
Background Background 

• Eucomed ETF Group
• Remit of Group

– AIDC 

– E-business including distribution

• Involvement with GS1 Healthcare
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New Developments in AIDC since JanuaryNew Developments in AIDC since January

• Revised Guidance on Bar Coding 

• Survey of members 2006 and 2007 (in progress)

• Background Paper

• UDI - Japan and USA
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Eucomed Guidance on Bar Coding for Medical Devices
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Medical Device Industry meeting Medical Device Industry meeting 

with EU Commission on UDIwith EU Commission on UDI
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Industry representation:

COCIR - EDMA - Eucomed

CEC:

Sabine Lecrenier / Laurent Selles

Sharon Frank / Manfred Kohler
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Purpose of meeting:

The CEC had requested the meeting 
to hear industry views prior to 
meeting of authorities called by FDA 
end of January
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Industry delegation emphasised the following:

• Standards must be global

• Member States should refrain from local regulation 
which are not aligned with the global approach

• The focus must be on Patient Safety

• Healthcare providers must be fully engaged

• Device Identifiers to be assigned by the manufacturer

• A risk based approach is essential
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Industry delegation emphasised the following:
• Flexibility is essential – some products cannot 

(currently) be marked

• The meaning of 'Unique' needs clarification – this is 
NOT serialisation

• Dataset should be single / world-wide and minimum

• Solutions should be 'technology agnostic'

• Access to data by third parties must be limited

• Ownership of product data must be with the 
manufacturer
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Discussion highlighted the following:

• CEC concerns that ISO are looking at 
international nomenclature as the result of a 
WHO initiative.

• Healthcare Providers are outside the 
competence of both CEC and FDA

• An appropriate transition period is essential 
for a successful implementation with no 
retroactive requirement
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Other Developments Other Developments 

• Revised guidance on Good Distribution Practice
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ConclusionConclusion

ETF/Eucomed moving to new phase

Phase 1

• Develop/debate/alignment with GS1 Healthcare

Phase 2

• Implementation and vigilance

• Engagement with EU Commission

• Counterfeiting

• Alignment with EDMA & COCIR

• Promotion of the message

• Vigilance
– monitoring EU & global developments

– representing member’s interests, particularly where there are 
national variations (e.g. unit level marking)
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Do you have any questions?

Mike Kreuzer OBE 

Director Technical & Regulatory
ABHI - Association of British Healthcare Industries


