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Standardisation in Europe

Propositions

• ‘Standard’ means a technical specification, adopted
by a recognised standardisation body, for continuous
application, with which compliance is not compulsory.

• Standards must not violate laws at the national level.

• Standards can become legally binding, e. g. by
contract or by reference within a legislative text.

• This is also a stated aim: “(…) a more effective means
of ensuring that products meet the essential health
and safety requirements of legislation than the writing
of detailed laws.”



Standardisation in Europe



Standardisation in Europe

Players

• European Committee for Standardisation (CEN)
• National Standards Institutes, e. g.

British Standards Institute (BSI),
Association Française de Normalisation (AFNOR),
Deutsches Institut für Normung (DIN),
Nederlands Normalisatie-instituut (NEN),
Austrian Standards Institute (ASI)

• International Organsiation for Standardisation (ISO)



Standardisation in Europe

Projects

• CEN/TC 394 „Services of chiropractors“
• CEN/TC 403 „Aesthetic surgery services“
• CEN/TC 403 „Aesthetic medical services“
• CEN/TC 424 „Healthcare services for cleft lip and/or palate“
• CEN/TC 427 „Services of medical doctors with additional

qualification in homeopathy“
• CEN/TC 414 „Osteopathic healthcare provision“
• ISO/TC 249 „Traditional Chinese medicine“
• ISO application „Nursing services standards“



Standardisation in Europe

Legal problems
• Conflict with professional regulation 
• Conflict with evidence and science based guidelines
• Conflict with EU mandate in Healthcare

Fundamental problems 
• Legitimacy and Competence 
• Procedure and Financing
• Benefit and Evaluation



International Dimension

The transatlantic trade and investment partnership (TTIP)

TTIP is a free trade agreement being negotiated between the
European Union and the United States.

The aim is to create jobs by removing trade barriers in order to
facilitate the buying and selling of goods and services. The
agreement has three main elements:

• Market access: removing restrictions on services
• Improved regulatory cooperation by dismantling 

unnecessary regulatory barriers 
• Improved cooperation when it comes to setting 

international standards 



Global Lessons

Are you willing to accept „quasi“ professional regulation in
healthcare created by non-professional self selected
bodies?




