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1. References, terms and abbreviations

1.1.

Reference input documents

Document reference

Title

Version

European documents

Interoperability Directive

The
interoperability  of

Interoperability Directive 2008/57/EC on the
the rail system within the

17 June 2008, last
amended by Directive

2008/57/EC Community (repealing Directives 96/48/EC and 2013/9/EU on
2001/16/EC) 11 March 2013

. Commission Recommendation on the authorisation
Rezcgﬂ/mzig?éﬂon for the placing in service of structural subsystems and 29 March 2011

vehicles under Directive 2008/57/EC (ex DV29)

CSM Regulation

Commission Regulation on the adoption of a common

352/2009/EC safety method on risk evaluation and assessment as 24 April 2009
(CSM RA) referred to in article 6(3)(a) of Directive 2004/49/EC
CSM Regulation Commission Implementing Regulation on the common _ .
402/2013/EU safety method for risk evaluation and assessment and 30 April 2013
(CSM RA) repealing Regulation (EC) No 352/2009/EC

Safety Directive
2004/49/EC

Directive 2004/49/EC of the European Parliament and
of the Council on safety of the Community’s railways

29 April 2004, last
amended by Directive
2009/149/EC on
27 November 2009

Decision 2012/88/EU
(TSI CCS)

Commission Decision on the technical specification
for interoperability relating to the control-command
and signalling subsystems of the trans-European rail
system (repealing Decisions 2006/679/EC and
2006/860/EC)

25 January 2012, last
amended by decision
2012/696/EU on
06 November 2012

Decision 2009/965/EC

Commission Decision on the Reference Document
referred to in Article 27(4) of Directive 2008/57/EC

30 November 2009

Decision
2011/155/EU

Commission Decision on the publication and
management of the Reference Document referred to
in Article 27(4) of Directive 2008/57/EC

9 March 2011

RefDoc Application Guide

Part 1 of the Reference Document envisaged by
Article 27 of the Railway Interoperability Directive —
Application Guide

(published version not
dated)

NLF Flowcharts

Part 3 of the Reference Document — NLF flowcharts
for vehicle authorisation

(latest version)

ss-110: UNISIG Interoperability Test — Guidelines

ss-111: Interoperability Test Environment Definition
(contains 5 parts: General, FFFIS for TCL-OBU
Adaptor, FFFIS for TCL-RBC Adaptor, FFFIS for TCL-

RBS Adaptor, FFFIS for TCL-RIU Adaptor) v 1.1.0 of
Subset-110/-111/-112 ] - 22 October 2012

ss-112: UNISIG Basics for Interoperability Test (all parts)
Scenario Specifications
These documents are public and can be obtained
from UNISIG

' Mandatory from 21 May 2015

? Introducing ETCS Baseline 3

Guideline for CCS Authorisation Version 1.0 7167
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Document reference Title Version

Rail Freight Corridor 1

Corridor A MoU signed on June 7" 2007 7 June 2007
Corridor A common declaration 26 May 2009
Rotterdam declaration of transport ministries (B, CZ, 14 June 2010

F, D, |, Lith, L, NL, P, CH)

EC introduction to the new TEN-T multi-modal
transport network (introducing the new multi-modal
corridors)® 17 October 2013

http://ec.europa.eu/transport/themes/infrastructure/ne
ws/ten-t-corridors _en.htm

* The Core Network Corridor (CNC) Rhine-Alpine is almost identical with the Rail Freight Corridor (RFC) 1. ERTMS
Corridor A is part of it. The RFCs are the railway backbones of the multi-modal CNCs.
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1.2.

Terms and abbreviations

Abbreviation

Term

Reference

Management System

APS Authorisation for Placing in | Directive 2008/57/EC Art. 15 and ch. V,
Service Recommendation 2011/217/EU ch. 5.1
CCS (TSI) Control-Command and | http://www.era.europa.eu/Core-
Signalling Activities/Interoperability/Pages/T SI-Application-
Guide.aspx
CoC ‘EC’ Certificate of Conformity Directive 2008/57/EC Art. 11.2 and Art. 18.5
CoV ‘EC’ Certificate of Verification Directive 2008/57/EC Annex V1.3
CR Conventional Rail (system) http://www.era.europa.eu/Core-
Activities/Interoperability/Pages/TSI-Application-
Guide.aspx
CSM (RA) Common Safety Methods (on | Regulation 352/2009/EC, replaced by
Risk Assessment) 402/2013/EU
CSM AsBo Assessment Body Regulation 352/2009/EC Art. 3 (14)
D1, D2, ... Documents (results of activities | Used in the tables of this Guideline
of a stage)
DeBo Designated Body Directive 2008/57/EC Art. 17(3);
Recommendation 2011/217/EU ch. 8.6
-- Design Operating State A technical state when a vehicle, subsystem or
part of subsystem is performing a required
function for which it has been designed,
manufactured and tested.’
Design operating state includes at least the
nominal operating mode. Design operating state
includes degraded operating modes, provided
these modes have been designed, implemented
and tested so that the essential requirements are
met.
DoC ‘EC’ Declaration of Conformity | Directive 2008/57/EC Annex IV
(of interoperability
constituents)
DoV ‘EC’ Declaration of Verification | Directive 2008/57/EC Annex V
(of subsystems)
EC European Commission
ECM Entity in Charge of | Directive 2008/57/EC Art. 2 (z), Directive
Maintenance 2004/49/EC Art. 3(b);
Recommendation 2011/217/EU ch. 8.4
EMC Electro-Magnetic Compatibility
ENE (TSI) Energy http://www.era.europa.eu/Document-
Register/Pages/HS-ENE-TSI.aspx
ETCS European Train Control
System
ERA European Railway Agency Regulation 881/2004
ERTMS European Ralil Traffic

* No legal definition yet available but used in Directive 2008/57/EC Art. 2(q) and Recommendation 2011/217/EU for the
technical state at the moment of APS, see also recommendation R16 in Annex 111
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Abbreviation

Term

Reference

HS High Speed (rail system) http://www.era.europa.eu/Document-
Reqgister/Pages/HS-ENE-TSI.aspx,
http://www.era.europa.eu/Document-
Register/Pages/HS-RST-TSl.aspx

IC Interoperability Constituent Directive 2008/57/EC Art. 2 (f), Decision
2012/88/EU ch. 5

IM Infrastructure Manager Directive 2004/49/EC Art. 3(b);

Recommendation 2011/217/EU ch. 8.3

INF (TSI Infrastructure http://www.era.europa.eu/Core-
Activities/Interoperability/Pages/T SI-Application-
Guide.aspx

IRL International Requirements List | www.rail-irl.eu

ISA Independent Safety Assessor | NB-Rail RFU 2-000-16 of 01 April 2006

ISV ‘EC’ Intermediate Statement of | Directive 2008/57/EC Annex VI, 2.2.1

Verification

LEU Lineside Electronic Unit Decision 2012/88/EU, 4.2.3

LOC&PAS (TSI Locomotives and | http://www.era.europa.eu/Document-

Passenger rolling stock Register/Pages/TSI-Application-Guide-CR-LOC-
and-PAS-TSl.aspx

MS (EU) Member State Recommendation 2011/217/EU ch. 8.8
Note: in this Guideline, the term MS includes also
Switzerland, as they adopt the European
legislation on ERTMS in their national legal
framework

NB-Rail Co-ordination group of Notified | CIRCABC database; browse from

Bodies for Railway products | https://circabc.europa.eu via “NB-Net — Notified
and systems Bodies Network” to “NB-Rail”

-- Network A network is a set of routes that use the same
functions, engineering rules, requirements and
conditions of use®

NLF National Legal Framework ERA Application Guide for part 3 of the Reference
Document
http://www.era.europa.eu/Core-Activities/Cross-
Acceptance/Pages/Part-2-and-Part-3-of-the-
Reference-Document.aspx

NoBo Notified Body Directive 2008/57/EC Art. 2());

Recommendation 2011/217/EU ch. 8.5

NOI (TSI) Noise http://www.era.europa.eu/Document-
Register/Pages/CR-Noise-TSI.aspx

NR National Rule(s) Directive 2008/57/EC Art. 17.3
Note: “National Rule” (“NR”) is used in this
Guideline as the equivalent term for rules that are
national, notified and technical according to art.
17.3

NSA National Safety Authority Directive 2008/57/EC Art. 2 (v), Directive
2004/49/EC Art. 16;

Recommendation 2011/217/EU ch. 8.7

Odo Odometry

® Definition introduced for the purpose of this Guideline. This is an extension to the definition in Directive 2008/57/EC

Art. 2 (d).
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Abbreviation

Term

Reference

Interoperability

OPE (TSI) Operation http://www.era.europa.eu/Core-
Activities/Interoperability/Pages/T Sl-Application-
Guide.aspx
OTS Operational Test Scenario Decision 2012/88/EU ch. 6.1.2, ERA
ERTMS/ETCS test format for operational testing
version 1.2 of 24/05/2011
P1, P2, ... Preconditions (for activities of | Used in the tables of this Guideline
a stage)
PRM (TSI) Persons with Reduced | http://www.era.europa.eu/Document-
Mobility Register/Pages/PRM-TSI.aspx
RBC Radio Block Center Decision 2012/88/EU ch. 4.2.3
RFC 1 Rail Freight Corridor 1 http://www.corridorl.eu
RFU Recommendation For Use A RFU is a document for INTERNAL USE within
NB Rail, recording questions, issues or concerns
and the agreed answers (see NB-Rail)
RINF Register of Infrastructure Recommendation 2011/217/EU ch. 6
RIU Radio Infill Unit Decision 2012/88/EU ch. 4.2.3
RST (TSI) Rolling Stock http://www.era.europa.eu/Document-
Register/Pages/HS-RST-TSI.aspx
RU Railway Undertaking Directive 2004/49/EC Art. 3(c);
Recommendation 2011/217/EU ch. 8.2
-- Safe Integration The action of making sure that the integration of a
structural subsystem in a system will have no
adverse effect on the safety of that system during
operation®
-- Satisfy itself German: sich Uberzeugen dass
Dutch: ervan overtuigd zijn dat
Italian: convincersi, persuadersi
SMS Safety Management System Directive 2004/49/EC Art. 2 (i)
SRAC Safety Related Application | Rules, conditions and constraints relevant to
Conditions functional safety which need to be observed in the
application of the system/sub-system/equipment
(EN 50129, B.5)
SRT (TSI) Safety in Railway | http://www.era.europa.eu/Document-
Tunnels Register/Pages/SRT-TSl.aspx
SS (structural or functional) | Directive 2008/57/EC intro (26), Art. 2 (e), Annex
Subsystem Il
STM Specific Transmission Module | Decision 2012/88/EU ch. 6.2.4.2
T1,T2, ... Task (activity of a stage) Used in the tables of this Guideline
TC Test Case ERTMS/ETCS test format for operational testing
version 1.2 of 24/05/2011
-- Technical Compatibility A property of two or more structural subsystems
which have at least one common interface, to
interact with each other while maintaining their
individual design operating state and their
expected level of performance’
TSI Technical Specification for | Directive 2008/57/EC intro (12)

® Definition adopted from ERA discussion paper “CSM RA and APS” v 1.0 of 01/02/2013. No legal definition yet

available.

" Definition adopted from ERA discussion paper “CSM RA and APS” v 1.0 of 01/02/2013. No legal definition yet

available.
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Abbreviation

Term

Reference
TTSV Track-Train System Validation | Introduced for the purpose of this Guideline
UNISIG Union Industry of Signalling | www.ertms.net/ertms/about-unisig.aspx
(industrial consortium, assoc.
member of UNIFE)
WG Working Group

Note: All definitions according to Directive 2008/57/EC, Art. 2 are also valid for this Guideline.
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2. Introduction
2.1. Objective of this Guideline
2.1.1. On 26 May 2009, the Dutch, German, Swiss and Italian Ministers asked the National

Safety Authorities with the support of EC/ERA, notified bodies, IMs and industry to
develop a common process for authorising the placing in service of CCS systems on
the Corridor A® railway infrastructure and vehicles.

The aim is to create transparency and efficiency to all the parties involved related to
the authorisation process.

2.1.2. This Guideline is intended to describe a common approach for authorisation which is
taking into account the current quality/maturity level of specification and products.

2.1.3. It is considered that vehicle authorisation is complex, that it has cross border impact
and the greatest potential for cost reduction, e.g. by process harmonisation and cross
acceptance.’ This potential has also been acknowledged in the Copenhagen MoU of

2012.
2.2. Scope of this Guideline
2.2.1. This Guideline is primarily focussing on the authorisation activities related to the on-

board CCS subsystem as part of the vehicle authorisation. Trackside authorisation is
also considered in the overall framework."

2.2.2. The Guideline follows the European approach as laid down in the Interoperability
Directive 2008/57/EC. However, as the Interoperability Directive 2008/57/EC enables
some freedom of interpretation. in which steps are necessary to ensure technical
compatibility and safe integration, some special arrangements for Rail Freight
Corridor 1 have been agreed on. They will be described in the subsequent chapters.™

2.2.3. Based on the European framework, this Guideline describes the roles and
responsibilities within the authorisation process for the CCS subsystem. In particular
this Guideline addresses what has to be done for the on-board CCS part of the
vehicle authorisation by the NSAs of Rail Freight Corridor 1 and Austria.

2.24. This Guideline reflects the understanding of the Rail Freight Corridor 1 NSA Working
Group and what is considered to be the right way forward.

2.2.5. This Guideline is applicable in the RFC 1 Member States (Belgium, Germany, ltaly,
The Netherlands and Switzerland) and Austria.

2.3. Structure of this Guideline

2.3.1. Chapter 3 gives a general overview of the system, process and involved parties.

2.3.2. Chapters 4, 5, 6, 7 and 8 are related to on-board / vehicle authorisation. Chapter 5 is

describing the details regarding the authorisation process to be applied for a first
authorisation. Chapter 6 is about what to do if new, additional and subsequent
authorisations are requested.

8 At that time it referred to Corridor A

%1t is recognised that some time trackside realisations will remain different, e.g. because of the underlying Class B and
signalling systems. Nevertheless, activities have started to reduce unnecessary trackside differences (elaboration of
engineering guidelines, database of operational test cases).

' The infrastructure managers of Corridor Rhine-Alpine have stated in the Progress Report of the Executive Board of
August 2011 of that they are not able to deliver a harmonised customer requirement specification for the ETCS-
infrastructure on Corridor A. The benefit of one harmonised process for the placing in service of the infrastructure is
not given any more. This fact has led to the change of the focus of the Corridor Rhine-Alpine NSA ERTMS Working
Group towards the definition of a harmonised process for the on-board CCS subsystem as part of the vehicle
authorisation.

I Border crossing authorisation issues related to short penetration will be handled in a separate paper
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2.3.3.

Annex | lists CCS related contents that are expected to be found in the set of
technical documents handed over to the NSA for vehicle authorisation.

Annex |l gives considerations how the amount of testing can be reduced.

Annex Il lists recommendations related to the authorisation process, which would
help to streamline the application of the European legal framework but could not be
solved in the frame of the NSA working group.

Annex IV shows how IMs can support the testing approach of this Guideline.
Annex V gives recommendations on the use of languages.

Annex VI is related to the certification of ICs. However, this is not in the scope of the
NSAs and given here for completeness.

Annex VIl is related to authorisation of trackside subsystems. However, this is not in
the scope of this Guideline and given here for completeness.

Annex VIl is related to network access and operation, which is outside the scope of
authorisation.
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3.1.

3.1.1.

3.1.2.

3.1.3.

3.2.

3.2.1.

Overview
The essential requirements

The Railway Interoperability Directive 2008/57/EC requires that the subsystems and
the interoperability constituents including interfaces meet the essential requirements
set out in general terms in Annex lll to the Directive.

The essential requirements are:

1) Safety,

2) Reliability and availability,
3) Health,

4) Environmental protection,
5) Technical compatibility.
6) Accessibility*

The essential requirements for Class A systems are described in Decision
2012/88/EU, Chapter 3. The requirements for Class B systems are in the
responsibility of the relevant Member State having the obligation to notify these as a
NR to the EC.

Overview of the system

The following scheme of the system (Figure 1) shows the different subsystems and
the interfaces to be taken into account for integration and authorisation of a vehicle
equipped with an on-board CCS subsystem. It highlights the subsystem CCS on-
board, which is in the scope of this Guideline.

The colour code for both system overview and process overview is given in Figure 2.

2 Accessibility has been introduced by Directive 2013/9/EU, amending the Interoperability Directive 2008/57/EC.
However, it is not (yet) mentioned in Decision 2012/88/EU and will probably not be relevant for CCS subsystems.
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Figure 1: System Overview
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3.2.2.

Figure 2: Colour Code

The essential requirements will be fulfilled based on rules laid down in TSIs (rules
necessary to achieve interoperability with Class A systems), NRs and other

standards, as shown in Figure 3.

The part fulfilled by mandatory rules shall be certified by assessment bodies. The part
fulfilled by voluntary rules shall be covered by the quality management systems of the
manufacturer/applicant. The part fulfilled by voluntary rules will be taken into account

by the assessment bodies to check the fulfilment of the essential requirements.
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The fulfilment of all essential requirements shall be declared by the applicant when
submitting the documents for authorisation.

Level of detail of the description of the essential requirements

Interoperability Directive
Essential Requirements

TSIs, NRs Mandatory

Standards directly
quoted in TSIs and NRs

Harmonised
EN Standards Voluntary

Level of DETAIL of the description
of the essential requirements

Other standards, codes of practice, ...

Figure 3: Level of detail of the description of the essential requirements

Guideline for CCS Authorisation Version 1.0 17/ 67



Rail Freight Corridor 1 NSA Working Group
Guideline for CCS Authorisation on Rail Freight Corridor 1

3.3.
3.3.1.

Overview of the authorisation process

From a general point of view Directive 2008/57/EC regulates the technical
characteristics (mainly design, production, and final testing) of the subsystems and
vehicles and the process of their authorisation for placing in service and Directive
2004/49/EC regulates the entities that use, operate and maintain them, as shown in
Figure 4.

Design, production and Authorisation for Placing in service,
final testing placing in operation and
service (NSA) maintenance

I Return of experience

Technical characteristics < -
Operational/maintenance rules linked to the design I
| o
Technical compatibiliity I
Safe integration Provisions and processes of
I SMS
Conformity Conformity with | RA according to .
with TSls NNTR CSM I Supervised by NSA
Check by Check by DeBo Check by
Assessment I
Body I

3.3.2.

13

Figure 4: Boundary between APS, operation and maintenance according to Recommendation 2011/217/EU™
Figure 5 shows a possible schematic classification of milestones for vehicles and
trackside equipment including related tests as used in this Guideline.

The overall process can be divided in four main stages, depicted as A, B, C and D.
The Guideline focuses on stages B and C for the CCS on-board subsystem.

The colour code is given in Figure 2.

“NNTR” in this figure corresponds to “NR” as used in this Guideline; “RA” is risk assessment according to

Regulation 352/2009/EC respective 402/2013/EC
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Figure 5: Overall process overview
3.3.3. Stage A: Components Verification
Certificates of conformity and declarations of conformity for ICs are not put into
question during authorisation by the NSA. It is however relevant that any restriction
and condition of use will be forwarded to the ‘EC’ verification process (see also
Annex lll, R6).
3.3.4. Stage B: Subsystem Verification

a) The assessment bodies NoBo, DeBo, CSM AsBo (if applicable) assess the CCS
subsystem as a whole, including the integration of the ICs within the CCS
subsystem and the integration with the other vehicle subsystems and the
trackside CCS subsystem.

b) Track-train system validation (TTSV) tests are means for the applicant to provide
evidence for technical compatibility” between on-board and trackside CCS
subsystems related to the design operating state® of the trackside CCS
subsystem and the vehicle. These tests shall be described in TSIs or, if not
covered there, in National Rules. They shall be carried out under the appropriate
(i.,e. the networks where the system will be used) functional, technical,
environmental and operational conditions. The applicant is responsible to ensure

' Definition of technical compatibility see chapter 1.2
5 Definition of design operating state see chapter 1.2
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3.3.5.

3.3.6.

3.3.7.

3.3.8.

3.4.

3.5.

that the tests (lab/remote/site) or other means provide the evidence needed for
authorisation.

Other vehicle authorisation cases (new, additional, renewed) may require a reduced
effort, depending on the nature and amount of changes compared to the first
authorisation. It remains in the responsibility of the applicant to define and provide the
necessary assessments and related documentation.

Stage C: Authorisation

The NSA will grant authorisation based on the results of stage B and the checks
according to Directive 2008/57/EC article 15 and chapter V.

The types must be registered in ERATV (European Register of Authorised Types of
Vehicles).

Stage D: Operation

This stage after APS is in the responsibility of the IM, RU and ECM, each for her part
of the railway system.

Before the train can be taken into operation, the individual vehicles must be
registered in NVR (National Vehicle Register)."

Return of experience will give input for future authorisations.

The overview figure also highlights the subsystem CCS on-board, which is in the
scope of this Guideline.

The current national implementations of the European Process will be published as
“national legal framework” (NLF) on the ERA website http://www.era.europa.eu/Core-
Activities/Cross-Acceptance/Pages/Part-2-and-Part-3-of-the-Reference-
Document.aspx.

The authorisation process for vehicles with CCS on-board should be NLF compliant.

Overview of vehicle authorisation cases

According to Directive 2008/57/EC and Recommendation 2011/217/EU, authorisation
can be granted according to different cases.

The following cases have been developed and described in the generic NLF
flowcharts (see ERA Application Guide for part 3 of the Reference Document):

e First authorisation for vehicle type/vehicle

o New authorisation for upgraded/renewed vehicle type/vehicle

e Additional authorisation for vehicle type/vehicle already authorised by an MS
(on other networks or on parts of other networks)

e Renewed authorisation for a type authorisation that is not valid anymore (e.g.
after change of TSI requirements, NRs, verification procedures)

e Subsequent authorisations of vehicles conforming to an authorised vehicle
type (authorisation of vehicles of the same type)

Overview of roles and responsibilities

8 On ERATV, see also footnote in T8 of ch. 5.4.2
7 On NVR, see also footnote in T1 of Annex VIII
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3.5.1.

3.5.2.

3.5.3.

The roles and responsibilities of the actors during the authorisation process are
described in the Directive 2008/57/EC, Directive 2004/49/EC and Recommendation
2011/217/EU.

The following table gives an overview. More details are given in chapter 8.

Role Ref. Remarks
Applicant | Directive 2008/57/EC Art. 18.1, Can be a manufacturer, RU,
for APS Recommendation 2011/217/EU ch. 8.1 | IM, vehicle keeper or other
RU Directive 2004/49/EC Art. 3(c);

Recommendation 2011/217/EU ch. 8.2
IM Directive 2004/49/EC Art. 3(b);
Recommendation 2011/217/EU ch. 8.3
ECM Directive 2004/49/EC Art. 3(t);
Recommendation 2011/217/EU ch. 8.4
NoBo Directive 2008/57/EC Art. 2());
Recommendation 2011/217/EU ch. 8.5
DeBo Directive 2008/57/EC Art. 17(3);
Recommendation 2011/217/EU ch. 8.6
NSA Directive 2004/49/EC Art. 16;
Recommendation 2011/217/EU ch. 8.7
MS EU Member States; CH is adopting the EU
Recommendation 2011/217/EU ch. 8.8 | process in their national
legislation
CSM Regulation 352/2009/EC Appendix; The recast CSM Regulation
assess- Recommendation 2011/217/EU ch. 8.9 | 402/2013/EU contains also
ment body rules for accreditation /
(CsSM recognition of the CSM
AsBO) assessment body.
The NSA may also act as
CSM assessment body.

Assessment bodies NoBo, DeBo, safety assessor and CSM AsBo

a) The NoBo is responsible for the aspects that are contained within the TSIs.

b) The DeBo is responsible for the aspects that are contained within the National

Rules.

c) On vehicle level it is necessary to ensure that all essential requirements are met
related to the vehicle design operating state.”

In case of significant change, the demonstration of compliance with the safety
requirements is to be supported by independent assessment by a CSM assessment
body (CSM AsBo) according to CSM Regulation 352/2009/EC resp. 402/2013/EU.

The tasks and roles of the assessment bodies are defined in CENELEC 50129,
Directive 2008/57/EC and Regulation 352/2009/EC resp. 402/2013/EU.

I1SA

“ISA” is a term introduced by NB-Rail into the railway domain to indicate a person
able (according to competence and independence characteristics) to perform certain
verification tasks to help a manufacturer/designer:

'8 This could be done e.g. by the DeBo
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“Hence, Safety, which is an essential requirement, may be assessed by an
ISA which is not necessarily a Notified Body. Note that the scope of ISA
assessment can be an IC, a subsystem, or a part of an IC or a subsystem
such as an electronic board, software, or a sensor.”*®

The ISA is an option if the applicant wants to procure technical assistance but this is
not mandatory for authorisation according to EU legislation. In any case, the safety
assessment is in the responsibility of the applicant.

The ISA can also have a role in case of a non-significant change and as part of the
CENELEC process.

¥ RFU 2-000-16 of 01 April 2006, introducing the term ISA and criteria for ISA acceptance for the railway domain;
CENELEC only mentions safety assessment
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4.1.

4.1.1.

4.1.2.

4.1.3.

4.1.4.

4.2.

4.2.1.

4.2.2.

4.2.3.

4.2.4.

Main principles
Legal background

The Interoperability Directive 2008/57/EC sets the legal framework for the
authorisation of subsystems and vehicles. Therefore, the Directive had to be
transposed into national law by the Member States of the European Union.

The Interoperability Directive 2008/57/EC introduces the technical specifications for
interoperability (TSI). The TSIs specify the essential requirements for each
subsystem and the functional and technical specifications to be met by these
subsystems and their interfaces.”

According to Directive 2008/57/EC article 15, “Member States shall take all
appropriate steps to ensure that these subsystems may be placed in service only if
they are designed, constructed and installed in such a way as to meet the essential
requirements concerning them when integrated into the rail system.”

In particular, technical compatibility and safe integration of these subsystems shall be
checked.

The Regulation 352/2009/EC on the adoption of a CSM on risk evaluation and
assessment (replaced by Regulation 402/2013/EU which will enter into force 21 May
2015 repealing Regulation 352/2009/EC) describes the process of risk management
the proposer has to implement in case of any change to the railway system.

The recommendation 2011/217/EU (also known as DV29) gives the principles and
directions “on the authorisation for the placing in service of structural subsystems and
vehicles under Directive 2008/57/EC”. Discussions are ongoing to solve issues that
are not yet covered. A follow-up of this document (known as DV29bis) is under
development.

Concept of the Guideline

The signatories of the document propose to apply the following concept for the
authorisation of vehicles with on-board CCS subsystem.

The APS is intended to be valid on the network(s).

A network is a set of routes that use the same functions, engineering rules,
requirements and conditions of use.

There will be no separate APS for the structural subsystem on-board CCS. The
activities related to the CCS subsystem will be part of the overall APS for the vehicle.

For subsystems that are affected by the change of the CCS installation, new
declarations of verification in the framework of the vehicle authorisation are required.

Directive 2008/57/EC mandates under Article 15.1 the use of the CSM Regulation
352/2009/EC (now replaced by 402/2013/EU) for safe integration of subsystems into
the rail system.

Obtaining authorisation by an applicant is not a change to the railway system. Only
when a vehicle/subsystem is used by an RU/IM under its SMS may the railway
system possibly be considered to be changed.

Applicants shall provide, in the technical file, all the information necessary for any RU
to make use of the vehicle type (including but not limited to the restrictions and
conditions of use) and to apply the CSM Regulation 352/2009/EC resp. 402/2013/EU
when planning to use a vehicle on a route.

20 As far as Decisions are concerned, also the TSIs have to be put in force by national law of the MS
*! Considerations on trackside authorisation can be found in Annex VIl
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4.2.5. Decision 2012/88/EU mandates under chapter 3.2.1 the use of CSM Regulation
352/2009/EC (now replaced by 402/2013/EU) to fulfil the essential requirement safety
for CCS subsystems. For Class A, the application of subset-091 as a code of practice
is mentioned.

4.2.6. The NSA takes the decision for APS of the vehicle based on the provisions described
in Directive 2008/57/EC. The necessary information is assumed to be provided by the
following documents issued by the applicant.

1. For each subsystem constituting the vehicle, the applicant declares that all
essential requirements are met and submits the following documents:

‘EC’ declaration of verification — based on the NoBo’s assessment

o Declaration of conformity with National Rules — based on the DeBo’s
assessment

e An assessment report regarding the safe integration and technical
compatibility in relation to the design operating state of the vehicle?

e And in case of significant change®: declaration of the proposer as stated in
Art. 16 of Regulation 402/2013/EU* — based on the safety assessment report
of the CSM AsBo”*

2. Other documents to be provided for APS (for the CCS related part see Annex |)

4.2.7. According to Directive 2008/57/EC Art. 15(1) the Member State has to check
technical compatibility and safe integration before subsystems may be placed in
service.

4.2.8. Before APS can be granted, the proof of safe integration and technical compatibility

related to the design operating state of the vehicle shall be provided by the applicant.

In this Guideline, if not otherwise specified, safe integration and technical
compatibility are related to the design operating state of the vehicle, subsystem or
part of subsystem.

4.2.9. The applicant bears the full responsibility for the completeness, relevance and
consistency of the declarations and the technical file.”

4.2.10. All relevant information, including restrictions and conditions of use, has to be
provided in these documents.

This includes all parameters which have been considered within the construction and
authorisation of the vehicle and which have to be checked by the RU to ensure safe
integration and technical compatibility before placing the vehicle in operation (see
also Annex VIl — Operation).

4.2.11. All tests related to the generic network characteristics have to be done before
authorisation. No additional tests shall be needed after APS to check route suitability.
All information related to the use of the vehicle has to be explicit in the technical file.

4.2.12. The NSA checks if the process required by the national legal framework has been
correctly applied.

4.2.13. During the authorisation process information shall be shared” on issues (e.g. from
other projects) that might be relevant for the authorisation, such as:

%2 Definition of safe integration, technical compatibility and design operating state see chapter 1.2

% See Annex 111, R15

2 Optional until Regulation 402/2013/EU comes into force (21 May 2015 according to Art. 20)

# All changes to the vehicle are covered by the Directive 2008/57/EC and the TSls, only if the vehicle/subsystem is
introduced int<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>