.08, NAS: AUTOIMMUNE, IMMUNE D.

VIRAL D.
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EMEA CP: Mandatory ScopeEMEA CP: Mandatory Scope

Source: EMEASource: EMEA
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EMEA ACCELERATED ASSESSMENT EMEA ACCELERATED ASSESSMENT 
PROCEDUREPROCEDURE

Source: EMEASource: EMEA
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OPTIONALOPTIONAL
CENTRALISED CENTRALISED 
PROCEDUREPROCEDURE

BY 20.NOV.05
LIST B: CR

2309/93/EEC

FROM 20.NOV.05, NAS: 
- NOT AUTHORISED IN THE EU
- COMMUNITY INTEREST

-GENERICS OF CENTRALLY
-AUTHORISED PRODUCTS
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MRP    vs    DPMRP    vs    DP

RMS RMS CMS CMSCMS

SUBMISSION SUBMISSION

AR DRAFT AR

CMS CMSCMS

SUBMISSION

MA

AR+

MA
MA

MA

AR

MA
MAMA

MA

210 120

90

90

……

……
……

……
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Positive COMP opinions in 2004Positive COMP opinions in 2004

Source: EMEASource: EMEA
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LABELLING AND PILLABELLING AND PIL

•• SECTIONS DEFINED BY DIRECTIVE SECTIONS DEFINED BY DIRECTIVE 
2001/83/EC:2001/83/EC:

•• PIL AND OUTER PACKAGING SHALL PIL AND OUTER PACKAGING SHALL 
REFLECT THE RESULTS OF REFLECT THE RESULTS OF 
CONSULTATIONS WITH TARGET CONSULTATIONS WITH TARGET 
PATIENT GROUPS THAT IT IS LEGIBLE, PATIENT GROUPS THAT IT IS LEGIBLE, 
CLEAR AND EASY TO USECLEAR AND EASY TO USE

•• BRAILLEBRAILLE
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PharmacoVigilancePharmacoVigilance
•• STRENGTHENING OF PhVSTRENGTHENING OF PhV

•• ASSESSMENT OF SAFETYASSESSMENT OF SAFETY

•• POSITIVE ASSESSMENT OF POSITIVE ASSESSMENT OF 
THE RISK/BENEFIT RATIOTHE RISK/BENEFIT RATIO

•• RISK MANAGEMENT SYSTEMRISK MANAGEMENT SYSTEM
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PSURPSUR

•• 2X/Yr AFTER GRANTING THE MA AND 2X/Yr AFTER GRANTING THE MA AND 
UNTIL THE PLACING ON THE MARKETUNTIL THE PLACING ON THE MARKET

•• 2X/Yr, FIRST 2Yrs AFTER GRANTING MA2X/Yr, FIRST 2Yrs AFTER GRANTING MA
•• 1X/Yr, NEXT 2Yrs1X/Yr, NEXT 2Yrs
•• 1X/3 Yrs, WITHIN THE PERIOD OF 1X/3 Yrs, WITHIN THE PERIOD OF 

VALIDITY OF MAVALIDITY OF MA
•• UPON ON REQUEST OF CAUPON ON REQUEST OF CA
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TRANSPARENCYTRANSPARENCY

•• PUBLICLY ACCESSIBLE INFORMATIONPUBLICLY ACCESSIBLE INFORMATION
(NO COMMERCIALLY SENSITIVE INFORMATION (NO COMMERCIALLY SENSITIVE INFORMATION 
SHOULD BE INCLUDED):SHOULD BE INCLUDED):
–– DECLARATION ON NO CONFLICT OF INTEREST FOR CA DECLARATION ON NO CONFLICT OF INTEREST FOR CA 

STAFF AND EXPERTSSTAFF AND EXPERTS
–– ARAR
–– RULES OF PROCEDURES, AGENDAS OF MEETINGS, RULES OF PROCEDURES, AGENDAS OF MEETINGS, 

RECORDS, DECISION TAKENRECORDS, DECISION TAKEN
–– JUSTIFICATIONS FOR REFUSAL OF MAJUSTIFICATIONS FOR REFUSAL OF MA
–– PhV DATA THAT CONCERN PUBLIC HEALTHPhV DATA THAT CONCERN PUBLIC HEALTH
–– EUROPHARM DATABASE EUROPHARM DATABASE –– PARTIALLY AVAILABLE TO PARTIALLY AVAILABLE TO 

THE PUBLICTHE PUBLIC
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SI*SI*

* Approximate level of SI max price level entered to original pi* Approximate level of SI max price level entered to original picture by ARSZMPcture by ARSZMP
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Wholesale Prices of Medicinal Products (SLO) - april  2005
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PRICES OF MEDICINAL PRODUCTSPRICES OF MEDICINAL PRODUCTS
SLOVENIA Oct 2006SLOVENIA Oct 2006
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4054,1910521,54MAX
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Pharmaceutical ForumPharmaceutical Forum

Source: European CommissionSource: European Commission
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Ph. Forum     WG PricingPh. Forum     WG Pricing

Source: European CommissionSource: European Commission
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Ph. Forum    Ph. Forum    WG  Info to PatientsWG  Info to Patients

Source: European CommissionSource: European Commission
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The Media
pharma 
industry

the prescriber

Health 
Insurance

Gov’t
+

EC
+

DRAsPharmacy

the patientthe patient

M.P.


