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Moving Europe towards a sustainable I ) =
and safe railway system without frontiers. # 055 [ Login  Search Q

DOMAINS > Applicants > ARy el . Applications for Single Safety Certificates (S5Cs)

Registers Applications for Vehicle (type) Authorisations (VAs)

frains Applications for ERTMS Trackside Approval (TAs)

3
3
Ap pl ICat I 0 n Operation ’ Fixed Installation National Authorisation Guidance
3
3

nfrastructure Fees & Charges

Safety Management
Accident & Incident 4

Technical Specifications for Interoperability b ay vehicle is permitted to operate on the EU railway netwaork it must be authorised. An authorisation is

Page content European Rail Traffic Management System P hicle type (vehicle type authorisation) or for individual vehicles that conform to an already authorised
Analysis and Monitoring ion for placing on the market).

Legal framework National Rules us the authorising entity to achigve 2 reasonable assurance that the applicant and the other entities
Conformity Assessment cture, verification and validation of the vehicle and/or vehicle type have fulfilled their abligations and

Related guidance ey e _ire that the vehicle and/or vehicle type conforms to the applicable laws.

When identifying relevant rules, the applicant should take into account the relevant Technical Specifications for Intercperability (T3ls), the
applicable national rules and other applicable Union law (.. non-road mobile machinery emissions under Regulation (EU) 2016/1628).

Related documents

Related Links A vehicle and/er vehicle type authorisation is valid for a defined area of use, i.e. a network or networks within one or mare Member
States where the vehicle may be used. A further authorisation is required if changes are made to the area of use (extension of the area of

Withdrawn documents use).

The Agency issues decisions in regards to the need for an authorisation when changes to an already authorised vehicle {or series of

vehicles) are notified to ERA, as authorising entity, by an entity not being the type authorisation haolder under Art. 16(4) of Regulation
fFEIIN 2N1R/548

https://www.era.europa.eu/domains/applicants/applications-vehicle-type-authorisations en



https://www.era.europa.eu/domains/applicants/applications-vehicle-type-authorisations_en
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o 2" railway package: Interoperability Directive amended (covering TEN network), Safety
Directive 2004/49/CE and Regulation 881/2004 (European Railway Agency created)

3" railway package: passenger rights better guaranteed, opening of the market for
international railway services (from January 2010), European license for train drivers

* |Interoperability Directive 2008/57/EC covering all the railway network
2008 ¢ Directive 2008/110/EC amending the Safety Directive (ECMs introduced)

and Safety directives: new roles and responsibilities for ERA, single safety certificate an

* 4 rajlway package (technical pillar): major revision of ERA regulation, Interoperability
d
improved vehicle authorisation process
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Directives &
Regulations

Commission
Implementing

Regulations

Agreements

e Regulation (EU) 2016/796 The Agency regulation
e Directive (EU) 2016/797 Interoperability (1)
e Directive (EU) 2016/798 Safety 2

* Regulation (EU) 2018/545 Practical arrangements for VA (3)

* Regulation (EU) 2019/250 EC declaration of verification 4
e Classification of national rules (draft)

e Regulation (EU) 2020/424 non-application of TSIs

* Regulation (EU) 2018/764 Fees & Charges

* Regulation (EU) 2018/867 Board of Appeal

/HEAN The technical pillar of the 4t Railway Package

e ERA1209/222 Guidelines for the practical arrangements for the VA process v2.1

e Clarification notes (Agency position as Authorising Entity)

e Cooperation agreements between Agency and NSAs
e Multilateral agreements

(1)
()
(3)
(4)

As amended by Directive (EU) 2020/700

As amended by Directives (EU) 2020/700, 2020/153
As amended by Regulation (EU) 2020/781

As amended by Regulation (EU) 2020/779
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* Regulations (EU) 2014/1302 (LOC&PAS) & 2013/321 (WAG), as amended by Regulations (EU)
2019/776, 2020/387 & 2023/1694

* Regulation (EU) 2016/919 (repealed CCS TSI) as amended by Regulations (EU) 2019/776, 2020/387
& 2020/420 (still applicable for some cases)

* Regulation (EU) 2023/1695 (recast CCS TS)

e Regulation (EU) 2019/773 (OPE), repealing 2012/757/EU, as amended by Regulations (EU)
2021/2238 & 2023/1693

* Regulation (EU) 1304/2014 (NOI), as amended by Regulations (EU) 2019/774 & 2023/1694

* Regulation (EU) 1300/2014 (PRM), as amended by Regulations (EU) 2019/772, 2022/721, 2023/62 &
2023/1694

* Regulation (EU) 402/2013 CSM RA
e Decision 2010/713/EU conformity assessment modules

Other legal texts

* Decision (EU) 2018/1614 (EVR), amending & repealing decision 2007/756/EC NVR

e Decision 2014/880/EU (RINF), as amended by Regulations (EU) 2019/777 & 2023/1694

RegiSterS e Decision 2011/665/EU (ERATV), as amended by Regulations (EU) 2019/776, 2021/701 & 2023/1696
e RDD: decision 2011/155/EU on the reference document

e RDD: ERA/GUI/XA v3.0 Part 1 reference document

e Guidance to TSIs and Registers

(1) Only the amendments under 4RP are mentioned, there may be previous amendments
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PLACING ON THE
MARKET OF
MOBILE
SUBSYSTEMS

VEHICLE
AUTHORISATION
FOR PLACING ON

THE MARKET/
VEHICLE TYPE
AUTHORISATION

CHECK BEFORE
THE USE OF
AUTHORISED
VEHICLE

woen The technical pillar of the 4t" Railway Package

Essential Requirements

No need for authorisation of A p p I |Ca nt

the mobile subsystem
EC Declaration of Verification

Technical compatibility of the A Ut h Orisin g S nt Ity
subsystems within the vehicle .

Safe integration of the : The Agency (in Agency or NSA
subsystems within the vehicle collaboration with (Applicant's

Technical compatibility of the % concerned NSAS) choice)

vehicle with the network in the

SUPERVISION

In case of non-compliance to essential
requirements noticed during operation by Railway
undertakings or ultimately by NSA and inducing
safety risks (e.g. during supervision activities)
authorisation can be suspended, revoked or
amended.

area of use b == a e One'StOp Shop
T =) : :
Register of Infrastructure R dal IWay U N d e rta k| N g
(RINF)
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3rd RWP 4th RWP

FIRST
AUTHORISATION
MS1

ADDITIONAL ONE SINGLE Vehicle type

AUTHORISATION AUTHORISATION +Variant & Version
MS2

ADDITIONAL
AUTHORISATION
MS3

Authorisation for placing in Authorisation for placing on
service the market AR IR

Vehicles



AN

EUROPEAN
UNION
AGENCY

FOR RAILWAYS

New/amended roles

Holder of
vehicle type
authorisation

Infrastructure

P Applicant

Further

clarification

Authorising

entity The Agency

extranet@era.europa.eu.


mailto:extranet@era.europa.eu
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Regulation (EU) 2018/545

Overview of an EU harmonised VA process

The Commission Implementing Act (EU) 2018/545 describes a harmonised process directly applicable in all EU
Member States, together with a clear allocation of roles and responsibilities to the main actors in the Railway

system.

Pre-engement

(chapter 3, Article 22 to 24) Stage 4

* Pre-engagement .
* Pre-engagement file .
* Pre-engagement baseline .

Submitting the application
(chapter 5, Article 28 to 31)

Establishing evidence for application
Compile the application file
Application content and
completeness

Submission through the 0SS

Final documentation
(chapter 7, Article 47 to 52)

* Final documentation

* Vehicle type authorisation
* Vehicle APOM

* ERATV & ERADIS

* Review

* Archiving

Preparation of the application
(chapter 2, Article 13 to 21)

Conformity assessment

® (chapter 4, Article 25 to 27)

Stage 3

* Requirements capture

e Authorisation case

* Changes to vehicles/types

* Rules & non-application of TSIs

* Tests on the network

* Temporary authorisation

* Identification of conditions for use
* Identification of conformity assessments

* Conformity assessment
* Verifications & related evidence
* Correction of non-conformities

(ch

Processing the application

apter 6, Article 32 to 46)

Completeness check
Acknowledgment of receipt
Timeframes for assessment
Communication during assessment
Coordination with NSAs for the AoU
Assessment (by AE & NSAs AoU)
Categorisation of issues

Justified doubts

AE checks on NSAs for the AoU
Arbitration AE — NSAs for the AoU
Conclusion of the assessment (QA)
Decision
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. ’ Placing on the market of mobile subsystems
R ' * Under (EU) 2016/797, mobile subsystems (rolling stock, control-command and signaling) are placed
< on the market, but they do not require an authorisation (as it was the case under 2008/57/EC)

. \ * Before placing a subsystem on the market, the applicant shall perform the EC verification procedure,

which covers compliance with TSls, national rules and other applicable EU legislation

* The final outcome of the EC verification procedure is the EC declaration of verification established by
the applicant (minimum content laid down in Regulation (EU) 2019/250), which shall describe:

- Applicable rules (Directives, TSls, national rules)

Conformity assessment bodies (NoBo, DeBo, AsBo)

EC certificate of verification issued by the NoBo

Certificate of verification issued by the DeBo

Risk assessment report (when required by the TSI) issued by the AsBo

Outcomes (certificates, reports, declarations etc.) required by other applicable EU law

Conditions for use and other restrictions

Reference to the technical file accompanying the EC declaration of verification
* The EC declaration of verification shall cover as well national rules:
. ‘ . - No need for a different declaration of verification for national rules
- Shall be established by the applicant even if only national rules apply (e.g. on-track machine)

* The EC declaration of verification shall have an accompanying technical file, with all technical details of
the subsystem. The accompanying files shall be part of the application file in the OSS
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Placing on the market of mobile subsystems

Essential ) Conformity
. Design
requirements =eslgn assessment
TSls With the
requirements TSl(s) by
q NoBo(s)
NR With the
e NR(s) by
requirements DeBo(s)
Interoperability . De5|g.n
Directive (mCIUdmg Risk
establishing assessment

documentation,

manufacturing

and testing of a
prototype)

Directive (EU) 2016/797

EC verification procedure

Technical

Certificates .
- documentation

Relevant for
conformity
with TSls

EC type
4 ©examination
certificate

National type
4 examination
certificate

Relevant for
conformity
with NRs

Risk

by an
assessment
body (CSM
RA)

Other
requirements

(e.g. REACH Directive,
NRMM emissions
Directive, RID, etc.)

N Other
> —tp
assessments

assessment
report

Other
evidence

Other
certificates

DOCUMENTS DEFINING THE
VEHICLE TYPE

EC
Declaration of

Verification
for the
subsystem
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Directive (EU) 2016/797

EC verification procedure

TEMPLATE FOR CERTIFICATE

[EC’] (') Certificate of [conformity/suitability for use/verification]

Number [unique certificate identification number] (°)

Object of Assessment (?):
[Unique Identification of the Interoperability Constituent or of the Subsystem]

£ £ locati

er and

Applicant, where applicable also M
[Name(s), Address(es)]

ing

Assessment Requirements:

[Reference to: the Directive(s), the TSI(s), the relevant National Rules, European
ifi other Acceptable Means of Compliance]

Module(s) applied:

[The module(s) as chosen by the applicant for the assessment of the Interoper-
ability Constituent or of the Subsystem]

Assessment/Audit result:

[Including reference to the assessment/audit report]

The following conditions and limits of use apply (*):
[List or reference to the list of conditions and limits of use]

Annex (°) (where applicable):
[Yes/No]

Documentation accompanying this [‘EC’] (') Certificate:

[reference to accompanying documents; list or file of documents used for the
assessment]

Validity:

[Time and conditions of validity of certificate]

Done on:
[date DD/MM/YYYY]

Notified Body Designated 1

Signature Signature

First Name, Surname First Name,
[OR]

Business name Business nan

Registration number Identification|

Complete postal address Complete po.

TEMPLATE FOR ‘EC’ DECLARATION OF VERIFICATION OF
SUBSYSTEM

‘EC’ declaration of verification of subsystem

‘EC’ declaration identification number /ERADIS ID] (')

We, Applicant:
[Business name]
[Complete postal address]

Declare under our sole responsibility that the following subsystem (%):
[Name/short description of the subsystem, unique identification of the subsystem]
to which this declaration refers has been subject to the relevant verification

procedures and complies with the relevant Union law and any relevant
national rules:

[Reference to: the Directive(s); TSI(s); Relevant national rules;]
has been assessed by the following conformity assessment bodies:

Notified Body: Designated Body: Assessment body [Risk assessment]:

Business name Business name Business name

Registration number Identification number Identification number

Full address Full address Full address

In accordance with the following certificate(s) and or report(s):
[Certificate(s) number(s), report(s) number(s), date(s) of issue]

The following conditions of use and other restrictions apply (*):
[List or reference to the list of conditions of use and other restrictions]

The following procedures have been followed in order to declare conformity:
[The modules chosen by appli for the verifi

of the subsystem]

Identification of the technical file accompanying this declaration

[Reference to the technical file accompanying the ‘EC’ declaration of verifi-
cation of subsystem in accordance with Article 15(4) of Directive (EU)
2016/797]

Reference to former ‘EC’ declaration of verification (where applicable)
[Yes/No]

Done on:
[date DD/MM/YYYY]

Signature of Applicant

First Name, Surname

Placing on the market of mobile subsystems
Regulation (EU) 2019/250 covers document issued by:

*  NoBo
- Certificate of conformity/suitability for use of ICs
- Intermediate Statement of Verification for Subsystem

- Certificate of verification of Subsystem

* DeBos:
- Intermediate Statement of Verification for Subsystem

- Certificate of verification of Subsystem

*  Manufacturers (of interoperability constituents):

- EC Declaration of conformity or suitability for use

*  Applicants:
- EC Declaration of verification of Subsystem

- Declaration of conformity to an authorised vehicle type
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Identification and specification
of requirements

|

traceability

v

Design and implementation

Architecture design
and allocation

traceability

v

Detailed design

I

traceability

4

Implementation and
integration

traceability

Validation of requirements

EUROPEAN
UNION
AGENCY

FOR RAILWAYS

Evidence

Regulation (EU) 2018/545

Requirements capture

* Requirements capture is the process by which requirements applicable to a vehicle are systematically:
- identified;
- implemented, and
- validated

alongside with documenting all steps or the process and providing the necessary traceability, with the objective
of meeting the essential requirements and managing and mitigating risk to an acceptable level.

* The requirements capture should start at an early stage of the process of design and development of the
vehicle.

* For vehicle authorisation purposes, the requirements to be considered are those that need to be fulfilled in
order to meet the essential requirements, no matter if they derive from mandatory rules or not. Essential
requirements are defined in Annex Il of Directive (EU) 2016/797

- Safety

- Reliability/availability

- Health

- Environmental protection
- Technical compatibility.
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Requirements management

Voluntarily adopted requirements
Company
standards

(design codes,
know-how, etc.)

Mandatory requirements

International

standarcs
(e.g., 1SO, UIC)

EU legislation

(Directives & Regulations)

National National rules Project
standards standards

European

standarcs
(CEN-CENELEC)

Contractual
requirements

Requirements capture

~ wen Regulation (EU) 2018/545

* A requirements management process should cover all requirements

that a vehicle type needs to fulfill, no matter where the requirements
come from:

- requirements that can be found in mandatory laws (TSlIs,
national rules, other EU legislation);

- contractual requirements;
- requirements needed to control hazards and associated risks;
- requirements adopted on a voluntary basis;

Some requirements are not relevant for the authorisation process,
even if they need to be complied with for other reasons (e.g.,
contractual requirements).

Some other, while not mandatory, may trigger the need to fulfil other
requirements which are mandatory.

Some non-mandatory requirements may have an impact on
mandatory requirements already applicable to railway vehicles.
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Regulation (EU) 2018/545

. . . System definition and
Article 13(1)(a) - Identification . operational context
3
[ 3 Risk analysis and evaluation ]
Equips
Specification of system
requirements
Article 13(1)(b) - Assignment T
Architecture and apportionment
‘ s of system requirements
)
!é B Design and implementation®
¥
- - 7
Article 13(1)(c) - Implementation : I Manufacture® |
@ & - v
= 8
g & 2 | Integrat |
—_— s e s e s . — . — . = R
9 P
I System validation® |
2 1 3 5
Article 13(1){c) — Validation 5 ¥
2 10
g | System acceptance |
2
u Operation, maintenance and
performance monitering
¥
l - fesion |
Decommissioning
-l
£
&=
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Regulation (EU) 2018/545

Requirements capture

The evidence related to the requirements capture process that shall be
included in a file accompanying the application through the OSS:

Regulation (EU) 402/2013

Risk assessment

Demonstration of compliance
with safety requirements

For essential
subsystems:

requirement safety and safe integration between

- Description of the methodology, confirming that it follows principles
of CSM RA

- Safety assessment report by an AsBo
- Written declaration established by the applicant

This also applies to all other essential requirements if the applicant
decides to apply the methodology of Annex | of CSM RA too.

For essential requirements other than safety when the applicant
decides to use another methodology: evidence to demonstrate that it
provides the same level of assurance

- Description of the methodology (procedure, work instructions,
checklists, etc.)

- Evidence resulting of the application of the methodology (reports,
logs, etc.)

- Independent assessment report (not mandatory, but quite unlikely
to provide similar level of assurance if there is none -> authorising
entity forced to do the job of the AsBo)

In the end, applicant should include all evidence that would be provided
to an independent assessor, for the authorising entity to do a similar
job.
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Preliminary System Definition in CSM's

Concept

N

System Definition & 2
Application Conditions

Regulation (EU) 2018/545

Requirements capture

BOX1 BOX4
1
BOX3 Performance 12
Demonstration of Monitoring
Compliance with the
CSM's for RISK Safety Requirements
ASSESSMENT Operationand 11 De-commissioning and
System A . > .
\ ystem Acceptance Maintenance Disposal 14
1
BOX2 v
Risk Analysis Modificationand 13
Retrofit
\ :
. A 4
System Requirements Re-application of the CSM
System Validation 9
Safety Rejuirements (induding Safety Prelimirary Tarifea
<
Commissionin| — —
Apportionment of 5 ) -):- B ROV Sk 5
System Requirements H E 0
SHE 1%
gr B
Y : £ WAZARD DENTIHCATION o
Design and 6 8 @ if L L =
& . Installation = |8 1 [ i
Implementation o Lk preae]| | Jp
\\\ ,/’ || EE L il =
=z . CETTL L - - H !
OEEN T =
7 Z 1 2
Manufacture w RISK EVALUATION =
& {vs. Risk Acceptance Criteria) | =1 g
g | s Baassiane s | | 8
de)ed implementec) H
p|.{ s S |8
- N
e ,@ Demm%‘fz;\rs‘l;.g:nag::em |_. I

The applicant / entity managing the change:

Performs the requirements capture process;

Documents the requirements capture process (description of the
process), its implementation in the concerned project;

Hires an AsBo for an independent assessment of the requirements
capture process (for aspects related to safety and safe integration
between subsystems) and its application;

Ensures that when another methodology than the Annex | of CSM RA
is used for essential requirements other than safethy, it provides the
same level of assurance;

Establishes a declaration that all risks and requirements have been
properly managed, and

Includes the evidence above in the file accompanying the application
for authorisation when required by the legal texts.
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Regulation (EU) 2018/545

Requirements capture

The AsBo:

Independently assesses the requirements capture process to:

Give assurance that the requirements capture process meets the
requirements laid down in Annex | of the CSM RA or provides a
similar level of assurance when another methodology is used
(essential requirements other than safety);

Give assurance that the requirements capture process is systematic
and allows a proper identification and management of the
requirements (implementation, verification and validation)
throughout the entire development process;

Form an expert judgement on the correct application of the
requirements capture process for the concerned project and on the
suitability of the results:

Form an expert judgment on the suitability of the vehicle and/or
vehicle type to meet the essential requirements, and

Deliver an assessment report that contains the results of the
independent assessment concerning the points mentioned above

The independent assessment by an AsBo of the requirements capture
process is more about checking the process followed to manage all
requirements (and risks).

The CSM RA and the Regulation (EU) 2018/545 do not require that the
AsBo performs a complete and thorough assessment.
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The authorising entity:

* Assesses the requirements capture process and/or the evidence related
to requirements capture in the framework of issuing vehicle and/or
vehicle type authorisations

NSAs for the area of use assess the evidence of the process for
requirements capture related to the applicable national rules in the
framework of the issuing of a vehicle and/or vehicle type authorisation
when the Agency is the authorising entity

*  When an NSA is the authorising entity, it shall cover both aspects

*  When methodology in Annex | of CSM RA is used, the authorising entity
checks completeness, relevance and consistency of evidence: risk
declaration established by the applicant & safety assessment report
issued by the AsBo

lllll w'

b
| U . .
! 3 ii-i i * May challenge the assessment report if it demonstrates existence of

)
|

serious safety risk (burden of proof allocated to authorities)
*  When another methodology than Annex | of CSM RA is used for
essential requirements other than safety, performs further checks:

- Details of the methodology
- Details of the evidences of the application of the methodology
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Other EU legislation

* Vehicles placed on the market shall comply with all applicable EU
legislation such as REACH regulation, RID, pressure vessel directive, EMC
directive etc,

* Applicants shall:

- Apply requirements capture process and identifies the applicable EU
legislation (which may be not railway specific),

Directive 2014/30/EU on
electromagnetic compatibilit

[Eu Tvpe approval cer

— - Mention in its EC declaration of verification all applicable EU
I [ legislation to which the subsystem comply,

- Provide evidence of compliance in the file accompanying the
] application

market

2y 3150 8pply 1o locomatives and
r vehicles where there is separately operated
.

Directive 2013/35/EU on the.
h rer

Authorising entity shall check that :

- Other applicable Union law has been considered by the applicant
(evidence in the application file). This is not an exhaustive check
R = (but obvious missing elements can be spotted)

lates the electromagnetic compatibility of

ensure the functianing of the internal market [can generate
of
and

- The EU law considered is consistent with the information in the file

accompanying the application, in particular with the EC
declaration(s) of verification

dard
U Declaration of Confarmity far railway vehicles

the prosection of [condh ‘and immunity levels 1o oa-bosrd | This does not apply 3t the point o vehicle et aopl icable
[workers fram risks to their health and safety arising.or likely to

Authorising entities are not responsible for the completeness /
— accuracy of the list; this is the sole responsibility of the applicant

ches fanise, 3 e their wark
Wagens ai
Special vehicles such as OTMs i
imators, generators, and transformers.

* Informative list of other EU law produced by the Agency (link)


https://www.era.europa.eu/system/files/2023-05/List%20of%20other%20EU%20Legislation%20possibly%20applicable%20to%20Vehicle%20Authorisations.xlsx?t=1715939772

Questions?

* Xk
* -
* *

>

L
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THANK YOU

Moving Europe towards a
sustainable and safe railway system
without frontiers.

Followus: ¥ In O3


https://twitter.com/ERA_railways
https://www.linkedin.com/company/european-railway-agency
https://www.youtube.com/channel/UCFfzjb2UuoOxFJd12AL6lyg
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