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No consensus on Standardisation of Health Services 
 
This paper is presented by the undersigned organizations in the context of the discussions on 
the standardisation of healthcare services by CEN, in particular within the HSFG. Prior papers 
or positions, sent by these organisations in the same context, are still valid and present the 
rationale for the identification of the criteria below.   
 
Having in mind the outcomes of the CEN HSFG Working Groups on “Terms and Definitions” 
and “Criteria” in February 2017, the undersigned would like to underline that no consensus 
has been achieved as to which aspects of the healthcare sectors benefit from 
standardisation and which do not, neither in the working group on Criteria nor in the 
working group on Terminology.  
 
Moreover, the undersigned organisations assumed that identifying criteria to assess the 
value added of EU standardisation projects would imply that standardisation proposals 
failing to meet the agreed criteria cannot be initiated or continued. During the debates it 
became clear that CEN does not share this understanding.  
 
A. With the objective of heaving a clear scope which guides the delineation of areas in 

which standardisation is of value and in which it is not, the following main criteria shall 
apply: 
 

 
1. No overlap with regulation at national or sub-national level  

Is there national legislation or other administrative or regulatory measures with quasi-
legal effect - such as collective agreements between social partners, professional 
regulation, rules by government authorities, social security organisations, self-
administration, autonomously governed bodies, contracting based agreements etc., and 
including evidence based guidelines - which addresses an element of the proposed 
standardisation project?   

 

Consequence: To comply with CEN’s commitment to respect the primacy of legislation over 

standards, which must include administrative or regulatory measures with legal effect, any 

elements of a proposed standard which conflict, must be rejected.  

 

 

 



2. Sector demand  

Do the stakeholders with acknowledged representativeness and legitimacy support the 

standardisation project? 

Consequence: To comply with CEN’s commitment to act upon ‚market demand‘, an absence 

of support from key stakeholders and especially their opposition must lead to a proposed 

standard being rejected. 

 

3. Subsidiarity 

Does the standardisation project affect the organisation of national health systems?  
 

Consequence: To comply with CEN’s commitment that “European standards shall not cover 
those subjects that clearly belong to the domain of regulation of the Member States, under 
the principle of subsidiarity, unless this is explicitly supported by the national authority1” 
any interference into the organization of national health systems must lead to a proposed 
standard being rejected.  
 

B. Applying the criteria under A. results in the following scope: 

 

No standardisation in the context of Public Health Systems  

Publicly financed health care services, forming a part of the national health system, are 
not a subject matter of European standardisation. “Publicly financed” includes funding 
through social contributions by employers and employees as well as taxes or tax 
advantages. 
 

Rationale: 

Publicly financed health services are the core of national health systems, falling in the 

competence of Member States, including the definition of services, their quality level and 

financing. Standards or any other kind of technical specification cannot be separated from 

financial provision and are closely connected to health system priorities. There is no added 

value of EU Technical Standards, in contrast; they could wake expectations which eventually 

cannot be satisfied in practice. 

 

No standardisation of privately financed healthcare 

In addition to the public health system, healthcare services paid for by co-payment, out of pocket 

                                                           
1 CEN GUIDE 15 Guidance document for the development of service standards Version dated 2012-02-

01https://boss.cen.eu/ref/CEN_15.pdf 



payment or other means of private payment, should also not be targeted by standardisation. 

Rationale: 

Privately financed health care provides as well important services to the patient that are regulated by 

the national legislator to ensure a high level of patient safety and quality. 

 

No standardisation in the context of access and practice of the health professions 

 

 

 

Rationale: 

Rules, regulations and guidelines relating to access and practice of the professions 
developed on the basis of the national competences as confirmed by the Treaty on the 
Functioning of the European Union, be they governmental or self-regulatory, have a 
legitimate basis and ensure best possible coherence with the other rules governing health 
services. Mechanisms which are not embedded in this expertise and legal framework cannot 
be considered to achieve the equivalent legitimacy. They may therefore create a misleading 
perception among patients and other users of healthcare services, thus compromising 
patient safety and quality of care.  
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Professional practice, including clinical guidelines in the treatment context, as well as 

professional regulation, i.e. all rules affecting access to and exercise of the profession, for the 

regulatory context, must not be affected by standardisation. 

 


