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EXPLANATORY MEMORANDUM

1. CONTEXT OF THE PROPOSAL
1.1 Recent EU policy developmentsin the railway field

In its White Paper ‘ Roadmap to a Single European Transport Area— Towards a competitive
and resource efficient transport system’, adopted on 28 March 2011 (‘2011 White Paper’), the
Commission announced its vision for the establishment of a Single European Railway Area,
clarifying that this objective implies creating an internal railway market where European
railway undertakings can provide services free from unnecessary technical and administrative
barriers.

Moreover, the European Council conclusions of January 2012 highlight the importance of
releasing the growth-creating potential of a fully integrated Single Market, including as
regards network industries'. Furthermore, the Commission Communication on Action for
Stability, Growth and Jobs adopted on 30 May 2012° stresses the importance of a further
reduction in the regulatory burden and barriers to entry in the rail sector, making country-
specific recommendations in that direction. In the same vein, on 6 June 2012 the Commission
adopted the Communication on strengthening the governance of the single market, which
likewise stresses the importance of the transport sector”.

In the last decade, the EU railway market has seen massive changes, gradually introduced by
three legidative ‘railway packages (with some accompanying acts) intended to open up
national markets and make railways more competitive and interoperable at the EU level,
while maintaining high levels of safety. However, despite the considerable development of
the ‘EU acquis' establishing an internal market for rail transport services, the modal share of
rail in intraEU transport remains modest. Thus, the Commission has planned to come
forward with the fourth railway package in order to enhance the quality and efficiency of rail
services by removing the remaining market obstacles. This Directive is a component of the
fourth railway package, focusing on the removal of remaining administrative and technical
barriers, in particular by: establishing a common approach to safety and interoperability rules
to increase economies of scale for railway undertakings active across the EU; decreasing
administrative costs and accelerating administrative procedures; and by avoiding disguised
discrimination.

1.2. L egal framework for interoperability

Under the Treaty on the Functioning of the European Union (Articles 170 and 171), the Union
must contribute to the establishment and development of trans-European networks in the areas
of transport. In order to achieve these objectives, the Union must take any measures necessary
to ensure the interoperability of the networks, particularly in the field of technical
standardisation.

The initial measures taken in the rail sector were Directive 96/48/EC on the interoperability of
the trans-European high-speed rail system and Directive 2001/16/EC on the interoperability
of the trans-European conventional rail system, amended by Directive 2004/50/EC. These

http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/ec/127599.pdf .
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Directives were recast by Directive 2008/57/EC on the interoperability of the rail system
within the Community, which is currently in force as amended by Directive 2009/131/EC and
Directive 2011/18/EU.

1.3. Why recast inter operability Directive 2008/57/EC as amended?

Several lessons have been learned based on the work done on developing TSls, the
application of the interoperability Directives to specific projects, the work of the Committee
set up under Article 29 of Directive 2008/57/EC and feedback from stakeholders.
Furthermore, the legidlative context for the marketing of products has evolved in recent years,
with the result that the interoperability legislation needs to be updated.

On this basis, the Commission intends to propose a number of changes to Directive
2008/57/EC, which can be grouped into three different categories:

o new provisions. a number of new definitions, the concept of a vehicle authorisation
for placing on the market, and some provisions on registers,

o clarification of existing provisions. scope of the Directive, application of TSI to
existing systems, TS| derogations, TS| deficiencies and applicability of national
rules,;

o updates due to the evolution of the legidative framework: provisions concerning

conformity assessment and conformity assessment bodies, as well as references to
comitology procedures and delegated acts;

o editorial changes. consolidation of previous amendments to the text of the Directive,
renumbering of articles and annexes, references to other components of the fourth
railway package, targeted rewording of a few sentences to avoid translation
ambiguities.

2. RESULTS OF CONSULTATIONS WITH INTERESTED PARTIES AND
IMPACT ASSESSMENTS

The European Commission carried out a thorough impact assessment to support legisative
proposals for improving the efficiency and competitiveness of the Single European Railway
Areainthefield of interoperability and safety.

An Impact Assessment Steering Group (IASG) was created in June 2011. While all DGs were
invited by DG MOVE to participate, the DGs most concerned were ENTR, EMPL, SG, SJ,
HR, RTD, BUDG, REGIO, ENER and ELARG.

The Commission departments have discussed developments in the Single European Railway
Area with sector representatives on an ongoing basis. In 2010-2011 they also conducted an
ex-post evaluation of Regulation 881/2004 establishing the European Railway Agency.

To support the Commission in the impact assessment process, an external consultant was
tasked to prepare an impact assessment support study and to undertake a targeted consultation
of stakeholders.

The targeted consultation of interested parties started on 18 November 2011 with an internet
survey which finished on 30 December 2011. It was followed by interviews with major
stakeholders and a stakeholder workshop at the end of February 2012.

Since then, DG MOVE has taken part in bilateral meetings with the sector to gauge their
views on what should be done in the fourth railway package with respect to interoperability
and safety.
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Given the technical nature of the initiative, there was no public consultation. However, the
Commission made sure that all interested parties were consulted at the appropriate time and
that the discussions covered all the key elements of the initiative.

More information on the impact assessment and the results of the stakeholder consultation is
provided in the Commission staff working document accompanying legidlative proposals to
eliminate remaining administrative and technical barriers in the field of interoperability and
safety on the EU railway market.

3. LEGAL ELEMENTSOF THE PROPOSAL

This section provides comments and explanations relating to significant changes in the text of
the Directive. It does not provide detailed comments on minor changes introduced as a
consequence of the Lisbon Treaty, editorial modifications and other obvious amendments.

The numbering corresponds to the renumbered articles and annexes, unless preceded by ‘ex’,
in which case it refers to the numbering as it isin Directive 2008/57/EC.

CHAPTER |
Article 1

The Commission services, together with the committee referred to in Article 29 of Directive
2008/57/EC, had already addressed in February 2009 the clarification of the scope of the
Directive as far as lines and vehicles used for local, urban and suburban services were
concerned. The conclusion of this analysis was a three-fold approach: i) exclusion of urban
rail and clarification of the scope; ii) development of a dedicated urban rail European
voluntary standardisation framework; and iii) development of essential requirements for urban
transport.

Thefirst action wasinitiated in October 2009, when the Commission services invited Member
States to exclude from the scope of the measures transposing Directive 2008/57/EC cases ()
and (b) as defined in its Article 1(3). This was to avoid a situation in which a Member State
might apply the Directive to de facto cases not covered by the TSIs. Such a situation would in
fact imply that Member States notify all nationa rules in use for metro, tram and light rall
systems in the absence of TSIs and follow for these systems all the procedures set out by the
Directive for heavy rail, which would amount to a disproportionate administrative, technical
and legal burden. To avoid this situation, the proposed amendment formalises in paragraph 3
the indication already given by the Commission services in October 2009, thus completing the
first action.

The second action was formally initiated in February 2011, when the Commission issued a
mandate addressed to the European standardisation bodies to develop voluntary standards in
urban rail.

To contribute to the abovementioned third action, in October 2011 the associations
representing the urban rail sector issued a set of ‘fundamental requirements’, which are being
used as basic references for the execution of the urban rail standardisation programme
proposed by CEN/CENELEC and ETSI in October 2011.

On this basis, interoperability for local, urban and suburban systems is considered to be
adequately addressed in the voluntary field and does not need to be covered by this Directive.

Article 2

For the sake of clarity, and to take account of the evolution of the legal framework, some
definitions have been reworded or added.
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Ex Article3

It has been deleted because redundant with Article 1.
Article3

No substantial change.

CHAPTERIII

Article4

Further provisions are to be specified in the TSIs to cover existing subsystems and to enable
railway undertakings to check compatibility between vehicles and routes on which these
vehicles are intended to be operated.

Article5
No substantial change, apart from those required by the Lisbon Treaty.
Article 6

This clarifies the use of Agency opinions pending the amendment of TSIs as a result of
deficiencies discovered.

Ex Article 7

This article has been deleted because it has become obsolete. In fact, the TSIs will have been
extended by the time this Directive entersinto force.

Article7

The cases of possible non-application of TSIs have been reduced because case 1(b) of Article
9 of the current Directive is unclear, has never been used and could be covered, as in cases
1(c) and 1(f), by specific casesin TSIs.

Articles 8, 9 and 10

No substantial change, apart from those required by the Lisbon Treaty.
Ex Article 12

Deleted because covered by Directive 1025/2012/EU.
Article 11

No substantial change.

CHAPTER IV

Ex Article 15

Its provisions are transferred to articles in Chapter V.
Article 12

No substantial change.

Articles13 and 14

These articles have been reworded for consistency with the revised text of this Directive and
for consistency with the Agency Regulation and the Safety Directive. They clarify the role of
national rules, the cases in which national rules may be introduced, and the procedures for
their withdrawal and their publication.
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The Agency retains its tasks concerning the classification of national rules (ex Article 27); in
addition, the Agency shall examine notified national rules and invite Member States to repeal
them in case of redundancy or incompatibility with the EU legislation.

Article 15

It clarifies the circumstances which trigger anew EC declaration of verification.
Article 16

No substantial change.

Article 17

It recalls the general principle of presumption of conformity set out in Directive
1025/2012/EU.

Ex Article 20

Some of the content has been clarified and transferred to Chapter V. The remaining content is
already covered by Article 7 (non-application of TSIs).

CHAPTER YV
Ex Articles 21 to 25 have been deleted and replaced with new articles 18 to 20.
Article 18

For fixed installations the procedure is practically identical to that of Directive 2008/57,
except for trackside control-command and signalling subsystems, which will be authorised by
the Agency for consistency with the corresponding on-board subsystems.

Article 19

It addresses the placing on the market of mobile subsystems, which can be done by both
railway undertakings and manufacturers. In practice, mobile subsystems are not placed in
service individually; their placing in service is done when they are integrated in avehicle, and
the placing in service of avehicleis addressed in Article 21.

Article 20

It introduces the notion of vehicle authorisation for placing on the market, which is partially
replacing the concept of vehicle authorisation for placing in service issued by the national
safety authority as set out in Directive 2008/57/EC.

The vehicle authorisation for placing on the market is issued by the Agency and contains all
information needed later by the railway undertaking to place a vehicle in commercial service.
The applicant (railway undertaking, manufacturer, etc.) may ask the Agency to complement
the vehicle authorisation for placing on the market with a statement concerning the technical
compatibility of the vehicle with a particular set of lines or networks defined by the applicant
on the basis of commercial and/or technical considerations. This complementary statement
will facilitate the railway undertaking in its task of placing the vehiclein service.
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Article 21

It clarifies the role of railway undertakings and infrastructure managers in checking the
technical compatibility of the vehicle with the route and the safe integration of the vehicle in
the system in which it isintended to operate.

Article 22

It concerns the authorisation for placing on the market for types of vehicles and has been
amended to reflect the provisions of Articles 18 to 21.

ex Article 27

It has been deleted because some of its provisions have been transferred to the Agency
Regulation.

CHAPTER VI

Articles 23 to 41 concerning conformity assessment bodies replace and complement ex
Article 28 and ex Annex VIII to include the provisions of the new legidlative framework for
the marketing of products as defined in Decision 768/2008/EC.

Ex Article 31
This article has been deleted because it is obsol ete.
CHAPTER VII

Articles 42 to 45 on EVN and registers have been updated to reflect the provisions of
Chapter V.

Ex Article 36

This article has been deleted because it is obsolete.

CHAPTER VIII

Articles 46 and 47

These articles concern the delegation of powers to the Commission under the Lisbon Treaty.
Article 48

It has been modified to take into account the new comitology procedures.

Ex Article 30

This article has been deleted because it is obsolete.

Articles 49 and 50

These articles have been updated for consistency with the text of this Directive.
Article 51

It includes the new provisions with respect to the transitional regime for placing in service of
vehicles. This will enable the parallel application of both regimes (Directive 2008/57/EC and
this Directive) for alimited period.

Article 52

As a consequence of the Lisbon Treaty, a number of Annexes to Directive 2008/57/EC are
transformed into implementing acts to be adopted by the Commission. This article sets out the
provisions to be applied until the date of application of those implementing acts.

Articles 53

EN



EN

It provides for correspondence tables to be communicated by Member States when
transposing this Directive into national legislation. These tables are needed because of the
substantial changes introduced by this Directive in Chapters V and VI and are considered
necessary to enable all actorsto easily identify the national |egislation applicable.

Article 54

New article concerning the role of Agency opinions and recommendations.
Articles 55 to 57

They have been updated for consistency with the text of this Directive.
Annex |

There is no longer any mention of the trans-European rail system because the TSIs will have
been extended de facto by the time this Directive entersinto force.

The separation between high-speed (HS) and conventional rail (CR) has also been removed in
view of the merging of a number of HSand CR TSlIs.

Taking account of the above, the classification of vehicles has been simplified.
Annexes |l and 111

No substantial change.

Ex Annex IV

It istransformed into an implementing act, see Article 8(2).

Ex AnnexesV and VI

They are transformed into implementing acts, see Article 15(7).

Ex Annex V11

It istransformed into an implementing act, see Article 14(8).

Ex Annex V1lI

This article has been deleted because it isincluded in Articles 27, 28 and 29.
Ex Annex IX

It istransformed into an implementing act, see Article 7(3).

Annexes|V and V

They have been updated for consistency with the text of this Directive.
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| ¥ 2008/57/EC (adapted)
2013/0015 (COD)

Proposal for a
DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
on theinteroper ability of therail system within the European Union
(Recast)
(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Havmg regard to the Treaty on the Functioning of the European Union establshing—the
! ¢, and in particular Articles F—=ard=156 X> 91(1), 170 and 171 I

Having regard to the proposal from the European Commission,

After transmission of the draft legidlative act to the national Parliaments,

Having regard to the opinion of the European Economic and Social Committee?,
Having regard to the opinion of the Committee of the Regions’,

Acting in accordance with the ordinary legidlative procedure,

Whereas:

| ¥ 2008/57/EC recital 1 (adapted) |
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(1)

4 new

Directive 2008/57/EC of the European Parliament and of the Council of 17 June 2008
on the interoperability of the rail system within the Community® has been substantially
amended several times. Since further amendments are to be made, that Directive
should be recast in the interests of clarity.

2

| ¥ 2008/57/EC recital 2 (adapted) |

In order to enable citizens of the Union, economic operators and regional and local
authorities to benefit to the full from the advantages deriving from the establishing of
an area without internal frontiers, it is appropriate, in particular, to improve the
interlinking and interoperability of the national rail networks as well as access thereto,
implementing any measures that may prove necessary in the field of technical
standardisatio

©)

| 8 new

The pursuit of interoperability within the Union's rail system should lead to the
definition of an optimal level of technical harmonisation and make it possible to
facilitate, improve and develop international rail transport services within the Union
and with third countries and contribute to the progressive creation of the internal
market in equipment and services for the construction, renewal, upgrading and
operation of the rail system within the Union.

| ¥ 2008/57/EC recital 3 (adapted) |

(4)

| ¥ 2008/57/EC recital 5

The commercia operation of trains throughout the rail network requires in particular
excellent compatibility between the characteristics of the infrastructure and those of
the vehicles, as well as efficient interconnection of the information and
communication systems of the different infrastructure managers and railway
undertakings. Performance levels, safety, quality of service and cost depend upon such

OJL 191, 18.7.2008, p. 1.
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compatibility and interconnection, as does, in particular, the interoperability of the rail
system.

©)

W 2008/57/EC recital 6 (adapted)
= new

Mo =t asible = The railway regulatory framework should set clear
responsbllltles@ for ensuring compliance with the safety, health and consumer
protectlon rules applylng to the rallway networks i

(6)

| ¥ 2008/57/EC recital 7 (adapted) |

There are major differences between %he natlonal regulatlons and-between interna
rules and technical specifications whie A apphy X> applicable to rall
systems, subsystems and components <XI , since they incorporate techniques that are
specific to the national industries and preﬂ:rl be specific dimensions and devices and
specia characteristics. This situation prevents trains from being able to run without
hindrance throughout the Germmaarity X> Union <X] aetwerk.

(")

W 2008/57/EC recital 8 (adapted)
= new

Over the years, this situation has created very close links between the national railway
industries and the national railways, to the detriment of tae X> a <XI genuine opening-
up of markets = allowing new entrants to emerge <. In order to enhance their
competitiveness at world level, these industries require an open, competitive European
market.

(8)

WV 2008/57/EC recital 9 (adapted)
= new

It is therefore appropriate to define basie essential requirements = related to rall
interoperability < for the whole of the Gemmurity X> Union X1 which wiH
X> should <] apply to itsrail system.

| ¥ 2008/57/EC recital 10

11
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(9)

WV 2008/57/EC recital 12 (adapted)
= new

The development of technical specifications for interoperability (TSIs) has shown the
need to clarify the relationship between the essentia requirements and the TSIs on the
one hand, and the European standards and other documents of a normative nature on
the other. In particular, a clear distinction should be drawn between the standards or
parts of standards which sest X> should <XI be made mandatory in order to achieve
the objectives of this Directive, and the "harmonised standards’ that have been
developed = in accordance with Regulation (EU) No 1025/2012 of the European
Parliament and of the Council of 25 October 2012 on European standardisation,
amending Council Directives 89/686/EEC and 93/15/EEC and Directives 94/9/EC,
94/25/EC, 95/16/EC, 97/23/EC, 98/34/EC, 2004/22/EC, 2007/23/EC, 2009/23/EC and
2009/105/EC of the European Parliament and of the Council and repealing Council
Decision 87/95/EEC and Decrsron No 1673/2006/EC of the European Parlrament and
of the Council™® <= |
standardisatien. Where strrctly necmry, the TSIs may make an epr|C|t reference
to European standards or specifications, which become mandatory from the moment
the TSI isapplicable. <

(10)

(11)

4 new

In order to genuinely increase the competitiveness of the Union railway sector without
distorting competition between key actors of the rail system, the TSls, should be
drafted by respecting the principles of openness, consensus and transparency as
defined in Annex |1 to Regulation (EU) No 1025/2012.

The quality of rail services in the Union depends, inter alia, on excellent compatibility
between the characteristics of the network in the broadest sense, including the fixed
parts of all the subsystems concerned and those of the vehicles including the onboard
components of all the subsystems concerned. Performance levels, safety, quality of
service and cost depend upon that compatibility.

10

OJL 316, 14.11.2012, p. 12.

12
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\ W 2008/57/EC recital 13

(12)

| ¥ 2008/57/EC recital 15 (adapted) |

A TSl sets al the conditions with which an interoperability constituent #aust
X> should <] conform, and the procedure to be followed in assessing conformity. In
addition, it is necessary to specify that every constituent saast=<> should <X1 undergo
the procedure for assessing conformity and suitability for the use indicated in the TSIs,
and have the corresponding certificate.

(13)

| ¥ 2008/57/EC recital 16 (adapted) |

When developing new TSIs the aim should always be to ensure compatibility with the
existing augtherised system. This will help to promote the competitiveness of rail
transport and prevent unnecessary additional costs through the requirement of
upgrading or renewal of existing adthersed subsystems to ensure backward
compatibility. In those exceptional cases where it will not be possible to ensure
compatibility, TSIs may establish the framework necessary to decide whether the
existing subsystem may adtherised [X> needs a new decision or
authorisation for placing in service <ZI and the corresponding deadlines.

(14)

| ¥ 2008/57/EC recital 17 (adapted) |

It is necessary for safety reasons 22 tes to assign an identification
code to each vehicle placed in service. The vehi cle should then be entered in a national
vehicle register. The registers X> should <X sust be open to consultation by all
Member States and by certain Sermaragaiy economic players X> within the Union <X1.
The X> nationa vehicle <X] registers should be consistent as regards the data format.
They should therefore be covered by common operational and technical specifications.

13
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(15)

| 0 new |

If certain technical aspects corresponding to the essential requirements cannot be
explicitly covered in a TSI, such aspects which need still to be addressed are identified
in an annex to the TSI as open points. For these open points, pending the completion
of the TSI, national rules apply.

(16)

| ¥ 2008/57/EC recital 18 (adapted) |

The procedure to be followed in the case of essential reqw rements appllcable to a
subsystem which have not yet been covered by a :

corresponding TSI should be specified. In such case, the bodles r&epons bIe for the
conformity assessment and verification procedures should be the notified bodies
referred to in Article 17 20 of Directives 2008/57/EC 96/4¢€

(17)

| 0 new |

Directive 2008/57/EC applies to the entire rail system within the Union and the scope
of the TSIs is being extended to cover also the vehicles and networks not included in
the trans-European rail system. Therefore, Annex | should be simplified by removing
specific references to the trans-European rail system.

| ¥ 2008/57/EC recital 19 |

(18)

(19)

| 0 new

The functional and technical specifications to be met by the subsystems and their
interfaces may vary according to the use of subsystems, for example according to the
categories of lines and vehicles.

In order to ensure the progressive implementation of rail interoperability within the
whole Union and gradually reduce the diversity of legacy systems, the TSls should
specify the provisions to be applied in the event of renewal or upgrading of existing
subsystems and may specify deadlines for achieving the target system.

| ¥ 2008/57/EC recital 20
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(20)

| ¥ 2008/57/EC recital 21

In view of the gradual approach to eliminating obstacles to the interoperability of the
rail system and of the time consequently required for the adoption of TSIs, steps
should be taken to avoid a situation where Member States adopt new national rules or
undertake projects that increase the diversity of the present system.

(21)

4 new

In order to eliminate the obstacles to interoperability, and as a consequence of
extending the scope of the TSIs to the whole Union's rail system, the amount of
national rules should progressively be reduced. National rules should be differentiated
between rules strictly related to local requirements and rules needed to cover open
pointsin TSIs. The second type of rules should progressively be removed as a result of
closure of open pointsin the TSIs.

(22)

| ¥ 2008/57/EC recital 22

The adoption of a gradual approach satisfies the special needs of the objective of the
interoperability of the rail system, which is characterised by old national infrastructure
and vehicles requiring heavy investment for adaptation or renewal, and particular care
should be taken not to penalise rail economically vis-a-vis other modes of transport.

| ¥ 2008/57/EC recital 23

15
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| ¥ 2008/57/EC recital 26

(23)

| ¥ 2008/57/EC recital 26 (adapted) |

In view of the extent and complexity of the rail system, it has proved necessary, for
practical reasons, to break it down into the following subsystems: infrastructure,
X> trackside <] control-command and signalling, > on-board control-command and
signalling, <XI energy, rolling stock, operation and traffic management, maintenance
and telematics applications for passenger and freight services. For each of these
subsystems the essential requrrements must be specrfled and the technica
specifications determined #, particularly in respect of
constituents and interfaces, in order to meet these essential requirements. The same
system is broken down into fixed and mobile elements comprising, on the one hand,
the network, composed of the lines, stations, terminas, and all kinds of fixed
equipment needed to ensure safe and continuous operation of the system and, on the
other hand, all vehicles travelling on this network. Therefore, for the purposes of this
Directive, a vehicle is composed of one subsystem (rolling stock) and where

applicable ere-er—mere—parts—ef=other subsystems (mai nIy the on- board p%eHhe

control-command and signalling subsyste

subsystem).

(24)

| 0 new |

The United Nations Convention on the Rights of Persons with Disabilities to which
the Union is a party establishes accessibility as one of its general principles and
requires States Parties to take appropriate measures to ensure to persons with
disabilities access on an equal basis with others, including by developing,
promulgating and monitoring the implementation of minimum standards and
guidelines for accessibility. Accessibility is therefore an important requirement for the
interoperability of the rail system.

(25)

| ¥ 2008/57/EC recital 27 (adapted) |

Implementation of the provisions on the interoperability of the rail system should not
create unjustified barriers in cost-benefit terms to the preservation of the existing rail
network of each Member State, but sust=[<> should <X] endeavour to retain the
objective of interoperability.

12
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| ¥ 2008/57/EC recital 28

(26) TSIs also have an impact on the conditions of use of rail transport by users, and it is
therefore necessary to consult these users on aspects concerning them.

WV 2008/57/EC recital 29
= new

£&A—Fach Member State concerned should be allowed not to apply certain TSIsin = a
limited number of duly substantiated situations. These situations and the procedures to
be foIIowed in case of non- appllcatlon of the TSI should be clearly defmed <::| $ee|a

| ¥ 2008/57/EC recital 30

(28) The drawing up of TSIs and their application to the rail system should not impede
technological innovation, which should be directed towards improving economic
performance.

| ¥ 2008/57/EC recital 31

| ¥ 2008/57/EC recital 32 (adapted) |

(29) To comply with the appropriate provisions on procurement procedures in the rall
sector and in particular Directive 2004/17/EC of the European Parliament and of the

Council of 31 March 2004 coordinating the procurement procedures of entities

operating in the water, energy, transport and postal services™, the contracting entities
should include technical specifications in the general documents or in the terms and

conditions for each contract. To this end it is necessary to build up a X> set of rules
————————————————— r-spesifieations in order to serve as references for these technical
specmcanons

| ¥ 2008/57/EC recital 33 (adapted) |

(30) An international system of standardisation capable of generating standards which are
actually used by those involved in international trade and which meet the requirements

of Semmunriy=> the Union <X1 policy would be in the Semmauniy=s-> Union's <X

13 Directive 2004/17/EC of the European Parliament and of the Council of 31 March 2004 coordinating
the procurement procedures of entities operating in the water, energy, transport and postal services
sectors (OJ L 134, 30.4.2004, p.1). Directive as last amended by Commission Regulation (EC)
No 213/2008 (OJ L 74, 15.3.2008, p. 1).
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interest. The European standardisation X> organisations <XI bedies [X> should <X
raust therefore continue their cooperation with the international standardisation bodies.

(31)

| ¥ 2008/57/EC recital 34 (adapted) |

The contracting entities are to define the further requirements needed to complete
European specifications or other standards. These specifications should meet the
essential requirements that have been harmonised at Semmurity X> Union <Xl level
and which the rail system must satisfy.

(32)

| ¥ 2008/57/EC recital 35

The procedures governing the assessment of conformity or of suitability of use of
constituents should be based on the use of the modules covered by SeuneH-Decisien
Commission Decision 2010/713/EU of 9 November 2010 on modules

for the procedures for assessment of conformity, suitability for use and EC verification
to be used in the technical specifications for interoperability adopted under Directive

2008/57/EC of the European Parliament and of the Council™. As far as possible and in
order to promote industrial development, it is appropriate to draw up the procedures

involving a system of quality assurance.

(33)

| ¥ 2008/57/EC recital 36 (adapted) |

Conformity of constituents is mainly linked to their area of use in order to guarantee
the interoperability of the system and not only te their free movement on the
Cemmuniy X Union X1 market. The suitability for use of the most critical
constituents as regards safety, availability or system economy should be assessed. It is
therefore not necessary for a manufacturer to affix the CE marking to constituents that
are subject to the provisions of this Directive. On the basis of the assessment of
conformity and/or suitability for use, the manufacturer’s declaration of conformity
should be sufficient.

(34)

| ¥ 2008/57/EC recital 37 (adapted) |

Manufacturers are nonetheless obliged to affix the CE marking to certain components
in order to certify their compliance with other Semarmurity X> Union <X] provisions
relating to them.

(35)

| ¥ 2008/57/EC recital 38 |

When a TSI enters into force, a number of interoperability constituents are already on
the market. A transitional period should be provided for so that these constituents can
be integrated into a subsystem, even if they do not strictly conform to that TSI.

14

15

[ON] L 319! 4. 12 2010! pp. 1—52

18

EN



EN

(36)

| ¥ 2008/57/EC recital 39 (adapted) |

The subsystems constituting the rail system should be subjected to a verification
procedure. This verification sagst B> should <X] enable the astherties X entities <X]
responsible for adthersiag their placing in service to be certain that, at the design,
construction and putting into service stages, the result is in line with the regulations
and technical and operationa provisions in force. It saust X> should <X also enable
manufacturers to be able to count upon equality of treatment Whatever the eeentﬁy
IZ> Member State <ZI ‘ A

(37)

WV 2008/57/EC recital 40
= new

After a subsystem is placed in service, care should be taken to ensure that it is
operated and mai ntat ned in accordance with the essentlal requirements relating to it.

[Ratlway Safety Directive]®,
therr respectlve subsystems

(39)

(39)

WV 2008/57/EC recital 41 (adapted)
= new

! : The procedure for placing in service = of vehicles
and flxed installations <= should be clarified taking into account the & responsr b|||t|es
of mfrastructure managers and rallway undertaklngs < dd ; ;

X> In order <X] with-a~vew to O facilitate <X] faeHitatiag the placing in service of
vehicles and reduce administrative burdens, = the notion of a vehicle authorisation for
placing on the market valid throughout the Union should be introduced as a
precondition to enable railway undertakings to place in service a vehicle. In addition,
this notion is more in line with Decision No 768/2008/EC of the European Parliament
and of the Council of 9 July 2008 on a common framework for the marketing of
products, and repealing Council Decision 93/465/EEC'® <

16
17
18
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(40) To ensure traceability of the vehicles and their history, the references of the vehicle
authorisations for placing on the market should be recorded together with the other
vehicle data.

(41) The TSIs should specify the procedures for checking the compatibility between
vehicles and network after the delivery of the vehicle authorisation for placing on the
market and before the decision to place into service.

| ¥ 2008/57/EC recital 42 |

4 new

(42) To help railway undertakings decide on the placing into service of a vehicle and to
avoid redundant verifications and unnecessary administrative burden, national rules
should also be classified to establish the equivalence between national rules of
different Member States covering the same topics.

| ¥ 2008/57/EC recital 43
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for examini ng the procedures for conformlty assessment and suitability for the use of
constituents, together with the procedure for the assessment of subsystems saust
X> should <] , in particular in the absence of any European specification, coordinate
their decisions as closely as possible.

| ¥ 2008/57/EC recital 47

(44)

\@new

Transparent accreditation as provided for in Regulation (EC) No 765/2008 of the
European Parliament and of the Council of 9 July 2008 setting out the requirements
for accreditation and market surveillance relating to the marketing of products and
repealing Regulation (EEC) No 339/93", ensuring the necessary level of confidencein
conformity certificates, should be considered by the national public authorities
throughout the Union the preferred means of demonstrating the technical competence
of notified and, mutatis mutandis, the bodies designated to check the compliance with
national rules. However, national authorities may consider that they possess the
appropriate means of carrying out this evaluation themselves. In such cases, in order to
ensure the appropriate level of credibility of evaluations carried out by other national
authorities, they should provide the Commission and the other Member States with the

19
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(45)

necessary documentary evidence demonstrating the compliance of the conformity
assessment bodies evaluated with the relevant regulatory requirements.

This Directive should be limited to establishing the interoperability requirements for
interoperability constituents and subsystems. In order to facilitate compliance with
those requirements it is necessary to provide for presumption of conformity for
interoperability constituents and subsystems which are in conformity with harmonised
standards that are adopted in accordance with Regulation (EU) No 1025/2012 for the
purpose of expressing detailed technical specifications of those requirements.

(46)

WV 2008/57/EC recital 48 (adapted)
= new

X> The XI TSIs wiH=[> should <XI be revised at regular intervals. When errers
X> deficiencies <] are discovered = in the TSIs, the European Union Agency for
Railways (hereinafter referred to as the Agency) should be asked to issue an opinion
which, under certain conditions, might be published and used by all stakeholders
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| ¥ 2008/57/EC recital 51

(47)

| ¥ 2008/57/EC recital 53 (adapted) |

Since the objective of this Directive, namely interoperability within the rail system #
X> on a <Xl Semmunity X> Union <X] -wide scale, cannot be sufficiently achieved by
the Member States X> acting alone <XI , since no individual Member State is in a
position to take the action needed in order to achieve such interoperability and can
therefore be better achieved at Cemmuniy X> Union X1 level, the Cemmuniy
X> Union <xX] may adopt measures, in accordance with the principle of subsidiarity as
set out in Article 5 of the Treaty X> on European Union <X . In accordance with the
principle of proportionality, as set out in that Article, this Directive does not go
beyond what is necessary in order to achieve that objective.

WV 2008/57/EC recital 54

(48)

\@new \

In order to amend non-essential elements of this Directive, the power to adopt acts in
accordance with Article 290 of the Treaty on the Functioning of the European Union
should be delegated to the Commission in respect of the adaptation to technical
progress of Annex |l regarding the breakdown of the rail system into subsystems and
to the description of these subsystems, the content of the TSIs and the amendments to
TSls, including those amendments needed to remedy TSIs deficiencies. It is of
particular importance that the Commission carry out appropriate consultations during
its preparatory work, including at expert level. The Commission, when preparing and
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(49)

(50)

(51)

(52)

drawing-up delegated acts, should ensure a simultaneous, timely and appropriate
transmission of relevant documents to the European Parliament and Council.

In order to address the deficiencies discovered in TSIs, the Commission should adopt
delegated acts amending those TSIs under the urgency procedure.

In order to ensure the implementation of Article 6(1) of this Directive concerning the
mandate to the Agency to draft TSIs and their amendments and to make the relevant
recommendations to the Commission, implementing powers should be conferred on
the Commission.

In order to ensure uniform conditions for the implementation of this Directive,
implementing powers should be conferred on the Commission relating to: the content
of the file which shall accompany the request of non-application of one or more TSIs
or parts of them, the details, the format and the transmission modalities of that file; the
scope and the content of the EC declaration of conformity and suitability for use of
interoperability constituents, its format and the details of the information included in
it; the classification of the notified national rules in different groups with the aim of
facilitating the compatibility checks between fixed and mobile equipment; the
verification procedures for subsystems, including the genera principles, the content,
procedure and documents related to the 'EC' verification procedure, and to the
verification procedure in the case of national rules; the templates for the 'EC
declaration of verification and for the declaration of verification in the case of national
rules and templates for documents of the technical file that has to accompany the
declaration of verification; the common specifications relating to content, data format,
functional and technical architecture, operating mode and rules for data input and
consultation for the register of infrastructure. Those powers should be exercised in
accordance with Regulation (EU) No 182/2011 of the European Parliament and of the
Council of 16 February 2011 laying down the rules and general principles concerning
mechanisms for control by Member States of the Commission's exercise of
implementing powers™.

In accordance with the Joint Political Declaration of Member States and the
Commission on explanatory documents of 28 September 2011, Member States have
undertaken to accompany, in justified cases, the notification of their transposition
measures with one or more documents explaining the relationship between the
components of a directive and the corresponding parts of nationa transposition
instruments. With regard to this Directive, the legislator considers the transmission of
such documentsto be justified.

(53)

| ¥ 2008/57/EC recital 55 (adapted) |

The obligation to transpose this Directive into national law should be confined to those
provisions which represent a substantive change as compared with the earlier
Directives. The obligation to transpose the provisions which are unchanged arises
under the earlier Directives.
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| 0 new

(54) This Directive should be without prejudice to the obligations of the Member States
relating to the time-limits for transposition into national law of the Directives set out in
Annex |V, part B.

| ¥ 2008/57/EC recital 56

| ¥ 2008/57/EC (adapted)

HAVE ADOPTED THIS DIRECTIVE:
CHAPTER |

GENERAL PROVISIONS

Article 1
Purpese X Subject matter <x] and scope

1. This Directive sets-edt-te-establisn X> establishes <X] the conditions to be met to achieve
interoperability within the Semmunity O Union's <X rail system in a manner compatible
with the provisions of Directive[.../...on the safety of the rail system within the Union
2004/49/FC. 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
gualifications and health and safety conditions of the staff who contribute to its operation and
mai ntenance.

X> 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. <xI

WV 2008/57/EC

= nNew
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| ¥ 2008/57/EC (adapted)

(a) metros, trams and ethker light rail systems;

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

X> 4. Member States may exclude from the scope of the measures implementing this
Directive: <]

| ¥ 2008/57/EC (adapted)

(ae) privately owned railway infrastructure and vehicles exclusively used on such
infrastructure > where this exists <X] that-exist solely for use by the owner for its
own freight operations;

(bd) infrastructure and vehicles reserved for astrictly local, historical or touristic use.

Article 2
Definitions

For the purposes of this Directive:

WV 2008/57/EC (adapted)
= new
(1) ‘traRs- = Union < rail system’ means the &a 5eal sentional-al i
speed—railsystems O elements listed <XI %%et=eu¥ in Annex |—pekats—1-—and-2.
respestively
| ¥ 2008/57/EC
(2 ‘interoperability’ means the ability of a rall system to alow the safe and
uninterrupted movement of tralns which accomplish the requwed Ievels of
performancefor theﬁellneﬁ ‘ o
WV 2008/57/EC (adapted)
= new
©)] ‘vehicle’ means arailway vehicle X> suitable for circulation <X] that+uns on its own

wheels on railway lines, with or without traction, = in a fixed or variable
composition < . A vehlcle IS composed of one or more structural and functional
subsystems !
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(4)

| ¥ 2008/57/EC

‘network’ means the lines, stations, terminals, and all kinds of fixed equipment
needed to ensure safe and continuous operation of the rail system;

()

(6)

| ¥ 2008/57/EC (adapted)

‘subsystems’ means the X> structural or functional parts <X %M%Q%H of
the ra|I system asshewa@setout@l in Annexll ;

‘interoperability congtituents 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, X> including <XI —Fhe—ecereept—st—a
Leenstityent—covers both tangible objects and intangibl e objects sueh-as-sefbware;

(")

| ¥ 2008/57/EC |

‘essential requirements means all the conditions set out in Annex I11 which must be
met by the rall system, the subsystems, and the interoperability constituents,
including interfaces,

(8)

WV 2008/57/EC (adapted)
= new

‘European specification’” means a common technical specification, a European
technical approval > as defined in Annex XXI to Directive 2004/17/EC <X] or a
patienral & European ¢ standard = as defined in Artlcle 2(1)(b) of Regulation (EU)
No 1025/2012; <=_transp A= ar-standare

Ditective-2004/47EC;

9)

| ¥ 2008/57/EC |

‘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
therail system;

(10)

WV 2008/57/EC (adapted)
= new

‘basic parameters’ means any regulatory, technical or operational condition which is
critical to interoperability and is specified in the relevant TSIs;
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(11)

(12)

(13)

(14)

‘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,: Fhis-may-Hekade in particular railway lines and networks isolated from the
rest of the Semmurity DO Union <X, the loading gauge, the track gauge or space
between the tracks and vehicles strictly intended for local, regional or historical use,
aswell as vehicles originating from or destined for third countries;

‘upgrading’ means any gagres modification work on a subsystem or part sdbsystem
B> of it X1 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,;

‘renewal’ means any gagfes substitution work on a subsystem or part sdbsystem
> of it <X] which does not change the overall performance of thesubsystem;

‘existing rail system’ means the structure composed of lines and fixed installations of
the existing rail system plus X> as well as <X the vehicles of all categories and
origin travelling on that infrastructure;

(15

| ¥ 2008/57/EC

‘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;

(16)

(17)

| ¥ 2008/57/EC (adapted)

‘placing in service’ means al the operatlons by WhICh asubsystem or avehicleis put
into its X> operational service <X t te

‘contracting entity’ means ary X> public or private <XI entity—=whether—public—or
prvate; which orders the design and/or construction or the renewal or upgrading of a

subsystem. This entity may be a railway undertaking, an infrastructure manager or a
keeper, or X> a <X] he concession holder responsible for carrying out a project;

(18)

(19)

WV 2008/57/EC
= new

‘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 4333;

‘project at an advanced stage of development’ means any prOJect Whose
planning/construction stage has reached a point where tee
and a change in the technical specmcatlons w%el = may compromlse the V|ab|I|ty
of the prol ect as pI anned . . .
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(20)

(21)

(22)

WV 2008/57/EC (adapted)
> new

‘harmonised standard’ means ary O a<X] European standard = as deflned in
Article 2(1)(c) of Regulatlon (EU) No 1025/2012 c o .

‘national safety authority’ means a safety authority as defined in Article 3&g
Directive [X .../... [on the safety of

Union] <X] 2004/49/EC;

the rail system within

of
the

‘type’ means a vehicle type defining the basic design characteristics of the vehicle as
covered by a X type or design exami natlon certlflcate descrlbed in the relevant

verification module
of-Decision-03/465/EEC:

(23)

| ¥ 2008/57/EC

‘series’ means a number of identical vehicles of adesign type

(24)

| ¥ 2008/57/EC (adapted)

‘entity in charge of maintenance’ means an entity in charge of maintenance X> as
deflned in Artlcle 3 of Dlrectlve I [Ra|lway Safety Directive] <X] stavehicle;

(25)

(26)

| 0 new

‘light rail’ means an urban and/or sub-urban rail transport system with lower capacity
and lower speeds than heavy rail and metro systems, but higher capacity and higher
speeds than tram systems. Light rail systems may have their own right-of-way or
share it with road traffic and usually do not exchange vehicles with long-distance

passenger or freight traffic;

‘national rules means al binding rules containing railway safety or technical
requirements imposed at Member State level and applicable to railway undertakings,
irrespective of the body issuing them;
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(27)

(28)

(29)

(30)

(31)

(32)

(33)
(34)

(35

(36)

(37)

(39)

(39)

‘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;

“acceptable means of compliance’ means non-binding opinions issued by the Agency
to define ways of establishing compliance with the essential requirements;

‘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;

‘manufacturer’ means any natural or legal person who manufactures an
interoperability constituent or subsystem or has it designed or manufactured, and
markets it under his name or trademark;

“authorised representative’ means any natural or legal person established within the
Union who has received a written mandate from a manufacturer to act on his behalf
in relation to specified tasks;

‘technical specification’ means a document that prescribes technical requirements to
be fulfilled by a product, process or service,

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

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

‘conformity assessment’ means the process demonstrating whether specified
requirements relating to a product, process, service, system, person or body have
been fulfilled;

‘conformity assessment body’ means a body that performs conformity assessment
activities including calibration, testing, certification and inspection;

‘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.

‘infrastructure manager’ means infrastructure manager as defined in Article 3 of
Directive .../... [establishing a single European railway areal;

‘railway undertaking’ means railway undertaking as defined in Article 3 of Directive
...I... [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 raill on the basis that the undertaking must ensure traction; this aso includes
undertakings which provide traction only.

| ¥ 2008/57/EC
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Article 34
Essential requirements

1. The rail system, subsystems and interoperability constituents including interfaces shall
meet the relevant essential requirements.

| ¥ 2008/57/EC (adapted)

2. The further 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
Cermmunity DO Union shall <X1 saust not conflict with the essential requirements.

WV 2008/57/EC (adapted)
= new

CHAPTERII

TECHNICAL SPECIFICATIONSFOR INTEROPERABILITY

Article 45
Content of F5ksX> Technical Specificationsfor I nteroperability <X]

1. Each of the subsystems X> defined in Annex |1 <X] shall be covered by one TSI. Where
necessary, a subsystem may be covered by several TSIs and one TSI may cover several

| 0 new

2. The Commission shall be empowered to adopt delegated acts in accordance with Article 46
concerning adaptation to technical progress of Annex Il regarding the breakdown of the rail
system into subsystems and to the description of these subsystems.

| ¥ 2008/57/EC

32. 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 subsystemisin use.

31



EN

| ¥ 2008/57/EC (adapted)
i eFach TSI shall:

| ¥ 2008/57/EC

(@) indicate its intended scope (part of network or vehicles referred to in Annex I;
subsystem or part of subsystem referred to in Annex I1);

| ¥ 2008/57/EC (adapted)

(b) lay down essentia requirements for each subsystem concerned and its interfaces
sis-a=vis O inrelation to <X] other subsystems;

(c) establish the functional and technical specifications to be met by the subsystem
and its interfaces #s-a=4s [ in relation to <X other subsystems. If need be, these
speC|f|cat|ons may vary according to the use of the subsyst

| ¥ 2008/57/EC

(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%
93/465/EEC,

WV 2008/57/EC (adapted)
= new

(f) indicate the strategy for Hmplementing DO the application of <XI 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 = including setting deadlines for
completion of those stages where necessary < ;

(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 Hmplementation [X> application <X] of the TSIs.
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| 0 new |

(h) indicate the provisions applicable to the existing subsystems and types of
vehicles, in particular in the event of upgrading and renewal, with and without a new
authorisation or decision for placing in service;

(i) indicate the parameters 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 decision for placing in service
to ensure the compatibility between vehicles and routes on which they are intended
to be operated;

WV 2008/57/EC (adapted)
= new

54. 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 gradual adoption of the TSIs and compliance X> withthem shall
facilitate X1 therewith—will—hdlp gradualy = within that time-scae < to achieve the
interoperability of the rail system.

65. 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 < —spesial-attention
must-begivento 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 #adicated [X> provided for <X in

paragraph 43(c) to (g).

| ¥ 2008/57/EC |

76. If certain technical aspects corresponding to the essential requirements cannot be
epr|C|tIy covered in aTSI they shall be clearly identified in an annex to the TSI as open

| ¥ 2008/57/EC (adapted) |

8%. TSIs shall not x> prevent <X 2% # the Member States
eeheerrkrgl> from deciding on <X] the use of mfrastructureﬁ for the movement of vehicles
not covered by the TSIs.

98. 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 TSl is
applicable. In the absence of such standards or specifications or technical documents and
pending thelr development reference may be made to other clearly identified normative
documents; ° : ments that are easily accessible and in the
public domain.
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Article 56
x> Drafting, adoption and review <Xl i

\@new

1. The Commission shall issue a mandate to the Agency to draft TSIs and their amendments
and to make the relevant recommendations to the Commission.

| ¥ 2008/57/EC (adapted)

32. Each draft TSI shall be drawn up in #ae > the following <XI stages.

(a) Fsthy 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. The most viable
aternative solutions accompanied by technical and economic justification shall be put
forward for each of these parameters and interfaces.

(b) Seeendhy 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. An overall assessment of the estimated costs and benefits of the implementation of the
TSIs shall be attached to the draft TSI. This assessment shall indicate the likely impact for all
the operators and economic agents involved.

WV 2008/57/EC
= hew

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

EN
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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 |1 to Regul ation (EU) No 1025/2012.

wedeen%h%l% Dun ng => the preparatory work on TSIs = the&week the Commrssron may,

: formulate any terms of reference or useful recommendations

concernlng the desi gn of the TSIs and the cost-benefit analysis. In particular, the Commission

te; require that alternative solutions be examined and that

the amnent of the cost and benefits of these alternative solutions be set out in the report
annexed to the draft TSI.

dlfferent subsystems have to be placed in service srmultaneously for reasons of technlcal
compatibility, the dates of entry into force of the corresponding TSlIs 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.

WV 2008/57/EC (adapted)
= new

7. = In accordance with Article 6 of Regulation (EU) No .../... [Agency Regulation], the
Agency shall draw up and regularly update<= Fthe I|st of IZ> users <ZI assooahons and
bodles to be consult ! : .

may be re-exami ned and updated at the request of a Member State or upon the |n|t|at|ve of the
Commission.

WV 2008/57/EC (adapted)
= new

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 54(4)(g). = To this end, the Agency
shall consult the social partners before submitting to the Commission recommendatl ons on
TSIs and thelr amendments =

somal partners shall be consulted in the context of the Sectoral D|alogue Comm|ttee 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 socia 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.

% OJ L 225, 12.8.1998, p. 27. Decision-as—astamended-by—Regutation(EC)-Ne-1792/2006-(03362,
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10. The Commission shall be empowered to adopt delegated acts in accordance with Article
46 concerning the TSIs and their amendments.

Where, in the case of deficiencies discovered in TSIs in accordance with Article 6, imperative
grounds of urgency so require, the procedure provided for in Article 47 shall apply to
delegated acts adopted pursuant to this Article.

Ynien:Article 64
Deficienciesin TSl's

1. If, after its adoption, it appears that a TSI has a deficiency, that TSI shall be amended in
accordance with Article 5(3).

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 Member States of its
conclusions.

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

| ¥ 2008/57/EC
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| ¥ 2008/57/EC (adapted)

Article 79
Berogations X> Non-application of the TSIs XI

4 new

1. Member States are allowed 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 alow for partial or
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total application of the relevant TSIs; in this case, the non-application of the TSIs
shall belimited in time;

(c) for any proposed renewal, extension or upgrading of an existing subsystem or
part of it, when the application of these TSls would compromise the economic
viability of the project.

2. 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, alist of projects that are taking
place within its territory and which are at an advanced stage of devel opment.

3. Inall cases referred to in paragraph 1, the Member State concerned shall submit to the
Commission the request for non-application of the TSI, also specifying the alternative
provisions that the Member State intends to apply instead of the TSIs. The Commission shall
by means of implementing acts establish the content of the file which shall accompany the
request of non-application of one or more TSIs or parts of them, the details, the format and
the transmission modalities of that file. Those implementing acts shall be adopted in
accordance with the examination procedure referred to in Article 48(3). The Commission
shall check that file, analyse the alternative provisions that the Member State intends to apply
instead of the TSIs, decide whether to accept or not the request of non-application of the TS|
and inform the Member State of this decision.

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.

| ¥ 2008/57/EC
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6. All Member States shall be informed of the results of the analyses and of the outcome of
the procedure set out in paragraphs 3 4and-5.

| ¥ 2008/57/EC

CHAPTER 111

INTEROPERABILITY CONSTITUENTS

Article 829
Placing on the market of interoper ability 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
therail system while at the same time meeting the essential requirements,

(b) are used in their area of use asintended and are suitably installed and maintai ned.

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

2. 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
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already been carried out as part of the procedure of 'EC' declaration of conformity or
suitability for use A .

| 0 new

The Commission shall establish, by means of implementing acts, the scope and the content of
the EC declaration of conformity and 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).

WV 2008/57/EC (adapted)
= new

Article 942
Conformity or suitability for use

1. Member States = and the Agency < shall consider X> as being interoperable and meeting
the essential requirements <X, those interoperability constituents = which are covered by <
wh%h%eear the 'EC declaratron of conformrty or suitability for use. :

WV 2008/57/EC
= hew

2. All interoperability constituents shall be subject to the procedure for assessing conformity
and suitability for the use indicated in the relevant TSI and shall be accompanied by the
corresponding certificate.

3. Member States = and the Agency < shall consider that an interoperability constituent
meets the essential requirements if it complies with the conditions laid down by the
corresponding TSI or the corresponding European specifications developed to comply with
these conditions.

4. Spare parts for subsystems that are aready placed in service when the corresponding TSI
enters into force may be installed in these subsystems without being subject to the procedure
referred to in paragraph 2.

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 TSls
enter into force. Such constituents shall satisfy the requirements of Article 829(1).
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Article 1043
Procedurefor '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 Semmunity > Union <X] shall apply the provisions laid down by the relevant TSIs.

2. 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 B> conformity
assessment <X1 body with which the manufacturer or his authorised representative established
in the Semmaarity [X> Union <X1 has lodged the application.

3. Where interoperability constituents are the subject of other Semmurity X> Union <X
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.

4. Where neither the manufacturer nor his authorised representative establshed—n—the
Cermmunity has met the obligations X> laid down in <Xl ef paragraphs1l and 3, those
obligations shall be incumbent on any person who places interoperability constituents on the
market. The same obligations shall apply to X> any person who <XI whermseever 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.

5. = In order to avoid that interoperability constituents non complying with essential
requirements are being placed on the market, and without < \AAtheut prejudice to the
provisions of Article 1134:

(@) in each instance where the Member State finds that the 'EC' declaration of
conformity has been drawn up improperly, the manufacturer or his authorised
representative established in the Semmunity DO Union X1 shall be required, if
necessary, to restore the interoperability constituent to a state of conformity and to
terminate the infringement under the conditions laid down by that Member State;

| ¥ 2008/57/EC

(b) where non-conformity persists, the Member State shall take all appropriate steps
to restrict or prohibit the placing on the market of the interoperability constituent in
question, or to ensure that it is withdrawn from the market in accordance with the
procedures provided for in Article 1144.

Article 1134
Non-compliance of inter oper ability constituents with essential requirements
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1. 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, e+ withdraw it from the market = or recall it < . The
Member State shall forthwith inform the Commission = 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:

| ¥ 2008/57/EC

(a) failure to meet the essential requirements;

(b) incorrect application of European specifications where application of such
specificationsis relied upon;

(c) inadequacy of European specifications.

| ¥ 2008/57/EC (adapted)

2. The Commission shall consult the parties concerned as quickly as possible. Where,
following that consultation, the Commission establishes that the measure is justified it shall
forthwith inform the Member State that has taken the initiativ :

States thereof. Where, after that consultation, the Commission eﬁtabllsh&e that the measure is
unjustified it shall forthwith inform the Member State that has taken the initiative and the
manufacturer or his authorised representatlve establlshed W|th|n the @emma%&y
IZ> Union <] thereof ! !

3. Where an interoperability constituent bearing the 'EC' declaration of conformity fails to
comply, the competent Member State shall take appropriate measures against wheraseever
> any person who <X] has drawn up the declaration and shall inform the Commission and
the other Member States thereof.

| ¥ 2008/57/EC

4. The Commission shall ensure that the Member States are kept informed of the course and
results of that procedure.

CHAPTER IV

SUBSYSTEMS
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Article 1246
Free movement of subsystems

1. Without prejudice to the provisions of Chapter V Axtiete15(, 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:

(@) either as part of the procedure leading to the 'EC' declaration of verifications

(b) orinother Member States, before or after the entry into force of this Directive,
with aview to verifying compliance with identical requirements under identical
operational conditions.

Article 1334
Conformity with TSIsand national rules

WV 2008/57/EC (adapted)
= new

1. Member States = and the Agency < shall consider as being interoperable and meeting the

essential requirements eeneeraRg—them, those structural subsystems constituting the rall
system which are covered by the:E& > 'EC' <X] declaration of verification.
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2. Veification of the interoperability, in accordance with the essential requirements, of a
structural subsystem constituting the rail system shall be established by reference to TSIs,
wherethey-exist = and national rules notified in accordance with paragraph 3 <.

| ¥ 2008/57/EC (adapted)

3. Member States shall draw up, for each subsystem, a list of the %hﬁ% IZ> natlonal <ZI
rules in use for implementing the essential requirements ane-netify-thishsttothe Commissien
when X> in the following cases <XI:
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(@ when the TSIs do not fully cover certain aspects corresponding to the essential
requirements (open points);

WV 2008/57/EC (adapted)
= new

(b) [ when <X] a deregation X> non-application of one or more TSIs <Xl = or
parts of them <= has been notified under Article 87; e

() [ when <Xl specific case requires the application of technical rules not
included in therelevant TSIz

| 0 new |

(d) incaseof national rules used to describe existing systems.

| ¥ 2008/57/EC (adapted) |

4. On-that—cecasien; Member States shall alse designate the bodies responsible for
X> establishing <XI te—earry—edt, in the case of these technlcal regulat|ons IZ> the EC
declaration of verification <X] referred to in Article 4815 ; :
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Article 14
£ National rules <7

1. ® Member States shall notify to the Commission the list of national rules referred to in
Article 13(3) < Fhislistshall-benetified-either:

(@ each time the list of techriea=rules

(b) after > a request for <X] the—deregatien [X> non-application of the
TSl <X] has been setified X> submitted in accordance with Article 7 X1 ,
or

WV 2008/57/EC
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(c) dfter publication of the TSI concerned = or its revision, in view of the
removal of national rules made redundant by the closure of open points
inthe TSIs <.

| 0 new |

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. If a 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].

5. Member States shall ensure that national rules, including those covering the interfaces
between vehicles and network, are made available free of charge and in alanguage that can be
understood by all parties concerned.

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.

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 compatibility checks
between fixed and mobile equipment. Those implementing acts shall be adopted in
accordance with the examination procedure referred to in Article 48(3).
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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].

| ¥ 2008/57/EC

Article 1518
Procedurefor establishing the'EC' declaration of verification

WV 2008/57/EC (adapted)
= nNew

1. In order to establish the 'EC' declaration of verification, the applicant shall X> ask <X
Havite the notified X> conformity assessment <X1 body that it has selected for that purpose to
apply the 'EC' verification procedure referred—to—r-Arrex4. The applicant may be the
contracting entity or the manufacturer, or their authorised representative within the

Cermunity O Union <X1.

2. The task of the notified X> conformity assessment <XI 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 shal
= may < aso cover verification of the interfaces of the subsystem in question with the
system into which it is incorporated, based on the information available in the relevant TS|
and in the registers provided for in Articles 44 and 4534-ar€-35.

3. The notified X> conformity assessment <X] body shall be responsible for compiling the
technical file that has to accompany the 'EC' declaration of verification. This technical file
X> shall <X] sust contain al the necessary documents relating to the characteristics of the
subsystem and, where appropriate, all the documents certifying conformity of the
interoperability constituents. 1tiX> shall <X] sheuld also contain al the elements relating to the
conditions and limits of use and to the instructions concerning servicing, constant or routine
monitoring, adjustment and maintenance.
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4. Any amendment of the technical file referred to in paragraph 3 that has an impact on the
verifications carried out implies the need to establish anew 'EC' declaration of verification.

WV 2008/57/EC (adapted)
= new

54. The notified X> conformity assessment <X 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 B> verification procedures <X1 presedure = established in
accordance with paragraph 7(a) < setesta-Arnrexx 4 shall apply.

65. If the relevant TSIs allow, the notified X> conformity assessment <xXI body may issue
certificates of conformity for a series of subsystems or certain parts of those subsystems.

| 0 new

7. The Commission shall establish, by means of implementing acts:

(@) the verification procedures for subsystems, including the general principles, the
content, procedure and documents related to the 'EC' verification procedure,
and to the verification procedure in the case of national rules.

(b) the templates for the 'EC' declaration of verification and for the declaration of
verification in the case of national rules and templates for documents of the
technical file that has to accompany the declaration of verification.

Those implementing acts shall be adopted in accordance with the examination procedure
referred to Article 48(3).

| ¥ 2008/57/EC

Article 1619
Non-compliance of subsystemswith essential requirements

1. Where a Member State finds that a structural subsystem covered by the 'EC' declaration of
verification accompanied by the technical file does not fully comply with this Directive and in
particular does not meet the essential requirements, it may request that additional checks be
carried out.

2. The Member State making the request shall forthwith inform the Commission of any
additional checks requested and set out the reasons therefor. The Commission shall consult
the interested parties.

3. The Member State making the request shall state whether the failure to fully comply with
this Directive is due to:

(@ non-compliance with the essential requirements or with a TSI, or incorrect
application of a TSl; in that case, the Commission shall forthwith inform the Member
State where the person who drew up the 'EC' declaration of verification in error
resides and shall request that Member State to take the appropriate measures;
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(b) inadequacy of a TSI; in that case, the procedure for amending the TS| as referred
toin Article 6% shall apply.

| 0 new

Article 17
Presumption of confor mity

Interoperability constituents and subsystems which are in conformity with harmonised
standards or parts thereof the references of which have been published in the Official Journal
of the Union shall be presumed to be in conformity with the essentia requirements covered
by those standards or parts thereof set out in Annex 1Il.

| ¥ 2008/57/EC
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CHAPTERYV

PLACING ONTHE MARKET AND PLACING IN SERVICE

Article 18
Placing in service of fixed installations

1 The trackside control-command and signalling, energy and infrastructure subsystems
shall be placed in service only if they are designed, constructed and installed in such away as
to meet the essential requirements as set out in Annex 11, and the relevant authorisation is
received in accordance with paragraph 2.

2. Each national safety authority shall authorise the placing in service of the energy and
infrastructure subsystems which are located or operated in the territory of its Member State.

The Agency shall grant decisions authorising the placing in service of the trackside control-
command and signalling subsystems located or operated throughout the Union.

The Agency and the national safety authorities shall provide detailed guidance on how to
obtain the authorisations referred to in the first and second subparagraph. An application
guidance document describing and explaining the requirements for those authorisations and
listing the required documents shall be made available to applicants free of charge. The
Agency and the national safety authorities shall cooperate in disseminating such information.

3. In order to authorise the placing in service of the subsystems referred to in
paragraph 1, the national safety authority or the Agency, depending on which is the competent
authority as set out in paragraph 2, shall obtain proof of:

(@) the EC declaration of verification;

(b) thetechnical compatibility of these subsystems with the system into which they
are being integrated, established on the basis of the relevant TSIs, national
rules and registers;

(c) thesafeintegration of these subsystems, established on the basis of the relevant
TSIs, nationa rules, registers, and the common safety methods set out in
Article 6 of Directive.../... [on the safety of therail system within the Union].

4, In the event of renewa or upgrading of existing subsystems, the applicant shall send
to the national safety authority (for energy and infrastructure subsystems) or the Agency (for
trackside control-command and signalling subsystems), a file describing the project. The
national safety authority or the Agency shall examine thisfile and shall decide, on the basis of
the criteria set out in paragraph 5, whether a new authorisation for placing in service is
needed. The national safety authority and the Agency shall take their decisions within a
pre-determined, reasonable time, and, in any case, within four months from receipt of all
relevant information.
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5. In the event of renewal or upgrading of existing subsystems, a new 'EC' declaration of
verification shall be needed as set out in Article 15(4). In addition, a new authorisation for
placing in service shall be required when:

(@) the overall safety level of the subsystem concerned may be adversely affected
by the works envisaged; or

(b) itisrequired by the relevant TSIs; or
(c) itisrequired by the national implementation plans established by the Member

States.
Article 19
Placing on the market of mobile subsystems
1 The rolling stock subsystem and the on-board control-command and signalling

subsystem shall be placed on the market by the applicant only if they are designed,
constructed and installed in such a way as to meet the essential requirements as set out in
Annex I11.

2. In particular, the applicant shall ensure that the EC declaration of verification has been
provided.
3. In the event of renewal or upgrading of existing subsystems, a new 'EC' declaration of

verification shall be needed as set out in Article 15(4).

| ¥ 2008/57/EC
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Article 20
Vehicleauthorisation for placing on the market

1 A vehicle shall be placed on the market only after having received the vehicle
authorisation for placing on the market issued by the Agency in accordance with paragraph 5.
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2. The Agency shall issue decisions granting vehicle authorisations for placing on the
market. Those authorisations attest the values of the parameters relevant for checking the
technical compatibility between the vehicle and the fixed installations as set out in the TSIs.
The vehicle authorisation for placing on the market shall also provide information about the
vehicle's compliance with the relevant TSIs and sets of national rules, related to these
parameters.

3. The vehicle authorisation for placing on the market may stipulate conditions for the
use of the vehicle and other restrictions.

4. The vehicle authorisation for placing on the market shall be issued on the basis of a
file of the vehicle or type of vehicle produced by the applicant and including the documentary
evidence of:

(@) the placing on the market of the mobile subsystems composing the vehicle
according to Article 19;

(b) the technical compatibility of the subsystems referred to in point (@) within the
vehicle, established on the basis of the relevant TSIs, nationa rules and
registers;

(c) thesafeintegration of the subsystems referred to in point (a) within the vehicle,
established on the basis of the relevant TSIs, national rules, and the common
safety methods set out in Article 6 of Directive .../... [on the safety of the rail
system within the Union].

5. The Agency shal take the decisions referred to in paragraph 2 within a
pre-determined, reasonable time, and, in any case, within four months from receipt of all
relevant information. These authorisations shall be valid in al Member States.

The Agency shall provide detailed guidance on how to obtain the vehicle authorisation for
placing on the market. An application guidance document describing and explaining the
requirements for the vehicle authorisation for placing on the market and listing the required
documents shall be made available to applicants free of charge. The national safety authorities
shall cooperate with the Agency in disseminating such information.

6. The Agency may issue vehicle authorisation for placing on the market for a series of
vehicles. Those authorisations shall be valid in all Member States.

7. The applicant may bring an appeal before the Board of Appea designated under
Article 51 of Regulation (EU) No .../... [establishing a European railway agency] against
decisions of the Agency or its failure to act within the time limits referred to in paragraph 5.

8. In the event of renewal or upgrading of existing vehicles which already have avehicle
authorisation for placing on the market:

(@ anew 'EC declaration of verification shall be needed as set out in Article
15(4), and

(b) anew vehicle authorisation for placing on the market shall be required if any
changes are made to the values of the parameters included in the vehicle
authorisation already granted.

9. At the request of the applicant, the vehicle authorisation for placing on the market may
include a clear indication of the networks or lines or groups of networks or lines where the
railway undertaking may place such a vehicle in service without further verifications, checks
or tests concerning the technical compatibility between the vehicle and these networks or
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lines. In that case, the applicant shall include in its request the proof of the technical
compatibility of the vehicle with the networks or lines concerned.

This indication may be also added, at the request of the original or another applicant, after the
relevant authorisation for placing on the market has been issued.

Article 21
Placing in service of vehicles

1 Railway undertakings shall place in service a vehicle only after having checked, , in
consultation with the infrastructure manager, the technical compatibility between the vehicle
and the route and the safe integration of the vehicle into the system in which it is intended to
operate, established on the basis of the relevant TSIs, national rules, registers, and the
common safety methods set out in Article 6 of Directive.

To this aim, vehicles shall first receive the vehicle authorisation for placing on the market in
accordance with Article 20.

2. The railway undertaking shall communicate its decisions with respect to the placing in
service of vehicles to the Agency, the infrastructure manager and the national safety authority
concerned. These decisions shall be recorded in the national vehicle registers referred to in
Article 43.

3. In the event of renewal or upgrading of existing vehicles, a new 'EC' declaration of
verification shall be needed as set out in Article 15(4). In addition, a new decision taken by
the railway undertaking for placing in service of these vehicles shall be required when:

(@) the overall safety level of the subsystem concerned may be adversely affected
by the works envisaged, or

(b) itisrequired by the relevant TSIs.

| ¥ 2008/57/EC
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WV 2008/57/EC (adapted)
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Article 2226
Authorisation £e= X> to place vehicle <X] types efa¢ehieles [X> on the market <X

1. ® The Agency shall < MermberStatesraay-grant authorisations fe¢ X> to place vehicle <X
types efa¢ehieles X> on the market <XI .

4 new

The Agency shall provide detailed guidance on how to obtain the authorisation to place
vehicle types on the market. An application guidance document describing and explaining the
requirements for the authorisation to place vehicle types on the market and listing the required
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documents shall be made available to applicants free of charge. The national safety authorities
shall cooperate with the Agency in disseminating such information.

WV 2008/57/EC
= hew

2. However, if = the Agency < MemberStates = issues a vehicle authorisation for placing
on the market, it < autherse—a-vehicle—they shall at the same time adtherse = issue the
authorisation to place the corresponding vehicle type on the market < thetype-obvehicle.

| O new |

3. A vehicle which is in conformity with a vehicle type for which an authorisation to
place the corresponding vehicle type on the market has been aready issued shall, without
further checks, receive a vehicle authorisation for placing on the market on the basis of a
declaration of conformity to this type submitted by the applicant.

| ¥ 2008/57/EC
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4, In the event of changes to any relevant provisions in TSIs or national rules, on the
basis of which an authorisation to place a vehicle type on the market has been issued, the TS|
or national rule shall determine whether the authorisation to place that vehicle type on the
market already granted remains valid or needs to be renewed. If that authorisation needs to be
renewed, the checks performed by the Agency may only concern the changed rules. The
renewal of the authorisation to place a vehicle type on the market does not affect vehicle
authorisations for placing on the market aready issued on the basis of the previous
authorisation to place that vehicle type on the market.

WV 2008/57/EC
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54. The mede—ef declaration of conformity to type shaII be aelep@eel = establlshed |n
accordance with Decision 2010/713/EU =

65. The declaration of conformity to type shall be established in accordance with:
(@) for TSI-conform vehicles, the verification procedures of the relevant TSIs;
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(b) for non-TSI-conform vehicles, the conformity assessment procedures as defined
in modules B+D and B+F of Decision 768/2008/EC. Where appropriate, the
Commission may adopt implementing acts establishing ad hoc modules for
conformity assessment. Those implementing acts shall be adopted in accordance with
the examination procedure referred to in Article 48(3).

| ¥ 2008/57/EC

WV 2008/57/EC (adapted)
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7. Bype-autherisations = The authorisation to place vehicle types on the market < shall be
registered in the European register of agtherised = authorrsatrons to pI ace avehrcle types on
the market @ &p%e%rel% referred to in Artrcle4434
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CHAPTER VI

| ¥ 2008/57/EC (adapted)

NOTELEDBADLESX NOTIFICATION OF CONFORMITY
ASSESMENT BODIES I
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Article 23
Notification

Member States shall notify the Commission and the other Member States of bodies authorised
to carry out third-party conformity assessment tasks under this Directive.

Article 24
Notifying authorities

1. Member States shall designate a notifying authority that shall be responsible for setting up
and carrying out the necessary procedures for the assessment and notification of conformity
assessment bodies and the monitoring of notified conformity assessment bodies, including
compliance with the provisions of Articles 27 to 29.

2. Member States may decide that the assessment and monitoring referred to in paragraph 1
shall be carried out by a national accreditation body within the meaning of and in accordance
with Regulation (EC) No 765/2008.

3. Where the notifying authority delegates or otherwise entrusts the assessment, notification
or monitoring referred to in paragraph 1 to a body which is not a governmental entity, that
body shall be alegal entity and shall comply with the requirements laid down in Article 25. It
shall put in place arrangements to cover liabilities arising out of its activities.

4. The notifying authority shall take full responsibility for the tasks performed by the body
referred to in paragraph 3.

Article 25
Requirementsrelating to notifying authorities

1. A notifying authority shall be established in such a way that no conflict of interest with
conformity assessment bodies occurs.

2. A notifying authority shall be organised and operated so as to safeguard the objectivity and
impartiality of its activities.
3. A notifying authority shall be organised in such a way that each decision relating to

notification of a conformity assessment body is taken by competent persons different from
those who carried out the assessment.

4. A notifying authority shall not offer or provide any activities that are performed by
conformity assessment bodies or consultancy services on acommercial or competitive basis.

5. A notifying authority shall safeguard the confidentiality of the information it obtains.

6. A notifying authority shall have a sufficient number of competent personnel at its disposal
for the proper performance of its tasks.

Article 26
Information obligation on notifying authorities
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Member States shall inform the Commission of their procedures for the assessment and
notification of conformity assessment bodies and the monitoring of notified bodies, and of
any changes thereto.

The Commission shall make that information publicly available.

Article 27
Requirementsrelating to conformity assessment bodies

1. For the purposes of notification, a conformity assessment body shall meet the requirements
laid down in paragraphs 2 to 7 and in Articles 28 and 29. These requirements are also
applicable to bodies designated by Member States pursuant to Article 13(4).

2. A conformity assessment body shall be established under national law and have legal
personality.

3. A conformity assessment body shall be capable of carrying out al the conformity
assessment tasks assigned to it by the relevant TSI and in relation to which it has been
notified, whether those tasks are carried out by the conformity assessment body itself or on its
behalf and under its responsibility.

At al times and for each conformity assessment procedure and each kind or category of
products in relation to which it has been notified, a conformity assessment body shall have at
its disposal :

(@) the necessary personnel with technical knowledge and sufficient and appropriate
experience to perform the conformity assessment tasks;

(b) the relevant descriptions of procedures in accordance with which conformity assessment is
carried out, ensuring the transparency and the ability of reproduction of those procedures. It
shall have appropriate policies and procedures in place that distinguish between tasks it
carries out as a notified conformity assessment body and other activities;

(c) the proper procedures for the performance of activities which take due account of the size
of an undertaking, the sector in which it operates, its structure, the degree of complexity of the
product technology in question and the mass or serial nature of the production process.

It shall have the means necessary to perform the technical and administrative tasks connected
with the conformity assessment activities in an appropriate manner and shall have access to
all necessary equipment or facilities.

4. Conformity assessment bodies shall take out liability insurance unless liability is assumed
by the State in accordance with national law, or the Member State itself is directly responsible
for the conformity assessment.

5. The personnel of a conformity assessment body shall observe professional secrecy with
regard to all information obtained in carrying out their tasks under the relevant TSI or any
provision of national law giving effect to it, except in relation to the competent authorities of
the Member State in which its activities are carried out. Proprietary rights shall be protected.

6. Conformity assessment bodies shall participate in, or ensure that their assessment personnel
are informed of, the relevant standardisation activities and the activities of the notified
conformity assessment bodies coordination group established under the relevant Union's
legislation and apply as genera guidance the administrative decisions and documents
produced as aresult of the work of that group.
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7. Conformity assessment bodies shall participate in, or shall ensure that their assessment
personnel are informed of, the activities of the ERTMS ad hoc working group set out in
Article 25 of Regulation (EU) No .../... [establishing a European railway agency]. They shall
follow the guidelines produced as a result of the work of that group. In case they consider it
inappropriate or impossible to apply them, the conformity assessment bodies concerned shall
submit their observations for discussion to the ERTMS ad hoc working group for the
continuous improvement of the guidelines.

Article 28
Impartiality of confor mity assessment bodies

1. A conformity assessment body shall be a third-party body independent from the
organisation or from the manufacturer of the product it assesses.

A body belonging to a business association or professional federation representing
undertakings involved in the design, manufacturing, provision, assembly, use or maintenance
of products which it assesses, may, on condition that its independence and the absence of any
conflict of interest are demonstrated, be considered such a body.

2. The impartiality of the conformity assessment bodies, their top level management and of
the assessment personnel shall be guaranteed.

3. A conformity assessment body, its top level management and the personnel responsible for
carrying out the conformity assessment tasks shall not be the designer, manufacturer, supplier,
installer, purchaser, owner, user or maintainer of the products which they assess, nor the
authorised representative of any of those parties. This shall not preclude the use of assessed
products that are necessary for the operations of the conformity assessment body or the use of
such products for personal purposes.

4. A conformity assessment body, its top level management and the personnel responsible for
carrying out the conformity assessment tasks shall not be directly involved in the design,
manufacture or construction, the marketing, installation, use or maintenance of those
products, or represent the parties engaged in those activities. They shall not engage in any
activity that may conflict with their independence of judgement or integrity in relation to
conformity assessment activities for which they are notified. This shall in particular apply to
consultancy services.

5. Conformity assessment bodies shall ensure that the activities of their subsidiaries or
subcontractors do not affect the confidentiality, objectivity or impartiality of their conformity
assessment activities.

6. Conformity assessment bodies and their personnel shall carry out the conformity
assessment activities with the highest degree of professional integrity and the requisite
technical competence in the specific field and shall be free from all pressures and
inducements, particularly financial, which might influence their judgement or the results of
their conformity assessment activities, especially as regards persons or groups of persons with
an interest in the results of those activities.

Article 29
Personnel of confor mity assessment bodies

1. The personnel responsible for carrying out conformity assessment activities shall have the
following skills:
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(a) sound technical and vocational training covering all the conformity assessment activities
in relation to which the conformity assessment body has been notified;

(b) satisfactory knowledge of the requirements of the assessments they carry out and adequate
authority to carry out those assessments;

(c) appropriate knowledge and understanding of the essential requirements, of the applicable
harmonised standards and of the relevant provisions of Union's legislation and of its
implementing regulations;

(d) the ability to draw up certificates, records and reports demonstrating that assessments have
been carried out.

2. The remuneration of the top level management and assessment personnel of a conformity
assessment body shall not depend on the number of assessments carried out or on the results
of those assessments.

Article 30
Presumption of conformity of a confor mity assesment body

Where a conformity assessment body demonstrates its conformity with the criteria laid down
in the relevant harmonised standards or parts thereof the references of which have been
published in the Official Journal of the European Union, it shall be presumed to comply with
the requirements set out in Articles 27 to 29, in so far as the applicable harmonised standards
cover those requirements.

Article 31
Subsidiaries of and subcontracting by conformity asssessment bodies

1. Where a notified conformity assessment body subcontracts specific tasks connected with
conformity assessment or has recourse to a subsidiary, it shall ensure that the subcontractor or
the subsidiary meets the requirements set out in Articles 27 to 29 and shall inform the
notifying authority accordingly.

2. Notified bodies shall take full responsibility for the tasks performed by subcontractors or
subsidiaries wherever these are established.

3. Activities of notified bodies may be subcontracted or carried out by a subsidiary only with
the agreement of the client.

4. Notified bodies shall keep at the disposal of the notifying authority the relevant documents
concerning the assessment of the qualifications of the subcontractor or the subsidiary and the
work carried out by them under the relevant TSI.

Article 32
Accredited in-house bodies

1. The applicant undertaking may use an accredited in-house body to carry out conformity
assessment activities for the purpose of implementing the procedures set out in modules A1,
A2, C1 or C2 defined in Annex Il to Decision 768/2008/EC and modules CA1, and CA2
defined in Annex | to Decision 2010/713/EC. That body shall constitute a separate and
distinct part of the applicant undertaking and shall not participate in the design, production,
supply, installation, use or maintenance of the products it assesses.

2. An accredited in-house body shall meet the following requirements:
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(a) it shall be accredited in accordance with Regulation (EC) No 765/2008;

(b) the body and its personnel shall be organisationally identifiable and have reporting
methods within the undertaking of which they form a part which ensure their impartiality and
demonstrate it to the relevant national accreditation body;

(c) neither the body nor its personnel shall be responsible for the design, manufacture, supply,
installation, operation or maintenance of the products they assess nor shall they engage in any
activity that might conflict with their independence of judgment or integrity in relation to their
assessment activities;

(d) the body shall supply its services exclusively to the undertaking of which it forms a part.

3. An accredited in-house body shall not be notified to the Member States or the Commission,
but information concerning its accreditation shall be given by the undertaking of which it
forms a part or by the national accreditation body to the notifying authority at the request of
that authority.

Article 33
Application for notification

1. A conformity assessment body shall submit an application for notification to the notifying
authority of the Member State in which it is established.

2. That application shall be accompanied by a description of the conformity assessment
activities, the conformity assessment module or modules and the product or products for
which that body claims to be competent, as well as by an accreditation certificate, where one
exists, issued by a national accreditation body attesting that the conformity assessment body
fulfils the requirements laid down in Articles 27 to 29.

3. Where the conformity assessment body concerned cannot provide an accreditation
certificate, it shall provide the notifying authority with all the documentary evidence
necessary for the verification, recognition and regular monitoring of its compliance with the
requirements laid down in Articles 27 to 29.

Article 34
Notification procedure

1. Notifying authorities may notify only conformity assessment bodies which comply with the
requirements laid down in Articles 27 to 29.

2. They shall notify the Commission and the other Member States using the electronic
notification tool developed and managed by the Commission.

3. The noatification shall include full details of the conformity assessment activities, the
conformity assessment module or modules and product or products concerned and the
relevant attestation of competence.

4. Where a notification is not based on an accreditation certificate as referred to in Article
33(2), the notifying authority shall provide the Commission and the other Member States with
documentary evidence which attests to the conformity assessment body’ s competence and the
arrangements in place to ensure that that body will be monitored regularly and will continue
to satisfy the requirements laid down in Articles 27 to 29.

5. The body concerned may perform the activities of a notified conformity assessment body
only where no objections are raised by the Commission or the other Member States within
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two weeks of a notification where an accreditation certificate is used or within two months of
a notification where accreditation is not used.

6. The Commission and the other Member States shall be notified of any subsequent relevant
changes to the notification.

Article 35
Identification numbersand lists of notified confor mity assessment bodies

1. The Commission shall assign an identification number to a notified conformity assessment
body.

A notified conformity assessment body shall be assigned a single identification number even
whereit is notified under several Union acts.

2. The Commission shall make publicly available the list of the bodies notified under this
Directive, including the identification numbers that have been allocated to them and the
activities for which they have been notified.

The Commission shall ensure that that list is kept up to date.

Article 36
Changesto notifications

1. Where a notifying authority has ascertained or has been informed that a notified conformity
assessment body no longer meets the requirements laid down in Articles 27 to 29, or that it is
failing to fulfil its obligations, the notifying authority shall restrict, suspend or withdraw
notification as appropriate, depending on the seriousness of the failure to meet those
requirements or fulfil those obligations. It shall immediately inform the Commission and the
other Member States accordingly.

2. In the event of restriction, suspension or withdrawal of notification, or where the notified
conformity assessment body has ceased its activity, the notifying Member State shall take
appropriate steps to ensure that the files of that body are either processed by another notified
conformity assessment body or kept available for the responsible notifying and market
surveillance authorities at their request.

Article 37
Challenge of the competence of notified bodies

1. The Commission shall investigate all cases where it doubts, or doubt is brought to its
attention, regarding the competence of a notified conformity assessment body or the
continued fulfilment by a notified conformity assessment body of the requirements and
responsibilities to which it is subject.

2. The notifying Member State shall provide the Commission, on request, with all information
relating to the basis for the notification or the maintenance of the competence of the body
concerned.

3. The Commission shall ensure that all sensitive information obtained in the course of its
investigationsis treated confidentially.

4. Where the Commission ascertains that a notified conformity assessment body does not
meet or no longer meets the requirements for its notification, it shall inform the notifying
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Member State accordingly and request it to take the necessary corrective measures, including
withdrawal of notification if necessary.

Article 38
Operational obligations of notified bodies

1. Notified bodies shall carry out conformity assessments in accordance with the conformity
assessment procedures provided for in the relevant TSI.

2. Conformity assessments shall be carried out in a proportionate manner, avoiding
unnecessary burdens for economic operators. Conformity assessment bodies shall perform
their activities taking due account of the size of an undertaking, the sector in which it
operates, its structure, the degree of complexity of the product technology in question and the
mass or serial nature of the production process.

In so doing they shall nevertheless operate with the aim of assessing the compliance of the
product with the provisions of this Directive.

3. Where a notified conformity assessment body finds that requirements laid down in the
relevant TSI or corresponding harmonised standards or technical specifications have not been
met by a manufacturer, it shall require that manufacturer to take appropriate corrective
measures and shall not issue a conformity certificate.

4. Where, in the course of the monitoring of conformity following the issue of a certificate, a
notified conformity assessment body finds that a product no longer complies with the relevant
TSI or corresponding harmonised standards or technical specifications, it shall require the
manufacturer to take appropriate corrective measures and shall suspend or withdraw the
certificate if necessary.

5. Where corrective measures are not taken or do not have the required effect, the notified
conformity assessment body shall restrict, suspend or withdraw any certificates, as

appropriate.

Article 39
I nformation obligation on notified bodies
1. Notified bodies shall inform the notifying authority of the following:
(a) any refusal, restriction, suspension or withdrawal of a certificate;
(b) any circumstances affecting the scope of and conditions for notification;

(c) any request for information which they have received from market surveillance authorities
regarding conformity assessment activities,

(d) on request, conformity assessment activities performed within the scope of their
notification and any other activity performed, including cross-border activities and
subcontracting.

2. Notified bodies shall provide the other bodies notified under this Directive carrying out
similar conformity assessment activities covering the same products with relevant information
on issues relating to negative and, on request, positive conformity assessment results.

3. Notified bodies shall provide to the Agency the EC certificates of verification of
subsystems, the EC certificates of conformity of interoperability constituents and the EC
certificates of suitability of use of interoperability constituents.
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Article 40
Exchange of experience

The Commission shall provide for the organisation of exchange of experience between the
Member States' national authorities responsible for notification policy.

Article 41
Coordination of notified bodies

The Commission shall ensure that appropriate coordination and cooperation between bodies
notified under this Directive are put in place and properly operated in the form of a sectoral
group of notified bodies. The Agency shall support the activities of notified bodies in
accordance with Article 20 of Regulation (EU) No .../... [establishing a European railway
agency].

Member States shall ensure that the bodies notified by them participate in the work of that
group, directly or by means of designated representatives.

| ¥ 2008/57/EC
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Article 4232
Vehicle numbering system

1. Any vehicle placed in service in the Semmaniy X> Union's <X rail system shall carry a
European vehicle number (EVN) assigned = by the national safety authority competent for
the relevant terrltory before the flrst placmg in service of the vehicle < when—the-fixst

4 new

The railway undertaking operating a vehicle shall ensure the vehicle is marked with the
assigned EVN.

WV 2008/57/EC (adapted)
= new

3. The EVN shal=l=lee IZ> is <X] specified in ® Decision 2007/756/EC < theFSl-en-eperatien

WV 2008/57/EC
= hew

4. A vehicle shall be assigned an EVN onIy once, unless otherW|se specified in = Decision
2007/756/EC < th tion-al ana

| ¥ 2008/57/EC (adapted) |

5. Notwithstanding paragraph 1, in the case of vehicles operated or intended to be operated
from or to third countries the track gauge of which is different from that of the main rail
network within the Semmuniy X> Union X1, Member States may accept vehicles clearly
identified according to a different coding system.
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WV 2008/57/EC
= hew

Article 4333
National vehicleregisters

1. Each Member State shall keep a register of the vehicles agthersed = placed in service <=
initsterritory. Thisregister shall meet the following criteria:

(@) it shall comply with the common specifications referred to in paragraph 2;
(b) it shall be kept updated by a body independent of any railway undertaking;

| ¥ 2008/57/EC (adapted)

(© it shaJI be acc bIe to the > national <ZI %fety authoriti&s and investigati ng

system within the Union] 2004/49/EC: it shall also be made accessible, in r%ponse
to any legitimate request, to the regulatory bodies designated in Articles 55 and 56 of

Directive 2012/34/EU of the European Parliament and of the Council of 21

November 2012 establishing a single European railway area”’ Asticle-30-of Directive
200124/EC  and to the Agency, the railway undertakings and the infrastructure

managers, as well as those persons or organisations registering vehicles or identified
in the register.

\ W 2008/57/EC

| & new

2. The Commission shall adopt common specifications on content, data format, functional and
technical architecture, operating mode, including arrangements for the exchange of data, and
rules for data input and consultation for the national vehicle registers by means of
implementing acts. Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 48(3)

\ W 2008/57/EC

27

OJL 343 of 14.12.2012, p. 32.
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3. The registration holder shall immediately declare any modification to the data entered in
the national vehicle register, the destruction of a vehicle or its decision to no longer register a
vehicle, to the X> national safety <x]1 authority of any Member State where the vehicle has
been = placed in service < astherised.

WV 2008/57/EC
= new

4. As long as Member States national vehicle registers are not linked, each Member State
shall update its register with the modifications made by another Member State in its own
register, as regards the data with which it is concerned.

5. In the case of vehicles placed in service for the first time in athlrd country and aameﬁseel
= subsequently placed in service < in a Member State, s ;
that Member State shall ensure that the = vehl cle < dat

Article 4424
WV 2008/57/EC (adapted)
= new
European register of ad j ehicles[X> authorisation to place vehicle types

on the market <X

WV 2008/57/EC
= hew

1. The Agency shall set up and keep a register of = authorlsatlons to place vehlcle types on
the market |ssued in accordance with Artlcle 22 <: ;

the f0||OWI ng crlterla

(@) it shall be public and electronically accessible;
(b) it shal comply with the common specifications referred to in paragraph 34;
(c) it shall be linked with al national vehicle registers.
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| 0 new

2. The Commission shall adopt common specifications relating to content, data format,
functional and technical architecture, operating mode and rules for data input and consultation
for the register of authorisations to place vehicle types on the market by means of
implementing acts. Those implementing acts shal be adopted in accordance with
the examination procedure referred to in Article 48(3).

| ¥ 2008/57/EC

Article 4535
Register of infrastructure

| 0 new

1 Each Member State shall publish a register of infrastructure stating the values of the
network parameters of each subsystem or part of subsystem concerned.

2. The values of the parameters recorded in the register of infrastructure shall be used in
combination with the values of the parameters recorded in the vehicle authorisation
for placing on the market to check the technical compatibility between vehicle and

network.

3. The register of infrastructure may dtipulate conditions for the use of fixed
installations and other restrictions.

4, Each Member State shall update the register of infrastructure in accordance with
Commission Decision 2011/633/EU.

5. Other registers, such as a register on accessibility, may also be associated to the

register of infrastructure.

6. The Commissionshall adopt common specifications relating to content, data format,
functional and technical architecture, operating mode and rules for data input and
consultation for the register of infrastructure by means of implementing acts. Those
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implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 48(3)

| ¥ 2008/57/EC |

| ¥ 2008/57/EC (adapted)
CHAPTER VIIIX%

X> TRANSITIONAL AND X1 FINAL PROVISIONS

\@new

Article 46
Exer cise of delegation
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1 The power to adopt delegated acts is conferred on the Commission subject to the
conditions laid down in this Article.

2. The power to adopt delegated acts referred to in Articles 4(2) and 5(3) shall be
conferred on the Commission for an indeterminate period of time from the date of entry into
force of this Directive.

3. The delegation of power referred to in Articles 4(2) and 5(3) may be revoked at any
time by the European Parliament or by the Council. A decision of revocation shall put an end
to the delegation of the power specified in that decision. It shall take effect the day following
the publication of the decision in the Official Journal of the European Union or at alater date
specified therein. It shall not affect the validity of any delegated acts aready in force.

4. As soon as it adopts a delegated act, the Commission shall notify it simultaneously to
the European Parliament and to the Council.

5. A delegated act adopted pursuant to Articles 4(2) and 5(3) shall enter into force only if
no objection has been expressed either by the European Parliament or the Council within a
period of two months of notification of that act to the European Parliament and the Council or
if, before the expiry of that period, the European Parliament and the Council have both
informed the Commission that they will not object. That period shall be extended by two
months at the initiative of the European Parliament or of the Council.

Article 47
Urgency procedure

1. Delegated acts adopted under this Article shall enter into force without delay and shall
apply as long as no objection is expressed in accordance with paragraph 2. The notification of
a delegated act to the European Parliament and to the Council shall state the reasons for the
use of the urgency procedure.

2. Either the European Parliament or the Council may object to a delegated act in accordance
with the procedure referred to in Article 46(5). In such a case, the Commission shall repeal
the act without delay following the notification of the decision to object by the European
Parliament or the Council.

WV 2008/57/EC (adapted)
= new

Article 4829
Committee procedure

1. The Commrssron shall be assisted by the commrttee established by Article 21 of Directive
96/48/E e}. & That committee shall be a committee
within the meani ng of Regul aIr on (EV) No 182/2011 =

2. Where reference is made to this paragraph Artrcl&s =>4 of Regulatron (EU) No
182/2011 < 3-a N :
Asticle-8thereof.

3. Where reference is made to this paragraph Artrcles = 5 of Regulatron (EU) No
182/2011 < 5= i :
Ameke&heree#.
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4. Where reference is made to this paragraph, Article 8 of Regulation (EU) No 182/2011 shall
apply.

WV 2008/57/EC

WV 2008/57/EC
= hew

Article 493%
M otivation

Any decision taken pursuant to this Directive concerning the assessment of conformity or
suitability for use of interoperability constituents, the checking of subsystems constituting the
rail system or any decision taken pursuant to Articles 64, 22; 1134 and 1629 shall set out in
detail the reasons on which it is based. It shall be notified as soon as possible to the party
concerned, together with an indication of the remedies available under the law in force in the
Member State concerned and of the time limits allowed for the exercise of such remedies.

Article 5039
Reportsand information

1. Every three years and for the first time = three years after the publication of this
Directive < 293Jahy2041 the Commission shall report to the European Parliament and the
Council on the progress made towards achieving interoperability of the rail system. That
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report shall also include an analysis of the cases set out in Article 79 = and of the application
of Chapter V <.

| ¥ 2008/57/EC (adapted)

32. The Agency shall develop and regularly update a tool capable of providing, at the request
of a Member State or the Commission, X> an overview <X] a=ehart=0f the interoperability
level of the rail system. That tool shall use the information included in the registers provided
for in Chapter V11 Asticles33-34-and-35.

4 new

Article 51
Transitional regimefor placing in service of vehicles

1. Member States may continue to apply the provisions set out in Chapter V of Directive
2008/57/EC until [two years after the date of entry into force].

2. Authorisations for placing in service of vehicles which have been granted pursuant to
paragraph 1, including authorisations delivered under international agreements, in particular
RIC (Regolamento Internazionale Carrozze) and RIV (Regolamento Internazionale Veicali),
shall remain valid in accordance with the conditions under which the authorisations have been
granted.

3. Vehicles authorised for placing in service pursuant to paragraphs 1 and 2, have to receive a
vehicle authorisation for placing on the market in order to operate on one or more networks
not covered by their authorisation. The placing in service on these additional networks is
subject to the provisions of Article 21.

Article 52
Other transitional provisions

Annexes 1V, V, VI, VII and IX to Directive 2008/57/EC shall apply until the date of
application of the corresponding implementing acts referred to in Articles 8(2), 14(8), 15(7)
and 7(3) of this Directive.

Article 53
Recommendations and opinions and of the Agency

The Agency shall provide recommendations and opinions in accordance with Article 15 of
Regulation .../... [Agency Regulation] for the purpose of application of this Directive. These
recommendations and opinions will serve as basis for any Union measure adopted pursuant
this Directive.
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Article 5438

Transposition

1. Member States shall bring |nto force the laws, regulatlons and administrative provisions
necessary to comply with A 5y—6

2 |:> Artlcle 1 Artlcle 2, Artlcle 7(1) to (4)
Art|cle 11(1) Art|cle 13 Art|cle 14(1) to (7), Article 15(1) to (6), Articles 17 to 21, Article
22(3) to (7), Articles 23 to 36, Article 37(2), Article 38, Article 39, Articles 41 to 43, Article
45(1) to (5), Article 51, and Annexesl to Il by [two years after the date of entry into
force] <= X> at the latest J . They shall forthwith communicate to
the Commission the text of those measures :> and a correlation table between those measures
and this Directive. The correlation tables are needed to enable all actors concerned to clearly
identify the relevant provisions applicable at national level for the implementation of this
Directive. <

When Member States adopt those measures, they shall contain a reference to this Directive or
shall be accompanied by such X> a <X] reference at the time of their official publication.
X> They shall also include a statement that references in existing laws, regulations and
administrative provisions to the Directives repealed by this Directive shall be construed as
references to this Dlrectlve Member States shall determi ne how <X :

| ¥ 2008/57/EC

2. Member States shall communicate to the Commission the text of the main provisions of

national law which they adopt in the field covered by this Directive.

| ¥ 2008/57/EC (adapted) |

23. The obligation to transpose and implement > Article 13, Article 14(1) to (7), Article
15(1) to (6), Articles 17 to 21, Article 42, Article 43, Article 45(1) to (5) and Article 51 <]
AH of this Directive shall not apply to the Republic of Cyprus and
the Republlc of MaJtafor as long as no B rail X1 satharay system is established within their
territory.

| ¥ 2008/57/EC (adapted)

However, as soon as a public or private entity submits an official application to build a
railway line in view of its operation by one or more railway undertakings, the Member States
concerned shall put in place legislation to implement the Shapters > Articles <XI referred to
in the first subparagraph within one year from the receipt of the application.
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Repeal
WV 2008/57/EC (adapted)
= new
Directives 96M48/EC-and-2001/16/ S 2008/57/EC %> , as amended by the Directives listed in

Annex 1VEX, Part A IS <ZI shaH=be repealed with effect from = [two years after the date of
entry into force] < 4994ly-2010, without prejudice to the obligations of the Member States
eenecerning X relating to X1 the time limits for > the <X1 transposition into national law ard
appheation of these X the <X Directives X> set out in Annex 1VEX, Part B <X1 .

References to the repealed Directives shall be construed as references to this Directive and
shall be read in accordance with the correlation table setedt in Annex V¢

Article 5642
Entry into force

This Directive shall enter into force on the twentieth day following X> that of <XI its
publication in the Official Journal of the European Union.

4 new

Articles 3 to 10, Article 11(2), (3) and (4), Article 12, Article 16, shall apply from [two years
after the date of entry into force].

| ¥ 2008/57/EC

Article 5742

Addressees
This Directive is addressed to the Member States.
Done at Brussels,

For the European Parliament For the Council
The President The President
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WV 2008/57/EC (adapted)
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ANNEX |
= Elementsof Union rail system < SEQRE

- > specialy built high-speed lines equipped for speeds generally equal to or greater
than 250 km/h, <]

- X> specially upgraded high-speed lines equipped for speeds of the order of
200 km/h, <X

- X> specialy upgraded high-speed lines which have specia features as a result of
topographical, relief or town-planning constraints, to which the speed must be
adapted in each case. This category includes interconnecting lines between high-
speed and conventional networks, lines through stations, accesses to terminals,
depots, etc. travelled at conventional speed by ‘high-speed’ rolling stock. <X

- x> conventional <XI lines intended for passenger services,
- x> conventional <X] lines intended for mixed traffic (passengers and freight),

- > conventional <X] lines X> intended <X] spestaly ; gradled for freight
services,

| ¥ 2008/57/EC (adapted)

- passenger hubs,
- freight hubs, including intermodal terminals,
- lines connecting the abovementioned el ements.

This network includes traffic management, tracking and navigation systems, technical
installations for data processing and telecommunications intended for long-distance passenger
services and freight services on the network in order to guarantee the safe and harmonious
operation of the network and efficient traffic management.

4.2. Vehicles

WV 2008/57/EC (adapted)
> nNew

= For the purposes of this Directive, Union vehicles <
system shall comprise all the vehicles likely to travel on aII or part of the %FQH%EHF@B%H
eenventionalrall = Union’'s < network, including:

78 EN



| 0 new

= locomotives and passenger rolling stock, including thermal or electric traction units,
self-propelling thermal or electric passenger trains, passenger coaches;

= freight wagons, including vehicles designed to carry lorries,
- specia vehicles, such as on track machines.

Each of the above categories may be subdivided into:

= vehicles for international use,

= vehicles for national use.

The TSIs shall specify the requirements to ensure the safe operation of these vehicles on
different categories of line.

| ¥ 2008/57/EC
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| ¥ 2011/18/EU Art. 1 and Annex |

ANNEX 11

SUBSYSTEMS
1. List of subsystems

For the purposes of this Directive, the system constituting the rail system may be broken
down into the following subsystems, either:

(@) structural areas:

- infrastructure,

- enegy,

—  trackside control-command and signalling,

—  on-board control-command and signalling,

—  rolling stock,

(b) functional areas:

—  operation and traffic management,

—  maintenance,

—  telematics applications for passenger and freight services.
2. Description of the subsystems

For each subsystem or part of a subsystem, the list of constituents and aspects relating to
interoperability is proposed by the Agency at the time of drawing up the relevant draft TSI.
Without prejudging the choice of aspects and constituents relating to interoperability or the
order in which they will be made subject to TSIs, the subsystems include the following:

2.1. Infrastructure

W 2011/18/EU Art. 1 and Annex |
(adapted)

The track, points, engineering structures (bridges, tunnels, etc.), X rail-related station
components (including entrances, platforms, zones of access, service venues, toilets and
information systems, as well as their access b|||ty features for persons Wlth reduced moblllty
and persons with dlsabI|ItIeS) <ZI '

WV 2011/18/EU Art. 1 and Annex |
(adapted)
= hew

2.2. Energy

The electrification system, including overhead lines and the trackside of the electricity
consumption measuring system.
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2.3. Trackside control-command and signalling

All the trackside equipment required to ensure safety and to command and control movements
of trains authorised to travel on the network.

2.4. On-board control-command and signalling

All the on-board equipment required to ensure safety and to command and control movements
of trains authorised to travel on the network.

2.5. Operation and traffic management

The procedures and related equipment enabling coherent operation of the various structural
subsystems, during both normal and degraded operation, including in particular train
composition and train driving, traffic planning and management.

The professional qualifications which may be required for carrying out = any type of railway
Service <= eress-berdersepsees.

2.6. Telematics applications
In accordance with Annex I, this subsystem comprises two elements:

(a) applications for passenger services, including systems which provide passengers
with information before and during the journey, reservation and payment systems,
luggage management and management of connections between trains and with other
modes of transport;

(b) applications for freight services, including information systems (real-time
monitoring of freight and trains), marshalling and alocation systems, reservation,
payment and invoicing systems, management of connections with other modes of
transport and production of electronic accompanying documents.

2.7. Rolling stock

Structure, command and control system for all train equipment, electric current collection
devices, traction and energy conversion units, on-board equipment for electricity consumption
measuring, braking, coupling and running gear (bogies, axles, etc.) and suspension, doors,
man/machine interfaces (driver, on-board staff and passengers, including X> accessibility
features for <X the—needs—ef persons with reduced mobility X> and persons with
disabilities <XI), passive or active safety devices and requisites for the health of passengers
and on-board staff.

2.8. Maintenance

The procedures, associated equipment, logistics centres for maintenance work and reserves
providing the mandatory corrective and preventive maintenance to ensure the interoperability
of therail system and guarantee the performance required.
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| ¥ 2008/57/EC

ANNEX 111
ESSENTIAL REQUIREMENTS

1. GENERAL REQUIREMENTS
1.1. Safety

1.1.1. The design, construction or assembly, maintenance and monitoring of safety-critical
components, and more particularly of the components involved in train movements must be
such as to guarantee safety at the level corresponding to the aims laid down for the network,
including those for specific degraded situations.

1.1.2. The parameters involved in the wheel/rail contact must meet the stability requirements
needed in order to guarantee safe movement at the maximum authorised speed. The
parameters of brake equipment must guarantee that it is possible to stop within a given brake
distance at the maximum authorised speed.

1.1.3. The components used must withstand any normal or exceptional stresses that have been
specified during their period in service. The safety repercussions of any accidental failures
must be limited by appropriate means.

1.1.4. The design of fixed installations and rolling stock and the choice of the materials used
must be aimed at limiting the generation, propagation and effects of fire and smoke in the
event of afire.

1.1.5. Any devices intended to be handled by users must be so designed as not to impair the
safe operation of the devices or the health and safety of users if used in aforeseeable manner,
albeit not in accordance with the posted instructions.

1.2. Reliability and availability

The monitoring and maintenance of fixed or movable components that are involved in train
movements must be organised, carried out and quantified in such a manner as to maintain
their operation under the intended conditions.

1.3. Health

1.3.1. Materias likely, by virtue of the way they are used, to constitute a health hazard to
those having access to them must not be used in trains and railway infrastructures.

1.3.2. Those materials must be selected, deployed and used in such a way as to restrict the
emission of harmful and dangerous fumes or gases, particularly in the event of fire.

1.4. Environmental protection

| ¥ 2008/57/EC (adapted)

1.4.1. The environmental impact of establishment and operation of the rail system must be
assessed and taken into account at the design stage of the system in accordance with the
Cemmunity DO Union <] provisionsin force.
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1.4.2. The materials used in the trains and infrastructures must prevent the emission of fumes
or gases which are harmful and dangerous to the environment, particularly in the event of fire.

1.4.3. The rolling stock and energy-supply systems must be designed and manufactured in
such a way as to be electromagnetically compatible with the installations, equipment and
public or private networks with which they might interfere.

1.4.4. Operation of the rail system must respect existing regulations on noise pollution.

1.4.5. Operation of the rail system must not give rise to an inadmissible level of ground
vibrations for the activities and areas close to the infrastructure and in a normal state of
maintenance.

1.5. Technical compatibility

The technical characteristics of the infrastructure and fixed installations must be compatible
with each other and with those of the trains to be used on the rail system.

If compliance with these characteristics proves difficult on certain sections of the network,
temporary solutions, which ensure compatibility in the future, may be implemented.

2. REQUIREMENTS SPECIFIC TO EACH SUBSYSTEM
2.1. Infrastructure
2.1.1. Safety

Appropriate steps must be taken to prevent access to or undesirable intrusions into
installations.

Steps must be taken to limit the dangers to which persons are exposed, particularly when
trains pass through stations.

Infrastructure to which the public has access must be designed and made in such away as to
limit any human safety hazards (stability, fire, access, evacuation, platforms, etc.).

Appropriate provisions must be laid down to take account of the particular safety conditions
in very long tunnels and viaducts.

2.2. Energy
2.2.1. Safety

Operation of the energy-supply systems must not impair the safety either of trains or of
persons (users, operating staff, trackside dwellers and third parties).

2.2.2. Environmental protection

The functioning of the electrical or thermal energy-supply systems must not interfere with the
environment beyond the specified limits.

2.2.3. Technical compatibility
The electricity/thermal energy supply systems used must:
- enable trains to achieve the specified performance levels,

- in the case of electricity energy supply systems, be compatible with the collection
devicesfitted to the trains.
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2.3. Control-command and signalling
2.3.1. Safety

The control-command and signalling installations and procedures used must enable trains to
travel with a level of safety which corresponds to the objectives set for the network. The
control-command and signalling systems should continue to provide for safe passage of trains
permitted to run under degraded conditions.

2.3.2. Technical compatibility

All new infrastructure and all new rolling stock manufactured or developed after adoption of
compatible control-command and signalling systems must be tailored to the use of those
systems.

The control-command and signalling equipment installed in the train drivers cabs must
permit normal operation, under the specified conditions, throughout the rail system.

2.4. Rolling stock
2.4.1. Safety

The rolling-stock structures and those of the links between vehicles must be designed in such
a way as to protect the passenger and driving compartments in the event of collision or
derailment.

The electrical equipment must not impair the safety and functioning of the control-command
and signalling installations.

The braking techniques and the stresses exerted must be compatible with the design of the
tracks, engineering structures and signalling systems.

Steps must be taken to prevent access to electrically-live constituents in order not to endanger
the safety of persons.

In the event of danger devices must enable passengers to inform the driver and accompanying
staff to contact him.

The access doors must incorporate an opening and closing system which guarantees passenger
safety.

Emergency exits must be provided and indicated.

Appropriate provisions must be laid down to take account of the particular safety conditions
in very long tunnels.

An emergency lighting system having a sufficient intensity and duration is an absolute
requirement on board trains.

Trains must be equipped with a public address system which provides a means of
communication to the public from on-board staff.

2.4.2. Reliability and availability

The design of the vital equipment and the running, traction and braking equipment and also
the control and command system must, in a specific degraded situation, be such as to enable
the train to continue without adverse consequences for the equipment remaining in service.

2.4.3. Technical compatibility

The electrical equipment must be compatible with the operation of the control-command and
signalling installations.
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In the case of dectric traction, the characteristics of the current-collection devices must be
such asto enable trains to travel under the energy-supply systems for the rail system.

The characteristics of the rolling stock must be such as to allow it to travel on any line on
which it is expected to operate, taking account of relevant climatic conditions.

2.4.4. Controls

Trains must be equipped with a recording device. The data collected by this device and the
processing of the information must be harmonised.

2.5. Maintenance
2.5.1. Health and safety

The technical installations and the procedures used in the centres must ensure the safe
operation of the subsystem and not constitute a danger to health and safety.

2.5.2. Environmental protection

The technical installations and the procedures used in the maintenance centres must not
exceed the permissible levels of nuisance with regard to the surrounding environment.

2.5.3. Technical compatibility

The maintenance installations for rolling stock must be such as to enable safety, health and
comfort operations to be carried out on all stock for which they have been designed.

2.6. Operation and traffic management
2.6.1. Safety

Alignment of the network operating rules and the qualifications of drivers and on-board staff
and of the staff in the control centres must be such as to ensure safe operation, bearing in
mind the different requirements of cross-border and domestic services.

The maintenance operations and intervals, the training and qualifications of the maintenance
and control centre staff and the quality assurance system set up by the operators concerned in
the control and maintenance centres must be such as to ensure a high level of safety.

2.6.2. Reliability and availability

The maintenance operations and periods, the training and qualifications of the maintenance
and control centre staff and the quality assurance system set up by the operators concerned in
the control and maintenance centres must be such as to ensure a high level of system
reliability and availability.

2.6.3. Technical compatibility

Alignment of the network operating rules and the qualifications of drivers, on-board staff and
traffic managers must be such as to ensure operating efficiency on the rail system, bearing in
mind the different requirements of cross-border and domestic services.

2.7. Telematics applicationsfor freight and passengers
2.7.1. Technical compatibility

The essential requirements for telematics applications guarantee a minimum quality of service
for passengers and carriers of goods, particularly in terms of technical compatibility.

Steps must be taken to ensure:
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— that the databases, software and data communication protocols are developed in a
manner allowing maximum data interchange between different applications and
operators, excluding confidential commercial data,

- easy access to the information for users.
2.7.2. Reliability and availability

The methods of use, management, updating and maintenance of these databases, software and
data communication protocols must guarantee the efficiency of these systems and the quality
of the service.

2.7.3. Hedlth

The interfaces between these systems and users must comply with the minimum rules on
ergonomics and health protection.

2.7.4. Safety

Suitable levels of integrity and dependability must be provided for the storage or transmission
of safety-related information.
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ANNEX V%

PART A
X> Repealed <X] Directives
B> with list of the successive amendments thereto <XI
(referred to in Article 5549)

Directive 96/48/EC > (OJL 191,
> 2008/57/EC Xl 18.7.2008,
p.1.) <Xl

Directive 200146/EC | X> (OJL 273,
> 2009/13VEC X1 | 17.10.2009,
p.12.) <XI

Directive 2004H49/EC | Onby-Asticled4
> 2011/18/EU <Xl > (OJL 57,

2.3.2011,
p.21.) <Xl

PART B
Timelimitsfor transposition into national law
(referred toin Article 5549)

Directive Deadline for transposition

96/48[EC 9-AReH1999 [X> 19 July
X> 2008/57/ | 2010 X1

EC Xl

200446/EC | 20-AprH2003 [ 19 July
® 2009/131 | 2010 <X

[EC X
2004/49/EC | 30-ApH=2006 > 31
> 2011/18/ December 2011 X1
EU X1
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ANNEX V
CORRELATIONTABLE
Directive 2008/57/EC This Directive
Article 1 Article 1
Article 2(a) to (2) Article 2(1) to (24)
----- Article 2(25) to (41)
Articles | -
Article 4 Article 3
Article 5(2) to (3)(g) Article 4(2) to (3)(Q)
----- Article 4(3)(h) and (i)
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Article 5(4) to (8) Article 4(4) to (8)
Article 6 Article5

Article 7 Article 6
Artice8 |-

Article9 Article7

Article 10 Article 8

Article 11 Article9
Article12 | -

Article 13 Article 10
Article 14 Article11
Article 15(1) Articles 18(3) and 19(2)

Article 15(2) and (3)

Article 16 Article 12

Article 17 Articles13 and 14
Article 18 Article 15

Article 19 Article 16

----- Article 17

----- Article 18 (except 18(3))
----- Articles 19 and 20
Artice20 | -

Article 21 Article 21
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Articles22to25 | -

Article 26 Article 22
Article 27 Article 14(8)
Article 28 and Annex VI Articles23to 41
Article 29 Article 48
Articles30and31 | --—---

Article 32 Article 42
Article 33 Article 43
Article 34 Article44
Article 35 Article 45
Article36 |-

----- Article 46 and 47
Article 37 Article 49
Article 38 Article 54
Article 39 Article 50

_____ Articles 51 and 52
_____ Article 53
Article 40 Article 55
Article 41 Article 56
Article 42 Article 57
Annex | to lll Annex | tolll
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Annex IV Article 8(2)
AnnexesV and VI Article 15(7)

Annex VI Article 14(8)

Annex VIII Articles 27, 28 and 29
Annex I X Article 7(3)

Annex X Annex IV

Annex XI Annex V
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