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What is the problem? 

 Counterfeit drugs may harm the 

patient. 

  

 Often impossible to spot. 

 

 There is a lack of transparency 

in the Healthcare supply chain, 

making it vulnerable to 

infiltration by counterfeiters. 

 

Which is counterfeit? 
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GMP Quality control 
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Quality control? 
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Size of the problem 

• Counterfeit drugs sales estimated to reach US$75 
billion in 2010  

 

• WHO estimates that 
• many countries in Africa and parts of Asia and Latin America 

have areas where more than 30% of the medicines on sale 
can be counterfeit; 

• in many of the countries of the former Soviet Union the 
proportion of counterfeit medicines is above 20% of market 
value; 

• most industrialized countries with effective regulatory systems 
and market control have less than 1% of the market value, 
but growing. 
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Combating counterfeiting 
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Combating counterfeiting 

The introduction of a unique identification for drugs or 

medical devices, where appropriate, will enable 

authentication and traceability systems  

 

 

 
 

This will make it much more difficult for counterfeiters 

to intrude into the Healthcare supply chain 
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How does traceability work? 

• The GS1 Global Traceability Standards provides guidance 

on how to implement effective traceability solutions 
 

• Unique identification 
– Global product identification number 

– Lot/batch number or serial number (unique number at the unit level) 

• Data capture  
– Bar coding or radio frequency identification (RFID) 

• Links management 
– Managing identification from the point-of-manufacture to the point-of-

sale/point-of-care 

• Data communication  
– Associate the physical flow of products with the information flow 

– Different information sharing models 
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Unique identification 

SGTIN  
= Serialised Global Trade Item 

Number 

 

= A GS1 identification key 

providing access to information 

about that product held in 

computer files 

 

Mass serialisation 

Bar Code 
•Linear (if packaging permits) 

•2-dimensional 

 
 

 

RFID 
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Information sharing model 1 

Physical 

 flow 

Information 

 flow 

One up, one down  

- Point-to-point information sharing for day to day operations 

- Other data on request when necessary to previous actor 

Manufacturer Distributor Provider 
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Information sharing model 2  

”Chain of Custody” or “Chain of Ownership” 

- Point-to-point information sharing of cumulated product history information  

- No request or discovery is supposed to be performed 

Physical 

 flow 

Manufacturer Distributor Provider 

Information 

 flow 
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Information sharing model 3 

Real time (one source)  

- No point-to-point information sharing 

- All data on request based on traceable item identifier 

Repositories for   

data search 

Physical 

 flow 

Manufacturer Distributor Provider 

Information 

 flow 
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Information sharing model 4  

Central data base  

- Point-to-point information sharing for day to day operations 

- Duplication of data in a central data base held by a 3rd party  

- Requests sent to central data base (security, authorization…) 

Central Data Base 

from 3rd party 

Physical 

 flow 

Manufacturer Distributor Provider 

Information 

 flow 
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Major global developments 
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Global developments  

• World Healthcare Organization 

• IMPACT (International Medical Products Anti-

Counterfeiting Taskforce) 

• USA 

• FDA Amendments Act 2007 

• California pedigree legislation 

• European Union 

• European Commission legislative proposal on counterfeit 

medicines 

• EFPIA vision 
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GS1 supports WHO IMPACT 

 An initiative by the World 

Health Organisation to 

combat counterfeit medical 

products 
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IMPACT focus areas 

• Legislative and regulatory infrastructure 
• E.g. increasing penal sanctions 

• Regulatory implementation 
• E.g. improving control on importation, exportation and distribution of 

medical products  

• Enforcement 
• E.g. improving skills of enforcement officers through training, Internet 

sales monitoring 

• Communication 
• E.g. increase awareness 

• Technology (GS1 is member of this work team) 

• Assessing anti-counterfeiting technologies, including bar 
coding, RFID, traceability 
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Example: California 

Pedigree legislation in California to fight 

counterfeiting 

 

• “Pedigree shall be created and maintained in an 

interoperable electronic system, ensuring compatibility 

throughout all stages of distribution” (Russian doll model) 
• Electronic track and trace system for prescription drugs at the smallest 

package or immediate container  

• Established at point of manufacture 

• Implementation date: 2015 
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Safe, innovative and accessible medicines: a 

renewed vision for the pharmaceutical sector

Focus on: Legislative proposal on „counterfeit‟ 

medicines 
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Placing on the market/manufacturing (1) 

– Obligatory safety features

The issue: 

No legal basis for harmonisation of safety features

Proposed change (Proposed new Article 54a):

• Legal basis for harmonised approach in Community

• Scope: prescription medicines & risk-based

• Characteristics set out in implementing measures …
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Placing on the market/manufacturing (2) 

– Characteristics obligatory safety features 

Shall allow for

• identification check

• authenticity-check

• tracing

Proposed new Article 54a

To this end, it shall allow to perform verification of

• authenticity

• pack-identification

• pack-tampering
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Page 11

Use of 

harmonised 

coding and 
identification 
systems for 

secondary packs of 
pharmaceuticals

Dispensing 

verification 

confirmation

?

Increased 

Protection
(Patient/Product)

Guarantee the integrity of the 
original manufacturer’s pack 

throughout the entire supply chain

Three measures to protect packs

Use of overt and covert features 

to authenticate products
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The verification model EFPIA‟s supports

Product- and Data-Flow End-to-End

Patient

Data Transfer

Product

Serialisation

Database

Pharmacist/ 

Hospital

Product Flow

Distributor Wholesaler

Verification

Pharma 

Manufacturer

Unique 

Serialisation

2D Data matrix

On carton

Verification 

Dispensing?
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EFPIA Recommendation for Coding of 
Pharmaceutical Products in Europe

Product Code (GTIN) 14 digits 

Unique Serial Number (randomised) up to 20 alpha-numeric characters

Expiry Date  6 digits (YYMMDD)

Batch Number up to 20 alpha-numeric characters

+ minimum requirements on quality of randomisation 

Data Matrix – Coding proposal derived from GS1 standards 

(Data matrix ECC200 with application identifiers )

Example:

GTIN: (01) 07046261398572

Batch: (10) TEST5632

Expiry: (17) 130331

S/N: (21) 19067811811
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Conclusion 
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GS1 Standards in Healthcare  

• Enable automatic identification 

systems - interoperability 

• Enable global traceability systems 

 

GS1 Standards in Healthcare 

improve patient safety worldwide 
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