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EU Falsified Medicines Directive
Serialization is only one part of the directive
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Delegated Act Mandates Rules For Medicines Verification
Key pillars of serialization and verification

System set up and governed by 
stakeholders under supervision of 
authorities

Unique identifier
+

Tamper evidence

Manufacturers pay for the system

Serialization by manufacturer
+

Verification at point of dispense
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A unique identification number is assigned to each item identifying it with a product number 
and associated serial number. 
Utilizes GS1 standards for Product Code (PC), that is, the GTIN and the other identifiers – serial 
number, expiration date and lot

Serialization in the EU
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• Secure the legitimate supply chain

• Be proactive as market partners

• Stakeholder-governed model
Functioning
Harmonised
Cost-effective
 Inter-operable

• Established the European Medicines 
Verification Organization (EMVO)

• Local governance through National 
Medicines Verification Organizations 
(NMVO)

European Stakeholder Model
Aligned on common goal to protect patients
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European Medicines Verification Organization (EMVO)
System management and governance by not-for-profit organization under 
supervision of relevant competent authority

Governance Structure
Allows for Effective Management of Verification System 

EMVO and National Organisations (NMVOs) cooperate on the basis of service level agreements

NATIONAL LEVEL
• National Medicines Verification 

Organisations (NMVO), e.g. 
in Germany: securPharm e.V.

• Governed by national stakeholders 
with supervision by competent 
authorities

EU LEVEL
• Governance model includes EU 

industry associations with 
supervision by EC

• Oversees 
 EU Hub
 Blueprint template
 Service providers
 Service agreements
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Basic Principles

 Basic concept: “Point-of-Dispense Verification”

 All verification activities are performed in national systems of the EU member states

 Interoperability between the different national systems through European Hub

 Data are owned by party that generates it

 Data of other parties cannot be accessed except:
 For verification purposes
 If specifically agreed between partners

 Supervision by relevant competent authorities 
 For reimbursement / pharmacovigilance purposes
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Common Basic Concept
Point of dispense verification
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Pan European Architecture
Designed for interoperability and efficiency

German National
System 

Pharmacy
Wholesaler

Pharmaceutical
Manufacturer

Parallel
Distributor

National
System 

National
System 

National
System 

National
System 

National
System 

European
Hub

National Medicines Verification Systems Being Implemented
Allows for systematical point of dispense verification

National 
Medicines 
Verification 
System
(NMVS)
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Global GS1 Standards Benefit …

Patient Safety Supply Chain Efficiency Product Intelligence
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Serialization and Traceability
Standards drive supply chain performance
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Pharmacy Point of Dispense Verification
German securPharm Pilot

Proved J&J Supply Chain systems and GS1 
standards worked to provide traceability from 
manufacturing to the pharmacy

J&J
Supply
Chain
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Selected National Medicines Verification Systems 

Sweden Finland Bulgaria

IrelandSlovenia
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Johnson & Johnson Next Steps

• Continue ramping up production of serialized products

• Participate in NMVS pilots

• Work with all stakeholders to help ensure successful implementation

• Explore secondary uses of the EMVS/NMVS data
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