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I. INTRODUCTION

On 30 January 2013, the Commission presented the fourth railway package, which consists of six

legislative proposals aimed at removing the remaining barriers to the completion of the Single

European Railway Area. The package contains three groups of measures, with a view to:

— renewing rules on governance structure in relation to infrastructure management and transport
operations (governance pillar);

— ensuring further opening of the market for domestic passenger transport services by rail
(market opening pillar); and

— reinforcing the harmonisation of interoperability and safety requirements (technical pillar).
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The Irish Presidency started to work on this last group of proposals, the so-called technical pillar of
the fourth railway package.' Within the technical pillar, the Presidency's efforts focussed on the
recast of Directive 2008/57/EC on the interoperability of the rail system within the European Union,
and an orientation debate was held at the TTE Council on 11 March 2013. In their interventions,
ministers expressed mainly the need to rethink the division of competences between the European
Railway Agency (hereinafter, "the Agency"), and national safety authorities in the vehicle

authorisation procedure, as well as to adapt these procedures to specific circumstances.

II. WORK WITHIN COUNCIL BODIES

After a general presentation by the Commission, the Working Party discussed and evaluated the
Commission’s impact assessment, in line with the Inter-Institutional Approach to Impact
Assessments.” Following the debate at the TTE Council on 11 March 2013, the detailed

examination of the proposal continued along the line of the views expressed by ministers.

Following the discussions held at various meetings of the Working Party on Land Transport, the
Presidency has amended several provisions of the Commission proposal. The changes aim at
clarifying the text while providing for more flexibility, in particular on the respective
responsibilities of the national safety authorities and the European Railway Agency in relation to
the vehicle authorisation process. This new approach is expected to lead to an increased efficiency
of the vehicle authorisation process through an enhanced role of the Agency and at the same time to
guarantee a continuously high level of safety on the Union railway network. The new procedures
also contain provisions to take specific circumstances into account, such as vehicle authorisation for
national rail transport only, and the possibility of concluding cooperation agreements between the
Agency and national safety authorities to facilitate the practical implementation of the new

authorisation system.

The three legislative proposals composing the technical pillar are: a recast of Directive
2008/57/EC on the interoperability of the rail system within the European Union, a recast of
Directive 2004/49/EC on railway safety and a new Regulation on the European Union Agency
for Railways (Agency Regulation). The examination of the two latter proposals has not yet
started within the Council.

Better Regulation: Inter-Institutional Common Approach to Impact Assessment

(IA) 14901/05 JUR 486 COMPET 263.
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On 31 May 2013, the Presidency compromise text was submitted to the Permanent Representatives

Committee (Coreper) in order to settle the remaining outstanding issues and prepare the draft
general approach for the TTE Council on 10 June 2013. During this Coreper meeting, a very large
majority of the Member States expressed strong support for the current Presidency text, while a few
Member States reiterated some concerns and presented new draft suggestions. The Presidency took
note of the delegations’ comments and, in order to solve some outstanding issues and to facilitate
reaching a general approach, the Presidency accepted several proposals tabled by delegations.
However, a few questions still need to be discussed at Council level, as some delegations maintain
their reservations on the text. The changes in Annex I to this report compared to the report to

Coreper are indicated in bold and strikethrough.

DK, SI and UK indicated a parliamentary scrutiny reservation. The recitals will be examined and

adapted at a later stage to reflect the agreement reached on the articles.
The Commission supports reaching a general approach at the forthcoming Council meeting.
Nevertheless, it maintains its general reservation on the entire compromise proposal at this stage of

the inter-institutional procedure.

OUTSTANDING ISSUES

1)  Scope of the Directive (Article 1(3) - footnotes 1 and 2)

Regarding trams and light rail vehicles, DE would like to replace "exclusively" with "mainly",

since infrastructure used by these vehicles may be used by other types of vehicles as well. The
Presidency text intends to clarify that only infrastructure used exclusively by these vehicles is
exempted from the Directive, but infrastructure with a "mixed" use should remain under the

scope.

In the case of networks for local, urban and suburban passenger services, IT and HU propose

the deletion of "passenger" and consider that this specification is unnecessary, given that this

reference would make the exclusion of certain local non-passenger services impossible.
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2)

Vehicle authorisation for placing on the market (Article 20 - footnote 17)

As opposed to the significant transfer of competences from the national authorities to the
Agency initially proposed by the Commission, the Presidency compromise provides for a dual

system of authorisations in relation to the issuing of vehicle authorisations for placing on the

market (Article 20). According to the Presidency's approach, the Agency acts as a one-stop-

shop for vehicles intended for cross-border operations; however national safety authorities

keep an important role in carrying out the assessments necessary to the issuing of these

authorisations. For vehicles involved in national traffic only, a choice exists for the applicant

to submit a request for autorisation either to the Agency or to the national safety authority.

Generally, the Presidency's compromise above is acceptable to a large majority of Member
States. However, several delegations stress that the authorisation procedure can only offer the

sufficient guarantees on safety, if it is accompanied by appropriate provisions in the safety

Directive (also part of the package but still to be examined by the Council preparatory
bodies), thereby resulting in an efficient, and safety-oriented European authorisation system.
The Presidency text takes these concerns into account, and footnotes 13 and 21 indicate the
areas where the proposal on the Safety Directive will have to be closely examined in the light

of the changes made to the authorisation procedure in the interoperability Directive.

Some delegations also considered the five-year transitional period foreseen in the Presidency

compromise (Article 51) for the continued application of the current rules as essential for

agreeing to the new authorisation procedure.

Finally, delegations welcomed the fact that in the Presidency compromise the new

authorisation regime is underpinned by new provisions and safeguards in areas which are of

key importance to the majority of delegations. These provisions concern:

10276/13 CB/GL/hh 4

DGE2A EN



b)

Liability of the Agency for vehicle authorisations (Article 20(1e), footnote 20
and Annex II)

Several Member States called for clarifications on the accountability of the Agency in the
context of issuing vehicle authorisations. The Presidency proposes, therefore, to complement

the interoperability Directive with a new recital which recalls the legal framework of the

Agency's liability, and underlines the Agency's cooperation with Member States's authorities.

In addition, it is proposed that the Council undertakes to include a recital and provisions in the

proposed Agency Regulation on the implementation of the above cooperation. This solution is

acceptable to all delegations.

Cooperation agreements between the Agency and national safety authorities (Article

20(8b), footnote 25)

Cooperation agreements between the Agency and one or more national safety authorities for

the purpose of authorisations concerning vehicles, may include specific cooperation

arrangements in cases of networks requiring specific expertise due to geographical or

historical reasons. This compromise provides the possibility for Member States with specific

railway network characteristics to cooperate in the authorisation process under the umbrella of
the Agency. This compromise is acceptable to the majority of delegations. However, LV is of
the view that national safety authorities should be able to cooperate and issue authorisations
without the participation of the Agency. DK also has a different view on the text and
considers that instead of reducing costs and administrative burden, the system of cooperation

agreements will result in complex procedures and decrease efficiency.
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Detailed reporting obligations from the Commission (Article 50(1))

In order to prepare for the application of the new rules introduced by the interoperabiltiy
Directive and to closely monitor their functioning, the Presidency proposes to add other

aspects to the regular reporting obligation of the Commission. These aspects include an

interim report on the progress made in preparing for the Agency's enhanced role in the vehicle

autorisation process, and the functioning of the Agency and of the cooperation agreements

once the new rules are in force. The reports should be based on extensive consultations with

the relevant stakeholders and cover the implementation and use of vehicle registers as well.

All delegations consider the above reporting obligations essential for the acceptance of the
overall compromise package. Finally, the requirement of a separate report on work carried out

at European level on the traceability of safety critical components is also included.

Other issues

Other concerns and reservations expressed by delegations appear in the footnotes of the Annex.

I11.

CONCLUSION

The Council is invited to examine the text as set out in the Annex to this report, to resolve the

outstanding issues and to adopt a general approach at its meeting on 10 June 2013.
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ANNEX 1

2013/0015 (COD)

Proposal for a
DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
on the interoperability of the rail system within the European Union

(Recast)

CHAPTER 1
GENERAL PROVISIONS

Article 1

Subject matter and scope

1. This Directive establishes the conditions to be met to achieve interoperability within the
Union’s rail system in a manner compatible with the provisions of Directive [.../...on the
safety of the rail system within the Union] in order to define an optimal level of technical
harmonisation, to make it possible to facilitate, improve and develop rail transport services
within the Union and with third countries and to contribute to the completion of the Single
European Railway Area. These conditions concern the design, construction, placing in service,
upgrading, renewal, operation and maintenance of the parts of this system as well as the
professional qualifications and health and safety conditions of the staff who contribute to its

operation and maintenance.

2. This Directive lays down the provisions relating to, for each subsystem, the interoperability
constituents, the interfaces and procedures as well as the conditions of overall compatibility of

the rail system required to achieve its interoperability.
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3. The following systems are excluded from the scope of this Directive:

(a) metros,

aa) trams and light rail vehicles, and infrastructure that is used exclusively’ by these

vehicles;

(b) networks that are functionally separate from the rest of the rail system and intended only
for the operation of local, urban or suburban passenger services?, as well as
undertakings operating solely on these networks.

4.  Member States may exclude from the scope of the measures implementing this Directive:

(a) privately owned railway infrastructure, used by the owner or an operator for the purpose

of'its freight activities or the transport of persons for non-commercial purposes, and

vehicles exclusively used on such infrastructure;

(b) infrastructure and vehicles reserved for a strictly local, historical or touristic use.

DE proposes to replace "exclusively" by "mainly".
IT and HU propose to delete the word "passenger".
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Article 2

Definitions

For the purposes of this Directive:

(1)  Union rail system’ means the elements listed in Annex I;*

(2) ‘interoperability’ means the ability of a rail system to allow the safe and uninterrupted

movement of trains which accomplish the required levels of performance;

(3) “vehicle’ means a railway vehicle suitable for circulation on wheels on railway lines, with or

without traction. A vehicle is composed of one or more structural and functional subsystems;

(4) ‘network’ means the lines, stations, terminals, and all kinds of fixed equipment needed to

ensure safe and continuous operation of the rail system;

(5) ‘subsystems’ means the structural or functional parts of the rail system, as set out in Annex II;

(6) ‘interoperability constituents’ means any elementary component, group of components,
subassembly or complete assembly of equipment incorporated or intended to be incorporated
into a subsystem, upon which the interoperability of the rail system depends directly or

indirectly, including both tangible objects and intangible objects;

(6a) ‘product® means a product obtained through a manufacturing process, including

interoperability constituents and subsystems;

IT does not agree on the deletion of the distinction between conventional and high-speed rail
system in Annex | and proposes to reinsert the provisions of the current Directive
2008/57/EC.
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(7) ‘essential requirements’ means all the conditions set out in Annex III which must be met by

the rail system, the subsystems, and the interoperability constituents, including interfaces;

(8) ‘European specification’ means a specification which falls into one of the following
categories:

— a common technical specification, as defined in Annex XXI, paragraph 4 to Directive
2004/17/EC coordinating the procurement procedures of entities operating in the water,
energy, transport and postal services sectors®;

— a European technical approval as defined in Annex XXI, paragraph 3 to Directive
2004/17/EC; or

— a European standard as defined in Article 2(1)(b) of Regulation (EU) No 1025/2012;

(9) ‘technical specification for interoperability’ (TSI) means a specification adopted in
accordance with this Directive by which each subsystem or part of a subsystem is covered in

order to meet the essential requirements and ensure the interoperability of the rail system;

(10) ‘basic parameter’ means any regulatory, technical or operational condition which is critical to

interoperability and is specified in the relevant TSIs;

(11) ‘specific case’ means any part of the rail system which needs special provisions in the TSIs,
either temporary or definitive, because of geographical, topographical or urban environment
constraints or those affecting compatibility with the existing system, in particular railway
lines and networks isolated from the rest of the Union, the loading gauge, the track gauge or
space between the tracks and vehicles strictly intended for local, regional or historical use, as

well as vehicles originating from or destined for third countries;

(12) ‘upgrading’ means any modification work on a subsystem or part of it which results in a
change in the technical file accompanying the 'EC' declaration of verification, if this technical

file exists, and which improves the overall performance of the subsystem,;

4 0OJL 134,30.4.2004.
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(13)

(14)

(15)

(16)

(17)

(18)

‘renewal” means any major substitution work on a subsystem or part of it which does not

change the overall performance of the subsystem,;

‘existing rail system’ means the structure composed of lines and fixed installations of the
existing rail network as well as the vehicles of all categories and origin travelling on that

infrastructure;

‘substitution in the framework of maintenance’ means any replacement of components by
parts of identical function and performance in the framework of preventive or corrective

maintenance;

‘placing in service’ means all the operations by which a subsystem is put into its operational

service;

‘contracting entity’ means public or private entity which orders the design and/or construction

or the renewal or upgrading of a subsystem;’

‘keeper’ means the person or entity that, being the owner of a vehicle or having the right to
use it, exploits the vehicle as a means of transport and is registered as such in the national

vehicle register referred to in Article 43;

(18a) ‘applicant* means a natural or legal person requesting an authorisation, and could be a railway

undertaking, an infrastructure manager or other persons or legal entities, such as the

manufacturer, an owner or a keeper;

The following text will be added in a recital to interpret the definition of contracting entity: "4
contracting entity could be a railway undertaking, an infrastructure manager, an entity in
charge of maintenance, a keeper, or a concession holder responsible for carrying out a
project."
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(19)

(20)

21)

(22)

(23)

24)

(25)

(26)

‘project at an advanced stage of development’ means any project whose planning/construction
stage has reached a point where a change in the technical specifications may compromise the

viability of the project as planned;

‘harmonised standard’ means a European standard as defined in Article 2(1)(c) of Regulation

(EU) No 1025/2012;

‘national safety authority’ means a safety authority as defined in Article 3 of Directive .../...

[on the safety of the rail system within the Union] ;

‘type’ means a vehicle type defining the basic design characteristics of the vehicle as covered

by a type or design examination certificate described in the relevant verification module;

‘series’ means a number of identical vehicles of a design type;

‘entity in charge of maintenance’ means an entity in charge of maintenance as defined in

Article 3 of Directive .../.... [Railway Safety Directive];

‘tram and light rail” means an urban and/or sub-urban rail transport system with a
crashworthiness of CIII (according to EN 15227:2011), a strength of vehicle of 800 kN (PIII
according to EN12663-1:2010) and a maximum axle load of 120kN. Light rail systems may
have their own right-of-way or share it with road traffic and do not exchange vehicles with

long-distance passenger or freight traffic;®

‘national rules’ means all binding rules adopted at Member State level, irrespective of the
body issuing them. These rules contain railway safety or technical requirements imposed
within that Member State in addition to European rules and are applicable to railway

undertakings, infrastructure managers or third parties;

DE has a reservation on the figures in this new definition.
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(27) ‘design operating state’ means the normal operating mode and the foreseeable degraded
conditions (including wear) within the range and the conditions of use specified in the

technical and maintenance files;

(28) ‘acceptable means of compliance’ means non-binding opinions issued by the Agency to

define ways of establishing compliance with the essential requirements;

(28a) 'acceptable national means of compliance' means non-binding opinions issued by Member

States to define ways of establishing compliance with national rules;

(29) ‘placing on the market’ means the first making available on the Union’s market of an
interoperability constituent, subsystem or vehicle ready to function in its design operating

state;

(30) ‘manufacturer’ means any natural or legal person who manufactures a product in the form of
interoperability constituents, subsystems or vehicles or has it designed or manufactured, and
markets it under his name or trademark;

(31) ‘authorised representative’ means any natural or legal person established within the Union
who has received a written mandate from a manufacturer or a contracting entity to act on his

behalf in relation to specified tasks;

(32) ‘technical specification” means a document that prescribes technical requirements to be

fulfilled by a product, subsystem, process or service;

(33) ‘accreditation’ has the meaning assigned to it by Regulation (EC) No 765/2008;

(34) ‘national accreditation body’ has the meaning assigned to it by Regulation (EC) No 765/2008;

(35) ‘conformity assessment’ means the process demonstrating whether specified requirements

relating to a product, process, service, subsystem, person or body have been fulfilled;
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(36) ‘conformity assessment body’ means a body that has been notified or designated to be
responsible for conformity assessment activities, including calibration, testing, certification
and inspection. A conformity assessment body is classified as a 'notified body' following
notification by a Member State. A conformity assessment body is classified as a designated

body following designation by a Member State;

(37) ‘disabled person and person with reduced mobility’ shall include any person who has a
permanent or temporary physical, mental, intellectual or sensory impairment which, in
interaction with various barriers, may hinder their full and effective use of transport on an
equal basis with other passengers or whose mobility when using transport is reduced due to

age;’

(38) ‘infrastructure manager’ means infrastructure manager as defined in Article 3 of Directive

2012/34/EU establishing a single European railway area;

(39) ‘railway undertaking’ means railway undertaking as defined in Article 3 of Directive
2012/34/EU establishing a single European railway area, and any other public or private
undertaking, the activity of which is to provide transport of goods and/or passengers by rail on
the basis that the undertaking must ensure traction; this also includes undertakings which

provide traction only.

(40) ‘Agency’ means the European Railway Agency, as established by Regulation (EU) No .../...
[Agency Regulation].

This definition is based on the UN definition and adapted to the transport sector, in
accordance with the latest amendment of Annex III of the essential requirements
(Commission Directive 2013/9/EU amending Annex III to Directive 2008/57/EC of the
European Parliament and of the Council on the interoperability of the rail system within the
Community, OJ L 68, 12.3.2013)
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Article 3

Essential requirements

1. The rail system, subsystems and interoperability constituents including interfaces shall meet

the relevant essential requirements.

2. The technical specifications referred to in Article 34 of Directive 2004/17/EC which are
necessary to complete European specifications or other standards in use within the

Union shall not conflict with the essential requirements.

CHAPTER 11
TECHNICAL SPECIFICATIONS FOR INTEROPERABILITY

Article 4

Content of Technical Specifications for Interoperability

1.  Each of the subsystems defined in Annex II shall be covered by one TSI. Where necessary, a

subsystem may be covered by several TSIs and one TSI may cover several subsystems.

2. [deleted]

3. Subsystems shall comply with the TSIs in force at the time of their placing in service,
upgrading or renewal, in accordance with this Directive; this compliance shall be permanently

maintained while each subsystem is in use.

10276/13 CB/GL/hh 15
ANNEX I DGE2A EN



4.  To the extent necessary to achieve the objectives of this Directive as referred in Article 1,
each TSI shall:

(a) indicate its intended scope (part of network or vehicles referred to in Annex I;
subsystem or part of subsystem referred to in Annex II);

(b) lay down essential requirements for each subsystem concerned and its interfaces in
relation to other subsystems;

(c) establish the functional and technical specifications to be met by the subsystem and its
interfaces in relation to other subsystems. If need be, these specifications may vary
according to the use of the subsystem, for example according to the categories of line,
hub and/or vehicles provided for in Annex I;

(d) determine the interoperability constituents and interfaces which must be covered by
European specifications, including European standards, which are necessary to achieve
interoperability within the rail system;

(e) state, in each case under consideration, which procedures are to be used in order to
assess the conformity or the suitability for use of the interoperability constituents, on the
one hand, or the 'EC' verification of the subsystems, on the other hand. These
procedures shall be based on the modules defined in Decision 2010/713/EU® ;

(f) indicate the strategy for the application of the TSIs. In particular, it is necessary to
specify the stages to be completed in order to make a gradual transition from the
existing situation to the final situation in which compliance with the TSIs shall be the
norm. Where coordinated implementation of the TSI is necessary, such as along a
corridor or between infrastructure managers and railway undertakings, the strategy may
include proposals for staged completion;’

8 OJ L 319,4.12.2010, p. 1.

) The Commission opposes the deletion of the reference to timeframes.
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(g) indicate, for the staff concerned, the professional qualifications and health and safety
conditions at work required for the operation and maintenance of the above subsystem,

as well as for the application of the TSIs;

(h) indicate the provisions applicable to the existing subsystems and vehicles, in particular
in the event of upgrading and renewal and in such cases, the modification work which

requires an application for a new authorisation;

(1) indicate the parameters of the vehicles and fixed subsystems to be checked by the
railway undertaking and the procedures to be applied to check those parameters after the
delivery of the vehicle authorisation for placing on the market and before the first use of
the vehicle to ensure the compatibility between vehicles and routes on which they are

intended to be operated;

5. Each TSI shall be drawn up on the basis of an examination of an existing subsystem and
indicate a target subsystem that may be obtained gradually within a reasonable time-scale.
Accordingly, the adoption of the TSIs and compliance with them shall gradually facilitate the

achievement of the interoperability of the rail system.

6.  TSIs shall retain, in an appropriate manner, the compatibility of the existing rail system of
each Member State. With this objective, provision may be made for specific cases for each
TSI, with regard to both network and vehicles, and in particular for; the loading gauge, the
track gauge or space between the tracks and vehicles originating from or destined for third
countries. For each specific case, the TSIs shall stipulate the implementing rules of the

elements of the TSIs provided for in paragraph 4(c) to (g).

7. If certain technical aspects corresponding to the essential requirements cannot be explicitly

covered in a TSI, they shall be clearly identified in an annex to the TSI as open points.
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TSIs shall not prevent the Member States from deciding on the use of infrastructures for the

movement of vehicles not covered by the TSIs.

TSIs may make an explicit, clearly identified reference to European or international standards
or specifications or technical documents published by the Agency where this is strictly
necessary in order to achieve the objective of this Directive. In such case, these standards or
specifications (or their relevant parts) or technical documents shall be regarded as annexes to
the TSI concerned and shall become mandatory from the moment the TSI is applicable. In the
absence of such standards or specifications or technical documents and pending their
development, reference may be made to other clearly identified normative documents that are

easily accessible and in the public domain.

Article 5

Drafting, adoption and review of TSIs

Implementing powers shall be conferred on the Commission shal in order to issue a
mandate to the Agency to draft TSIs and their amendments and to make the relevant
recommendations to the Commission, on the basis of a clear justification of the need for a
new or amended TSI and its impact on existing rules and technical specifications. Those
implementing acts shall be adopted in accordance with the advisory procedure referred to in

Article 48(2).
prepatatory-workonthe FShs:

Each draft TSI shall be drawn up in the following stages.

(a) the Agency shall identify the basic parameters for the TSI as well as the interfaces with

the other subsystems and any other specific cases that may be necessary.

(b) the Agency shall draw up the draft TSI on the basis of these basic parameters. Where
appropriate, the Agency shall take account of technical progress, of standardisation
work already carried out, of working parties already in place and of acknowledged

research work.

10276/13 CB/GL/hh 18
ANNEX I DGE2A EN



2. The drafting, adoption and review of each TSI (including the basic parameters) shall take
account of the estimated costs and benefits of all the technical solutions considered, together
with the interfaces between them so as to establish and implement the most viable solutions.
This assessment shall indicate the likely impact for all the operators and economic actors
involved and take due account of the requirements of the Directive .../... on the safety of the
rail system within the European Union. The Member States shall participate in this

assessment by providing, where appropriate, the requisite data.

3. The Agency, in order to take account of developments in technology or social requirements,
shall draft the TSIs and their amendments under the mandate referred to in paragraph 1, in
accordance with Articles 4 and 15 of Regulation (EU) No .../... [Agency Regulation] and by
respecting the principles of openness, consensus and transparency as defined in Annex II to

Regulation (EU) No 1025/2012.

4.  The Committee referred to in Article 48 shall be kept regularly informed of the preparatory
work on the TSIs. During this work the Commission may formulate any terms of reference or
useful recommendations concerning the design of the TSIs and the cost-benefit analysis. In
particular, the Commission may require that alternative solutions be examined and that the
assessment of the cost and benefits of these alternative solutions be set out in the report
annexed to the draft TSI. This examination may also be carried out at the request of the

Committee.

5. Where different subsystems have to be placed in service simultaneously for reasons of
technical compatibility, the dates of entry into force of the corresponding TSIs shall be the

same.

6.  The drafting, adoption and review of the TSIs shall take account of the opinion of users, as
regards the characteristics which have a direct impact on the conditions in which they use the
subsystems. To that end the Agency shall consult associations and bodies representing users
during the drafting and review phases of the TSIs. It shall enclose with the draft TSI a report

on the results of this consultation.
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7. Inaccordance with Article 6 of Regulation (EU) No .../... [Agency Regulation], the Agency
shall draw up and regularly update the list of users' associations and bodies to be consulted.
This list may be re-examined and updated at the request of a Member State or upon the

initiative of the Commission.

8. The drafting, adoption and review of the TSIs shall take account of the opinion of the social
partners as regards the conditions referred to in Article 4(4)(g). To this end, the Agency shall
consult the social partners before submitting to the Commission recommendations on TSIs
and their amendments.The social partners shall be consulted in the context of the Sectoral
Dialogue Committee set up in accordance with Commission Decision 98/500/EC of 20 May
1998 on the establishment of Sectoral Dialogue Committees promoting the Dialogue between
the social partners at European level'’. The social partners shall issue their opinion within

three months.

9.  When revision of a TSI leads to a change of requirements, the new TSI version shall ensure

compatibility with subsystems placed in service in accordance with former TSI versions.

10. The Commission shall establish, by means of implementing acts, the content of TSIs in
accordance with Article 4(4), and their amendments. Those implementing acts shall be

adopted in accordance with the examination procedure referred to in Article 48(3)."!

10 OJL225,12.8.1998, p. 27.

"' Commission reservation on the deletion of delegated acts to determine the content of technical
specifications for interoperability (TSIs) and their amendments, as well as on the information
of the Commiittee introduced in paragraph 4.
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Article 6

Deficiencies in TSIs

1. If, after its adoption, it appears that a TSI has a deficiency, that TSI shall be amended in
accordance with Article 5(10). If appropriate, the Commission shall apply this procedure
without delay. Such deficiencies shall include cases which could result in unsafe operations

within a Member State.

2. Pending the review of the TSI, the Commission may request an opinion from the Agency. The

Commission shall analyse the Agency opinion and inform the Committee of its conclusions.

3. Atthe request of the Commission, the Agency opinions referred to in paragraph 2 shall
constitute acceptable means of compliance and may therefore be used for the assessment of

projects, pending the adoption of a revised TSI.

Article 7
Non-application of the TSIs

1.  Member States may allow the applicant not to apply one or more TSIs or parts of them in the

following cases:

(a) for a proposed new subsystem or part of it, for the renewal or upgrading of an existing
subsystem or part of it, or for any element referred to in Article 1(1) at an advanced
stage of development or the subject of a contract in the course of performance at the

date of application of these TSIs;

(b) where, following an accident or a natural disaster, the conditions for the rapid
restoration of the network do not economically or technically allow for partial or total
application of the relevant TSIs; in this case, the non-application of the TSIs shall be

limited to the period before the restoration of the network;
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2a.

(c) for any proposed renewal, extension or upgrading of an existing subsystem or part of it,
when the application of these TSIs would compromise the economic viability of the
project and/or the compatibility of the rail system in that Member State, such as in
relation to the loading gauge, track gauge, space between tracks or electrification

voltage;

(d) for vehicles coming from or going to third countries the track gauge of which is

different from that of the main rail network within the Union;

(e) for a proposed new subsystem or for the proposed renewal or upgrading of an existing
subsystem in the territory of that Member State when its rail network is separated or
isolated by the sea or separated as a result of special geographical conditions from the

rail network of the rest of the Union.

In the case referred to in paragraph 1(a), each Member State shall communicate to the
Commission, within one year of entry into force of each TSI, a list of projects that are taking
place within its territory and which, in the view of the Member State concerned, are at an

advanced stage of development.

In the cases referred to in paragraph 1(a) and (b), the Member State shall communicate to the

Commission its decision not to apply one or more TSIs or parts of them.

In the cases referred to in paragraph 1(c), (d) and (e), the Member State concerned

shall submit to the Commission the request for non-application of the TSI or parts of them,
accompanied by a file containing the justification for the request, and specifying the
alternative provisions that the Member State intends to apply instead of the TSIs. In the case
referred to in paragraph 1(e), the Commission shall analyse the request, decide whether or
not to accept it on the basis of the completeness and coherence of the information contained in
the file. In the cases referred to in paragraph 1(c) and 1(d), the Commission shall adopt

its decision by means of an implementing act on the basis of such analysis. The

implementing acts shall be adopted in accordance with the examination procedure
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In the cases referred to in the third subparagraph of Article 20(1e), the applicant shall submit
the file to the Agency. The Agency shall consult the relevant safety authorities and give its

final opinion to the Commission.

3a. The Commission shall by means of an implementing act establish the information to be
included in the file referred to in paragraph 3, the required format of the file and the method
for its transmission. The implementing act shall be adopted in accordance with the

examination procedure referred to in Article 48(3).

4.  Pending the decision of the Commission, the Member State may apply the alternative

provisions as referred to in paragraph 3 without delay.

5. The Commission shall give its decision within four months of the submission of the request
supported by the complete file. In the absence of such a decision, the request shall be deemed

to have been accepted.

6.  All Member States shall be informed of the results of the analyses and of the outcome of the

procedure set out in paragraph 3.

CHAPTER III
INTEROPERABILITY CONSTITUENTS

Article 8

Conditions for the placing on the market of interoperability constituents

1.  Member States shall take all necessary steps to ensure that interoperability constituents:

(a) are placed on the market only if they enable interoperability to be achieved within the

rail system while at the same time meeting the essential requirements;
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(b) are used in their area of use as intended and are suitably installed and maintained.

These provisions shall not obstruct the placing on the market of these constituents for other

applications.

Member States may not, in their territory and on the basis of this Directive, prohibit, restrict
or hinder the placing on the market of interoperability constituents for use in the rail system
where they comply with this Directive. In particular, they may not require checks which have
already been carried out as part of the procedure of 'EC' declaration of conformity or

suitability for use as set out in Article 10=

Article 9

Conformity or suitability for use

Member States and the Agency shall consider that an interoperability constituent meets the
essential requirements if it complies with the conditions laid down in the corresponding TSI
or the corresponding European specifications developed to comply with these conditions. The
'EC' declaration of conformity or suitability for use shall attest that the interoperability
consituents have been subject to the procedures laid down in the corresponding TSI for

assessing conformity or suitability for use.

[deleted]
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2a. The Commission shall establish, by means of implementing acts, the scope and the content of
the EC declaration of conformity or suitability for use of interoperability constituents, its
format and the details of the information included in it. Those implementing acts shall be

adopted in accordance with the examination procedure referred to in Article 48(3)."?

3. [deleted]

4.  Spare parts for subsystems that are already placed in service when the corresponding TSI
enters into force may be installed in these subsystems without being subject to the

requirements referred to in paragraph 1.

5. TSIs may provide for a period of transition for rail products identified by those TSIs as
interoperability constituents which have already been placed on the market when the TSIs

enter into force. Such constituents shall satisfy the requirements of Article 8(1).

Article 10

Procedure for 'EC' declaration of conformity or suitability for use

1. In order to establish the 'EC' declaration of conformity or suitability for use of an
interoperability constituent, the manufacturer or his authorised representative established in

the Union shall apply the provisions laid down by the relevant TSIs.

2 Recital 12 will be adapted as follows, to explain the difference between the concept of

conformity and suitability for use and to clarify which alternatives are covered within a single
EC declaration: "4 TSI sets all the conditions with which an interoperability constituent
should conform, and the procedure to be followed in assessing conformity. In addition, it is
necessary to specify that every constituent should undergo the procedure for assessing
conformity or suitability for the use indicated in the TSlIs, and have the corresponding
certificate comprising either the assessment of the intrinsic conformity of an interoperability
constiuent, considered in isolation, to the technical specifications to be met, or the assessment
of the suitability for use of an interoperability constituent considered within its railway
environment in relation to the techncial specifications.”
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Where the corresponding TSI so requires, assessment of the conformity or suitability for use
of an interoperability constituent shall be carried out by the notified body with which the
manufacturer or his authorised representative established in the Union has lodged the
application. The notified body shall issue a certificate to accompany the 'EC' declaration of

conformity or suitability for use.

Where interoperability constituents are the subject of other Union directives covering other
aspects, the 'EC' declaration of conformity or suitability for use shall, in such cases, state that

the interoperability constituents also meet the requirements of those other directives.

Where neither the manufacturer nor his authorised representative has met the obligations laid
down in paragraphs 1 and 3, those obligations shall be incumbent on any person who places
interoperability constituents on the market. The same obligations shall apply to any person
who assembles interoperability constituents or parts of interoperability constituents having
diverse origins or manufactures interoperability constituents for his own use, for the purposes

of this Directive.

If the Member State finds that the EC declaration has been drawn up improperly, it shall
ensure that the interoperability constituent is not placed on the market. In such a case, the
manufacturer or his authorised representative established in the Union shall be required to
restore the interoperability constituent to a state of conformity under the conditions laid down

by that Member State.
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2a.

Article 11

Non-compliance of interoperability constituents with essential requirements

Where a Member State finds that an interoperability constituent covered by the 'EC'
declaration of conformity or suitability for use and placed on the market is unlikely, when
used as intended, to meet the essential requirements, it shall take all necessary steps to restrict
its field of application, prohibit its use, withdraw it from the market or recall it. The Member
State shall forthwith inform the Commission, the Agency and the other Member States of the
measures taken and give the reasons for its decision, stating in particular whether failure to

conform is due to:

(a) failure to meet the essential requirements;

(b) incorrect application of European specifications where application of such

specifications is relied upon;

(c) 1inadequacy of European specifications.

The Agency, on a mandate from the Commission shall start the consultation process with the
parties concerned without delay. Where, following that consultation, the Agency establishes
that the measure is unjustified it shall forthwith inform the Commission, the Member State
that has taken the initiative as well as the other Member States, and the manufacturer or his
authorised representative established within the Union. Where the Agency establishes that the

measure is justified it shall forthwith inform the Member States.

Where the decision referred to in paragraph 1 results from a gap in European specifications,
Member States, the Commission or the Agency, as appropriate, shall apply one or more of the

following measures:
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a)  partial or total withdrawal of the specification concerned from the publications

containing them,;

b)  if'the relevant specification is a harmonised standard, restriction or withdrawal of this

standard in accordance with Article 11 of Regulation 1025/2012/EU;

c¢) the review of the TSI in accordance with Article 6.

3. Where an interoperability constituent bearing the 'EC' declaration of conformity fails to
comply, the competent Member State shall take appropriate measures against any entity
which has drawn up the declaration and shall inform the Commission and the other Member

States thereof.

4.  [deleted]

CHAPTER IV
SUBSYSTEMS

Article 12

Free movement of subsystems

1.  Without prejudice to the provisions of Chapter V, Member States may not, in their territory
and on grounds relating to this Directive, prohibit, restrict or hinder the construction, placing
in service and operation of structural subsystems constituting the rail system which meet the
essential requirements. In particular, they may not require checks which have already been

carried out:

(a) either as part of the procedure leading to the 'EC' declaration of verification;

(b) orin other Member States, before or after the entry into force of this Directive, with a

view to verifying compliance with identical requirements under identical operational

conditions.
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Article 13

Conformity with TSIs and national rules

1.  The Agency and the national safety authorities shall consider as meeting the essential
requirements, those structural subsystems constituting the rail system which are covered, as
appropriate, by the 'EC' declaration of verification established by reference to TSIs, in
accordance with Article 15, or the declaration of verification be established by reference to

national rules in accordance with Article 15 (6a), or both.

2. [deleted]

3. National rules for implementing the essential requirements and, where relevant, acceptable

national means of compliance, may apply in the following cases only:

(a) when the TSIs do not cover, or do not fully cover, certain aspects corresponding to the

essential requirements, including open points as referred to in Article 4(7);

(b)  when a non-application of one or more TSIs or parts of them has been notified under

Article 7;

(c) when a specific case requires the application of technical rules not included in the

relevant TSI,

(d) national rules used to specify existing systems, limited to the aim of assessing technical

compatibility of the vehicle with the network;
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(e) networks and vehicles not covered by TSIs;

(f) as an urgent temporary preventive measure, in particular following an accident.

3a. [deleted)]

4. [deleted]

Article 14

Notification of national rules’’

1.  Member States shall notify to the Commission the-national rules in use referred to in Article

13(3) in the following cases:

(aa) where the national rule(s) has not yet been notified by the date of entry into force of this

Directive;

(a) each time the rules are changed,

(b) when a new request has been submitted in accordance with Article 7 for non-application
of the TSI,
(c) where national rules become redundant after publication or revision of the TSI

concerned.

B Final agreement on this Article is subject to the discussions on the relevant articles of the

Safety Directive.
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2. Member States shall notify the full text of existing national rules to the Agency and the
Commission through the appropriate IT system in accordance with Article 23 of Regulation

(EU) No .../... [Agency Regulation]."*

3. Member States may lay down new national rules only in the following cases:

(a) when a TSI does not fully meet the essential requirements;

(b) as an urgent preventive measure, in particular following an accident.

4.  Ifa Member State intends to introduce a new national rule, it shall notify the draft to the
Agency and the Commission through the appropriate IT system in accordance with Article 23
of Regulation (EU) No .../... [Agency Regulation]. Member States shall ensure that the draft
is sufficiently developed to allow the Agency to carry out its examination under Article 21(2)

of Regulation (EU) No .../... [Agency Regulation].

5. When they adopt the national rule, Member States shall notify it to the Agency and the
Commission through the appropriate IT system in accordance with Article 23 of Regulation
(EU) No .../... [Agency Regulation]. Member States shall also ensure that national rules in
force, including those covering the interfaces between vehicles and network, are accessible to

all parties concerned and in a terminology that they can understand-

6.  Member States may decide not to notify rules and restrictions of a strictly local nature. In such
cases, Member States shall mention these rules and restrictions in the infrastructure registers

referred to in Article 45.

7. National rules notified under this Article are not subject to the notification procedure set out

in Directive 98/34/EC.

Y The link between the publication of the rules and copyright rules will be considered in the

context of the Agency Regulation.
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8.  The Commission shall establish, by means of implementing acts, the classification of the
notified national rules in different groups with the aim of facilitating the placing on the market
of vehicles, including the compatibility between fixed and mobile equipment. Those
implementing acts shall build on progress achieved by the Agency in the field of cross
acceptance and shall be adopted in accordance with the examination procedure referred to in

Article 48(3).

The Agency shall classify in accordance with the implementing acts referred to in the first

subparagraph the national rules which are notified in accordance with this Article.

9.  Draft national rules and national rules in force shall be examined by the Agency in accordance
with the procedures laid down in Articles 21 and 22 of Regulation (EU) No .../... [Agency
Regulation]. National rules not notified in accordance with this Article shall not apply for the

purposes of this Directive.

Article 15
Procedure for establishing the '"EC' declaration of verification and for establishing

the declaration of verification in the case of national rules

1.  In order to establish the 'EC' declaration of verification necessary for placing on the market
and placing in service referred to in Chapter V, the applicant shall ask the notified body that it
has selected for that purpose to apply the 'EC' verification procedure.

2. The task of the notified body responsible for the 'EC' verification of a subsystem shall begin at
the design stage and cover the entire manufacturing period through to the acceptance stage
before the subsystem is placed in service. It shall, in accordance with the relevant TSI, also
cover verification of the interfaces of the subsystem in question with the system into which it

1s incorporated.
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3. The notified body shall be responsible for compiling the technical file that has to accompany
the 'EC' declaration of verification. This technical file shall contain all the necessary
documents relating to the characteristics of the subsystem and, where appropriate, all the
documents certifying conformity of the interoperability constituents. It shall also contain all
the elements relating to the conditions and limits of use and to the instructions concerning

servicing, constant or routine monitoring, adjustment and maintenance.

4.  Inthe event of renewal or upgrading resulting in an amendment to the technical file and
affecting the validity of the verifications already carried out, the applicant shall assess the

need for a new ‘EC’ declaration of verification.

5. The notified body may issue intermediate statement verifications to cover certain stages of the
verification procedure or certain parts of the subsystem. In such a case, the verification

procedures established in accordance with paragraph 7(a) shall apply.

6.  If the relevant TSIs allow, the notified body may issue certificates of conformity for one or

more subsystems or certain parts of those subsystems.

6a. The procedures for establishing the EC declaration of verification foreseen in this Article shall
also apply, where appropriate, for the establishment of declaration(s) of verfication in respect

of national rules.

6b. Member States shall designate the bodies responsible for carrying out the verification
procedure in respect of national rules. In this regard, designated bodies shall be responsible
for the tasks involved. Without prejudice to Article 27, a Member State may appoint a notified
body as a designated body, in which case the entire process may be carried out by a single

conformity assessment body.
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