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Glossary
AB

ADCO
ADR
BAU
CA
CAB
CE
DoC
EA
EO
EQ
ESO
EU
FTE

ICSMS
M
MSAs
NANDO
NB
NBGs
NLF
NRTL
ODM
OEM
PCP
PSMSP

Glossary and use of terms

Accreditation Body

Administrative Co-operation

Alternative Dispute Resolution mechanism
Business-as-usual

Conformity Assessment

Conformity Assessment Body

Conformite Europeenne

Declaration of Conformity

European co-operation for Accreditation
Economic operators

Evaluation question

European Standardisation Organisation
European Union

Full-time equivalent

Impact assessment

Information and Communication System on Market Surveillance
Internal market

Market Surveillance Authorities

New Approach Notified and Designated Organisations Information System
Notified Body (Bodies)

Notified Bodies Groups

New Legislative Framework

Nationally Recognized Testing Laboratory
Original design manufacturer

Original equipment manufacturer

Product Contact Point

Product Safety and Market Surveillance Package
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R&D
SCM
SDoC
SME
TD
TFEU
UK

Glossary and use of terms

Research and Development

Standard Cost Model

Supplier’s Declaration of Conformity*

Small or medium-sized enterprise

Technical Documentation

Treaty on the Functioning of the European Union

United Kingdom

Internal Market Directives/ Requlations

ATEX

CPR
EMC
GAD
LD
LVD
MD
MID
OED
PED
PPE
REACH

R&TTE
RoHS

SPVD

Directive on Equipment and protective systems intended for use in
potentially explosive atmospheres

Construction Products Regulation
Electromagnetic Compatibility Directive
Gas Appliances Directive

Lifts Directive

Low Voltage Directive

Machinery Directive

Measuring Instruments Directive
Outdoor Equipment Directive

Pressure Equipment Directive

Personal Protective Equipment Directive

Registration, Evaluation, Authorisation and Restriction of Chemical
substances Regulation

Radio and Telecommunications Terminal Equipment Directive

Directive on the restriction of the use of certain hazardous substances in
electrical and electronic equipment

Simple Pressure Vessels Directive

A full list of Internal Market directives and regulations within study scope is provided in

1

The terms “manufacturer’s declaration of conformity” and “self-declaration of conformity” are

synonymous with SDoC.

4
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Glossary and use of terms

Table 1.1.

Notes on the use of terminology

e The terms: internal market legislation for industrial products and Union harmonisation
legislation have been used interchangeably in the report.

e When referring to specific internal market legislation, a distinction has been made
between (i) product-specific harmonisation legislation and (ii) horizontal
harmonisation legislation.
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This Staff Working Document builds on the Evaluation of Internal Market Legislation for
Industrial Products was carried out for the European Commission’s DG Enterprise and
Industry by the Centre for Strategy & Evaluation Services (CSES)?, supported by our partner
organisations, Panteia and Oxford Research.

Drawing on evidence gathered through the research, the evaluation provides an independent
evaluative judgment on the current state of play in the development and modernisation of the
body of internal market legislation for industrial products. It does not represent the official
view of the European Commission.

1.

Introduction and background

Section 1 provides an overview of the evaluation’s objectives and scope and outlines the
methodology adopted. The subject of the evaluation, the overall policy and legal context and
recent developments in the regulatory architecture are then set out.

1.1 Evaluation aims

The objectives of this evaluation are, in summary, to:

Examine how far the overall body of internal market (IM) legislation for industrial
products and the regulatory approach is fit for purpose and to what extent they
constitute an effective means of addressing barriers to the functioning of the EU’s
internal market for industrial products;

Evaluate the relevance and coherence, efficiency, utility, effectiveness and impact of
Union harmonisation legislation and address a series of specific evaluation
questions®;

Identify and analyse any gaps, loopholes, inconsistencies and duplication in IM
legislation for industrial products or in administrative requirements for economic
operators;

Assess the costs and benefits of Union harmonisation legislation for economic
operators and the impact on strengthening industrial competitiveness;

Assess the cumulative impacts of, and interaction between legislation and compliance
requirements®.

Make recommendations as to how the efficiency and effectiveness of IM legislation
for industrial products (including structures and institutional actors to support its
implementation) could be improved so as to strengthen industrial competitiveness and

’The study is part of Lot VI of the Framework Contract for the Procurement of Studies and other Supporting
Services on Commission Impact Assessments and Evaluations (2008/5146-195858).

A summary of the key evaluation questions specified in the specifications is provided in Section 2.1

* A typology and conceptual framework showing how cumulative impacts have been assessed through the
research is provided in Section 2.3.
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to create more favourable conditions for growth and jobs;

o Identify possible simplification measures through a preliminary analysis of the
potential impacts, and a comparison of the appropriateness and feasibility of the
different options to feed into a possible future impact assessment.

Since the mid-1980s, the EU acquis for industrial products has gradually expanded, and there
are currently more than 30 directives and regulations covering specific areas of industrial
products (e.g. pressure equipment, gas appliances) and horizontal directives that apply across
many different product groups, such as the RoHS (hazardous substances), REACH
(chemicals) and Ecodesign. A distinction can be made between two different types of
legislation falling within scope:

e Product directives — Directives that address specific types of products, such as the
Pressure Equipment Directive (PED) and the Recreational Craft Directive; and

e Horizontal directives — that cover a broad range of product groups. Examples are the
Low Voltage Directive (LVD), the Machinery Directive and the RoHS Directive.

Although evaluations of individual pieces of IM legislation (directives and regulations) have
been undertaken, this study is the first overarching strategic review of IM legislation for
industrial products in 25 years. As such, it provides an opportunity to: assess the fitness for
purpose of the regulatory architecture for ensuring the free movement of industrial products;
consider the extent to which further improvements could be made to strengthen coherence,
efficiency and effectiveness and to take stock of progress already being made through the
New Legislative Framework’s (NLF’s) modernisation agenda.

There is a strong backwards-looking aspect to the evaluation. Progress to date has been
reviewed and any problems have been identified and analysed, either in the legal framework
itself, or in the implementation regime. There is equally an important forward-looking
element, since the study has examined the extent to which Union harmonisation legislation is
fit for purpose for the internal market of the 21* century, and whether any simplifications or
further changes are necessary.

Strengthening the effectiveness of the internal market for industrial products was identified
as a priority in the October 2012 update on an Integrated Industrial Policy®. The European
Commission therefore committed to carrying out an evaluation of the EU acquis in the area
of industrial products to assess the coherence and ‘fitness for purpose’ of the regulatory
framework. The study is especially timely because 2012 was the 20th anniversary of the
establishment of the internal market. The study will make a contribution to the objectives set
out in the Single Market Act 1° and follow-up Communications’ to maximise the
contribution of the internal market in industrial products to achieving the Union’s growth and
employment objectives, in line with the Europe 2020 strategy for smart and inclusive growth.
In particular, the evaluation provides a technical input to the Roadmap for the Reform of the

> COM(2012) 582
® COM/2011/0206 final
7 comM(2012) 573 final
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Internal Market for Industrial Products® expected in late 2013.

1.2 Evaluation scope and methodology

1.2.1 Evaluation scope

The study is ambitious in scope, since it covers not only most pieces of IM legislation, but
also the workings of the regulatory regime, including European and national implementation
structures. The focus of the study is on Union harmonisation legislation, although the
specifications also required consideration of some issues relating to non-harmonised
products.

The majority (though not all) pieces of IM legislation were within the study scope, as set out
in the following table:

Table 1.1: Union harmonisation legislation within study scope

No | Year | Directive

1 1989 | Directive 89/686/EEC on personal protective equipment (PPE)

2 1992 | Directive 92/42/EEC on efficiency requirements for new hot-water boilers fired
with liquid or gaseous fuels

3 1993 | Directive 93/15/EEC on explosives for civil use

4 1994 | Directive 94/9/EC on equipment and protective systems intended for use in
potentially explosive atmospheres (ATEX)

5 1994 | Directive 94/25/EC on recreational craft

6 1994 | Directive 94/62/EC on packaging and packaging waste

7 1995 | Directive 95/16/EC on lifts

8 1996 | Directive 96/98/EC on marine equipment

9 1997 | Directive 97/23/EC on pressure equipment (PED)

10 | 1999 | Directive 99/5/EC on radio and telecommunications terminal equipment
(R&TTE)

11 | 2000 | Directive 2000/9/EC on cableway installations designed to carry persons

12 | 2000 | Directive 2000/14/EC relating to the noise emission in the environment by
equipment for use outdoors (OED)

13 | 2004 | Directive 2004/22/EC on measuring instruments (MID)

14 | 2004 | Directive 2004/108/EC concerning the electromagnetic compatibility electrical
and electronic appliances, systems and installations (EMC)

15 | 2006 | Directive 2006/42/EC on machinery (MD)

16 | 2006 | Directive 2006/95/EC on low voltage devices (LVD)

17 | 2007 | Directive 2007/23/EC on pyrotechnic articles

18 | 2009 | Directive 2009/23/EC on non-automatic weighing instruments

19 | 2009 | Directive 2009/105/EC on simple pressure vessels (SPVD)

20 | 2009 | Directive 2009/125/EC establishing a framework for the setting of ecodesign
requirements for energy-related products (Ecodesign)

® http://ec.europa.eu/governance/impact/planned ia/docs/2013 entr 003 industrial products en.pdf
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No | Year | Directive

21 | 2009 | Directive 2009/142/EC on gas appliances (GAD)

22 | 2010 | Directive 2010/35/EU on transportable pressure equipment

23 | 2010 | Directive 2010/30/EU on the indication by labelling and standard product
information of the consumption of energy and other resources by energy-related
products (Energy Labelling Directive)

24 | 2011 | Directive 2011/65/EU on the restriction of the use of certain hazardous
substances in electrical and electronic equipment (RoHS)

Some IM legislation was excluded because it has recently been subject to major revision,
such as the Construction Products Regulation (2011) and Medical Devices Regulation
(2012)°. 1t should also be noted that a further legislative initiative aimed at simplifying four
IM directives is under consideration as part of a separate study™®. Sectoral legislation is also
outside the scope, since regulation in areas such as the chemicals and automotive sectors has
recently been evaluated. The transposition of Union harmonisation legislation into national
legislation was formally outside the scope. However, since one of the issues examined was
whether directives or regulations are a more effective instrument in achieving internal market
goals, some consideration was made as to the extent of divergence in the implementation of
directives.

While environmental legislation falling outside the scope of Article 114 was beyond the
scope, as part of the assessment of cumulative regulatory effects, through the case studies, it
was necessary to consider the interaction between IM legislation for industrial products and
other legislation applicable to products. A series of EU regulations have been adopted in the
past 10 years that impose additional costs on industry, such as the WEEE Directive (2012/19
EC), the Energy Performance of Buildings Directive and product--specific regulations such
as the F-gas regulation (842/2006 EC).

The second main area of focus has been on assessing how well the regime works to support
the implementation of Union harmonisation legislation at European and national level,
including the role played by different institutional actors, coordination mechanisms and
support structures.

The scope also included a review of progress made through recent initiatives to help
modernise Union harmonisation legislation such as the New Legislative Framework (2008),
the Alignment Package of 9 Directives that forms part of the NLF’s implementation (2011)
and the proposals set out in the "Product Safety and Market Surveillance Package" (2013).
These and other recent relevant developments are set out in Section 1.4. This was essential
given the need to take stock of what simplification measures have already been undertaken,
or are planned in the near future, before considering what further simplification measures

° The Commission adopted a “package on innovation in health” consisting of the “Communication on safe,
effective and innovative medical devices and in vitro diagnostic medical devices” (26 September 2012)

% The separate study is reviewing the PED 97/23/EC; Personal protective equipment (PPE) 89/686/EEC;
Appliances burning gaseous fuels 2009/142/EC; and Cableway installations designed to carry persons
2000/9/EC
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might also be considered.

1.2.2 Methodological approach

The research has been carried out using a number of different research tools that have
allowed us to verify and to cross-check the evidence in accordance with triangulation
principles. These include: extensive desk research, two different online surveys, carrying out
a major interview programme with more than 200 stakeholders, undertaking product-based
case studies across 10 selected product categories, and analysing the results of DG ENTR’s
Your Voice online consultation.

The following diagram shows the interconnection between the different phases and elements

of the study.

Figure 1.1: Methodological framework by phase and research and data analysis tools
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Desk research involved a review of a wide range of documents and a bibliography is
provided in Appendix B. Among the documentation reviewed were key EU legal texts and
non-binding guidance produced by the Commission to support the implementation of Union
harmonisation legislation overall, and guidance on specific Directives and Regulations.
Relevant findings from evaluations and impact assessments carried out focusing on
individual pieces of IM legislation have also been reviewed**.

Two online surveys were carried out with (i) Notified Bodies and members of Notified Body
Groups and (ii) Accreditation Bodies. The survey of Notified Bodies received 128 responses,
which equated to 11.4% of the total viable sample of 1116 Notified Bodies contacted. The
number of responses achieved represents a 95% confidence level with an 8% margin of error.
The response level was positive given the problem of survey fatigue and contact problems*2.

The distribution of responses from NBs by country in the sample broadly reflects the
distribution in the total population of NBs across Europe (distribution by country is provided
in Section 2) and was representative by size of the NB in terms of the number of employees.
Certain smaller EU countries (e.g. Bulgaria and Czech Republic) are over-represented, while
a few countries (e.g. France) are comparatively under-represented in the sample.

In terms of the pieces of legislation covered by the NBs that responded to the survey, the
participating NBs cover all pieces of IM legislation under investigation. The most common
are the Personal protective equipment (27% of respondents), the Machinery Directive
(24.6%), the Pressure equipment Directive (18.9%), the Low Voltage Directive (18.9%).
Good coverage of all conformity assessment procedures (Modules) has also been achieved,
with all procedures covered by at least 35% of participating NBs. EC-type examination
(Module B) is the most common procedure (84% of respondents).

While the majority of Notified Bodies primarily serve their national markets (67% indicate
that national market represent more than 50% of the their turnover from conformity
assessment services), there are also NBs with a more international character (43% indicated
that firms in other EU countries represent more than 10% of the turnover and 34% referred to
a similar share of turnover for firms in non-EU countries).

The survey of Accreditation Bodies attracted 20 responses out of a total of 32 contacted®
62.5%) including all Member States with a large manufacturing base as well a range of
smaller Member States. It is provides a broad geographical coverage. Additionally, a few
Accreditation Bodies were interviewed, which ensured a high level of coverage of this
stakeholder group.

! Impact assessments (IAs) have only been compulsory since 2006 and while IAs relating to Union
harmonisation legislation have been reviewed, legislation that predates this period was not subject to an IA
process.
2 Out of 1826 notified bodies listed in the NANDO database there were 136 duplicate entries and in the case
of 648 NBs, no email address was provided, or it was incorrect (non-functioning) or missing. The CSES team
conducted its own desk research and identified alternative contact details for 74 NBs.
328 Member States plus Iceland, Liechtenstein, Norway, Switzerland and Turkey
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201 interviews have been carried out'. The extensive interview programme with key
stakeholders included the broad spectrum of stakeholders such as national competent
authorities, market surveillance authorities, Notified Bodies and members of NB groups,
ADCOs, Product Contact Points, industry associations and individual firms. An overview is
set out in the table below:

Table 1.2: Interview programme — Number of interviews completed

Total
EU industry associations and stakeholders 31
National industry associations 9
Individual firms (e.g. manufacturers, importers, large/small firms) 62
European Commission officials 12
National authorities (market surveillance authorities, Accreditation 27
Bodies, and chairmen/women of the ADCO groups).
Notified Bodies Groups/ organisations at EU level 4
Notified Bodies 1
Consumer,  environmental organisations and trade unions 1
representatives
Standardisation organisations 1
Total 201

A total of 62 firms were interviewed, together with 19 industry associations for the product-
based case studies, out of a total of more than 220 firms contacted. It should be stressed that
only a small number of Notified Bodies Groups were interviewed and Notified Bodies
because as noted above, a large-scale survey was undertaken with Notified Bodies.

CSES also carried out an analysis of the 144 responses to the Your Voice Consultation™
organised by the European Commission carried out between January and April 2013 as part
of the roadmap initiative "Reforming the internal market for industrial products”. The
consultation received response from industry associations and individual firms across a broad
range of sectors such as manufacturing and ICT, and from public authorities, organisations
providing professional, scientific and technical services, wholesale and retail, consumer
organisations and individual citizens. The findings have been integrated into this report and
CSES provided DG ENTR with a summary analysis of the consultation results. The analysis
has also been integrated into the various parts of the report.

Last but not least, in consultation with the Commission, the project team selected 10 product
categories for the case study research, eight in harmonised sectors and two in non-
harmonised sectors (ski/Snow footwear and bicycles). A number of selection criteria were
used, such as ensuring that the product included professional users, products in which SMEs
have a strong presence among manufacturers, the need to include intermediate not only final
end products, etc. The case studies selected were:

. Electric motors

 Some interviewees were interviewed twice either because of the complexity of the information needed for
the cases, or because they were interviewed in a different capacity, first in their role within an industry
association and secondly in relation to their firm.
13 http://ec.europa.eu/yourvoice/ipm/forms/dispatch?form=IMIP&Ilang=en
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. Laptops
. Domestic Refrigerators and freezers
. Lifts for persons
. Gardening equipment
. Instruments & appliances for measuring, testing and navigation
. Air conditioners
. Integrated circuits
. Ski/Snow footwear (non-harmonised)
. Bicycles (non-harmonised)

The full versions of the 10 case studies are in Appendix C. These were carried out using a
combination of desk research, statistical analysis and interviews with relevant firms and
industry associations. For each case study, we analysed relevant data sources (e.g. Eurostat
Prodcom and SBS data, industry data). Section 5 provides a summary overview of the
findings through the case study research.

1.3 Recent developments in Union harmonised product legislation

Since Union harmonisation legislation is complex and there have been a number of
significant developments in the legal framework since the mid-1980s, it is necessary to
provide a factual overview as to how the basic regulatory architecture works, and to
summarise steps taken by the Commission to improve and modernise the regime supporting
its implementation (e.g. the legal framework on market surveillance and accreditation.

1.3.1 Introduction

Since January 1993, the Internal Market (“IM”) has ensured the free movement of goods,
services, people and capital within the European Union (EU). Article 114 of the Treaty on
the Functioning of the European Union (TFEU)™ provides the legal basis for Union
harmonisation legislation for industrial products. The objectives are to promote
approximation through technical harmonisation measures and to ensure high levels of
protection for safety and health, consumers and the environment. An assessment of the
intervention logic is set out in Section 2.2.

1.3.2 Harmonised products and the New Approach Directives

In 1985%, the New Approach was adopted as the principle regulatory mechanism for
harmonised product legislation under which the “essential requirements” in respect of safety
and health are set out in the applicable internal market legislation.

The legislative framework is non-prescriptive and technology-neutral with detailed technical
implementation dealt with through standardisation. Economic operators are then free to
determine how they demonstrate compliance with the essential requirements, typically
following European harmonised technical standards, or an alternative means of showing that
presumption of conformity has been achieved.

!¢ consolidated Version of the Treaty on the Functioning of the European Union, 26.10.2012
7 Council Resolution 85/C 136/01 of 7 May 1985 on a new approach to technical harmonization and
standards.
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After two decades, the “New Approach” gained recognition and acceptance across many
industrial sectors as a method for achieving the effective operation of the internal market in
industrial products, while ensuring that minimum common technical standards are met. In
order to improve the effectiveness of the regulatory framework under the New Approach
Directives, the New Legislative Framework (NLF) was adopted in 2008. The aim was to
retain the central tenets of the New Approach but to reinforce the regulatory system’s
effectiveness, improve transparency and remove any remaining obstacles to the free
movement of industrial products. In 2008, in order to support the NLF’s implementation, two
EU regulations and a decision were adopted as part of a broad package of measures. In the
area of harmonised products, the “Goods Package” consists of:

e Regulation (EC) No 765/2008 sets out the requirements for accreditation and market
surveillance relating to the marketing of products and Decision 768/2008/EC on a
common framework for the marketing of products. The Regulation applies to harmonised
products; and

e Decision 768/2008/EC on a common framework for the marketing of products. The
Decision lays down common principles and reference provisions. This includes
harmonised definitions and general obligations for economic operators, rules for CE
marking and a “menu” of conformity assessment procedures. The Decision provides a
general framework for future legislation which will harmonise the conditions for placing
products on the market.

1.3.3 The Alignment Package

On 21 November 2011, the Commission adopted an “Alignment Package” to align nine
Directives with the common rules and approaches outlined in the NLF, taking into account
the “toolbox” set out in Decision 768/2008/EC, namely: Low Voltage Directive
(2006/95/EEC), Electromagnetic Compatibility Directive (2004/108/EC); ATEX Directive
(94/9/EC); Lifts Directive (95/16/EC); Simple Pressure Vessels Directive (2009//105/EC);
the Measuring Instruments Directive (Directive 2004/22/EC); Non-automatic Weighing
Instruments Directive (2009/23/EEC); Civil Explosives Directive (93/15/EEC); and
Pyrotechnic Articles Directive (2007/23/EC). In addition, there are a number of other
Directives subject to a broader revision that includes an alignment to the model provisions of
Decision 768/2008/EC.".

1.3.4 Non-harmonised products

Until 2008, the mutual recognition principle was implemented under Decision 3052/95/EC.
Regulation (EC) No 764/2008, also known as the Mutual Recognition Regulation, provides a
common framework for mutual recognition in the area of non-harmonised products. This
relates to the application of the mutual recognition principle in the area of non-harmonised
products. Regulation 764/2008 complements two other pieces of EU legislation:

o Directive 98/34/EC™ and the TRIS notification procedure - which requires the

'8 Recreational Craft, Personal Protective Equipment, Radio and Telecommunications Equipment Directive, RoHS Directive,
Medical Devices.

' 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 and of rules on Information Society services
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Member States to notify the Commission and each other of any draft ‘technical
regulations’ for products before they are adopted in national law; the Directive is a
preventive measure that allows the Commission and Member States to verify that any
new technical rule is compatible with EU law before it is adopted; in contrast, the
Regulation 764/2008 is a corrective measure that ensures the correct enforcement of
national rules on a case-by-case basis; and

o The General Product Safety Directive,?® which requires the safety of all consumer
products to be assessed in accordance with European standards, Community technical
specifications, codes of good practice, the state of the art and expectations of
consumers; except where national rules apply, the Directive applies to all consumer
products (whether harmonised or not), whilst Regulation 764/2008 applies to all non-
harmonised products (whether likely to be used by consumers or not). Through the
new Product Safety and Market Surveillance Package, a new proposed regulation is
expected to replace the 2001 GPSD by 2015.

Approximately 25% of intra-EU trade is in the non-harmonised product area. In the absence
of Union harmonisation legislation, each Member State can adopt its own national technical
rules in relation to issues such as weight, size, composition, labelling and packaging or,
indeed, to apply no rules at all. National legislation must still comply with the requirements
of Articles 34-36 of the Treaty on the Functioning of the European Union (TFEU). In order
to prevent national technical rules from inhibiting trade, the TFEU also forms the basis of the
“mutual recognition” principle. According to Articles 34-36, Member States are obliged to
accept products lawfully marketed in another Member State (and which are not subject to EU
harmonisation legislation) even when the product does not fully comply with the technical
rules of the Member State of destination. Since 2008, the NLF has helped to drive the
modernisation agenda to ensure that IM legislation for industrial products is fit for purpose
and that present inconsistencies are eliminated. Following the adoption of the two
Regulations and Decisions mentioned earlier concerned with setting out a common
regulatory framework and common arrangements for market surveillance and accreditation
measures, there have been a series of further developments that form part of the NLF and its
follow-up.

1.3.5 Product Safety and Market Surveillance Package

In order to improve consumer product safety and to strengthen market surveillance of
products on the internal market, the Commission proposed a new package of legislative and
non-legislative measures, the “Product Safety and Market Surveillance Package” on 13
February 2013. This builds on the overarching framework provided by the NLF.

The PSMSP consists of a number of elements, namely a Proposal for a Regulation on
consumer product safety, replacing Directive 2001/95/EC on general product safety; a
Proposal for a Regulation on market surveillance of products, a Multi-annual plan for market
surveillance until the expected coming into force of the Regulations in 2015. The final part is
an implementation report on Regulation (EC) No 765/2008 setting out requirements for
accreditation and market surveillance relating to the marketing of products. Overall, the
Package is intended to enable better coherence of the rules regulating consumer products
identification and traceability and improved coordination of the way authorities check

%% Directive 2001/95/EC of the European Parliament and of the Council of 3 December 2001 on general product safety
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products and enforce product safety rules across the European Union. More specifically, the
Commission highlights a number of key changes to be introduced by the Package:

e Alignment of the general obligations of economic operators to ensure the safety of
consumer products with clearer responsibilities for manufacturers, importers and
distributors;

e More effective tools to enforce safety and other product-related requirements and to take
action against dangerous and non-compliant products through a single set of rules for
market surveillance;

e Creation of a more co-operative system of market surveillance across the EU; and

e Streamlined procedures for the notification of dangerous products and synergies between
the existing Rapid Alert Information System (RAPEX) and the Information and
Communication System for Market Surveillance (ICSMS).*

The proposed Regulation on the Market Surveillance of Products responds to the confusion
said to be caused by the current “three-tier” system of market surveillance which results from
the fact that market surveillance rules and obligations for economic operators are laid down
in several different pieces of EU legislation. For example, the General Product Safety
Directive® creates overlaps in relation to harmonised products intended or likely to be used
by consumers. Such overlaps have been criticised by the European Parliament and
stakeholders in industry and national administrations. In order to improve the effectiveness of
the regulatory regime, the proposed Regulation would merge the rules on market surveillance
of the General Product Safety Directive, Regulation (EC) 765/2008 and many sector-specific
pieces of Union harmonisation legislation into a single legal instrument that applies
horizontally across all non-food sectors. There would be no distinction between consumer
and professional products or between harmonised products and non-harmonised products for
the purposes of market surveillance.

21 .
Ibid.
** Directive 2001/95/EC of 3 December 2001 on general product safety.
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2. Evaluation framework and typology of regulatory simplification

2.1 Evaluation questions

The specifications for this evaluation set out a number of high-level evaluation issues under
the headings of (i) relevance and coherence (ii) efficiency (iii) effectiveness and fitness for
purpose and (iv) impacts. In the following table, we summarise the evaluation questions
(EQs) that have been considered by the evaluation. In order to address the overall objectives
of the evaluation, it has been necessary to revise some of the questions set out in the task
specification and to introduce additional questions.

Table 2.1: Evaluation Questions

No. Evaluation Question
Relevance and Coherence — Section 3
EQ1 e Is harmonised product legislation (supported by voluntary technical standards) a
relevant response to the problems and needs identified in the intervention logic?
e Are directives the most suitable legal instruments for the purposes of technical
EQ2 harmonisation in the relevant fields or should directly applicable regulations
(requiring little or no transposition) be used?
e Is there evidence of gaps, loopholes, inconsistencies and duplication across
EQ3 Union harmonisation legislation and in the corresponding administrative
requirements for economic operators?
EQ4 e How coherent is the approach to definitions and product scopes in the various
legal texts? (e.g. components, spare parts)
Efficiency of the implementation regime — Section 4
EQ5 e What is the overall picture in relation to the efficiency of IM procedures,
mechanisms and structures to support its implementation?
EQ6 e How efficient is the conformity assessment process?
EQ7 e How well do Notified Bodies serve the conformity assessment process
EQ8 e Are conformity assessment bodies sufficiently regulated or are more stringent
rules are needed?
EQ9 e Is it appropriate to allow different elements of a conformity assessment to be
performed by different bodies?
e What are the challenges for national competent authorities in monitoring the
EQ10 activities of Notified Bodies located outside the EU? How far is it appropriate —
if at all — to open up Europe’s conformity assessment market to third countries?
EQ11 | e Should third-party conformity assessment be required for all industrial products?
e What are the benefits of accreditation for enhancing the single market for
EQ12 products (and services) and how could it best be used to support single market

initiatives?
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No. Evaluation Question
EQ13 e Should accreditation be made compulsory for the purposes of demonstrating the
technical capacity of conformity assessment bodies in the regulated sector?
EQ14 | e Isthe current regime for the Declaration of conformity satisfactory?
e Is the current regime of CE marking satisfactory? Are there ways to improve the
EQ15 interaction between CE marking and other compulsory and voluntary markings
enshrined in EU legislation?
EQ16 e What contribution is made by support and co-ordination mechanisms such as
Administrative Co-operation Working Groups and Product Contact Points?
EQ17 | e What are the main challenges facing market surveillance authorities?
EQ18 | e How effective is the co-operation between market surveillance authorities?
EQ19 e Should non-harmonised/non-consumer products be covered by common EU
market surveillance rules?
Costs of Compliance and Scope for Simplification - Section 5
£Q20 e What steps do firms take to ensure compliance with IM legislation? What costs
do they incur?
e How far is there scope for administrative and regulatory simplification of Union
EQ21 harmonisation legislation? To what extent is there scope for merging different
directives?
e How far will administrative simplification bring about benefits for economic
EQ22 . AR
operators in terms of reduced administrative burdens?
EQ23 | e To what extent can the benefits of administrative simplification be quantified?
EQ24 | e What benefits from simplification can be identified for the wider economy?
Effectiveness and Impacts — Section 6
e What, if any, are the barriers (regulatory/ non-regulatory) to the effective
EQ25 functioning of the internal market for industrial products stemming from IM
legislation for industrial products?
o Are there specific regulatory barriers to the development and free movement of
EQ26 innovative products, including products integrating key enabling technologies
(KETs)? Are there any legal gaps not already covered by IM legislation for
industrial products?
e Are there specific regulatory barriers to the development and free movement of
EQ27 green products? Are there any legal gaps not already covered by IM legislation
for industrial products?
EQ28 e To what extent is legislation adapted to the challenges presented by e-
Commerce?
e How are SMEs (micro, small and medium-sized) affected by IM legislation for
EQ29 industrial products and how do they cope with the requirements? Is there scope

to alleviate the burden on the different SME categories without compromising
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No. Evaluation Question

the overarching objectives of the legislation?

e Are there barriers to trade stemming from the way legislation handles the

EQ30 relation between services and products which are part of the same value chain?

e The specific situation of business-to-business (B2B products) which are
EQ31 developed and supplied to be used by professionals for the development of
other products: Do these products require a special treatment?

e Overall, how effective is IM legislation for industrial products as a mechanism
EQ32 and means to achieve the objective of improving the functioning of the internal
market?

e Overall, how effective is IM legislation for industrial products as a mechanism
EQ33 and means to achieve the objective of ensuring a high level of health and safety
and consumer protection?

e Overall, how effective is IM legislation for industrial products as a mechanism
EQ34 and means to achieve the objective of ensuring a high level of environmental
protection?

2.2.  Intervention logic

2.2.1  Problem definition and identification of needs

The starting point was to define the problems and needs that Union harmonisation legislation
seek to address. The counterfactual situation prior to the introduction of harmonised technical
product regulations at EU level was also considered. Prior to the introduction of the internal
market for industrial products, there was significant market fragmentation due to there being
different national legislation and technical standards in different Member States. There were
regulatory barriers to cross-border trade and customs tariffs. There were practical barriers to
exporting industrial products, and it was more difficult to find out what national legislation
was applicable in another Member State.

Prior to the advent of an internal market in industrial products, there was a lack of a level
playing field and fair competition since national regulations and administrative requirements
were more burdensome in some EU countries than in others. In some cases, such as
machinery, there was the absence of a national equivalent to the Machinery Directive. In
order for industry and SMEs to benefit from the potential economies of scale that stem from
the elimination of barriers to cross-border trade, there was a need for technical harmonisation
measures.

2.2.2 General, specific and operational policy objectives

The general objectives underlying IM legislation for industrial products are set out in Article
114 of the Treaty (TFEU). This provides the legal basis for the adoption of approximation
measures. In adopting such approximation measures, Union harmonisation legislation should
ensure a high level of protection as regards safety and health, environmental and consumer
protection.
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A number of specific objectives then relate back to these overarching general objectives,
such as in the case of harmonised products: ensuring access to the internal market and fair
competition; developing harmonised rules across the EU for placing products on the market,
preventing unsafe and unhealthy products entering the market, etc. The circulation of non-
harmonised industrial products is intended to be ensured by the application of the mutual
recognition principle. Under the goal of environmental protection, the Industrial Policy
Communication (COM(2010) 614) also mentions the role of IM legislation in promoting a
more resource-efficient and sustainable European economy.

Balancing the economic objectives relating to the internal market are the social and
environmental objectives within Article 114 relating to the prevention of unsafe and
unhealthy products from entering the market and the minimisation of harmful environmental
impacts. Whilst not incompatible with the internal market objectives, these objectives reflect
the need to protect against a “race to the bottom”, whereby producers of harmful products are
able to undercut other producers. Here, clearly the adoption of recent IM Directives such as
the Ecodesign Directive and energy labelling requirements has potential to contribute to this
objective.

Although Article 114 provides the sole legal base for Union harmonisation legislation, the
effective implementation of Union harmonisation legislation should also contribute — albeit
indirectly - to the achievement of EU industrial policy objectives. Article 173 (TFEU)
provides the basis for EU industrial policy and is an important part of the wider policy
backdrop. However, since IM legislation does not differentiate between European economic
operators and those from third countries, since it is concerned with ensuring a level playing
field within the internal market, industrial competitiveness is a subsidiary objective.

Operational objectives provide the basis for evaluating the immediate activities and effects
associated with Union harmonisation legislation. They relate to concrete actions taken at EU
level, including formal activities, namely i.e. introducing directives and regulations and
setting standards, as well as defining administrative requirements. For instance, Regulation
(EC) 764/2008 establishes a framework for the implementation of the mutual recognition
principle and mechanisms for non-harmonised products to be recognised, Decision
768/2008/EC provides a common framework for the marketing of products. They also
include “soft” interventions, including providing practical support to industry and promoting
harmonisation with global trading partners.

2.2.3 Intervention logic mapping diagram

An intervention logic diagram is provided on the following page (Figure 2.1) setting out the
hierarchy of objectives. This ranges from the general (strategic) policy objectives through to
specific and operational objectives. In the next sub-section, we describe the specific
mechanisms by which the objectives are pursued.
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2.2.4 Division of competence between the EU and national levels

At EU level, the European Commission is responsible for the development of Union
harmonisation legislation for industrial products and its periodic review and revision. It also
has an important overarching role in monitoring and evaluating its implementation. The
Commission is also responsible for mandating EU standardisation bodies to develop technical
standards and for setting up appropriate mechanisms and support structures to ensure its
effective implementation. It is also responsible for coordination aspects relating to market
surveillance.

In order to strengthen the effectiveness of IM legislation and its implementation, a number of
different institutional mechanisms have been set up at EU level, such as ADCO Groups and
Notified Bodies Groups. These promote information exchange and facilitate the discussion of
the main challenges in the implementation of Union harmonisation legislation. In addition,
information tools have been developed to support the implementation regime, such as the
NANDO Database of Notified Bodies across EU28 and the ICSMS, the internet-supported
information and communication system for the pan-European market surveillance.
Furthermore, EU guidance documents have been developed for economic operators as to how
to ensure more effective compliance with IM regulations (Blue Guide, specific legislation).

Turning to the national level, a number of mechanisms and structures that support the
implementation of Union harmonisation legislation are the responsibility of the Member
States. Member States are responsible for the development of national implementing rules
and for nominating the necessary competent authorities, and have responsibility for
designating Notified Bodies — including determining whether accreditation mechanisms are
required and for monitoring the operation of NBs. Further responsibilities include the
provision of support and guidance to economic operators to ensure effective implementation,
market surveillance and enforcement.

In the non-harmonised area, Member States are required to follow a notification process
where they consider that products should not enter their national market, to establish national
product contact points and to submit an annual report on implementation. Product Contact
Points also provide information and guidance since 2008.

Finally, manufacturers and other economic operators are expected to comply with
requirements and follow the various conformity assessment procedures while at the same
time — mainly through the industry associations — participate in the development of technical
standards and the working groups set up to monitor the implementation of IM legislation.
Other relevant stakeholders — e.g. consumer, environmental groups and trade unions — also
participate in this process.

For all these activities, the Commission, the Member States, industry and stakeholders all
dedicate certain resources in the form of human and financial inputs. The level of these inputs
has a significant effect on the overall efficiency of the legal framework. An assessment of
how effective a role is being played by the various institutional actors involved in supporting
the implementation of Union harmonisation legislation is provided in Section 4 (efficiency).

2.2.5 Mechanisms and structures
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The implementation of Union harmonisation legislation is underpinned by a number of
mechanisms and structures that help to ensure effective implementation. These are
summarised below, with a distinction between EU and national level implementation,
monitoring and enforcement activities:

EU level - Harmonised products

Mandate EU standardisation bodies to develop technical standards

Review and evaluate implementation of legislation and propose amendments /changes
to Directives and Regulations to reflect technological developments, address
implementation problems and economic and technical feasibility

Create Notified Body coordination groups

Develop information/support structures to assist industry and stakeholders in
implementation of legislation (e.g. NANDO, ICSMS online information and
communication system for pan-European market surveillance)

Non-Harmonised products

Third countries

Conclude Mutual recognition agreements to reduce costs of testing and certification in
other markets

National Level (Member States)

Appoint national competent authorities in respect of specific IM legislation

Appoint national Accreditation Bodies

Transpose EU Directives into national legislation

Designate Notified Bodies to carry out conformity assessment

Establish national Accreditation Bodies to accredit Notified Bodies

Conduct monitor and enforcement activities to ensure compliance with the legislation

Communicate to other Member States decisions (notify) for approval, withdrawal of
products

Lay down rules and penalties for non-compliance
Participate in support/coordination structures/groups (ADCOs)
Develop support structures for industry (industry)

Non-harmonised products

Operating Product Contact Points
TRIS notification system (98/34 notification procedure)
Submit annual reports on implementation of Regulation 764/2008

Industry and stakeholders

Comply with legal requirements
Participate in support structures for development of technical standards

Participate in working groups monitoring the implementation of legislation (e.g.
ADCOs, Notified Bodies Groups)

The human resources required at EU and national level in order to promote an effective
internal market in goods form an important part of the intervention logic since they are the
processes that need to be implemented efficiently in order to bring about the effective
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implementation of IM legislation. An assessment as to how effective some of the different
aspects of the framework for the implementation of IM legislation for industrial products
(including the role of different institutional actors) is explored in Section 3 of this report
(efficiency).

2.2.6 Effects and impacts

The final stage in the logic mapping was to assess the full and effective implementation of IM
legislation for industrial products in order to check what sort of effects and impacts should
materialise at different levels, namely:

e Effects on economic operators - strengthened access to the internal market and global
markets, leading to greater economies of scale and enhanced firm-level competitiveness,
cost-efficiencies through regulatory and product convergence at European level and to
some extent also globally.

e Effects on users and consumers - reduce incidence of non-compliant products placed on
market, promoting more sustainable consumption

e Impacts on the internal market — such as promoting an increase in intra-EU trade,
strengthening market access, promoting fairer competition and a level playing field

e Impacts on health, safety, the environment and consumer protection — through the
setting of essential requirements, IM legislation’s effective implementation should help to
prevent unsafe and unhealthy products from being placed on the market, and the
environmental impacts of products should be minimised.

e Wider impacts on industrial competitiveness and innovation — although not explicit
objectives in the legal base, Union harmonisation legislation has the potential to
strengthen competitiveness, e.g. through the promotion of industry consolidation with
manufacturing firms being able to operate across the internal market, rather than in
national markets, with greater economies of scale, effects from the development of a body
of Union harmonisation legislation in promoting global regulatory convergence and
convergence in technical standards, enhanced take-up of innovation and RTD results
(through a technology-neutral approach).

The extent to which the different types of effects identified through the logic mapping have
been substantiated through the research is examined later in this report, in particular in
Section 6 (effectiveness and impacts).

2.3 Typologies of simplification and support measures

The Commission has sought to make improvements to strengthen the coherence and
effectiveness of internal market legislation and the support structures and mechanisms that
support its implementation at EU and national levels. This has been achieved through the
framework of the NLF (and the current Alignment Package) with an effort to modernise the
legal framework and to promote greater consistency between different IM legislation in order
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to reduce administrative burdens for economic operators. In addition, through periodic
reviews and recasting of individual IM directives and regulations, efforts have been made to
promote regulatory simplification.

A typological framework was developed in order to assess what steps have already been
taken towards regulatory and administrative simplification, and to strengthen the
implementation of Union harmonisation legislation through measures and support actions.
This was an essential step in order to be able to examine the future scope for further
simplification measures and possible measures to strengthen efficiency and effectiveness
more generally. The typology consists of three main aspects:

e Regulatory simplification measures relating to Union harmonisation legislation for
industrial products (horizontal and vertical/ sectoral legislation);

o Administrative simplification measures (for economic operators, national authorities
and market surveillance actors); and

o Non-legislative support actions that strengthen the efficiency and effectiveness of
regulatory implementation and the enforcement and monitoring of IM legislation.

The validity of this typological framework has been tested through the research. Examples of
existing simplification measures have been identified and analysed in the sections dealing
with efficiency and effectiveness respectively (Sections 4 -6). The mapping was a crucial
starting point in exploring the potential scope for further simplification. The typology
provides a framework for presenting the conclusions and recommendations relating to
simplification measures.

2.3.1 Regulatory simplifications and clarification measures
Regulatory simplifications can take different forms such as:

o Changing the structure of legislation relating to the internal market for industrial
products - the possibility of a horizontal regulation to replace Decision 768/2008;
overcoming regulatory fragmentation in market surveillance by combining different
pieces of legislation;

e Merging different directives or regulations — combining different directives or
regulations where there is scope to do so e.g. Machinery Directive and Outdoor Noise
Equipment Directive;

e Updating IM legislation for industrial products using the same regulatory
instrument — periodic reviews of legislation leading to the codification and recasting of
individual directives and regulations, or groups of legislation aligned in parallel;

e Updating IM legislation through the use of a different regulatory instrument —
transition from an EU regulation to a directive;

e Repealing EU legislation —in cases either where legislation has proven to be obsolete
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altogether, or where Union harmonisation legislation has been replaced by recast or
codified IM legislation.

Simplifications and clarification measures can either be applied to individual pieces of
legislation or to groups of regulations and directives through recasting and codification®
exercises. Through the NLF, an effort has been made to promote regulatory simplification
through the adoption of the common elements set out in Decision 768/2008 within the
Alignment Package, without any major changes to the substance of the legislation. Where
legislation has been updated, opportunities have been taken to provide clarity as to
definitions, the scope (for instance, whether spare parts and components are included) and in
making administrative requirements more consistent. The proposed typology of regulatory
simplification measures relevant to IM legislation for industrial products is set out in Table
2.2, and is supported by concrete examples:

** The codification of directives means bringing into one legal text the original directive and its successive
amendments.
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Table 2.2: Typology of regulatory simplification and clarification measures

Type of | Simplification — short description and key | Union harmonisation
simplification benefits legislation

measure

Changes to | Proposal for a horizontal Regulation on the | PSMSP - COM(2013)
structure of IM | Market Surveillance of Products (PSMSP). | 74 final

legislation

(horizontal)

The proposal would bring into a single piece
of legislation applying across all non-food
sectors rules on market surveillance. Making
the rules more accessible.

Benefits

Simplification of Union rules on market
surveillance and reduced market
fragmentation - combining market
surveillance rules scattered across different
legislation e.g. General Product Safety
Directive, Regulation 765/2008 and sector-
specific legislation into a single Regulation.

Changes to
structure of IM
legislation
(vertical)

Merging IM directives and requlations

Merging IM legislation could help to
maximise synergies, minimise overlaps and
inconsistencies and reduce administrative
burdens for economic operators.

e Machinery Directive
(2006/42/EC)  and
Outdoor Noise
Efficiency Directive
(2000/14/EC)*

e PED (97/23/EC) and
SPVD
(2009/105/EC)
Directives

e PED (97/23/EC) and
transportable
pressure equipment
(99/36/EC)
Directives

** The possible merging of the MD and Outdoor Noise Emissions Directive is being explored through a technical
study for DG ENTR which began in early 2013.
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Type of | Simplification — short description and key | Union harmonisation
simplification benefits legislation
measure
Updating IM | Recasting and codification of directives e Machinery Directive
legislation There is no fixed timetable for reviewing and |~ 89/392/EEC recast
(using SaMe | recasting legislation. Periodic reviews of IM in 2006/42/EC
regulatory legislation provide an opportunity to review | ¢ RoHS Directive
instrument) and simplify legislation and to apply lessons | 2002/95EC, recast
from practical experiences of the legislation’s (2011/65/ EU)25
lmplementatlo.n thr.ough recast directives. e PPE Directive
The New Legislative Framework (NLF) and 89/686/EEC,
alignment of groups of IM regulations revision process on-
Decision 768/ 2008 introduced a common going
framework for marketing products to ensure |  R&TTE  Directive
greater consistency between IM legislation. 1999/5/EC  revision
The Alignment Package will implement the process  on-going
NLF’s common approach across 9 directives with proposal  for
(common definitions of economic operators, new “Radio
their obligations and responsibilities). Equipment
Directive”
Updating IM | Replacing __directives  with ___directly | Examples of industrial
legislation applicable regulations product legislation
(using a | Benefits;  no  national transposition | Where Reg_ulatl_ons.have
different requirements  with reduced scope for | replaced Directives:
regulatory differences in interpretation between Member | ¢  Cosmetic  Products
instrument) States, uniformity across the internal market, Regulation
legal certainty for economic operators. (1223/2009/EC)
e Construction
Products Regulation
(305/2011/EC)
e Proposal for a
Regulation on
medical devices
(COM(2012) 542
Repealing EU | EU regulations can include periodic review | IM legislation under the
legislation clauses so that any which are no longer | New Approach covers

relevant or have become obsolete can be
repealed.

broad
product