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Health and Sport Committee inquiry on Potential impact of Brexit on health and 
social care in Scotland 
 
Submission by BSI 

1. BSI (the British Standards Institution) is making this submission as the National 
Standards Body for the United Kingdom. BSI has a public function in support of the 
UK economy.  We bring together stakeholders (including Government, industry and 
consumers) and facilitate the development of consensus-based standards that show 
’what good looks like’.  We are responding only to the question that is relevant to our 
role as the UK National Standards Body and the UK’s ability to influence international 
standards in life sciences.   

2. Standards enable market access by creating a ‘common language’ for potential 
trading partners.  They support businesses by lowering barriers to trade, reducing 
production costs and offering opportunities for economies of scale.   

3. BSI wishes to make the Committee aware of the standardization system in Europe 
and the potential impact of withdrawal from the EU on the UK’s ability to influence 
international and European standards.   

4. BSI is ready to support the work of the Committee.  We would be pleased to provide 
any further information required or to offer a senior executive to speak to the 
Committee. 

International Standards 

5. BSI is part of an international standardization system which combines global and 
regional elements. For the former the institutions concerned are the International 
Organisation for Standardization (ISO) and the International Electrotechnical 
Commission (IEC) and, for the latter, the principal ones are the European 
Standardisation Organisation, CEN, and its specialist equivalent in the 
electrotechnical field, CENELEC. The ultimate goal for an international 
standardization system is to develop a single standard on any given issue which, 
although remaining voluntary, is then adopted worldwide.  

6. The majority of European standards developed by CEN and CENELEC, approximately 
75% by number, are not linked to European public policy or regulation – they are 
simply developed by stakeholders in the sectors concerned as consensus statements 
of best practice.   

7. With regard to the minority however, there is an important mechanism under the 
EU’s New Legislative Framework (NLF) of harmonized EU technical product regulation 
whereby the European Commission requests CEN and/or CENELEC to develop 
harmonized standards to support the essential requirements of that regulation. 
These harmonized standards provide one means of compliance amongst potentially 
many and are thus purely voluntary.  However, when applied correctly, they bestow 
on a manufacturer a presumption of conformity that the relevant requirements of the 
regulation have been met and as such, will typically provide the most straightforward 
means for that manufacturer to fulfill its legal obligations. 
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8. Following withdrawal from the European Union, it is the ambition of BSI to remain as 
a full member of CEN and CENELEC, thus allowing the UK to maintain its current 
influence over the development of European standards in both the harmonized (e.g. 
medical devices) and non-harmonized (e.g. digital health) areas.   

9. Remaining as a full member of this system would allow the UK life sciences industry 
to maintain its influence over the market access conditions across Europe and would 
continue to support our domestic market structure. 

How could the potential risks of Brexit for health and social care in Scotland be 
minimised?   

Potential risks for Medical Devices  

10. Approximately 400 European Standards are cited in the EU’s Official Journal and 
therefore can provide a presumption of conformity with the essential requirements of 
the EU Medical Device Regulations, and the Invitro-Diagnostic Regulations.  The 
majority of these standards are developed for a global market, through the 
international standards organizations ISO and IEC.   

11. BSI membership of these global organizations will remain unchanged after Brexit, 
and therefore our level of participation and influence will remain the same.  
However, there are some harmonized standards that are developed solely to meet 
European market needs, including regulatory, and it is therefore imperative that the 
UK does not lose its influence over their development by leaving CEN and CENELEC 
post-Brexit.  This influence has been substantial over the course of many years and 
any loss would undoubtedly impact business and trade.   

Potential risks for Digital Health 

12. The UK participates in European standardization for health informatics, telecare and 
telehealth.  Whilst these standards are not harmonized to meet the essential 
requirements of European directives and regulations, they are important for 
underpinning best practices within the UK and Europe (e.g. providing social alarm 
system requirements through European Standards EN 50134 series).   

13. These standards are important because they help business and trade across Europe 
in a sector that has different maturities across different countries.     

14. As above the impact of Brexit could weaken the UK influence on the development of 
European Standards for digital health, which could impact business and trade, were 
BSI not to take steps to preserve its full membership of CEN and CENELEC. 

 

Background on BSI 

BSI is the UK’s National Standards Body, incorporated by Royal Charter and responsible 
independently for preparing British Standards and related publications and for coordinating 
the input of UK experts to European and international standards committees.  BSI has over 
115 years of experience in serving the interest of a wide range of stakeholders including 
government, business and society. 

BSI represents the UK view on standards in Europe (via the European Standards 
Organizations CEN and CENELEC) and internationally (via ISO and IEC).  BSI has a globally 
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recognized reputation for independence, integrity and innovation ensuring standards are 
useful, relevant and authoritative. 

BSI is responsible for maintaining the integrity of the national standards-making system not 
only for the benefit of UK industry and society but also to ensure that standards developed 
by UK experts meet international expectations of open consultation, stakeholder involvement 
and market relevance. 

British Standards and UK implementations of CEN/CENELEC or ISO/IEC standards are all 
documents defining best practice, established by consensus.  Each standard is kept current 
through a process of maintenance and review whereby it is updated, revised or withdrawn 
as necessary. 

Standards are designed to set out clear and unambiguous provisions and objectives.  
Although standards are voluntary and separate from legal and regulatory systems, they can 
be used to support or complement legislation. 

Standards are developed when there is a defined market need through consultation with 
stakeholders and a rigorous development process.  National committee members represent 
their communities in order to develop standards and related documents.  They include 
representatives from a range of bodies, including government, business, consumers, 
academic institutions, social interests, regulators and trade unions. 

 


