SWEDAC REP 18:1
Dnr 2017/2226

Brexit and technical
regulations for goods

Designation

1 December 2017

2017/2226

Brexit and technical
regulations for goods
REPORT IN ACCORDANCE WITH THE
GOVERNMENT DECISION DATED 17 AUGUST 2017,
UD2017/13339/HI

1 December 2017

1

Datum

PAGE 1

Table of Contents
Table of Contents ....................................................................................................................................... 2
Summary ..................................................................................................................................................... 4
Introduction ................................................................................................................................................ 6
Technical regulations with respect to goods ............................................................................................ 8
Starting point and principles for the free movement of goods within the EU ...................................... 9
Mutual recognition ................................................................................................................................. 9
EU regulation of goods ........................................................................................................................... 9
The New Method ................................................................................................................................... 10
The new legislative framework, "NLF" ................................................................................................. 10
Examples of products covered by the new method under the new legislative framework............... 10
Other products partially covered by the new method under the new legislative framework ........... 11
The unharmonised/non-harmonised area ........................................................................................... 11
General Product Safety Directive........................................................................................................ 11
Notification Directive. ........................................................................................................................ 12
Regulation on Mutual Recognition ................................................................................................... 12
Examples of products in the non-harmonised area that are not covered by the General Product
Safety Directive................................................................................................................................... 12
Specific elements within the new legislative framework.................................................................... 12
CE mark .............................................................................................................................................. 12
Harmonised standards ....................................................................................................................... 12
Conformity assessment - notified bodies .......................................................................................... 13
Market surveillance ............................................................................................................................ 14
Management of the system ................................................................................................................ 15
International organisations within the framework for quality infrastructure ...................................... 15
European Accreditation Agency (EA) .................................................................................................. 15
Assignments and agreements with the EU and funding ................................................................... 15
Membership of EA ............................................................................................................................. 16
UKAS and EA after Brexit .................................................................................................................. 17
Agreement on mutual recognition.................................................................................................... 18
ILAC and IAF ...................................................................................................................................... 19
Analysis and conclusions ................................................................................................................. 20
European standardisation ................................................................. Error! Bookmark not defined.
Regulation (EU) No. 1025/2012 (standardisation regulation) ..........................................................23
CEN .....................................................................................................................................................25

PAGE 2

CENELEC ........................................................................................................................................... 26
ETSI .................................................................................................................................................... 27
Summary analysis ............................................................................................................................ 28
Consequences of the UK withdrawal from the EU ................................................................................ 30
What consequences can Brexit have regarding the application of technical regulations?............ 30
Standards ........................................................................................................................................... 30
Conformity assessment and market surveillance ............................................................................. 31
Repeal Bill ...........................................................................................................................................32
Timing .................................................................................................................................................33
Changes in the application of EU product regulations for import of goods from the UK ...............33
Consequences for trade within the EU27 ........................................................................................... 34
What possible agreement solutions are available to facilitate trade between the EU and the UK?
................................................................................................................................................................ 36
Trade in goods with the UK - different trade agreements ............................................................... 37
A) Full integration in the internal market. The EEA Agreement .................................................... 38
B) Bilateral agreements on mutual recognition of conformity assessment, certificates and
marking. Extended MRA agreement with Switzerland. ................................................................... 39
C) Bilateral agreements on conformity assessment and acceptance of industrial products - The
European Neighbourhood Policy ...................................................................................................... 40
D) Bilateral agreements on mutual recognition of conformity assessment, certificates and
markings. MRA agreements. ............................................................................................................. 41
E) Application of the WTO Agreement on Technical Barriers to Trade ......................................... 42
Example: technical regulations in the vehicle area ................................................................................ 43
Technical services and EU type approvals .......................................................................................... 43
Technical services .............................................................................................................................. 44
EU type approvals.............................................................................................................................. 44
Market surveillance .............................................................................................................................. 46
Summary analysis ................................................................................................................................. 46

PAGE 3

Summary
Technical regulations
−

Uncertainty over which technical product regulations and standards shall apply in the UK

−

Uncertainty over the UK's participation in the European Accreditation Organisation EA
and the European standardisation organisations CEN and CENELEC

−

Notified bodies in the UK lose their status and companies providing products to the
internal market need to apply to notified bodies within the EU27

−

Different product requirements in the UK and the EU involve increased costs and
increased administration for manufacturers and other economic operators

−

The integrity of the quality infrastructure risks being jeopardised even in the event of some
form of agreement

−

By means of the Repeal Bill, the UK is trying to introduce the EU regulatory framework as
national legislation. The intention is that the content of the regulatory framework as it
stands the day before Brexit should be identical the day after. However, the jurisdiction of
the European Court of Justice will cease.

Accreditation
−

EA works largely on behalf of the EU and is financed to that extent by the EU

−

Uncertainty over UKAS membership in EA following Brexit

−

Brexit means that UKAS will not meet the requirements for membership of EA

−

EA's statutes do not mean that UKAS's membership ceases automatically after Brexit; being
voted out or voluntary withdrawal is required

−

Mutual recognition within the scope for accreditation only means recognition of each
other's procedures for the assessment of conformity and accreditation but not the
recognition of each other's product regulations

−

Following Brexit, UKAS may be peer-assessed by ILAC/IAF if it cannot be done by EA

−

UKAS membership in EA does not in itself affect the question of which product
requirements will apply in the UK following the withdrawal

Standardisation
−

20% of European standards are drawn up for harmonised product legislation on behalf of
the Commission

−

Following Brexit, BSI will no longer constitute a national standardisation body within the
EU and thus not meet the requirements for membership of CEN
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−

Membership of CEN and CENELEC does not automatically cease due to Brexit

−

ETSI is open to a wider group of members and is not affected in the same way

−

Uncertainty over whether the UK will continue to adopt European standards and, if so,
whether they will have legal effect equivalent to the presuming effect contained within EU
law

−

BSI can influence European standardisation to some extent through participation in
ISO/IEC

−

Different standards in the UK and the EU would mean increased uncertainty and increased
costs for manufacturers and the market as a whole

Trade in goods between the UK and the EU after Brexit
−

Changed roles and requirements for economic operators in trade with the UK

−

Distributors will instead be regarded as importers or manufacturers, which means higher
requirements

−

Uncertainty over the consequences if the CE mark is incorporated into UK legislation in
connection with the Repeal Bill

−

Exporting to the UK will be dependent on the regulations to apply there

−

Uncertainty over which regulations shall apply in the UK even though the Repeal Bill
intends to incorporate the requirements of EU product legislation as national legislation

Trade in goods within the EU after Brexit
−

Notified bodies in the UK will lose their status

−

Entities that have consulted a notified body from the UK will be affected

−

The validity of issued certificates and permits may be affected

−

Shortage of notified bodies in certain areas, for example medical devices

−

Transitional solutions need to take into account that different modules require different
levels of participation and surveillance by the notifying body

Trade agreement between the EU and the UK after Brexit
−

All variations of a trade agreement will mean a departure from the current situation in
some way

−

Amongst existing agreements, only the EEA agreement allows access to the internal market
in the current situation

−

The UK needs to be allowed to continue using its quality infrastructure through some form
of agreement

−

The jurisdiction of the European Court of Justice ends in the UK and an agreement
solution is required to ensure a uniform application through interpretation of the
regulations. An agreement must also contain a mechanism for dispute resolution.
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Technical regulations for the vehicle area
−

What happens with EU type approvals issued by UK authorities? - Uncertainty with regard
to regulations on information obligations, etc., between the type approval authority and
the manufacturer

−

What happens with technical services (special bodies for conformity assessment) that are
notified in the UK? - The status as technical service probably ceases

−

What happens with the test reports issued by technical services? – The validity of the test
reports is unlikely to be affected

−

What happens with the market surveillance within the EU? – Uncertainty regarding
information exchange between the EU and the UK

Introduction
The Government has instructed the Swedish Board for Accreditation and Conformity Assessment
(Swedac) to analyse the consequences of the UK withdrawal from the EU for the application of
1
technical regulations with respect to goods. The directives for the assignment stipulate that
Swedac shall
-

-

-

-

at a general level, analyse what consequences, particularly for Swedish interests, the UK’s
withdrawal from the EU (Brexit) may have for the application of technical regulations in
trade in goods within the EU and between the EU and the UK,
design the analysis based on different scenarios, including everything from a situation
where the UK withdraws from the EU without a withdrawal agreement to a situation where
one or more agreements are concluded that involve continued trade, at least temporarily,
under the same or similar conditions as today,
also analyse what agreement solutions are conceivable and technically possible to facilitate
trade, temporarily or permanently, between the UK and the EU after Brexit,
in the analysis, pay particular attention to the fact that after its withdrawal from the EU,
the UK may remain a member of international accreditation and standardisation
organisations, and the significance this may have regarding effects on trade and the
possibilities of finding transitional solutions and new agreements with respect to goods
consult with the National Board of Trade, standardisation organisations and other relevant
parties.

Investigator Göran Lundmark and lawyer Anna Formgren have carried out the work in consultation
with the National Board of Trade and other organisations such as the standardisation bodies SIS,
SEK and ITS and business organisations such as Business Sweden, the Association of Swedish
Engineering Industries (Teknikföretagen) and the Confederation of Swedish Enterprise (Svenskt
Näringsliv).
In a report, the National Board of Trade has raised questions about what the UK's EU withdrawal
2
will mean for future regulatory processes and European standardisation. Swedac's report can be
seen as a complement to the National Board of Trade's report regarding the consequences of Brexit
1

Government decision 17 August 2017, UD2017/13339/HI
The National Board of Trade's report "Brexit - Alternative to future regulatory framework
for trade in services and trade and customs procedures between the EU and UK", 2017, p. 68
2

PAGE 6

in terms of the application of the technical regulations for goods. In discussions with
representatives of various business organisations, certain product areas have been highlighted in
particular, where there is uncertainty about the application of technical regulations following
Brexit. Such an area is vehicle approval, which Swedac has chosen to explain in more detail in the
report. In the meantime, the Government has issued an assignment to the National Board of Trade
3
of relevance to this.
The concept of quality infrastructure reappears in the report.

Quality infrastructure refers to the institutions, systems and methods that need to exist in a
country in order to ensure that products and services meet safety and quality requirements. Swedac
is a national accreditation body, coordinator for market surveillance and supervisory authority for
4
legal metrology, an important actor in the Swedish quality infrastructure. Quality Infrastructure is
a global concept based on the World Trade Organisation's WTO Agreement on Technical Barriers
to Trade. All industrialised countries have a functioning quality infrastructure and the actors
collaborate globally. When the entirety is working, this creates the conditions for trust in everyday
life, benefits to society with increased safety and security for citizens, increased competitiveness in
business and global free trade under fair competition.
In the report, "hard Brexit" refers to a UK withdrawal from the Union without any agreement on
the future relationship in the aspects covered by the report, and "EU27" refers to the EU after
Brexit, or the EU including all Member States except for the UK.

3

Assignment to develop an in-depth knowledge base on Swedish trade interests in the EU's
negotiations with the UK on a new trade relationship after Brexit, UD2017/17138/HI
4
Quality and compliance infrastructure, United Nations Industrial Development
Organisation (UNIDO), website: unido.org
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Legal metrology is part of the quality infrastructure but is not covered in more detail in this report,
as the area is initially estimated as being marginally affected by Brexit. However, this does not rule
out that the area may need to be investigated in more detail in the future.

•
•
•

Technical regulations are part of the quality infrastructure
Technical regulations include technical requirements for the product expressed in
technical rules or standards
Technical regulations also apply to procedures for conformity assessment

Technical regulations with respect to goods
The EU system for the technical harmonisation of product requirements is unique in the world and
currently covers 28 countries. Trade within the EU and trade between the EU and other countries
are both facilitated by means of the technical requirements for products being designed by the EU
5
and becoming applicable throughout the Union. . In the non-harmonised area, the principle of
6
mutual recognition applies as well as a notification obligation that requires Member States to
notify the Commission of draft technical regulations before they can start to become applicable.
7

Technical regulations generally refer to technical rules and standards as well as procedures for the
assessment of conformity with technical rules or standards. In other words, important components
of what is known as the quality infrastructure. At product level, it concerns the characteristics
required of a product or product type, such as requirements for quality, performance, safety or
dimensions, including requirements of the product or product type with regard to product
8
designation, terminology, symbols, testing and test methods, packaging, marking or labelling.
In order to ensure product conformity with the technical requirements, there are bodies to make
this assessment. Accreditation is the method singled out as best for validating the competence of
9
these bodies. Here, conformity assessment refers to a process to determine whether specified
requirements regarding a product have been met. When the products are released on the market,
market surveillance provisions will apply. These parts of the quality infrastructure will be covered
in more detail in another section of the report.
The term "product" can be defined as all products manufactured on an industrial scale and all
10
agricultural products, including fish products. In this report, different product areas will mainly
5

The National Board of Trade's report "Brexit - Alternative to future regulatory frameworks
for trade in services and trade and customs procedures between the EU and UK, 2017
6
The so-called "Goods Regulation" aims to maintain the principle of mutual recognition;
Regulation (EC) No. 764/2008 of the European Parliament and of the Council of 9 July 2008 laying
down procedures for the application of certain national technical regulations to products lawfully
marketed in another Member State and repealing Decision No. 3052/95/EC. The Goods Regulation
is supplemented nationally by the Regulation (2014:1039) on Market Surveillance of Goods and
Other Related Supervision.
7
Standards are basically voluntary but can be given legal effect in legislation and then
become the character of a technical regulation
8
§ 2 of the Regulation (1994:2029) on technical regulations
9
See recital 41 of Decision No. 768/2008/EC
10
See, for example, § 2 Regulation (1994:2029) on technical regulations

PAGE 8

be covered at a general level, so agricultural and fish products will not be specifically referred to.
The term "product" in the report corresponds to the products covered by the harmonised technical
regulations, but in the non-harmonised area, the definition of "product" is broader.

Starting point and principles for the free movement of goods
within the EU11
MUTUAL RECOGNITION
In principle, products lawfully manufactured and marketed in a Member State have free movement
within the EU. If there are no provisions on harmonisation, Member States may legislate nationally.
This is true provided that the measures are necessary for meeting mandatory requirements (e.g.
health, safety, consumer protection and environmental protection), have a purpose that justifies
exemption from the principle of the free movement of goods, are justified taking into account the
purpose and are proportional to the objectives.
Regulation (EC) No. 764/2008, on procedures for the application of certain national technical
regulations for products lawfully marketed in another Member State that are included in the socalled "goods package", is based on this approach.

EU REGULATION OF GOODS
EU legislation on goods can be grouped according to certain principles. These consist of the socalled "old method" and the so-called "new method". The old method involves detailed regulation
that contains all the necessary technical and administrative requirements. The new method limits
the legislation to essential requirements and provides the technical details through European
harmonised standards. A European standardisation policy has been developed to support this
method.
A legislative framework, the New Legislative Framework (NLF), provides the tools required for an
effective assessment of conformity, accreditation and market surveillance, as well as the
surveillance of products from countries outside the Union.
The old method of harmonisation meant that the, often detailed, product requirements were stated
in the act. Vehicle approval constitutes such an area that is still regulated by a range of detailed
12
acts. The acts consist of a framework regulation or framework directive with a range of specific
13
directives, regulations or UN/ECE regulations It is a national authority that type-approves the
vehicle or components after testing and inspection by a so-called technical service or by the
authority itself. See the section on the vehicle area at the end of the report.
11

This section is based on the Communication from the Commission - The Blue Guide on
the implementation of EU product rules 2016
12
Directive 2007/46/EC of the European Parliament and of the Council of 5 September 2007
on establishing a framework for the approval of motor vehicles and their trailers and of systems,
components and separate technical units intended for such vehicles ("Framework Directive")
Regulation (EU) No 167/2013 of the European Parliament and of the Council of 5 February
2013 on the approval and market surveillance of agricultural and forestry vehicles
Regulation (EU) No 168/2013 of the European Parliament and of the Council of 15 January
2013 approving and market surveillance of two or three-wheel vehicles and quadricycles
13
annexed to the revised agreement of 1958
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THE NEW METHOD
The rationale behind the new method is that the requirements should be limited to essential
requirements such as performance and functional requirements, and also that technical
specifications for products are laid down in harmonised standards. Products manufactured in
conformity with harmonised standards are presumed to comply with the essential requirements of
the legislation.
In principle, applying harmonised standards or other standards is voluntary, which means that
manufacturers can apply other technical specifications in order to meet the requirements, but they
are then responsible for demonstrating that these other technical specifications are in conformity
with the essential requirements.
European standardisation in support of Union harmonisation legislation is based on the new
method. The function of the harmonised standards and the responsibilities of the European
standardisation organisations are defined in Regulation (EU) No. 1025/2012, together with the
relevant harmonisation legislation at EU level. The principle that technical regulations should be
based on standards has also been introduced by the World Trade Organisation (WTO), whose
agreement supports the use of international standards as a basis for regulation intended to prevent
unnecessary barriers to trade.
In parallel, conformity assessment tools have been developed for both regulated and non-regulated
areas. Requirements for third-party conformity assessment bodies have been introduced. This
applies, for example, to the harmonised standards in the EN ISO/IEC 17000 series.

THE NEW LEGISLATIVE FRAMEWORK, "NLF"
NLF contains the basis for accreditation and market surveillance and regulates the notification
procedure, accreditation, conformity assessment procedures (modules), CE marking and market
14
surveillance.
The new legislation takes into account all economic operators in the supply chain – manufacturers,
manufacturer representatives, distributors and importers – and their respective roles in relation to
the product. All these actors are responsible to a different extent for product conformity when it is
supplied, depending on their role. In the new legislative framework, the requirement level in
particular has increased when it comes to importers.

Examples of products covered by the new method under the new legislative framework
Acts adapted to the new legislative framework are:
Toys 2009/48/EC
Pyrotechnic articles 2013/29/EU
Recreational craft and personal watercraft 2013/53/EU
Explosives for civil uses 2014/28/EU
Single pressure vessels 2014/29/EU
Electromagnetic compatibility 2014/30/EU
Non-automatic weighing instruments 2014/31/EU
Measuring instruments 2014/32/EU
Lifts and safety components of lifts 2014/33/EU
Equipment for potentially explosive atmospheres (ATEX) 2014/34/EU
Low Voltage Directive 2014/35/EU
14

Regulation (EC) No. 765/2008 and Decision No. 768/2008/EC
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Radio equipment 2014/53/EU
Pressure equipment 2014/68/EU
The following regulations that have not yet begun to be fully applied are also adapted:
Cableway installations EU (No.) 2016/424
Personal protective equipment EU (No.) 2016/425
Gas appliances EU (No.) 2016/426

Other products partially covered by the new method under the new legislative framework
Acts that more or less contain elements from the new legislative framework are, for example:
Restriction of hazardous substances in electrical and electronic equipment (RoHS) 2011/65/EC
Construction products EU (No.) 305/2011
Ecodesign
Marine equipment 2014/90/EU
Transportable pressure equipment 2010/35/EU
Interoperability of the European rail network
Medical devices
Medical devices for invitro diagnostics

THE UNHARMONISED/NON-HARMONISED AREA
The unharmonised/non-harmonised area refers to products or aspects of products not covered by
harmonised Union legislation. In this area, the principle of mutual recognition is applied and is
supported by certain other EU regulation; the General Product Safety Directive, the Notification
Directive and a Regulation on Mutual Recognition.

General Product Safety Directive.
The General Product Safety Directive 2001/95/EC, implemented nationally through the Product
Safety Act and Product Safety Ordinance, aims at ensuring a high level of product protection in the
EU for consumer products not covered by the Union's sector-specific harmonised legislation. The
directive contains a general obligation for manufacturers to only release products on the market
that are safe. It also contains criteria for conformity assessment and a principle of presumption of
compliance with the general safety requirement if the manufacturer meets the standards drawn up
in accordance with a mandate from the Commission and whose reference has been published in
the Official Journal of the European Union.
The Directive also contains criteria for conformity assessment and a principle of presumption of
compliance with the general safety requirement if the manufacturer meets the standards drawn up
in accordance with a mandate from the Commission and whose reference has been published in
the Official Journal of the European Union.
There is also an obligation for the authorities of Member States to conduct market surveillance and
to exchange information on hazardous products.
Examples of products covered by the general safety requirement and for which standards have been
drawn up are:
Furniture
Gymnastic equipment
Stationary exercise equipment
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Children's items (not toys) and children's clothes
Cigarette lighters
Bicycles
Equipment for paragliding
Certain characteristics of cigarettes
Some diving equipment
Oil lamps
Floating leisure products for use in or on water
Indoor sun protection
High sound pressure levels in audio, video and information processing equipment

Notification Directive.
According to a special procedure in the so-called "Notification Directive" (2015/1535), Member
States must notify the Commission of national proposals for new technical regulations and eservices regulations. The purpose of the notification procedure is to detect and prevent
unauthorised barriers to trade through the exchange of information.

Regulation on Mutual Recognition
Regulation (EC) No. 764/2008 on procedures for the application of certain national technical
regulations for products lawfully marketed in another Member State defines the rights and
obligations of national authorities and companies when an authority wishes to depart from the
principle of mutual recognition and to prohibit a product that is sold lawfully in another Member
State.

Examples of products in the non-harmonised area that are not covered by the General
Product Safety Directive.
Scaffolding
Storage shelving
Ladders for professional use
Electrical plugs and sockets

SPECIFIC ELEMENTS WITHIN THE NEW LEGISLATIVE FRAMEWORK
CE mark
The CE mark is strongly associated with the functioning of the internal market. The CE mark
means that the manufacturer assures that the product complies with all EU legislation applicable to
the product and according to which there is a requirement for the attachment of the CE mark.
Attaching of the CE mark is mandatory if the product is subject to any act that prescribes marking.
It is forbidden to attach the CE mark to products not subject to requirements for marking.

Harmonised standards
15

The so-called new method means that the acts only contain essential requirements for the
product and that the detailed technical requirements are instead drawn up by European
standardisation bodies. The standards have legal effect by means of a reference to them being
published in the Journal of the European Union. It is voluntary to apply them but a product that
16
meets the specifications in the standards is also expected to meet the requirements of the acts . A
15
16

Ds 2013:12 p 26, Council Resolution of 7 May
Article 3.2 Decision 768/2008/EC
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manufacturer may choose not to apply the standard, but demonstrate in some other way that the
essential requirements of the underlying act are met. The harmonised standards and technical
regulations are supplemented by the assessment of conformity with these provisions, which can be
performed either by the manufacturer itself or by an external body, depending on what is
stipulated in the product-specific provisions. The CE marking shall show that the product complies
with applicable provisions. In addition, there will be market surveillance provisions that are
applicable after the product has been released on the internal market.
Harmonised standards are drawn up by the European standardisation organisations based on a
mandate from the Commission for the purpose of technically specifying the essential requirements
of the acts. When standardisation organisations have drawn up a standard, it is examined on behalf
of the Commission by a so-called "new approach consultant" who verifies whether the standard is
in conformity with the mandate issued and is consistent with the act. If the standard is deemed to
meet the requirements, the Commission publishes a reference to the standard in the Official
Journal of the European Union (OJ). The presumption procedure cannot be adopted until
publication has taken place.
Normally, a harmonised standard will be evaluated every five years to determine whether the
requirements in the standard are still relevant or if they need to be revised, e.g. due to a change in
the level of technological development (state-of-the-art) that prevails in society.

Conformity assessment - notified bodies
The new method also means that the manufacturer is fully responsible for the products it places on
the market without prior approval from the national authorities. In order to show that the essential
requirements are met, the manufacturer is obliged to carry out a procedure for conformity
assessment. A number of predefined procedures (so-called "modules") are at the disposal of the
legislature for drafting the legislation, and the legislature selects the procedures deemed relevant
for the product category in question. Some procedures may be carried out by the manufacturer
entirely on its own, while others require the manufacturer to engage an independent third party
body for certain parts of the procedure. The third party bodies that are authorised to carry out
these tasks are notified to the Commission by the Member States and are subsequently referred to
as notified bodies.
Testing and certification of products currently takes place in an open system under competition by
private actors whose competence has been assessed and approved by the Member States. It may be
a question of so-called notified bodies or certification bodies, inspection bodies or laboratories
accredited by the national accreditation body.
Notified bodies are responsible within areas that affect public interests, and are therefore in turn
accountable to the competent national authorities. In order to be appointed as a notified body, the
body must be a legal entity and be established within the territory of a Member State and thus be
subject to the authority of the Member State. The Member States may decide whether bodies that
meet the requirements of the harmonisation legislation concerned should be notified or not.
Notified bodies may carry out activities or have staff outside their own Member State and even
outside the Union. However, certificates and other documents for conformity assessment must be
issued by the notified body and in its name.
A notified body must be a so-called "third party", which is thereby independent of its customers
and other parties affected. Whether the bodies are privately-owned or state-owned is irrelevant as
long as their independence and integrity are preserved and they can be identified as a legal entity
with associated rights and obligations.
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Notified bodies are obliged to participate in coordination activities and they must also participate
directly or indirectly in European standardisation, or ensure that they are knowledgable of the
situation for relevant standards.
Accreditation is the recommended method for assessing the competence of notified bodies.
However, there is an opportunity for the Member States to perform the assessment themselves. In
order to ensure the necessary confidence in the impartiality and technical competence of the
bodies, as well as in the reports and certificates they issue, the national authorities must, in such a
case, provide detailed and exhaustive information on how they assessed the notified bodies as
being qualified to perform the tasks they have been notified for and meet the applicable criteria.
Notified bodies are notified by the notifying authorities of the Member States in the Commission's
17
electronic notification tool NANDO . In the public section of NANDO, it is possible to see which
bodies are notified for which assignments, and this is an important means by which manufacturers
can find notified bodies eligible to participate in their procedures for conformity assessment.

Market surveillance
The purpose of market surveillance is to ensure that products meet applicable requirements that
provide a high level of protection for the protection of public interests, while ensuring that the free
movement of goods is not restricted more than permitted in accordance with harmonised Union
legislation or other relevant Union legislation. It is also important for the interests of economic
operators, since it helps to eliminate unfair competition.
The Member States must ensure effective market surveillance. They must arrange and carry out
checks on the products that are placed on the market or imported. The Member States must take
appropriate measures to ensure compliance with the provisions of Regulation (EC) No. 765/2008 on
accreditation and market surveillance, of Directive 2001/95/EC on general product safety and other
harmonisation legislation and of applicable non-harmonised national legislation in the EU, and
must in particular prevent products that do not meet the requirements and/or are unsafe from
being placed on the market and used.
Market surveillance must contribute to ensuring that unsafe products, or products that do not
meet the applicable requirements of harmonised Union legislation in some other way, are
identified and seized, or withdrawn from the market, and that unscrupulous or even criminal
actors are punished, which should also have a strong deterrent effect.
However, for market surveillance to have the intended effect, it must be conducted uniformly
throughout the Union. In order to be objective and impartial, market surveillance must be carried
out by the authorities of the Member States. Cooperation and coordination of measures between
national authorities is indispensable for achieving an effective and coherent surveillance of the
internal market. The EU's legal framework contains a number of tools for achieving this objective,
such as a safeguard clause mechanism for transparency in restrictive measures and accompanying
measures in other Member States, mutual assistance between market surveillance authorities in
different Member States, administrative cooperation groups, the ICSMS product database and the
Rapex system for the rapid dissemination of information on products that pose a risk.
Regulation (EC) No. 765/2008 includes requirements for cooperation between the market
surveillance authorities and the authorities responsible for inspecting products entering the Union

17

Nando (New Approach Notified and Designated Organisations) Information System
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market (customs authorities) and the forms for such cooperation. The purpose is to prevent
products that do not meet the requirements from being released for free circulation.

Management of the system
The EU's product legislation should be seen as a whole system where the act itself for the specific
product type is only one individual part. In addition to horizontal acts, such as Regulation (EC) No.
765/2008 on accreditation and market surveillance, there are several functions for dissemination of
information and for the uniform application of the regulatory framework. There are joint working
groups for market surveillance authorities within the respective sector and for notified bodies
within the respective sector. There are established committees and associated working groups for
the various acts in which the Member States and the respective sectoral authorities participate. For
accreditation and market surveillance, there is the Expert Group on the Internal Market for
Products (IMP). There is a special standardisation committee. There are common information
systems such as CircaBC, for information dissemination within different working groups, ICSMS for
information between market surveillance authorities on controlled products, Rapex for rapid
dissemination of information on products that pose risks and there are systems specifically for
customs authorities. Disagreement over the application of the legislation can be discussed in the
different working groups and committees, and if unsuccessful, there is the so-called EU "pilot for
mediation" and ultimately the European Court of Justice. In drawing up harmonised standards,
there are so-called "new-approach consultants" who evaluate that the standards are consistent with
the legislation and mandate given by the Commission before references are published in the
Official Journal. These different pieces interact and need to be in place in order to make the system
work in its entirety.

International organisations within the framework for quality
infrastructure
EUROPEAN ACCREDITATION AGENCY (EA)
Assignments and agreements with the EU and funding
•

•
•

EA has been assigned by the EU to be the body organising EU peer evaluations of
accredited bodies within the EU with the main purpose of ensuring trust in the
accreditation system
EA is responsible for the European accreditation infrastructure and is thus part of the
quality infrastructure within the EU
The EU funds the parts of EA's activities related to the assignment from the EU

The accreditation regulatory framework in the EU requires that each Member State shall appoint
an accreditation body and that there shall be a body at Community level for organising peer18
evaluations of the national accreditation bodies . EA has been recognised as such a body. National
accreditation body refers to the sole body in a Member State that is authorised to carry out
19
accreditations. A prerequisite for recognition as a body under Article 14 is that the body has also
entered into an agreement with the Commission. The agreement shall contain a detailed
description of the body's assignments, funding provisions and provisions for the supervision of the
18
19

Articles 4 and 14 of Regulation (EC) 765/2008
Article 2 of Regulation (EC) No. 765/2008
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20

body as well as the possibility to terminate the agreement. The current agreement applies for the
21
22
period 24 June 2014 – 24 June 2018 and there are also guidelines for the cooperation decided in
2009. These guidelines apply for the cooperation between EA, the Commission, EFTA and the
national accreditation bodies. A new cooperation agreement to replace the existing one is currently
under negotiation.
EA constitutes a body that is essential for the functioning of the accreditation system within the EU
and is a fundamental pillar of the internal market and for the principle of mutual recognition. The
activities for which EA may be granted Community funding are described in Article 32 of
Regulation (EC) 765/2008. The activities shall be in conjunction with the application of the
Regulation. It applies to both the voluntary area and the areas of mandatory accreditation. On
behalf of the EU, EA has been assigned to develop sector-specific accreditation programmes,
participate in activities arranged by international accreditation organisations, draw up guidelines
for accreditation and notified bodies, as well as support the Commission with expertise. EA's
activities are largely linked to the assignment allocated to the organisation by Community
legislation and are an important part of the internal market and for the application of harmonised
Community legislation. However, its assignment also consists of promoting international
cooperation as well as spreading the accreditation model to other countries. The guidelines for
cooperation described above also mean, for example, that EA should be utilised when the EU
negotiates with third countries on trade agreements and issues relating to conformity assessment
are discussed.

Membership of EA
•
•
•

The members of EA consist of two categories; ”full members” and ”associate members”
”Full members” consist of accreditation bodies within the EU and EFTA as well as the
formal candidate countries
”Associate members” consist of accreditation bodies in potential candidate countries as
well as countries designated in the EU's Neighbourhood Policy
23

EA's members are divided into two categories: “full members” and “associate members”. The
former category constitutes accreditation bodies that are appointed in accordance with Regulation
24
(EC) No. 765/2008 as belonging to a Member State of the EU or EFTA or a formal candidate
country to either of these. The second category consists of national accreditation bodies in
economies or countries that have been identified as potential candidate countries for EU or EFTA
20

Framework Partnership Agreement, Framework Agreement Number 30-CE-0647816/0085, Ref. Ares (2014)2282914 - 09/07/2014
21
Under the terms of the agreement, it is valid for four years from the date of signature by
the last signing party, which according to the agreement was made on 24 June 2014. The agreement
is therefore valid until 24 June 2018.
22
For the cooperation between the European Cooperation for Accreditation (EA), the
European Commission, the European Free Trade Association (EFTA) and the competent national
authorities (2009/C 116/04)
23
EA's statutes, the official version is in Dutch but there is an English translation on the EA
website. The document is titled “Deed of amendment of articles of association” and is dated 201601-16.
24
The EFTA States are Iceland, Lichtenstein, Norway and Switzerland. The first three have
joined the EU's internal market through the EEA Agreement, while Switzerland has instead a large
number of bilateral agreements with the EU.
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membership, or identified as being particularly important by the EU in the Commission's
25
26
Neighbourhood Policy . EA currently has 36 full members and 14 associate members .

UKAS and EA after Brexit
•
•
•
•
•

EA's statutes do not mean that UKAS's membership is automatically terminated due to
Brexit
UKAS's possible membership of EA after Brexit affects the issue of how the peer
evaluation of UKAS should be conducted
If UKAS's membership in EA is discontinued, UKAS may instead be peer assessed by
ILAC/IAF
Membership in EA is based on EU membership, candidate country status or the EU's
Neighbourhood Policy
Unlike the other members, UKAS is in a situation where, instead of drawing closer to
the EU, the country is moving in the opposite direction through a withdrawal, which
may affect the conditions for cooperation
27

What will happen to the EA membership of the UK's national accreditation body, UKAS , after the
UK's withdrawal from the EU? Based on what has been discussed about withdrawal and exclusion
in Article 6 of the statutes, the most probable scenario would be the withdrawal of UKAS since it
would no longer meet the requirement for membership. As a result of the UK's withdrawal from
the EU, UKAS will no longer be a national accreditation body according to the meaning stipulated
in Regulation (EC) No. 765/2008. The UK has stated that it does not intend to either belong to
EFTA or to join the EEA. According to the statutes, exclusion of a member can take place by means
of a decision of the general assembly, and its implementation shall then take place through the
executive committee. However, work is underway to change the statutes regarding the criteria for
membership in EA. Continued membership would not bind the UK to the harmonised product
requirements, but would only mean that UKAS would be peer-assessed in the EA circle and a
mutual recognition of the accreditations of the other members. However, continued membership
in EA could probably still be of significance for the EU's future negotiations on trade agreements
with the UK. EA's primary role is to be responsible for the peer evaluation of other accreditation
bodies within the EU and a number of other countries and to manage the agreements on mutual
recognition of accreditations. Unless UKAS continues to be a member of EA after Brexit, peer
evaluations can be made through its membership of the global accreditation organisations ILAC
and IAF. Accordingly, this means that peer evaluation of UKAS will still continue to be possible,
which is a prerequisite for being able to act as an accreditation body in the field of world trade.
Disregarding what the formal membership criteria may mean for UKAS in terms of continued
membership of EA, it is still a clear wish of the Commission that EA should work to spread the
28
European model of accreditation to other countries. When it comes to UKAS, the situation is
more the reverse, even though the starting point is probably the best for establishing some form of
25

Annex I to Regulation (EU) No. 232/2014 of the European Parliament and of the Council of
11 March 2014 on establishing a European neighbourhood instrument sets out the following partner
countries: Algeria, Armenia, Azerbaijan, Belarus, Egypt, Georgia, Israel, Jordan, Lebanon, Libya,
The Republic of Moldova, Morocco, the Occupied Palestinian Territory, Syria, Tunisia and Ukraine.
26
Number of members 2017-11-24
27
United Kingdom Accreditation Service
28
For the Cooperation between the European Cooperation for Accreditation (EA), the
European Commission, the European Free Trade Association (EFTA) and the competent national
authorities (2009/C 116/04)
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agreement. Unlike other third countries aiming for a closer relationship with the EU and EA, UKAS
is in a position where its country of origin, the UK, will leave the EU. This speaks against a
continued membership and cooperation with EA, while the prerequisites for regulating continued
cooperation could probably not be better, because UKAS currently has all the prerequisites in place
as a long-term fully qualified member.

Agreement on mutual recognition
•

•
•

Agreements on mutual recognition in accreditation contexts involve mutual
recognition of each other's accreditation procedures for accreditation based on certain
standards
For accreditation bodies in the EU, binding provisions also apply on mutual
recognition, amongst other things, in Regulation (EC) No. 765/2008
Regulation (EC) No. 765/2008 means that accreditation bodies in the EU are bound by
slightly more pronounced requirements and conditions compared with other
accreditation bodies
29

The accreditation bodies in EA have undertaken by agreement (MLA or BLA ) to recognise each
other's accreditations, which means that the testing, calibration, certification and surveillance that
are performed under accreditation by other accreditation bodies is equivalent with their own. For
30
accreditation bodies within the EU, the provisions of Regulation (EC) 765/2008 apply to recognise
the equivalence of the other peer assessed accreditation bodies and accept their accreditation
certificates. The BLA agreements are drawn up between EA and the associate members and involve
the same obligations for the signatories as in the MLA agreements.
The MLA agreements drawn up between the members of EA may include accreditation under a
number of listed conformity assessment standards such as personal, product and management
system standards, as well as for inspection bodies and laboratories. In its capacity as regional
cooperation body, EA is a member of ILAC/IAF and a contracting party in MRA agreements on a
global level. These agreements cover a slightly smaller number of conformity assessment standards
than those covered by the MLA agreements within EA. The accreditation bodies do not necessarily
have the competence to perform the same type of accreditation but are approved for the respective
conformity assessment standard after peer evaluation and are accepted as signatories to the
conformity assessment standard in question in the MLA agreement.
A successful peer evaluation is a prerequisite for the mutual recognition of the certificates of the
accreditation bodies in the different Member States. The peer evaluation is an evaluation of the
compliance of the accreditation bodies with the requirements of Article 8 of Regulation (EC)
765/2008, while these requirements are presumed to be met if the criteria set out in the relevant
31
harmonised standard are met. It is the EA that arranges and performs the peer evaluations,
together with participants from other member bodies.
29

Bilateral Agreement – Today, these signatories consist of accreditation bodies from
Algeria, Bosnia and Herzegovina, Georgia, Israel, Moldova, Tunisia and Ukraine
30
Article 11.2
31
In accordance with Article 2 of 765/2008, a harmonised standard refers to a standard as
defined on the basis of a request from the Commission in accordance with Directive 98/34/EC of
the European Parliament and of the Council of 22 June 1998 laying down a procedure for the
provision of information in the field of technical standards and regulations for the information
society's services adopted by a European standardisation body listed in Annex I to that Directive. In
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32

Taking the CETA -agreement with Canada as an example, it can be mentioned that the protocol on
conformity assessment includes a list of the product areas in which mutual recognition of
conformity assessment will apply.

ILAC and IAF
•
•
•
•
33

ILAC and IAF are organisations at the global level for accreditation bodies
Members are both individual accreditation bodies and regional cooperation bodies,
such as EA
ILAC and IAF make their own peer evaluations but have also delegated them to the
regional cooperation bodies
ILAC and IAF harmonise accreditation by developing application documents, etc.
34

ILAC and IAF are international organisations for accreditation bodies and provide and
administer schemes for mutual recognition of products and services that have been verified or
tested by laboratories and inspection bodies accredited by the members. IAF is active in the field of
certification of products, services, persons and management systems. ILAC is active in the field of
inspection bodies and laboratories.
ILAC and IAF organise both individual accreditation bodies and other actors as regional
cooperative bodies, such as EA, and divide members into several different categories. UKAS is a
member of both ILAC and IAF as an accreditation body that has signed MRA agreements, but also
indirectly as a member of EA. ILAC and IAF base their MRA agreements on the regional MRA
agreements. A region that has an MRA agreement within ILAC or IAF activity areas may apply to
become a recognised regional organisation in ILAC or IAF, depending on whether it concerns
accreditation of certification bodies or accreditation of laboratories and inspection bodies. ILAC or
IAF then conducts a peer evaluation of the region's procedures and decision-making process, as
well as witnessing peer evaluations conducted by the region as a basis for its decision to approve
the regional organisation as a recognised regional organisation. Once a decision has been taken at
ILAC or IAF level, the individual accreditation bodies in the region may apply to become
signatories to ILAC or IAF MRA agreements.
35

ILAC’s MRA agreement means that the contracting parties mutually recognise each other's
accreditation certificates and the conformity assessments of the accredited actors. This means that
trade is facilitated between states, since it then does not require any further tests, calibrations or
inspections of the goods in the importing countries. The agreement is an assurance that the same
standards are used by all contracting parties. IAF also has an agreement for mutual recognition,
36
IAF-MLA .

the present regard above, the following standard is referred to: Conformity assessment – General
requirements for accreditation bodies accrediting conformity assessment bodies (SS-EN ISO/IEC
17011:2005)
32
Comprehensive Economic and Trade Agreement between the EU and Canada
33
International Laboratory Accreditation Cooperation
34
International Accreditation Forum
35
See, for example, the ILAC Mutual Recognition Arrangement (Arrangement), ILACP5:10/2013
36
Multilateral Recognition Arrangements
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The contracting parties consist of accreditation bodies throughout the whole world. UKAS is one of
these. EA itself is not a contracting party as an accreditation body but as one of four recognised
37
regional cooperation bodies which, by means of delegation within ILAC and IAF, has been
assigned the task of evaluating the competence of accreditation bodies within its region. This takes
place through peer evaluation by both recognised regional cooperation bodies and individual
accreditation bodies. Peer evaluation involves a process where the evaluation is conducted by other
accreditation bodies or regional organisations. However, there are a number of accreditation bodies
that, for various reasons, are not part of a regional organisation. There are also regional
organisations that do not yet have an MRA agreement, but where some of the region's members
have come a long way in their accreditation activities. In such cases, the accreditation bodies may
apply to be peer-evaluated directly by ILAC or IAF, and then pay an extra fee in addition to the
annual fee to finance the work involved in the individual peer evaluation. This is one way for UKAS
to be peer evaluated if membership in EA ceases and membership of another regional organisation
is subject to a delay.
The main harmonisation work with regard to accreditations takes place within ILAC and IAF.
Documents covering the application of the standards used and how a peer evaluation should be
conducted and reported are developed within ILAC and IAF. The recognised regions must follow
these documents but may, if necessary, draw up additional documents if there are local and
regional requirements that need to be met and which are not covered by ILAC and IAF
requirements. The requirements for accreditation bodies in (EC) No. 765/2008 are examples of
such requirements. In order to meet the Commission's requirements for accreditation bodies, EA
has introduced these additional requirements into its statutes under membership terms.
Finally, it can be mentioned that, when it comes to EU funding, this may also be applied to EA's
participation in activities that are organised by international accreditation organisations such as
38
ILAC and IAF.

Analysis and conclusions
•
•
•
•

Harmonised EU product legislation within the EU applies based on EU membership
and not through membership of EA
Agreements between third countries and the EU allow third countries to introduce
product legislation equivalent to EU regulations and harmonised standards
UKAS's possible continued membership of EA after Brexit is dependent on EA's
statutes and partly on the position of the EU
After Brexit, UKAS will no longer be bound by Regulation (EC) No. 765/2008, and
thus, for example, the prohibition of competition

Membership of EA is strongly linked to EU membership and the new method for ensuring the
conformity of goods with the harmonised provisions of the internal market, and is thus an
important component of the European quality infrastructure. In turn, EA is a body which ensures
that the accreditation bodies in EU member states conduct assessments in an equivalent manner.
Membership of EA is supplemented by an agreement on mutual recognition of the accreditation
bodies of the other members as well as conformity assessments made by accredited bodies. The
37

Asia Pacific Laboratory Accreditation Cooperation (APLAC), European cooperation for
Accreditation (EA), Inter-American Accreditation Cooperation (IAAC) and The Arab Accreditation
Cooperation (ARAC)
38
Article 32 (1) (b) of Regulation (EC) No. 765/2008
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assurance of the competence and equivalence of the accreditation bodies is determined by means
of peer evaluations involving the other members. Funding from the EU is provided to the part of
the activities that is associated with the information provided in Regulation (EC) No. 765/2008.
What does a possible withdrawal of UKAS from EA mean for the application of EU's harmonised
product legislation in the UK? For the accreditation bodies that belong to the Member States in the
EU, the EU's harmonised product legislation is applicable based on EU membership and not based
on EA membership. Accordingly, this means that, due to their membership in EA, third country
accreditation bodies do not undertake to apply any technical regulations other than the conformity
assessment standards for which they have been accredited. This means that some form of trade
agreement is required between the EU and the third country (read the UK) in order for the third
country to be bound to apply the same technical requirements to the product as the EU has. The
DCFTA agreement between the EU and Ukraine is an example of such an agreement that, in
addition to mutual recognition of each other's accreditations, also binds Ukraine to introduce
harmonised product legislation and harmonised standards.
Regardless of whether UKAS continues to be a member of EA, UKAS is a contracting party to both
ILAC-MRA and IAF-MLA, and is thus a part of the global mutual agreement to recognise each
other's accreditations. The issue of how UKAS is to be peer evaluated can be resolved by UKAS
being peer evaluated directly by ILAC or IAF. With regard to the status of UKAS as an accreditation
body, it would be of the utmost importance that peer evaluation could continue either via
ILAC/IAF or in a region other than EA, if continued membership of EA proves not to be possible.
The EU-wide regulations on accreditation in Regulation (EC) No. 765/2008 apply to both the
mandatory area and the voluntary area. Accordingly, voluntary accreditation within the EU is also
39
bound, for example, by the provision on prohibiting competition with other accreditation bodies.
However, there is no corresponding prohibition in the ISO/IEC 17011:2005 standard, on which
membership of ILAC/IAF is based. There are therefore some differences between Regulation (EC)
No. 765/2008 and the 17011:2005 standard. In brief, it can be said that the requirements for
accreditation bodies within the EU are more far-reaching, since they are expected to meet both
ISO/IEC 17011:2005 and Regulation (EC) No. 765/2008. A conformity assessment body seeking
40
accreditation must contact the accreditation body of the Member State in which it is based. There
is no corresponding provision in the ISO/IEC 17011:2005 standard. In the event of a hard Brexit,
UKAS will no longer need to meet the requirements of Regulation (EC) No. 765/2008, and thus not
the more far-reaching requirements on, for example, a prohibition of competition. This means that
the opportunities for UKAS to compete with other accreditation bodies may increase. What the
consequences will be for the trade in goods with the UK based on this fact are difficult to assess.

•
•
•
•
•

39
40

European standardisation is part of the quality infrastructure within the EU
European standardisation comprises 20% of standards drawn up at the Commission's
request in support of Union legislation; so-called "mandatory standards"
80% of European standardisation is from proposals from industries and other actors
Harmonised standards are those European standards that have been adopted at the
Commission's request
Through publication in the Official Journal of the European Union (OJ), the
harmonised standards give presumption of conformity with product requirements

Article in conjunction with Article 3 of (EC) No. 765/2008
Article 7 of 765/2008
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EUROPEAN STANDARDISATION
The main objective of European standardisation is to establish voluntary technical specifications or
quality specifications with which existing or future products, production processes or services can
conform. Standardisation can cover various aspects such as the standardisation of different grades
or sizes of a certain product, or technical specifications for product or service markets when it is
essential for compatibility and interoperability with other products or systems.
European standards are of great importance to the internal market. For example, harmonised
standards are used to show that products due to be made available on the market may be presumed
to comply with the essential requirements for these products as laid down in the Union's relevant
41
harmonisation legislation. Each one of the current 20 000 European standards (mainly for
42
products) has potentially replaced up to 33 sets of conflicting national standards. European
standardisation is designed so that it gradually harmonises conflicting national standards, thereby
removing technical barriers to trade while ensuring a high level of protection of public interests, in
particular health and safety.
What is characteristic of the European system of standardisation is that the Commission may
request the European standardisation bodies to draw up a European standard or a European
standardisation product for products and services to support Union legislation and policies.
Around 20% of all European standards and European standardisation products have been added to
43
the Commission's request , also known as mandatory standards, while the remaining 80% have
44
been drawn up through proposals from the industry or other actors within standardisation. The
45
prerequisites for European standardisation are given in Regulation (EU) No. 1025/2012 which may
be relevant to the question of BSI's participation in European standardisation after Brexit.
European standardisation is organised by the European Committee for Standardisation (CEN), the
European Committee for Electrotechnical Standardisation (CENELEC) and the European
Telecommunications Standards Institute (ETSI). These are privately-owned organisations like their
46
international counterparts. Their activities are based on principles that are recognised by the
World Trade Organisation (WTO) in issues of standardisation, namely uniformity, transparency,
openness, consensus, voluntary application, independence in relation to special interests and
47
efficiency. Their international global counterparts consist of the International Organisation for
41

Reason 5 of (EU) No. 1025/2012 (Standardisation Regulation)
Report from the Commission to the European Parliament and the Council on the
implementation of Regulation (EU) No. 1025/2012 for 2013-2015, Brussels 1.6.2016, COM2016 212 final
43
When it comes to standards adopted by CEN, the percentage is 30% according to CEN's
website
44
Report from the Commission to the European Parliament and the Council on the
consequences of the procedure established by Article 10 of Regulation (EU) No. 1025/2012 on the
timetable for issuing a request for standardisation, in accordance with Article 25 of that Regulation,
Brussels, 13.5.2015 COM (2015) 198 final
45
Regulation (EU) No. 1025/2012 of the European Parliament and of the Council of 25
October 2012 on European standardisation and amending Council Directives 89/686/EEC and
93/15/EEC as well as the Directives of the European Parliament and of the Council 94/9/EC,
94/25/EC, 95/16/EC, 97/23/EC, 98/34/EC, 2004/22/EC, 2007/23/EC, 2009/23/EC and 2009/105/EC
and on the repealing Council Decision 87/95/EEC and Decision No. 1673/2006/EC of the European
Parliament and of the Council (OJ L 316, 14.11.2012, p. 12)
46
Some European standardisation bodies exist within the country's government agency
(information from SIS)
47
Recital 1 and 2 of Regulation (EU) No 1025/2012
42
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Standardisation (ISO), the International Electrotechnical Commission (IEC) and the International
Telecommunication Union (ITU). The EU works for promoting cooperation between European and
48
international standardisation organisations, as well as bilaterally with third countries. The EU
funds the European standardisation bodies, amongst other things, taking into account their need
for secretariats and that the standards increase the opportunity to achieve compliance with Union
49
legislation.
Standard means a technical specification adopted by a recognised standardisation body for
repeated or ongoing application, which is not mandatory and belongs to one of the following types:
- international standard: a standard that has been adopted by an international standardisation
body,
- European standard: a standard that has been adopted by a European standardisation organisation,
- harmonised standard: a European standard that has been adopted on the basis of the
Commission's request for the application of the Union's harmonisation legislation,
50

- national standard: a standard that has been adopted by a national standardisation body.

European standards are adopted by the European standardisation organisations CEN, CENELEC
and ETSI. The work on developing the standards and amendments thereto is carried out by
technical committees of CEN-CENELEC but the majority of the work is the responsibility of the
national standardisation body that runs the secretariat belonging to each committee. BSI has
accounted for a large part of this work and runs about 80 secretariats and participates in hundreds
51
of technical committees.

Regulation (EU) No. 1025/2012 (standardisation regulation)
•
•
•

Through publication in the Official Journal of the European Union (OJ), the
harmonised standards give presumption of conformity with product requirements
The Commission draws up a work programme every year for cooperation with
European standardisation organisations
Funding from the EU goes to European standardisation organisations based on criteria
in the standardisation regulation

Regulation (EU) No. 1025/2012 (hereinafter referred to as the "standardisation regulation") mainly
contains provisions for cooperation between European standardisation organisations, national
standardisation bodies, Member States and the Commission, for the establishment of European
standards. European standard means a standard that has been adopted by a European
standardisation organisation. A harmonised standard means a European standard that has been

48

Recital 6 of (EU) No. 1025/2012
Recital 40 and 43 of (EU) No. 1025/2012
50
Article 2.1 of (EU) No. 1025/2012
51
Brexit Paper 14: Technical regulations and product standards, Bar Council Brexit Working
Group, June 2017, Third edition
49
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adopted on the basis of the Commission's request for the application of the Union's harmonisation
52
legislation.
National standardisation bodies include the bodies notified by the Member States to the
Commission in accordance with Articles 3 and 27 of the standardisation regulation. The
Commission shall publish a list of these, as well as updates to it, in the Official Journal of the
European Union. It may thus be assumed that after the UK withdrawal from the EU, the
Commission will publish an updated list of national standardisation bodies, in which BSI will no
longer be included.
The standardisation regulation states that the standardisation work must be characterised by
openness and transparency between the national and European standardisation bodies as well as
the Commission and various stakeholders within the Union. Each year, the Commission draws up a
work programme, setting out priorities and the standards that the Commission intends to request
from the European standardisation bodies. This is done after consultation with the actors affected.
When a harmonised standard has been adopted by a European standardisation body, the
Commission publishes a reference to the standard in the Official Journal of the European Union or
53
in the manner laid down in the harmonisation legislation. It is only then that the harmonised
standard gives presumption of conformity with the harmonised product legislation.
However, in the field of information and communication technology (ICT), the Commission may
establish technical specifications that are not national, European or international standards,
54
provided that the specifications meet certain requirements set out in an Annex to the Regulation.
This could therefore be an area within the EU in which the UK could continue to have influence,
even after the withdrawal.
The funding from the Commission for the European standardisation bodies is primarily aimed at
promoting Union legislation and Union policies, but this also means that funding can be provided
55
in cooperation with third countries and at international level. Thus, for example, funding for
cooperation with BSI/UK in this regard would not be completely ruled out in a future where the UK
is no longer a member of the EU, but instead considered as a third country. In addition, funding
may be provided for cooperation with various European stakeholder organisations under certain
specified conditions.

52
53
54
55

Article 2 of (EU) No. 1025/2012
Article 10
Article 13
Article 15
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CEN56
•
•
•
•
•

CEN is a European standardisation body with members from the EU, EFTA and
candidate countries
According to the statutes, membership of CEN ceases when the member resigns from
its membership or if voting out takes place
30% of the standards adopted by CEN are identical to ISO standards
The obligation to adopt a standard can be circumvented by members outside the EU
and EEA by voting against it
Funding takes place partly through fees from members and partly from the EU for the
drawing up of mandatory standards

CEN is a European standardisation body (ESO) within the framework of the EU's standardisation
57
regulation (EU) No. 1025/2015 and operates on the basis of WTO principles of transparency, etc.
58
CEN also has far-reaching cooperation with the global standardisation organisation ISO within
59
the framework for a cooperation agreement . The aim is to work efficiently with standardisation
and avoid different standards for the same thing at international and European level. As a result,
more than 30% of the standards that have been adopted by CEN are identical to ISO standards.
This is particularly evident in certain sectors such as chemicals, environment, food and health
60
care.
61

62

Article 7.1 in the statutes for CEN states that membership of CEN is based on membership of the
63
EU or EFTA, or a country that is likely to become a member of the EU or EFTA. There are
currently 34 national members; the standardisation organisations in the 28 EU Member States, the
candidate countries of Macedonia, Serbia and Turkey, and the three EFTA countries Iceland,
64
Norway and Switzerland. Article 9 of the statutes further states that members may waive their
membership or be excluded, amongst other things, based on the fact that they no longer meet the
conditions for membership in Article 7. In addition to membership, there are other types of
participation in the form of “affiliates” and “companionship”.

56

European Committee for Standardisation
Article 5: “The Association operates as a European Standardisation Organisation (ESO),
within the framework of EU Regulation 1025/2012 according to, and supportive of, the WTO
principles of transparency, openness, impartiality and consensus, effectiveness and relevance, and
coherence.”
58
International Organisation for Standardisation
59
The Vienna Agreement, VA codified – Version 3.3 2001-09-20
60
CEN’s website: cen.eu
61
The Statutes of CEN, Approved by the General Assembly of 2015-11-24
62
European Committee for Standardisation
63
“The national Members are the recognised national standards bodies in their respective
countries, who are members of the European Union or EFTA, or likely to become members of
European Union or EFTA. There can only be one national Member per country.”
64
“Exclusion: the General Assembly can exclude from the association a national Member
with secret ballot voting at two-thirds majority of the national Members present or represented, an
abstention not being counted as a vote, in case the national Member has committed serious breach
of its membership obligations, loses its qualification as a separate legal entity, or no longer fulfils
the conditions required in order to be a national Member as set in Art. 7 of these statutes. In all
these cases, the General Assembly decides without possibility for appeal.”
57
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The UK standardisation institution, British Standards Institution (BSI), is currently a member
based on the fact that the UK is a member of the EU. The question is whether BSI can continue to
be a member of CEN when the UK is no longer a member of the EU. The question contains formal
aspects but also other more political ones. The formal aspects primarily concern the statutes and
the EU legislation. Membership of the CEN may, in accordance with the statutes, be discontinued
either by the member terminating its membership or being excluded. There is no automatic
termination of membership based on the fact that a member no longer belongs to a Member State
in the EU or EFTA, or a candidate country. In the case of exclusion, two-thirds majority voting is
required and a reason for exclusion may be that the member no longer meets the requirements for
membership in Article 7. In this regard, the statutes mean that BSI could be voted out of CEN after
Brexit. However, BSI would also have the option to voluntarily renounce its membership. What
seems unclear is how the situation should be handled that occurs in case BSI is neither voted out
nor renounces its membership voluntarily. Any amendment of the statutes requires a resolution of
the general assembly in accordance with the procedures laid down in Article 28 of the statutes.
The national standardisation bodies that are members of CEN and CENELEC are obliged to adopt
65
all standards at national level, both harmonised and others, that CEN and CENELEC adopt. The
members may not do anything that could jeopardise the harmonisation sought and, above all, not
publish a new national standard or change it without it fully conforming to the European standard
66
in question. However, there are voting rules that can be used by members outside the EU and the
EEA, and which mean that if they vote against the adoption of a European standard then they do
67
not need to adopt it nationally. This could be one way for BSI, in the event of continued
membership, to choose what standards the UK should adopt, which would create uncertainty in
the market about which regulations apply in the UK.
When it comes to funding, BSI accounts for a significant part of CEN and CENELEC's budget, more
68
specifically 10% , but the assessment is that the issue of membership will not rise and fall on this
69
fact.

CENELEC
•
•
•

CENELEC is the European Committee for Electrotechnical Standardisation
Approximately 80% of CENELEC standards are identical to those at global level, IEC
standards
CENELEC's regulatory framework is largely the same as for CEN, which is why the
same assessment can be applied to CENELEC on the issue of Brexit
70

CENELEC is the European Committee for Electrotechnical Standardisation and has a far-reaching
71
cooperation with IEC at international level. Approximately 80 percent of the CENELEC standards
are identical to or based on IEC standards. CENELEC also has a far-reaching cooperation with CEN.
65

Section 11.2.5.2 of CEN-CENELEC Internal Regulations - Part 2:2017
CEN-CENELEC Internal Regulations Part 2:2017, clause 5
67
CEN-CENELEC Internal regulation Part 2, Paragraph 6.2.2.1 and 6.2.2.2
68
The 10% share is calculated based on the total membership fees amounting to 6 737 000
Euro. The EU and EFTA contribute 2 082 000 Euro. Partner countries contribute 310 000 Euro. The
figures are based on information from SIS.
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Information from SIS
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European Committee for Electrotechnical Standardisation
71
International Electrotechnical Commission
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72

According to Article 6 of the statutes members may consist of either natural or legal persons,
such as a national standardisation committee in the electrotechnical field, a national organisation
which is entrusted with the work of electrotechnical standardisation, or the manager of one of
these organisations. Article 7 states that one prerequisite for membership is belonging to a Member
73
State of the EU or EFTA, or the capacity to become one . Only one member per country is
accepted. Membership will be automatically discontinued if the conditions in Article 6 are no
longer met. Exclusion can only take place for serious reasons and by voting in the general assembly
by a two-thirds majority. Thus, the statutes do not appear to provide any support for either
automatic exclusion or reasons for voting out if a member ceases to belong to a country within the
EU. There are different categories for membership in the same way as in CEN, and the membership
criteria are largely the same as in CEN.
BSI is a member of CENELEC. When the UK ceases to be a member of the EU, and in the case BSI
does not itself request withdrawal, BSI will indeed not meet the conditions in Article 7, but will
neither automatically cease to be a member nor be subject to being voted out. Membership
becomes the same as in CEN, an issue that cannot be resolved directly with the application of the
statutes. However, BSI is working for an amendment of the statutes within CEN and CENELEC and,
74
in the same way as for CEN, also expressly intends to remain a member.

ETSI
•
•

ETSI draws up standards for the telecommunications field
Membership is open to a wider group compared to CEN and CENELEC
75

76

ETSI is the European Telecommunications Standards Institute. Membership of ETSI is open to
many different organisations, authorities and companies, but is divided into different categories:
full or associated members or observers. Members can participate individually or in groups in
national or European organisations. Full members must be established in a country within the
geographical area of the European Conference of Postal and Telecommunications Administration
77
(CEPT) . The status of associated member can be obtained by applicants who do not fully meet the
conditions for full membership. Observer status can be obtained by applicants who meet the
78
conditions for full membership but who choose to waive the right to participate in the decision72

The Articles of Association of CENELEC, approved by the General Assembly of 2015-06-05
”To belong to a European country member of the European Union (EU) or of the
European Free Trade Association (EFTA) or be capable of becoming one.”
74
The information is based on contacts with the SIS
75
Statutes of the European Telecommunications Standards Institute, Version approved by
General Assembly#69 (SCM) on 5 April 2017
76
European Telecommunications Standards Institute
77
Presently Administrations from the following 48 countries are members of CEPT: Albania,
Andorra, Austria, Azerbaijan, Belarus, Belgium, Bosnia and Herzegovina, Bulgaria, Croatia, Cyprus,
Czech Republic, Denmark, Estonia, Finland, France, Georgia, Germany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Liechtenstein, Lithuania, Luxembourg, The former Yugoslav Republic of
Macedonia, Malta, Moldova, Monaco, Montenegro, Netherlands, Norway, Poland, Portugal,
Romania, Russian Federation, San Marino, Serbia, Slovak Republic, Slovenia, Spain, Sweden,
Switzerland, Turkey, Ukraine, United Kingdom and Vatican.
78
In section 1.2.4 of the Rules of Procedure of the European Telecommunications Standards
Institute, Version approved by General Assembly#69 (SCM) on 5 April 2017, it is stated that the
applicant who meets the requirements of either a Full member or an Associate member may be
73

PAGE 27

79

making process . A member may be individual or belong to a national or European organisation.
There is also an advisory status that representatives from the Commission and EFTA have. These
representatives are entitled to attend meetings of the general assembly without the right to vote
and are also entitled to participate in certain work. Membership can be discontinued on the
initiative of the member or by exclusion due to an unpaid fee. As in the other European
standardisation organisations, there is an obligation for members to adopt a European standard at
80
national level and withdraw any conflicting national standards.
When it comes to ETSI, the conclusion is that Brexit does not affect the UK's membership because
ETSI, unlike CEN and CENELEC, is open to a wider group of countries.

Summary analysis
•
•
•
•
•

Membership of CEN and CENELEC is strongly linked to the EU and EFTA as well as
candidate countries
Uncertainty about the type of membership that BSI can have after Brexit
Uncertainty about membership will mean that the UK adopts European standards
BSI can affect European standards to some extent through participation in
standardisation work at global level
Different standards in the UK and the EU mean increased costs for manufacturers

Full membership of CEN and CENELEC with voting rights is dependent on membership in the EU
81
or EFTA or in a candidate country to the EU or EFTA. There are also two other categories of
membership: "affiliate" and "companion". The first requires that the standardisation body belongs
82
to a potential candidate country to the EU. Currently, these members are Bosnia and
Herzegovina, Albania and Montenegro. The membership requires full integration of the European
standardisation system in order to achieve technical harmonisation of the internal market. If a
standardisation body does not belong to a potential candidate country, it may become a
"companion" member. This category, amongst other things, requires membership in ISO and IEC,
but no unconditional requirement to adopt European standards or to discontinue national
standards when an equivalent European is adopted, even though this should be the aim of the
83
member. These members include Ukraine, for example, which in its free trade agreement with the
EU has itself committed to adopting European standards.
Since the UK will leave the EU and, as far as it is apparent, does not intend to apply for
membership in EFTA, it is uncertain whether and what type of membership may be available after
Brexit. Even a possible amendment of the statutes affects this. A membership of CEN and
listed as an observer; “Observer status may be obtained by a legal person entitled to become a Full
or Associate member.” (sic!)
79
In a a, same section, observers are entitled to attend meetings of the general assembly
without the right to vote.
80
Section 13.7 of the Rules of Procedure of the European Telecommunications Standards
Institute
Version approved by General Assembly#69 (SCM) on 5 April 2017
81
Currently Serbia, Turkey and Macedonia.
82
CEN-CENELEC Guide 12, The concept of Affiliation with CEN and CENELEC, Edition 4,
2016-06-15
83
CEN-CENELEC Guide 13, The concept of a Companion Standardisation Body with CEN
and CENELEC, Edition 4, 2016-06-15
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CENELEC that does not give voting rights, nor commits the UK to either adopt European standards
or discontinue national standards that conflict with European ones, even though this would be
desirable, becomes an uncertainty factor for the market. This form of membership does indeed
offer cooperation at European level, but it does not guarantee that the UK retains and adopts
European standards.
BSI has stated its intention to continue to be a member of CEN and CENELEC and is working for an
amendment of the statutes, but there are concerns about extending the criteria for full membership
as long as there is uncertainty as to how the UK's continued relationship with the EU will be after
Brexit. A full membership without the requirement to implement European standards would
involve great uncertainty for business about the technical requirements that would then apply. An
important part of CEN and CENELEC's activities is to draw up harmonised standards as a
complement and support for EU directives and EU regulations in accordance with the so-called
"new method". If UK does not commit to complying with the technical harmonised regulatory
framework after Brexit, it may therefore pose problems for Swedish and other European companies
84
that export to the UK. When it comes to the non-mandated standardisation, BSI may be expected
to increase its participation, either within the framework of the European standardisation
organisations, depending on membership, or above all at global level. Increased activity by BSI in
85
international standardisation can be seen to be evident. However, in this context, it should be
borne in mind that standardisation work often coincides at European and global level, so that
European standardisation can, to a certain extent, be influenced from a global perspective.
In the event that UK chooses not to continue to apply UK legislation equivalent to harmonised
product legislation and CEN-CENELEC standards after Brexit, this would mean that manufacturers
in the UK as well as abroad would probably have to produce several versions of a product in order
for it to be sold on the UK market as well as in the EU. When it comes to products manufactured in
a smaller quantity, such as medical devices, the manufacturer may even decide that it is not costeffective to manufacture a special version for the UK market. The CE marking will not then serve as
a guarantee that the technical requirements are met on the UK market and it is possible that a
special mark would be required for the UK market, which would create additional costs for
manufacturers. In another scenario, the UK could stop using the standardisation method, and
instead implement the technical regulations in national legislation, which would also cause
uncertainty and costs for manufacturers, as well as increased discrepancy between UK technical
86
regulations and those in the internal market.
The assessment is that continued BSI membership in the CEN and CENELEC standardisation
organisations would not alone commit the UK to continue to accept and apply the harmonised
technical regulatory framework. Certainly, there is an obligation for members to adopt European
standards at national level, but for members outside the EU and EEA, this can be avoided by voting
against the standard. And even if the standards were to be adopted at national level, further
regulation would be required to give them presumption effect in the same way they have in the
internal market. There is uncertainty about BSI's possible continued membership and willingness
to adopt European standards and, above all, uncertainty about their status in national law. No
other assessment has been made regarding membership of ETSI. Decision concerning which
technical regulations shall applicable to the UK market after Brexit rests with the UK government.
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The information in the paragraph is based mainly on contacts with SIS
Assessment made by SIS
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Brexit Paper 14: Technical regulations and product standards, Bar Council Brexit Working
Group, The General Council of the Bar of England and Wales, June 2017, Third edition
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Consequences of the UK withdrawal from the EU
What is described above is the system of technical regulations that apply within the EU. The
purpose of Union's harmonisation legislation on goods that is adopted under Articles 114 and 115 of
the TFEU is to establish the internal market for goods and to make it work. It is therefore not
possible to distinguish between Union harmonisation legislation and the Treaty provisions on the
free movement of goods, and the territorial scope of harmonisation legislation should coincide with
87
the territorial scope of Articles 30 and 34-36 of the TFEU. The fact that the UK is leaving the EU
also means leaving the internal market and the regulatory framework governing the application of
technical regulations and mutual recognition that apply for the single market.

WHAT CONSEQUENCES CAN BREXIT HAVE REGARDING THE APPLICATION OF
TECHNICAL REGULATIONS?
•
•
•
•
•

Uncertainty over which technical product regulations and standards will apply in the
UK
Uncertainty over the UK's participation in European standardisation organisations and
the European accreditation organisation
Notified bodies in the UK are likely to lose their status
Uncertainty and different product requirements in the EU and the UK mean increased
costs for manufacturers
The jurisdiction of the European Court of Justice will not apply to the UK and thus
British courts may judge according to their own practice

When the UK leaves the EU, it becomes a so-called "third country" in the EU legal sense. What is
unique with just the third country is that at the precise moment of Brexit it will have a lot of EU
legislation in place and, like long-term EU Member States, will be fully aligned with the internal
market with its quality infrastructure. There are various more or less likely scenarios when the UK
withdraws from the EU. The most likely is that the UK either leaves the EU without any agreement
on how future relations will be, a so-called "hard Brexit", or that some form of free trade agreement
has been reached. Joining the EEA agreement does not seem likely since the UK has declared that it
does not want to fall under the jurisdiction of the European Court of Justice nor accept free
movement in all four areas. Both scenarios will affect trade between the EU and the UK and
thereby the companies that export to or import from the UK. A free trade agreement covering only
certain parts of the quality infrastructure is better than nothing at all. In some ways, this could
reduce costs and administration for companies.

Standards
The EU's harmonised goods regulations consist of different parts, all of which form an important
part of the entirety and the quality infrastructure. These parts can be joined together in free trade
agreements: mutual recognition of conformity assessment, harmonised technical regulations and
standards, as well as participation in the preparation of standards in CEN-CENELEC. The UK's
possible continued membership of organisations governed by private law such as EA and
standardisation bodies does not alone guarantee that other rules, such as harmonised technical
regulations, will continue to be followed. Certainly, membership of CEN-CENELEC represents an
undertaking to implement national versions of the harmonised standards adopted, but there is
87

Communication from the Commission – The Blue Guide on the implementation of EU
product rules 2016

PAGE 30

uncertainty whether the UK will fully proceed in this way after Brexit. In the event of a hard Brexit,
the UK would fall back on the TBT Agreement under WTO and, when it comes to standards, there
is also a "Code of Good Practice", which means that countries should avoid duplicating or
overlapping standards that are developed regionally or internationally. From several perspectives, it
would be counterproductive for the UK to develop its own standards.

Conformity assessment and market surveillance
The harmonised standards and technical regulations are supplemented by the assessment of
conformity with these provisions, either by the manufacturer itself or by an external body,
depending on what is provided for in the product-specific provisions. The CE marking shall show
that the product complies with applicable provisions. In addition, market surveillance provisions
apply after the product has been released on the internal market as well as reporting in the RAPEX
database (EU Commission´s online Rapid Alert System).
Brexit means, for example, that the UK will no longer have access to RAPEX for British citizens,
which may mean that they are exposed to risks from products withdrawn from the internal
88
market. This primarily affects market surveillance in the UK. Furthermore, Brexit may lead to
differences in standards, which may result in manufacturers that provide products on both the
internal market and the UK market having increased costs for the conformity assessment of their
products. When it comes to the notified bodies currently established in the UK, their status will be
terminated in the event of a hard Brexit. This means that companies will need to consult a notified
body within the EU to have their products assessed in accordance with the harmonised product
legislation. There are examples where notified bodies in the UK are already planning to move to the
EU27.
The UK would be interested in an MRA agreement on conformity assessment to facilitate exports
to the EU. There would therefore be good reason to use a free trade agreement to commit the UK
to applying the internal market's regulatory framework for goods including product requirements.
This would be realistic in view of the fact that the UK has announced that the regulatory
framework should be same on the day before Brexit as the day after, and that an agreement would
then really only practically mean that the UK was also committed to continue applying the
regulatory framework by introducing amendments.
One difficulty is how the UK should be bound to recognise the practice of the European Court of
Justice with respect to goods since the Repeal Bill terminates the jurisdiction of the European Court
of Justice over British courts and, with this, also the direct effect that the European Court of Justice
has for individuals in the area of EU law. Many free trade agreements have clauses on joint
committees that are intended to resolve disputes arising from the agreement. Accordingly, there
are questions about how court practice with respect to goods will be applied by the UK as well as
how disagreements should be resolved in a contractual situation. These are factors that would need
to be further clarified and require a more thorough review of the design of existing free trade
agreements with third countries.
In order to ensure predictability for business regarding the technical regulations, some form of
commitment from the UK is required to continue to accept the entire regulatory framework of
harmonised product legislation, as well as the associated system of quality infrastructure. This
would mean that the UK would need to incorporate all harmonised product legislation into its own
national legislation as well as those elements of Regulation (EC) No. 765/2008 that are necessary
for maintaining market surveillance, amongst other things. In addition, the national regulatory
88
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framework needs to be updated in pace with the changes to the EU's regulatory framework. An
agreement limited to these elements is better than no agreement at all. Unlike technical
regulations, customs duties are easier to change retrospectively. An agreement that commits the
UK to continue to apply the technical regulations applicable to goods within the EU is therefore
89
more urgent than removing duties. The automotive industry has been highlighted as an example
90
of a sector that would suffer from a so-called hard Brexit. It would also be necessary to further
investigate whether an agreement for mutual recognition of goods not covered by harmonised
product requirements could be realistic.

Repeal Bill
The so-called "Repeal Bill" presented to the British House of Commons on 13 July this year, which is
91
currently being discussed in the British Parliament, aims in part to abolish the British regulation
that allowed Britain's entry into the EC in 1972, which means that EU law will no longer have
92
supremacy over national law and the practice of the European Court of Justice shall not apply .
The intention is also to convert existing EU law into British law in order to ensure a coherent
regulatory framework. According to the Repeal Bill, EU regulations and EU decisions in force on
withdrawal will therefore be incorporated into British law, and EU directives already implemented
will be retained. Parts of the Treaty on the Functioning of the European Union will also be
93
incorporated into British national law, such as Articles 34 and 51. The necessary adjustments in
the regulatory framework, such as replacing the role of EU institutions, will be made up to the time
of withdrawal. Overall, the UK hopes that this conversion of existing EU law in force will facilitate
solutions in the negotiations on future trade agreements. The starting point of reworking existing
EU law in force into British law cannot be seen as anything other than positive from both a
commercial point of view and a negotiating point of view. However, there are also questions and
uncertainties about the nature of the changes in the regulatory framework, what form the
cooperation between the authorities in the UK and the EU will take, how conformity assessment
with UK regulations will be conducted and, perhaps the biggest issue, how the regulatory
framework will work without membership in the EU with its institutions and systems for trade in
the internal market. Another important aspect is, of course, how British courts will rule in relation
to the European Court of Justice and, of course, there is a great risk that the gap between EU law as
it evolves within the EU and as it will be applied in the UK will become greater and greater. British
94
courts have announced guidelines for their administration of justice. There is reason to believe
that, as is also explained from the British sphere, the conversion of EU law into British law is
primarily a way of meeting the withdrawal as smoothly as possible, based on the wishes of British
89

This point of view has been expressed by Business Sweden
According to Business Sweden, see more specifically the section on the vehicle area
91
The 1972 European Communities Act
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Repeal Bill, Schedule 1 — Further provision about exceptions to savings and incorporation:
“No general principle of EU law is part of domestic law on or after exit day if it was not recognised
as a general principle of EU law by the European Court in a case decided before exit day (whether
or not as an essential part of the decision in the case). There is no right of action in domestic law on
or after exit day based on a failure to comply with any of the general principles of EU law. No court
or tribunal or other public authority may, on or after exit day—
(a) disapply or quash any enactment or other rule of law, or
(b) quash any conduct or otherwise decide that it is unlawful,
because it is incompatible with any of the general principles of EU law.”
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According to information from Mr Philip Moser QC at the Brexit seminar at Law Firm
Vinge 2017-11-30
94
UK-EU relations after BREXIT – Which arrangements are possible?, Sven Norberg,
Swedish Journal of European Law No. 3 2017, p 484
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citizens and companies for predictability and control . At the same time, it is suggested that 8001000 Brexit-related legal documents may be needed, and that these figures are highly uncertain due
to the pending results of the negotiations and policy decisions during the course of the
negotiations. Any specific statements regarding technical regulations, standards or Regulation (EC)
No. 765/2008 cannot be found in the Repeal Bill by this investigation.

Timing
In view of the short time remaining before the expiry of the two-year period under Article 50 and
the fact of the withdrawal, as well as taking into account the uncertainty that prevails for business,
an extended deadline would be preferable, but this requires consensus with the UK and a
96
unanimous majority in the European Council. Some might perhaps argue that it would only
create a longer period of uncertainty and that it would affect the business community even more
negatively. On the other hand, the treaties would cease to apply only after the extended deadline
expired and the period up to then could be used to create a favourable withdrawal agreement for all
parties, avoiding a so-called hard Brexit. At the time of withdrawal, future agreement solutions
could also have been forged. For technical negotiating reasons, the issue of an extended deadline
will probably not be brought up before the EU considers that the UK has presented an acceptable
withdrawal agreement that determines the amount to be paid by the UK as well as ensures
solutions to the other initially prioritised issues. Even the UK can have political reasons to speed up
the withdrawal process, even though a transitional solution is being discussed. However, the British
Prime Minister, in a speech at the Confederation of British Industry, CBI, said that she wants the
EU and the UK to soon agree on a transitional period in which companies will be able to work
97
under the same conditions as they are now. What this transitional period will mean in more
detail is unclear at the time of writing.

CHANGES IN THE APPLICATION OF EU PRODUCT REGULATIONS FOR IMPORT OF
GOODS FROM THE UK
•
•

Import of goods from the UK will, after withdrawal, result in significantly increased
legal requirements for the importer.
If the UK incorporates the requirement for CE marking into national legislation, a
complex situation will arise for economic operators and market surveillance authorities
where the CE mark may mean different things depending on the country of origin.

It is unlikely that the EU will change its product regulations as a result of an agreement with the
UK. The fact that the UK is leaving the Union, and the internal market, will therefore bring about
changes for European companies that will mean that they will face changed roles and changed
responsibilities. In accordance with much of the European regulatory framework, an "importer" is
the party that brings in a product from a third country and releases it onto the internal market. All
subsequent stages of the distribution chain up to the end customer are then considered to be
"distributors". Companies that have brought in goods from the UK up to its withdrawal, such as to
Sweden, have therefore adopted the role of distributor within the Union, for example, Sweden has
thus had the role of distributor within the Union.

95
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The Repeal Bill Factsheet 1: General
Article 50 (3) of the Treaty on European Union
According to Reuters, 6 November 2017
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As a result of the withdrawal, the UK will become a third country and the party that brings in goods
from the UK will be considered as an importer according to the legislature. This means, for
example, much greater responsibility in relation to the European authorities that the product meets
the applicable requirements and that the manufacturer has met the requirements set by European
legislation, as well as guaranteeing that the authorities have access to the manufacturer's
documentation for 10 years from the date on which the product was placed on the market. For
certain products, there is also a requirement that third country manufacturers have a
representative established within the Union. An importer must therefore also make sure that such
a representative exists, or take on that role itself on behalf of the manufacturer.
According to the General Product Safety Directive, for example, the party that imports a product
into the internal market is considered as the manufacturer of the product if there is no
representative within the Union.
Harmonisation legislation applies when a product is supplied on the Union's market for the first
time. This means that used products from third countries, which have never been supplied to the
Union market, shall be subject to the requirements for new products. There may then be some
uncertainty about what applies in the trade of used products from the UK. It is possible that it will
be necessary to investigate whether the product has ever been supplied on the UK market during
the UK's membership of the Union.
It is unclear what will apply for the CE mark on the UK market. The proposal for the Repeal Bill
intends to incorporate EU law into national legislation. If this also refers to the requirement for CE
marking to be a requirement for releasing on the market, a complex situation will arise. The CE
marking will then be a requirement for free movement of goods both on the EU's internal market
and on the national British market. If there are no mechanisms to ensure uniform application of
the product regulations, in the utmost consistency of the European Court of Justice’s law and
practice, there is a clear risk that the CE mark will represent different levels of requirements for
products coming from the EU27 and coming from the UK. The situation will be difficult for
importers of products from the UK but also for market surveillance authorities, for example. Is the
product equipped with an EU CE mark or an equivalent UK CE mark?

CONSEQUENCES FOR TRADE WITHIN THE EU27
•

•
•

Trade within the EU27 will affect those who have consulted a third-party body from
the UK for their conformity assessment or rely on an authority approval from the UK
for access to the internal market.
The validity of issued certificates and permits risks expiry at the time of the
withdrawal.
Medical devices are from an industry where there is a lack of capacity in notified
bodies. The main reason is not the UK withdrawal, but this is a factor that further
contributes to the problem.

The immediate consequence of the UK's withdrawal when it comes to trade between the countries
within the EU27 applies to the manufacturers who have consulted notified bodies from the UK in
their conformity assessment process. As the legislation requires an open system of testing and
inspection, manufacturers may consult a notified body from any Member State.
Unless otherwise agreed, UK conformity assessment bodies will lose their status as notified bodies
under the European product legislation. Manufacturers who consulted UK notified bodies will
therefore need to consult bodies established within the EU27.
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An interesting question is the validity of the assessments already made by UK notified bodies and
of issued certificates. For a situation in which a notified body has discontinued its activities, either
voluntarily or through bankruptcy, for example, there are provisions in acts aligned with the NLF,
which means that the notifying Member State must ensure that the body's documentation is either
handled by another notified body or is made available on request to the responsible notifying
authority and market surveillance authority in order to ensure continuity. However, Brexit means
that the notifying Member State is no longer to be considered as a Member State.
The indications we have received during our consultations are that some UK notified bodies are
moving their registered office to the EU27. This will mean that the notification will be lodged with
another notified body within EU27, but it will not necessarily be the case that all of the activities
will be moved out of the UK. The notified body that will hold the notification may well have
subcontractors and subsidiaries in the UK. Such a scenario will involve a certain administrative
burden for the manufacturers; for example, they will have to refer to a notified body with another
ID number in their documentation and markings. Otherwise, there are prerequisites for a
continuity since the activities, competence and documentation remain within the organisational
structure.
For manufacturers who have consulted UK notified bodies, uncertainty may arise regarding the
validity of completed assessments and issued certificates. From the position papers presented by
the UK, it appears that the country wants to negotiate a transitional solution when it comes to the
validity of the completed assessments. An agreement solution should then take into account that
the nature of the activities performed by a notified body varies widely depending on the procedures
(modules) referred to. Several modules aim to ensure continuity in production, and in this case it is
difficult to see that completed assessments shall have a continuing validity after the withdrawal.
For other procedures (modules) with a longer term perspective, the situation is not equally as clear.
This primarily applies to EU type examination (Module B) where the validity is usually time-limited
and then typically for five years. The manufacturer has an obligation to ensure that the products
conform to the type-examined specimen and, if before the expiry of the validity period, changes are
made to the product or if factors in the outside world mean the product is no longer considered to
meet the requirements of the legislation, again consult a notified body. The notified body also has a
degree of obligation to monitor the validity of issued certificates.
Corresponding uncertainty exists where the free movement is based on a permit or certificate from
an accredited body for conformity assessment where the legislation does not identify notified
bodies. For example, it can apply to acts directly referring to accredited bodies within the Union or
within the non-harmonised area.
A loss of many UK notified bodies from the system would mean that, from the manufacturer’s point
of view, there would be a capacity shortage and they could have problems implementing their
conformity assessment procedures of new and improved products, for example. As mentioned
above, these consequences need not have to be as dramatic as could initially be feared in that a
number of UK notified bodies are in the process of moving parts of their activities to within the
EU27.
One sector that stands out and is also of major Swedish interest is medical devices, where there are
already capacity shortages in terms of notified bodies. However, this is not primarily due to the UK
withdrawal. Amongst other things, as a result of highly publicised product scandals, the EU has
significantly increased the requirements for notified bodies and the national notified authorities in
two steps. An implementing regulation from 2013 with increased requirements has led to the loss of
approximately one third of existing notified bodies. Two new regulations in the medical technology
field that will apply from May 2020 will further increase the requirements for notified bodies and
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national authorities, while a new classification of products means that more products than before
must be subject to conformity assessment involving a notified body. As a result, the situation is
already becoming difficult for European manufacturers, and the UK withdrawal is yet another
factor that reinforces this, even though it is not the main reason for the lack of capacity of notified
bodies.

WHAT POSSIBLE AGREEMENT SOLUTIONS ARE AVAILABLE TO FACILITATE TRADE
BETWEEN THE EU AND THE UK?
When it comes to a future trade agreement, with regard to what has so far been expressed by the
UK, solutions can be sought in various existing free trade agreements with third countries.
98
DCFTA can perhaps serve as a model in terms of binding a third country to the EU's harmonised
regulatory framework regarding technical regulations and standards for goods as well as conditions
99
regarding participation in technical organisations. The Ukraine agreement is one example.
The UK has highlighted the EU's agreement with Canada (CETA) as an example of mutual
recognition of conformity assessments within a number of sectors, as well as the arrangements for
100
information exchange with China and Switzerland. Amongst other things, CETA means that
Canadian conformity assessment bodies can be designated bodies and conduct conformity
assessments with the EU regulatory framework, which facilitates Canadian exports to the EU. There
is no mutual recognition of each other's technical product regulations.
The EEA Agreement may potentially have served as an inspiration when it comes to the way in
which parts of the EU Treaty were made part of the agreement and the way in which secondary law,
101
such as directives and regulations, was incorporated.
The agreement that the EU has with Switzerland originates from when EFTA had bilateral
agreements with the EU for each of the EFTA countries but has currently been stalled in such a way
that it is not being updated, including in view of the fact that the EU imposed certain requirements
that Switzerland did not accept. It is therefore difficult to believe that the EU would wish to
negotiate something similar with the UK, in particular given that Switzerland obtained favourable
conditions in the hope that the country would draw closer to the EU on more levels than in terms
102
of trade.
In general, it should be good for trade in goods to reach an agreement whereby the UK retains all
harmonised product legislation and the regulatory framework for quality infrastructure as it stands
at the time of Brexit, and at the same time commits itself to incorporating new provisions that
enter into force in the area after Brexit. This means that it is primarily all current EU regulations
that need to be incorporated or made applicable in the UK legal system and that the directives that
are amended or come into force after Brexit need to be incorporated or otherwise made applicable.
It would also favour trade if the UK, within the non-harmonised area of an agreement, affiliated
98

Deep and Comprehensive Free Trade Agreement
See, for example, a description of the agreement in UK-EU relations after BREXIT – Which
arrangements are possible?, Sven Norberg, Swedish Journal of European Law No. 3 2017, p 473, and
also in Legal Implications of Brexit, Study for the IMCO Committee, June 2017
100
Position Paper by the United Kingdom, Continuity in the availability of goods for the EU
and the UK, p 2
101
UK-EU relations after BREXIT – Which arrangements are possible?, Sven Norberg,
Swedish Journal of European Law No.3 2017, p 475
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Swedish Journal of European Law No. 2017, p 481 f
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itself with the principle of mutual recognition of legally-marketed products within the EU27. What
is unique with the UK is that the country, up to Brexit, has all the relevant legislation and
•
•

•
•

Exports of goods to the UK will depend on which regulations apply after the
withdrawal.
Even if the UK incorporates the majority of current product legislation, e.g. through
the Repeal Bill, this will not be harmonised Union legislation but national product
legislation.
Different trade agreements involve varying degrees of deviation from the current
situation.
Of the existing agreements, only the EEA Agreement allows access to the internal
market.

organisation in place because the country is a member of the EU. This relationship should be able
to facilitate an agreement that is desirable for all parties. This is also a factor that the UK highlights
103
as something that should not be ignored. In its report, the National Board of Trade mentions that
an agreement that the UK, during a transitional period, continues to fully apply EU legislation with
104
respect to goods would reduce business uncertainty and provide time for adaptation. The
National Board of Trade further argues that the UK's background as an EU member should provide
good conditions for a free trade agreement based on far-reaching commitments on regulatory
harmonisation and that it is desirable, in the framework of such an agreement, that the UK
105
undertakes to retain as large a part of the internal market regulations for goods as possible. Such
an agreement, which also included the regulatory framework for vehicles, therefore appears to be a
good alternative given the short amount of time remaining to the withdrawal. A coherent issue is
also how to resolve the fact that the jurisdiction of the European Court of Justice is discontinued in
the UK after Brexit and the consequences it may have for the application of technical regulations in
the UK. A solution similar to that of the EFTA countries and the EFTA court may need to be
investigated further.

TRADE IN GOODS WITH THE UK - DIFFERENT TRADE AGREEMENTS
Export of goods to the UK after withdrawal will depend partly on the regulations that will apply in
the UK, and partly on the trade agreement that will apply between the EU and the UK.
Different agreement solutions mean a varying degree of deviation from the requirements that apply
for the internal market, and a varying margin of uncertainty on the meaning and application of the
requirements. A withdrawal without a trade agreement in place means a move back to the WTO
Agreement's regulations on technical barriers to trade. The UK's WTO status on withdrawal is
currently not fully clarified.
A more comprehensive analysis of the consequences of different trade agreements can be found in
106
the report of the National Board of Trade in response to the UK's withdrawal from the Union.
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Here, we shall only attempt to highlight the consequences for different quality infrastructure
elements that are of relevance to technical regulations.
In the Commission's Blue Guide on the implementation of EU product rules 2016, in Chapter 9 on
the international aspects of the EU's product legislation, the Commission has highlighted some of
the key instruments for cooperation and convergence in the harmonisation in order to facilitate the
free movement of goods:
-

A) Full integration in the internal market - The EEA Agreement.
B) Adaptation of legal systems and infrastructures - candidate countries
C) Bilateral agreements on conformity assessment and acceptance of industrial products The European Neighbourhood Policy.
D) Bilateral agreements on mutual recognition of conformity assessment, certificates and
markings - MRA agreements.
E) Application of the WTO Agreement on Technical Barriers to Trade

Agreements with the candidate countries on the adaptation of legal systems and infrastructures
(Case B above) have a diametrically opposite objective to what is relevant in this report. Namely, a
final objective of achieving full integration in the Union. The agreements with the candidate
countries will therefore not be discussed below. We have chosen to replace point B with the
extended MRA agreement with Switzerland since it contains elements that are not normally
included in the MRA agreements.

A) Full integration in the internal market. The EEA Agreement
By means of the EEA Agreement, the EFTA-EEA countries (Norway, Iceland, and Lichtenstein)
become part of the EU's internal market.
Mutual recognition of technical regulations
The EU Treaty's regulations on mutual recognition and Regulation (EC) No. 764/2008 on mutual
recognition are incorporated into the EEA Agreement, and thus also apply in relation to EEA
countries.
Harmonised legislation
All harmonisation legislation is continuously included by updating Annex II of the Agreement by
means of decisions of the EEA Joint Committee.
Harmonised product standards
As a result of the agreement, harmonised standards have the same status in EFTA-EEA as in the
EU.
Conformity assessment
The regulations on conformity assessment are the same and notified bodies from EFTA-EEA have
the same status as those from the EU and are listed in NANDO under the same conditions.
Market surveillance
The requirements for market surveillance under sectoral legislation and Regulation (EC) No.
765/2008 apply. Notifications under the safeguard clause procedure are made to the EFTA
Surveillance Authority which, in turn, exchanges information and consults with the Commission.
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Participation in committees and working groups
In accordance with Article 100 of the Agreement, experts from the EFTA States have extensive
access to committees and working groups, but without voting rights.
Accreditation
EFTA countries are full members of EA in accordance with the statutes
Standardisation
EFTA countries are full members of CEN/CENELEC in accordance with the statutes.

B) Bilateral agreements on mutual recognition of conformity assessment, certificates and
marking. Extended MRA agreement with Switzerland.
The agreement on mutual recognition entered into with Switzerland is extensive and is based on
equivalence between the legislation of the EU and Switzerland. It covers the recognition of
conformity assessments regardless of the origin of the products, with the exception of Chapter 15
on pharmaceuticals, surveillance of good manufacturing practice and certification of batches.
Mutual recognition of technical regulations
Product sectors included in the agreement are specified in Appendix 1, which may be updated by an
EU-CH Committee following the proposal by one of the parties. In these sectors, the Swiss
legislation is adapted so that it becomes equivalent with European harmonisation legislation.
Harmonised legislation
See above
Harmonised product standards
Yes
Conformity assessment. Notified bodies
Bodies for conformity assessment from the EU may issue certificates in the EU in accordance with
EU legislation, which are considered equivalent to those issued in Switzerland. The same applies to
the Swiss bodies for conformity assessment. Consequently, certificates issued by Swiss bodies for
conformity assessment that are accredited by SAS (Swiss Accreditation Service) for products
covered by the agreement shall be considered equivalent to certificates issued by bodies for
conformity assessment with their registered office in the EU. Bodies for conformity assessment are
listed in NANDO.
Market surveillance
The agreement is based on the fact that Switzerland has an existing technical infrastructure (e.g.
public or private institutions in the fields of standardisation, accreditation, conformity assessment,
market surveillance and consumer protection), which is equally developed and considered
equivalent to the EU's infrastructure in these fields.
Participation in committees and working groups
Participates in accordance with Article 100 of the EEA Agreement, according to which experts from
the EFTA States have extensive access to committees and working groups, but without voting
rights.
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Accreditation
The agreement is based on the fact that Switzerland has an existing technical infrastructure (e.g.
public or private institutions in the fields of standardisation, accreditation, conformity assessment,
market surveillance and consumer protection), which is equally developed and considered
equivalent to the EU's infrastructure in these fields. Full member of EA as an EFTA country.
Standardisation
The agreement is based on the fact that Switzerland has an existing technical infrastructure (e.g.
public or private institutions in the fields of standardisation, accreditation, conformity assessment,
market surveillance and consumer protection), which is equally developed and considered
equivalent to the EU's infrastructure in these fields. Full member of CEN/CENELEC as an EFTA
country.

C) Bilateral agreements on conformity assessment and acceptance of industrial products The European Neighbourhood Policy
Each agreement consists of a framework agreement and one or more annexes, specifying which
products are covered and what measures have been taken to expand the trade benefits in that
sector.
Mutual recognition of technical regulations
If there is no technical EU legislation for the products affected, mutual approval of industrial
products that meet the requirements for being lawfully released on the parties' markets applies.
Harmonised legislation
Requires that the partner country fully adapts its regulatory framework to EU legislation and
standards. Mutual recognition of equivalence when it comes to technical regulations for industrial
products subject to equivalent Union and national legislation in the partner country.
Harmonised standards
Requires that the partner country fully adapts its regulatory framework to EU legislation and
standards. Mutual recognition of equivalence when it comes to standards for industrial products
subject to equivalent EU and national legislation in the partner country.
Conformity assessment
Requires the partner country to upgrade its infrastructure in line with the EU model for conformity
assessment. Mutual recognition of equivalence when it comes to conformity assessment for
industrial products subject to equivalent Union and national legislation in the partner country.
Market surveillance
Requires that the partner country upgrades its infrastructure in line with the EU model when it
comes to market surveillance.
Participation in committees and working groups
-
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Accreditation
Requires that the partner country upgrades its infrastructure in line with the EU model when it
comes to accreditation. The national accreditation body is an associate member of EA by means of
The EU Neighbourhood Policy.
Standardisation
Requires that the partner country upgrades its infrastructure in line with the EU model when it
comes to standardisation. National standardisation body linked as a branch or companion to
CEN/CENELEC.

D) Bilateral agreements on mutual recognition of conformity assessment, certificates and
markings. MRA agreements.
Agreements on mutual recognition are entered into between the Union and third countries and
aim at mutual recognition of conformity assessments of regulated products. They are designed so
that each party accepts the reports, certificates and marks issued in the partner country in
accordance with its own legislation. The agreement contains all requirements for conformity
assessment that the parties set for full market access and the products are assessed in the country
of manufacture against the other party's regulatory requirements. As a general rule, the agreements
are limited to products originating in one of the countries. MRA agreements consist of a framework
agreement and sectoral annexes. The framework agreement sets out the essential principles that
are included in traditional agreements. The sectoral annexes specify the breadth and scope,
regulatory requirements, the list of designated bodies for conformity assessment, procedures and
responsible authorities for designating the bodies and, where appropriate, transitional periods.
Mutual recognition of technical regulations
No. MRA agreements do not aim at mutual recognition of the other party's standards or technical
regulations, and the legislation of the two parties need not be equivalent. However, as a rule, the
legislation of the parties is considered to have a comparable level in terms of the protection of
health, safety, the environment or other public interests.
Harmonised legislation
No.
Harmonised product standards
No.
Conformity assessment. Notified bodies
Mutual agreement on the recognition of third party testing conducted by the other country's body
for conformity assessment in accordance with its own regulations. Possibility for bodies for
conformity assessment to be notified in the same way as notified bodies from the EU.
Market surveillance
No.
Participation in committees and working groups
Dispute resolution and development in committees and working groups that manage the
agreement.
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Accreditation
The sectoral annexes specify the breadth and scope, regulatory requirements, the list of designated
bodies for conformity assessment, procedures and responsible authorities for designating the
bodies and, where appropriate, transitional periods. Requirements for accreditation may be
included here.
Standardisation
-

E) Application of the WTO Agreement on Technical Barriers to Trade

Mutual recognition
No.
Harmonised legislation
No.
Harmonised standards
No.
The agreement encourages the use of "relevant" international standards as a basis for regulations
and national standards. Presumption exists that a technical regulation does not cause unnecessary
barriers to trade if it is produced in accordance with "relevant" international standards.
International standards under the TBT Agreement are usually seen as a means of avoiding trade
barriers. CEN, CENELEC and ETSI’s ways of working must comply with the requirements of the
TBT Agreement.
Conformity assessment. Notified bodies
No equivalent in the TBT Agreement. Promotes the use of control systems for conformity
assessment. Accreditation is mentioned as a means to create confidence in assessments.
Market surveillance
Participation in committees and working groups
Most members follow the work of WTO committees (even with regard to dispute resolution) and
are subject to the requirement to have national contact points.
Accreditation
Encouragement to use accreditation as far as possible.
Standardisation
The agreement contains "Code of Good Practice". CEN, CENELEC and ETSI’s ways of working must
comply with the requirements of the TBT Agreement.
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Example: technical regulations in the vehicle area
The regulatory framework for technical requirements for vehicles is harmonised within the EU.
However, the regulations are not designed in accordance with the new method but consist of a
number of EU acts with detailed technical requirements for vehicles, components and systems. The
older method of harmonisation meant that the product requirements, often detailed, were stated in
the act. Vehicle approval is such an area that is still regulated by means of a variety of detailed
107
acts . The acts consist of a framework regulation or framework directive with a number of
108
associated individual directives, regulations or UN/ECE regulations . It is a national authority that
type approves the vehicle or vehicle components after testing and verification, assessment of
conformity with the technical requirements, handled by a so-called "technical service" or by the
authority itself. In Sweden, accreditation of technical services is mandatory. Vehicles, parts and
109
accessories make up one of the primary goods sectors in Sweden's exports of goods to the UK.

TECHNICAL SERVICES AND EU TYPE APPROVALS
A technical service is an organisation or body that has been designated by a Member State's
approval authority to carry out testing as a laboratory or to carry out initial assessments and other
tests or inspections as a conformity assessment body on behalf of the approval authority. The
approval authority may also perform these functions itself. The approval authority is defined as an
authority in a Member State that has been set up or designated by the Member State, and notified
by the Member State to the Commission, and which has the jurisdiction on the one hand to
administrate all aspects of the procedure for approval of a type of vehicle, system, component or
separate technical unit, and on the other hand the authorisation procedure, and also has the
jurisdiction to issue and, in appropriate cases, revoke or refuse to issue a certificate of approval, to
act as a contact point with the approval authorities of other Member States, to designate the
technical services and to ensure that the manufacturer fulfils its obligations when it comes to
110
production conformity.
In a report, the Swedish Transport Agency highlights, amongst other things, the following
questions: Technical harmonisation - will the regulations differ between the EU and the UK? EU
authorisations and EU approvals issued by the UK, such as for road vehicles - what will apply for
111
these? The Swedish Transport Agency writes that several stakeholders highlight that the
withdrawal is likely to primarily affect the UK and that it should be in its own interest to continue
to follow certain EU regulations. The report does not give any actual answers to these questions,
but the questions can be seen as an expression of what the industry views as potential problems.
107

Directive 2007/46/EC of the European Parliament and of the Council of 5 September 2007
on establishing a framework for the approval of motor vehicles and their trailers and of systems,
components and separate technical units intended for such vehicles ("Framework Directive”)
Regulation (EU) No 167/2013 of the European Parliament and of the Council of 5 February
2013 on the approval and market surveillance of agricultural and forestry vehicles
Regulation (EU) No 168/2013 of the European Parliament and of the Council of 15 January
2013 approving and market surveillance of two or three-wheel vehicles and quadricycles
108
annexed to the revised agreement of 1958
109
Statistics Sweden (SCB) and The National Board of Trade's report on Sweden's trade with
the UK in the year after the Brexit referendum, 2017-11-14, Dno. 2017/01507-1
110
Article 3 of Regulations (EU) No. 167/2013 and 168/2013, essentially the same wording in
Article 3 of the Framework Directive 2007/46/EC, implemented in the Road Vehicles Act (2002:574)
(FoL).
111
Brexit - What can the withdrawal mean and how should the Swedish Transport Agency
prepare? Dno. TSG 2017-2765, August 2017, p. 15
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There are concerns within the European automotive industry that type approvals issued by the UK
112
approval authority will be invalid after Brexit.

Technical services
The vehicle regulatory framework does not seem to provide an answer to what should happen with
a technical service designated and notified by a type approval authority in a Member State that has
withdrawn from the EU. There are provisions designed to deal with a situation when a technical
service ceases to operate. The regulations are then based on the existence of other technical
services in the Member State, or that there is at least one type approval authority or market
surveillance authority that can take over or is granted access in some other way to the technical
113
service's files. However, these authorities may be expected to no longer exist after Brexit. In any
event, not in the opinion of the EU regulatory framework. In connection with Brexit, a situation
arises where a technical service that is a private operator loses the link to the authority that
approved it, since that authority will no longer have the role that is regulated in the EU regulatory
framework. In accordance with the provisions, a technical service must have information exchange,
etc., with the type approval authority and there therefore seems to be reason to believe that a
technical service cannot act as one if this link to the approval authority disappears. In other words,
it is difficult to see that a technical service designated by a UK type approval authority could
continue to act as a technical service in the UK after Brexit. However, it is possible to appoint a
technical service in a third country if it is performed within the framework of a bilateral agreement
114
between the Community and the third country in question . Thus, a bilateral agreement between
the EU and the UK could make it possible to retain the technical services currently notified by the
UK authorities in the UK after Brexit. The information available indicates that UK has 23 notified
115
technical services, of which four are in other EU countries and five in Asia, among others.
The requirements set for the test reports drawn up by the technical services are partly included in
116
the EU acts and in the relevant standards . There are no requirements for time-limited validity.
Test reports issued by UK technical services should therefore not lose their validity due to the
discontinuation of the technical service that issued the report as a result of Brexit.

EU type approvals
Amongst other things, a manufacturer is responsible for all aspects of the type approval process to
the approval authority and, if established outside the EEA, has a representative established within
117
the EEA. A question arising in connection with Brexit is therefore which approval authority is the
manufacturer responsible to if the authority that granted the type approval ceases to be an approval
authority in connection with Brexit.
118

EU type approvals are issued for an indefinite period of validity. There are exceptions, but the
limitation must then be stated in the type approval. Normally, they instead cease to apply when
112

European Automobile Manufacturers Association (ACEA) position paper Brexit, April 2017
See, for example, Article 64.2 of (EU) No. 167/2013
114
See Article 41.8 of the Framework Directive 2007/46/EC, Art. 59.3 of Regulation (EU) No.
167/2013 and Art. 63.3 of Regulation (EU) No. 168/2013 and the corresponding provisions of Article
72.5 of the proposal for a new framework regulation for cars
115
EU Commission website: https://ec.europa.eu/docsroom/documents/16516?locale=en
116
See, for example, SS-EN ISO/IEC 17020:2012 and SS-EN ISO/IEC 17025:2005 cf with
Appendix 3 to Annex V to the Framework Directive 2007/46/EC
117
Chapter 2 § 4 Road Vehicles Act (2002:574)
118
See Article 32.1 of (EU) No. 167/2013, Article 37.1 of (EU) No 168/2013 and Article 17 of
2007/46/EC
113
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new mandatory requirements for the vehicle type have entered into force, when the production of
the approved type has been discontinued definitively and voluntarily, or when the period of validity
has expired as a result of a special limitation that must be given by the type approval certificate.
However, the approval authority may revoke approvals if the vehicle does not conform to the type
119
approved. However, a time-limited period of validity for type-approvals in the new framework
120
regulation under development is being discussed.
There are provisions regarding changes to type approvals and it is then only at the approval
121
authority that granted the original EU type approval that an application for change can be made.
This may be a concern for the manufacturers that have been granted type approvals by the UK
122
approval authority and who wish to make changes to the type approval after Brexit. Another
question concerns the applications filed with the UK approval authority before Brexit but where
type approval has not been granted before Brexit. In that case, it seems highly uncertain whether a
type approval after Brexit may have the status of an EU type approval. Transitional arrangements
would be required in an agreement with the UK to overcome this uncertainty. Without such, it
would be advisable for the manufacturer to seek an approval authority within the EU for an
application for a new EU type approval. Swedish vehicle manufacturers have some of their type
approvals with the UK approval authority. For this reason, the Swedish Transport Agency has
started an investigation into extending its type approval activities.
In general, it can be said that there are provisions on reporting and information exchange in
different situations between type approval authorities in the different Member States. Brexit is
therefore likely to mean an end to the obligation in relation to UK authorities and vice versa. This is
provided that nothing else is agreed. Information provision requirements in different respects also
exist between manufacturers and the approval authority. There are also provisions for when an
approval authority should revoke type approvals. There are therefore questions on how these
procedures should be resolved after Brexit. For example, the current Framework Directive on the
type approval of cars, within the framework of a bilateral agreement, provides the opportunity to
recognise regulations, amongst other things, in third countries as being equivalent to the
123
provisions of the Framework Directive. Since, at the time of withdrawal, the UK will have an
organisation equivalent to that required by the EU regulatory framework, it would be rather
unproblematic to recognise its system in an agreement. The UK needs to commit to continuing to
apply the existing regulatory framework and to introduce changes, as well as take into account the
practice of the European Court of Justice where appropriate. The regulations contained in the
vehicle area, the motorcycle and tractor regulations, as well as certain specific regulations for the
Framework Directive, may need to be incorporated into UK legislation. Perhaps it will be sufficient
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Chapter 2 § 5 FoL
Approval and market surveillance of motor vehicles and their trailers COM(2016)0031 2016/0014(COD)
121
Article 29.2 of Regulation (EU) No. 167/2013
122
Vehicle Certification Agency (VCA)
123
Article 36 of the Framework Directive 2007/46/EC states: "Within the framework of
multilateral or bilateral agreements between the Community and third countries, the Council may,
acting by a qualified majority, declare such procedures established by international regulations or
regulations in third countries equivalent to those conditions or provisions for EC type approval of
systems, components and separate technical units that are introduced by means of this Directive.”
120
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to have references to these, which possibly already exist in the UK regulatory framework.
may need to be investigated further if required.

124

This

MARKET SURVEILLANCE
The new framework regulations for tractors and motorcycles, as well as the proposal for a new
framework regulation for cars, contain provisions on market surveillance. These complement the
provisions on market surveillance in Regulation (EC) No. 765/2008/EC. A manufacturer established
outside the EEA needs a representative established within the EEA. The current Framework
Directive contains provisions on the obligation of the approval authority to check that the
production of vehicles is in accordance with the approved type, as well as the right of the Member
State to prohibit for safety reasons, for example, the sale of vehicles. It is the Swedish Transport
Agency that supervises compliance with the Road Vehicles Act (2002:574) and the Vehicle
Ordinance (2009:211), and which is designated market surveillance authority in Sweden in
125
accordance with the EU acts in the vehicle area.
One issue that is being brought to the fore is what happens to the market surveillance that the UK
authorities are currently responsible for after Brexit. Market surveillance relating to the UK
territory would continue, but under national rules, unless something is specifically agreed to bind
the UK to the vehicle regulations and market surveillance provisions of Regulation (EC) No.
765/2008/EC. The market surveillance in the EU of vehicles type approved by the UK authorities
should take place at the initiative of the market surveillance authority affected within the EU, i.e.
the surveillance is carried out on the territory of its Member State. How the cooperation between
the UK and the EU market surveillance authorities should take place after Brexit may need to be
subject to agreement.
Regulation (EC) No. 765/2008/EC lays down provisions on cooperation with competent authorities
126
in third countries in order to promote activities in connection with market surveillance. , amongst
other things. There are also provisions on how the surveillance should proceed on products
entering the Community market from third countries. These provisions are brought to the fore for
the UK if its status as a third country is not supplemented by a bilateral agreement that binds it to
the EU legislation in this regard.

SUMMARY ANALYSIS
With the current regulatory framework for vehicle approval as the starting point, there is nothing
that says that a type approval granted by the UK approval authority or a test report drawn up by a
technical service appointed and notified by a UK authority would be invalid solely on the grounds
that the UK withdraws from the EU. However, there is reason to consider how procedures that
currently require the approval authority's involvement, such as information transfer and
communication with manufacturers and other approval authorities, should take place after Brexit.
It cannot therefore be fully ruled out that the absence of an approval authority in the opinion of the
EU regulatory framework could affect the validity of type approvals granted by this authority. A
solution whereby an approval authority in another Member State can take over the type approval
127
process requires further investigation . Even though there is no regulation which states that a test
124

Cf Article 34.4 of the Framework Directive 2007/46/EC: "This Directive, like the separate
directives and regulations, may contain direct references to international standards and regulations
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125
Chapter 1 §§ 9-10 and Chapter 8 § 22 Vehicle Ordinance (2009:211)
126
Article 26
127
According to the Swedish Transport Agency, the authority is investigating the possibility
of taking over type approvals from the UK type approval authority
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report is discontinued solely on the grounds that the technical service ceases its activities, there are
some questions surrounding procedures that require the participation of the technical service. It is
128
possible that technical services will move their activities to the EU27 . Market surveillance aspects
are also linked to the above questions. The UK has expressed its wish that conformity assessments
such as type approvals and certificates carried out prior to the withdrawal should continue to be
129
valid after the withdrawal, in order to avoid duplicate procedures.
The starting point of the ongoing negotiations is that the UK will be a so-called "third country"
130
after the date of withdrawal from the EU. Negotiation directives from spring 2017 further state
that goods that have been placed on the market in accordance with Union legislation before the
date of UK withdrawal from the EU may continue to be made available on the market or put into
service after that date in both the UK and the EU, subject to the conditions that were applicable in
131
the relevant EU act before that date. In subsequent negotiation documents, the EU has noted
that, after the date of withdrawal, the UK will no longer be bound by the market surveillance of the
Community legislation, including the communication of such results from market surveillance to
the Commission, declaring that the withdrawal agreement should therefore include mechanisms
for mutual exchange of relevant information. Furthermore, the withdrawal agreement needs to
contain conditions for continued cooperation on market surveillance conducted in the UK and in
the internal market for products that do not fulfil applicable requirements of harmonised
132
Community legislation and which are placed on the market prior to the date of withdrawal.
When it comes to notified bodies, the same negotiating documents have stated that the withdrawal
agreement should stipulate the possibility of requesting the transfer of information on
certifications by notified bodies located in the UK to notified bodies established in the EU27, or to a
market surveillance authority in the EU27 and vice versa. A similar solution for technical services
might perhaps be desirable. The UK has stated the importance of solving how market surveillance
can take place after Brexit, and identified the vehicle area as an example, as well as having
133
confidence in the system of accreditation bodies and standardisation.
The above reasoning regarding a withdrawal agreement with provisions on transferring
information to bodies in the EU27 should also be applicable to technical services and type
approvals in the vehicle area. When it comes to the various forms of agreements, there is
something that requires further investigation. For example, this could be the case with the EU's
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EU after Brexit, the number 27 corresponds to the number of Member States
Position Paper by the United Kingdom, Continuity in the availability of goods for the EU
and the UK, p. 3
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“The Agreement should set a withdrawal date which is at the latest 30 March 2019 at 00:00
(Brussels time), unless the European Council, in agreement with the United Kingdom, unanimously
decides to extend this period in accordance with Article 50(3) of the Treaty on European Union.
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setting out the arrangements for its withdrawal from the European Union, Negotiating directives
for Article 50 negotiations, 2017-05-22)
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agreement with South Korea, KOREU, which includes mutual recognition of standards for motor
134
vehicles, implying that UN-ECE standards are incorporated into the national law.
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Legal Implications of Brexit – Customs Union, Internal Market and Consumer Protections,
Study for the IMCO Committee, European Parliament, Directorate-General For Internal Policies,
Policy Department Economic And Scientific Policy, 2017, p. 47
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