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European foreword

The text of ISO 22163:2023 has been prepared by Technical Committee ISO/TC 269 "Railway
applications” of the International Organization for Standardization (ISO) and has been taken over as
EN ISO 22163:2024 by Technical Committee CEN/TC 256 “Railway applications” the secretariat of which
is held by DIN.

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by November 2024, and conflicting national standards shall
be withdrawn at the latest by November 2024.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

Any feedback and questions on this document should be directed to the users’ national standards body.
A complete listing of these bodies can be found on the CEN website.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia,
Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of North
Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Tiirkiye and the United
Kingdom.

Endorsement notice

The text of ISO 22163:2023 has been approved by CEN as EN ISO 22163:2024 without any modification.
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Amendment A1 European foreword

The text of 1SO 22163:2023/Amd 1:2024 has been prepared by Technical Committee ISO/TC 269
"Railway applications” of the International Organization for Standardization (ISO) and has been taken
over as EN IS0 22163:2024/A1:2025 by Technical Committee CEN/TC 256 “Railway applications” the
secretariat of which is held by DIN.

This Amendment to the European Standard EN ISO 22163:2024 shall be given the status of a national
standard, either by publication of an identical text or by endorsement, at the latest by July 2025, and
conflicting national standards shall be withdrawn at the latest by July 2025.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

Any feedback and questions on this document should be directed to the users’ national standards body.
A complete listing of these bodies can be found on the CEN website.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia,
Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of North
Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Tiirkiye and the United
Kingdom.

Endorsement notice

The text of 1SO 22163:2023/Amd 1:2024 has been approved by CEN as EN ISO 22163:2024/A1:2025
without any modification.



[Blank page]



EVS-EN ISO 22163:2024+A1:2025

Contents Page
0 o0 o o vi
Amendment A1 FOr@WOTrd (il ecessesessssessssse s sssssssssessssssesssssssssssssessssssssssssssssessssssesssssseases viii
00 L L ix
1 Y o4 01 1
1.1 SCOPE — SUPPIEMENLAL ..o ses s s s s s 1

2 A0 00T U0 A QT ] o ] o Lo 1
3 Terms, definitions and abbreviated teIMS......cciirisririsrrrsr s ———————————————— 2
3.1 Terms and defiNITIONS. ... sere e s b b s s s bbb 2

S 700 I R ] /Y o PP 2

700 0 o T o 1T 4

S 700 S T =T 100 (=340 L) oL PP 8

1 700 S o o Te LT =1 o I /o o) PP 10

3.2 FaX 0] 0 ek T E L cTo I i 4L OO 12

4 Context of the Organization........ i ———————————— 13
41 Understanding the organization and itS CONTEXL......coererrerneesersseserssessesneesseessessesssesssessesseens 13

4.1.1 Understanding the organization and its context — Supplemental........cc.cccouurreees 13

4.1.2  SOCIal rESPONSIDILILY ..ottt bbbt 14

4.2 Understanding the needs and expectations of interested parties.........eenseeseesseeneenns 14

4.3 Determining the scope of the quality management SYStem..........ccouoveereereenseereeseeseesseeseessesseeens 14

4.3.1 Determining the scope of the quality management system — Supplemental ..... 15

44 Quality management System and itS PrOCESSES ....eerermermemseesseessessessesssssssssssesssesssessssenss 15

4.4.3 Quality management system and its processes — Supplemental........c.cccovueereunn. 16

5 Leadership.... s ———————————————, 16
5.1 Leadership and COMMItINENT. .. sssssssssssssssssssssssssssssssssssssssssssssssns 16

T80 0 B =% 4 <) - Y TS T P TEOPOTOTSTOTOPEOTP 16

5.1.2  CUSTOMET FOCUS .ueurrerierieneteesseenecase st et s s s b s 17

5.2 POLICY wvtririririnirsisssssesessssssssse st s R e 17

5.2.1 Establishing the qUAlity POLICY . sees s ssssssessssesssssseees 17

5.2.2 Communicating the qUality POLICY .. ssesseessessssessesseees 18

5.2.3 Quality policy — Supplemental ... 18

5.3 Organizational roles, responsibilities and aUthOrities........ceenereeee e 18

5.3.1 Organizational roles, responsibilities and authorities — Supplemental................ 19

5.3.2 Responsibilities and authorities of process OWNETs ...........cccoereenmeereenseeneesseessessesneees 19

6 PlaNNING .ot R 19
6.1 Actions to address risks and OPPOTtUNITIES ... eeereeeneeseeseessserssesssisees s sseessessesssenes 19

6.1.3 Actions to address risks and opportunities — Supplemental........ccorrereerecrnneenn. 20

6.1.4  BUSINESS CONTIMUILY ..coviuirririrrieseeserseesessesesessessesses s ss s ss s s s 20

6.2 Quality objectives and planning to achieve them ... 21

6.3 Planning Of CRANZES ...t e e es bbb s s bbb e b 22

7 111 0 111 P 22
7.1 2Ty oL 22

% O S =5 4 U)o 22

71,2 PEOPIE ottt s s st s e e 23

2% TS TR 0 U o= 1] U 0 PO 23

7.1.4 Environment for the operation of ProCesSEes ... 23

© ISO 2024 - All rights reserved

iii



EVS-EN ISO 22163:2024+A1:2025

7.1.5 Monitoring and MEASUIING FESOUICES ... rerereereerrersressseessessssesssesssessssssssesssesssesssessseens 24

7.1.6  Organizational KNOWIEAZE .......cccureerrereeneenseieeeseisetseesseiseessessessssses s ssssssssss s ssssssssnees 25

7.2 COMMNPELEIICE ..ucveereuererresiressesesessese st st sess et s s et s s s s s RS s R e s R s R e s b s b b s b b e e s 26
7.2.1 Competence — SUPPIEMENTAL ... ssssssssssssssses 26

7.3 E 2N ) TP 27
7.4 COMMUNICATION ottt s R b 27
7.4.1 Communication — SUpplemental...... i ———————— 28

7.5 Documented iNfOrmMatioN ... st ssss s s snsns 28
78TO R €155 1 1) = PP 28

7.5.2  Creating and UPAAtiNg .....cccoecreeeeueereeseesserseessessessesssessesssesssssssssesssssssssssssssssssssssssssesssessssssesses 28

7.5.3  Control of documented information ... ————— 28

8 L0 5 o 1 1 ) 1 30
8.1 Operational planning and CONLIOL ...t ss s sseeas 30
8.1.1 Operational planning and control — Supplemental .........cconreneeenerneenseeneceneesseeseens 30

8.1.2  Tender MANAZEIMENT .....c.ouueeueeeesrerresseesseesesssesssesssssess s sssesssss s s sssessssssesssssssssessesssessesas 31

8.1.3  Project ManagemMeNt ... eerrerreseessessemssesssessssses s sssssssssssssesssesss s sesssssssssssssessesssesesns 32

8.1.4 Configuration management and change control ... 37

8.2 Requirements for products and SEIVICES.....ceneeenseeseesesseesseesesssesssessssssessssssssssssssssssssessssssesas 39
8.2.1 Customer COMMUNICALION oo s 39

8.2.2 Determining the requirements related to products and Services.........oeeeneen. 39

8.2.3 Review of requirements related to products and SErviCes ........nereessesseens 40

8.2.4 Changes to requirements for products and SEIVICES .......creeeneeenmeesseesseesseeens 41

8.2.5 Requirements for products and services — Supplemental ........cccouuereeermerrneerrecereeens 41

8.3 Design and development of products and SEIVICES......cmeencreenseneinsessssseissesseesssssesssesseens 42
8.3.1  GENETAL.cicririereri s s 42

8.3.2 Design and development Planning......oceneneereneeneensesnesssesseesessesssessesssessessesssessesns 42

8.3.3 Design and development INPULS .....ccouueerreerseeeseeseeseesssessessseessesssesssesssessssssssesssssssesssesens 43

8.3.4 Design and development CONIIOLS ......coommerreeeemeernmereesseesseessesseessessssssssesssessseeseeens 44

8.3.5 Design and development OULPULS .....ccooweiimeenreueeneeereesesseesseeseesseesesseessessessssssssssssssssesssessesas 46

8.3.6 Design and development Changes ... ssesssessessesssesseens 47

8.4 Control of externally provided processes, products and SErviCes ... 47
STt N €T =) =Y PP 47

8.4.2 Type and extent Of CONLIOL. ...ttt eeas 49

8.4.3 Information for external Providers... .. ——————————_— 52

8.4.4 Supply chain MANAGEMENT. ..ot sess s sssess s eeens 53

8.5 Production and SEIVICE PrOVISION..... i ereereesrerseeseeeseseessesseiieseseessesse s sses s ssssssssssssessssssssas 53
8.5.1 Control of production and Service ProviSion ... 53

8.5.2 Identification and traceability ... sssess s sssesssesssenens 58

8.5.3 Property belonging to customers or external providers ... 59

8.5.4  PreSerVALION . sess s ss s s s 59

8.5.5  POSt-deliVery aCtiVItIES ..ot sssssssesssssens 60

8.5.6  CONLIOl Of CHANZES ..oiureeeeeerereeeseereers et ss s es e s s 61

8.6 Release of Products and SEIVICES ... eersssesessessseesssessesssesssesssssssesssessssesssesssesssessseens 61
8.6.1 Release of products and services — Supplemental........c.coooenenreneeneeicesciieeeneessesseens 61

8.7 Control of NONCONfOIMING OULPULS ....ceueeriereeeereerees e sssseesssesse s sssessses s ssenas 62
8.7.3  Control of nonconforming outputs — Supplemental ........ccnennrereeneenseinneenieeenecens 62

8.8 Reliability, availability, maintainability, safety and life cycle coSting .......cccouenmeerierrerireeens 63
SRS 00 N €13 =) =Y PP 63

8.8.2 Reliability, availability and maintainability ... 63

8.8.3  SAFELY oot eSS 64

8.8.4  Life CYCLE COSTINE vuuieurrereeritreeeeeeet ettt ess sttt 64

8.9 First article iINSPECHION .ttt s sens 64
8.10  ObSOlESCENCE MANAZEIMENT ...cuureurreerererersseesseessesessessse s s s sess s s essesss s s s bbb snaas 65
9 Performance evaluation ... a—————. 66

© ISO 2024 - All rights reserved

iv



EVS-EN ISO 22163:2024+A1:2025

9.1 Monitoring, measurement, analysis and evaluation ... 66

O.1.T  GENETAL ettt ettt es et s et s s R R st 66

9.1.2  CUStOMET SALISTACTION ..cvvreeieeeiect ettt 67

9.1.3  Analysis and eValUation ... 68

9.2 INEETNIAL AUAIT ettt s bbb R R 69

9.2.3 Internal audit — SUPPIEMENTAL ...t ress s ssesse s 69

9.3 MaANAZEMENT TEVIEW ..o bbb 71

0.3.1  GENETAL it ss s s s e R 71

9.3.2 Management reVIEW INPULS ....ococeereereereresresres s ssessessssssssssssssssssessessessessessesssssssssssssssns 71

9.3.3 Management revVieWw OULPULS ..o ssss s sssssssessssssssesssssessss st sssssssns 72

9.4 PrOCESS TEVIEWS ..t bbb R 72

10 00030 00 0 3 73
T0.1  GEIIETAL ettt sees e s s bR R s bbb 73

10.2  Nonconformity and COITECHIVE ACION ... cuiereueereereesreeeessessee e sseesssssss s sssssssssssssessssassssssanes 74

10.2.3 Nonconformity and corrective action — Supplemental......conneinneseen 74

10.3  CoNtinUal IMPIOVEIMIENT. ..o cereereesreseeseersesssessseesseesssesssessssessees s sssesssesssessssssssssssesssesssssssesssesssessssssass 75

Annex A (informative) LISt Of PrOCEeSSES...mmmmsssmssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssses 76
Annex B (informative) Subordinate concept of requirements for products and services............... 78
Annex C (informative) Performance indiCators........umimmmssmmssssssssssss s sssssssssssssssssassssssssssssns 79
35101 L0724 o 1 1] 1 82

© ISO 2024 - All rights reserved

\%



EVS-EN ISO 22163:2024+A1:2025

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work. ISO
collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO document should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

ISO draws attention to the possibility that the implementation of this document may involve the use of
(a) patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed
patentrights in respect thereof. As of the date of publication of this document, ISO had not received notice
of (a) patent(s) which may be required to implement this document. However, implementers are
cautioned that this may not represent the latest information, which may be obtained from the patent
database available at www.iso.org/patents. ISO shall not be held responsible for identifying any or all
such patent rights.

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to the World
Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see
www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee [SO/TC 269, Railway applications.
This first edition of ISO 22163 cancels and replaces ISO/TS 22163:2017.

The main changes are as follows:

— the scope has been simplified;

— the terms and definitions in Clause 3 have been revised;

— the previous subclause 6.4 “Business planning” has been moved to 4.1.1;

— anew subclause 4.1.2 on “Social responsibility” has been added;

— subclause 7.2.1 “Competence — Supplemental” has been revised;

— the previous subclause 8.11 “Innovation management” has been moved to 8.1.1.1;

— “Project review management” has been separated from the previous subclause 8.1.3.7 “Project
communications management” as a new subclause 8.1.3.11;

— the previous subclauses 8.1.4 “Configuration management” and 8.1.5 “Change management” have
been combined in 8.1.4 “Configuration management and change control”;

© ISO 2024 - All rights reserved
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— product safety requirements have been integrated in the quality requirements;

— reliability, availability, maintainability, safety and life cycle costing requirements have been clarified
in 8.8;

— the notion of performance indicators versus key performance indicators has been added;

— the performance indicators have been revised;

— Annex A on “List of processes” has been added;

— Annex B on “Subordinate concept of requirements for products and services” has been added;
— Annex C on “Performance indicators” has been added.

Any feedback or questions on this document should be directed to the user's national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.

© ISO 2024 - All rights reserved
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Amendment A1 Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work. ISO
collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO document should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

ISO draws attention to the possibility that the implementation of this document may involve the use of
(a) patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed
patentrights in respect thereof. As of the date of publication of this document, ISO had not received notice
of (a) patent(s) which may be required to implement this document. However, implementers are
cautioned that this may not represent the latest information, which may be obtained from the patent
database available at www.iso.org/patents. ISO shall not be held responsible for identifying any or all
such patent rights.

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to the World
Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see
www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 269, Railway applications, in accordance
with Technical Management Board Resolution 75/2023.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

0.1 General

The aim of this document is to develop and continually improve a railway quality management system to
ensure product quality including safety in the global railway sector, in order to satisfy customer needs.

This document adds the supplemental railway sector specific requirements to ISO 9001:2015.
The content inside the boxed text of this document is ISO 9001:2015 text.

Whenever the ISO 9001:2015 text in this document refers to “quality management system”, this term is
understood hereinafter as “railway quality management system”, not limited to quality, so that it
encompasses all railway quality processes of the organization. Therefore, in the supplemental railway
sector specific requirements, the term “railway quality management system” is used outside the boxed
text.

Whenever the IS0 9001:2015 text refers to “this International Standard”, this applies to this document,
including the text outside the boxes.

Whenever this document refers to clause numbers, it is to be understood that all the requirements under
this clause including subclauses are to be considered.

Whenever this document refers to “safety”, the term is to be understood as “safety of products and
services”, not to be confused with “occupational safety”.

Whenever this document requires a process, this process can be either

— defined within a single process,
— combined with another process or other processes, or
— splitin several processes

according to the railway quality management system defined by the organization.

IS0 9001:2015, Quality management systems — Requirements
0.1 General

The adoption of a quality management system is a strategic decision for an organization that can help
to improve its overall performance and provide a sound basis for sustainable development initiatives.

The potential benefits to an organization of implementing a quality management system based on this
International Standard are:

a) the ability to consistently provide products and services that meet customer and applicable
statutory and regulatory requirements;

b) facilitating opportunities to enhance customer satisfaction;
¢) addressing risks and opportunities associated with its context and objectives;
d) the ability to demonstrate conformity to specified quality management system requirements.

This International Standard can be used by internal and external parties.
[t is not the intent of this International Standard to imply the need for:

— uniformity in the structure of different quality management systems;

— alignment of documentation to the clause structure of this International Standard;

© ISO 2024 - All rights reserved

ix



EVS-EN ISO 22163:2024+A1:2025

— the use of the specific terminology of this International Standard within the organization.
The quality management system requirements specified in this International Standard are
complementary to requirements for products and services.

This International Standard employs the process approach, which incorporates the Plan-Do-Check-Act
(PDCA) cycle and risk-based thinking.

The process approach enables an organization to plan its processes and their interactions.

The PDCA cycle enables an organization to ensure that its processes are adequately resourced and
managed, and that opportunities for improvement are determined and acted on.

Risk-based thinking enables an organization to determine the factors that could cause its processes
and its quality management system to deviate from the planned results, to put in place preventive
controls to minimize negative effects and to make maximum use of opportunities as they arise.

Consistently meeting requirements and addressing future needs and expectations poses a challenge
for organizations in an increasingly dynamic and complex environment. To achieve this objective, the
organization might find it necessary to adopt various forms of improvement in addition to correction
and continual improvement, such as breakthrough change, innovation and re-organization.

In this International Standard, the following verbal forms are used:

— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

— “can” indicates a possibility or a capability.

Information marked as “NOTE” is for guidance in understanding or clarifying the associated
requirement.

0.2 Quality management principles

IS0 9001:2015, Quality management systems — Requirements
0.2 Quality management principles

This International Standard is based on the quality management principles described in ISO 9000. The
descriptions include a statement of each principle, a rationale of why the principle is important for the
organization, some examples of benefits associated with the principle and examples of typical actions
to improve the organization's performance when applying the principle.

The quality management principles are:

— customer focus;

— leadership;

— engagement of people;

— process approach;

— improvement;

— evidence-based decision making;

— relationship management.
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0.3 Process approach
0.3.1 General

IS0 9001:2015, Quality management systems — Requirements
0.3 Process approach
0.3.1 General

This International Standard promotes the adoption of a process approach when developing,
implementing and improving the effectiveness of a quality management system, to enhance customer
satisfaction by meeting customer requirements. Specific requirements considered essential to the
adoption of a process approach are included in 4.4.

Understanding and managing interrelated processes as a system contributes to the organization's
effectiveness and efficiency in achieving its intended results. This approach enables the organization to
control the interrelationships and interdependencies among the processes of the system, so that the
overall performance of the organization can be enhanced.

The process approach involves the systematic definition and management of processes, and their
interactions, so as to achieve the intended results in accordance with the quality policy and strategic
direction of the organization. Management of the processes and the system as a whole can be achieved
using the PDCA cycle (see 0.3.2) with an overall focus on risk-based thinking (see 0.3.3) aimed at taking
advantage of opportunities and preventing undesirable results.

The application of the process approach in a quality management system enables:

a) understanding and consistency in meeting requirements;

b) the consideration of processes in terms of added value;

c) the achievement of effective process performance;

d) improvement of processes based on evaluation of data and information.

Figure 1 gives a schematic representation of any process and shows the interaction of its elements. The

monitoring and measuring check points, which are necessary for control, are specific to each process and
will vary depending on the related risks.
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Figure 1 — Schematic representation of the elements of a single process
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0.3.2 Plan-Do-Check-Act cycle
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0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be applied to all processes and to the quality management system as a whole. Figure 2
illustrates how Clauses 4 to 10 can be grouped in relation to the PDCA cycle.

~ Quality Management System (4) .

Organization
and its context

Support

(4) | (7,
. Operation
iy (8)
\
— Plan Customer
| satisfaction
| y
,.I
i Planning \ Leadership B P::gg;?;fe JL— Results of
Lt (6) (5) the QMS
requirements &) 3 \
i |
| n

Products and

v Act Check services

Needs and
expectations of
relevant \
interested \
parties (4) \

Improvement
(10)

NOTE Numbers in brackets refer to the clauses in this International Standard.

Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
The PDCA cycle can be briefly described as follows:

— Plan: establish the objectives of the system and its processes, and the resources needed to deliver
results in accordance with customers' requirements and the organization's policies, and
identify and address risks and opportunities;

— Do: implement what was planned;
— Check: monitor and (where applicable) measure processes and the resulting products and
services against policies, objectives, requirements and planned activities, and report the

results;

— Act: take actions to improve performance, as necessary.
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0.3.3 Risk-based thinking

IS0 9001:2015, Quality management systems — Requirements
0.3.3 Risk-based thinking

Risk-based thinking is essential for achieving an effective quality management system. The concept of
risk-based thinking has been implicit in previous editions of this International Standard including, for
example, carrying out preventive action to eliminate potential nonconformities, analysing any
nonconformities that do occur, and taking action to prevent recurrence that is appropriate for the
effects of the nonconformity.

To conform to the requirements of this International Standard, an organization needs to plan and
implement actions to address risks and opportunities. Addressing both risks and opportunities
establishes a basis for increasing the effectiveness of the quality management system, achieving
improved results and preventing negative effects.

Opportunities can arise as a result of a situation favourable to achieving an intended result, for
example, a set of circumstances that allow the organization to attract customers, develop new products
and services, reduce waste or improve productivity. Actions to address opportunities can also include
consideration of associated risks. Risk is the effect of uncertainty and any such uncertainty can have
positive or negative effects. A positive deviation arising from a risk can provide an opportunity, but not
all positive effects of risk result in opportunities.

0.4 Relationship with other management system standards

IS0 9001:2015, Quality management systems — Requirements
0.4 Relationship with other management system standards

This International Standard applies the framework developed by ISO to improve alignment among its
International Standards for management systems.

This International Standard enables an organization to use the process approach, coupled with the
PDCA cycle and risk-based thinking, to align or integrate its quality management system with the
requirements of other management system standards.

This International Standard relates to ISO 9000 and ISO 9004 as follows:

— ISO09000 Quality management systems — Fundamentals and vocabulary provides essential
background for the proper understanding and implementation of this International Standard;

— IS0 9004 Managing for the sustained success of an organization — A quality management approach
provides guidance for organizations that choose to progress beyond the requirements of this
International Standard.

This International Standard does not include requirements specific to other management systems,
such as those for environmental management, occupational health and safety management, or financial
management.

Sector-specific quality management system standards based on the requirements of this International
Standard have been developed for a number of sectors. Some of these standards specify additional
quality management system requirements, while others are limited to providing guidance to the
application of this International Standard within the particular sector.

A matrix showing the correlation between the clauses of this edition of this International Standard and
the previous edition (ISO 9001:2008) can be found on the ISO/TC 176/SC 2 open access website at:
https://www.iso.org/tc176/sc02 /public.
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Railway applications — Railway quality management system —
ISO 9001:2015 and specific requirements for application in the
railway sector

1 Scope

IS0 9001:2015, Quality management systems — Requirements
1 Scope

This International Standard specifies requirements for a quality management system when an
organization:

a) needs to demonstrate its ability to consistently provide products and services that meet customer
and applicable statutory and regulatory requirements, and

b) aims to enhance customer satisfaction through the effective application of the system, including
processes for improvement of the system and the assurance of conformity to customer and
applicable statutory and regulatory requirements.

All the requirements of this International Standard are generic and are intended to be applicable to
any organization, regardless of its type or size, or the products and services it provides.

NOTE 1 In this International Standard, the terms “product” or “service” only apply to products and services
intended for, or required by, a customer.

NOTE 2 Statutory and regulatory requirements can be expressed as legal requirements.

1.1 Scope — Supplemental

This document specifies the requirements for a railway quality management system (RQMS)

— applicable throughout the whole supply chain of the railway sector related to industrial products and
services,

— providing continual improvement, emphasizing defect prevention and defect reduction in the supply
chain, and

— enhancing and sustaining product quality, including its safety aspects.

2 Normative references

IS0 9001:2015, Quality management systems — Requirements
2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any amendments) applies.

IS0 9000:2015, Quality management systems — Fundamentals and vocabulary

© ISO 2024 - All rights reserved

1



	European foreword
	Endorsement notice
	!Amendment A1 European foreword
	Endorsement notice
	Foreword
	!Amendment A1 Foreword
	Introduction
	1 Scope
	1.1 Scope — Supplemental

	2 Normative references
	3 Terms, definitions and abbreviated terms
	3.1 Terms and definitions
	3.1.1 System
	3.1.2 Process
	3.1.3 Requirement
	3.1.4 Product and tools


	Figure 3 — Relation of PIs and KPIs
	3.2 Abbreviated terms

	4 Context of the organization
	4.1 Understanding the organization and its context
	4.1.1 Understanding the organization and its context — Supplemental
	4.1.2 Social responsibility

	4.2 Understanding the needs and expectations of interested parties
	4.3 Determining the scope of the quality management system
	4.3.1 Determining the scope of the quality management system — Supplemental

	4.4 Quality management system and its processes
	4.4.3 Quality management system and its processes — Supplemental


	5 ​Leadership
	5.1 ​Leadership and commitment
	5.1.1 General
	5.1.2 Customer focus

	5.2 ​Policy
	5.2.1 Establishing the quality policy
	5.2.2 Communicating the quality policy
	5.2.3 Quality policy — Supplemental

	5.3 Organizational roles, responsibilities and authorities
	5.3.1 Organizational roles, responsibilities and authorities — Supplemental
	5.3.2 Responsibilities and authorities of process owners


	6 ​Planning
	6.1 Actions to address risks and opportunities
	6.1.3 Actions to address risks and opportunities — Supplemental
	6.1.4 Business continuity

	6.2 Quality objectives and planning to achieve them
	6.3 ​Planning of changes

	7 Support
	7.1 Resources
	7.1.1 General
	7.1.1.1 General — Supplemental

	7.1.2 People
	7.1.3 Infrastructure
	7.1.4 Environment for the operation of processes
	7.1.5 ​Monitoring and measuring resources
	7.1.5.1 General
	7.1.5.2 Measurement traceability
	7.1.5.3 ​Monitoring and measuring resources — Supplemental

	7.1.6 Organizational knowledge
	7.1.6.1 Organizational knowledge — Supplemental


	7.2 Competence
	7.2.1 Competence — Supplemental

	7.3 Awareness
	7.4 Communication
	7.4.1 Communication — Supplemental

	7.5 Documented information
	7.5.1 General
	7.5.2 Creating and updating
	7.5.3 Control of documented information
	7.5.3.3 Control of documented information — Supplemental



	8 Operation
	8.1 Operational planning and control
	8.1.1 Operational planning and control — Supplemental
	8.1.1.1 Innovation management
	8.1.1.2 ​Planning of the transfer of processes

	8.1.2 Tender management
	8.1.3 Project management
	8.1.3.1 General
	8.1.3.2 Project management plan
	8.1.3.3 Project scope management
	8.1.3.4 Project time management
	8.1.3.5 Project cost management
	8.1.3.6 Project quality management
	8.1.3.7 Project human resource management
	8.1.3.8 Project communication management
	8.1.3.9 Project risk and opportunities management
	8.1.3.10 Project procurement management
	8.1.3.11 Project review management

	8.1.4 Configuration management and change control
	8.1.4.1 Configuration management
	8.1.4.2 Change control


	8.2 Requirements for products and services
	8.2.1 Customer communication
	8.2.1.1 Customer communication — Supplemental

	8.2.2 Determining the requirements related to products and services
	8.2.2.1 Determining the requirements related to products and services — Supplemental

	8.2.3 ​Review of requirements related to products and services
	8.2.4 Changes to requirements for products and services
	8.2.5 Requirements for products and services — Supplemental

	8.3 Design and development of products and services
	8.3.1 General
	8.3.1.1 General — Supplemental

	8.3.2 Design and development planning
	8.3.2.1 Design and development planning — Supplemental

	8.3.3 Design and development inputs
	8.3.3.1 Design and development inputs — Supplemental

	8.3.4 Design and development controls
	8.3.4.1 Design and development controls — Supplemental
	8.3.4.2 Design reviews
	8.3.4.3 Design verification
	8.3.4.4 Design validation
	8.3.4.5 Design verification and validation test requirements

	8.3.5 Design and development outputs
	8.3.5.1 Design and development outputs — Supplemental

	8.3.6 Design and development changes

	8.4 Control of externally provided processes, products and services
	8.4.1 General
	8.4.1.1 General — Supplemental
	8.4.1.1.1 External providers
	8.4.1.1.2 Classification of external providers and external provided products, processes and services
	8.4.1.1.3 ​Evaluation of external providers
	8.4.1.1.4 Approval of external providers
	8.4.1.1.5 External provider offer selection


	8.4.2 Type and extent of control
	8.4.2.1 Externally provided products, processes and services approval of release
	8.4.2.2 Externally provided products, processes and services verification after release
	8.4.2.3 ​Monitoring of external providers' performance, re-evaluation and ranking

	8.4.3 Information for external providers
	8.4.3.1 Information for external providers — Supplemental

	8.4.4 Supply chain management

	8.5 Production and service provision
	8.5.1 Control of production and service provision
	8.5.1.1 Control of production and service provision — Supplemental
	8.5.1.1.1 General
	8.5.1.1.2 Controlled conditions
	8.5.1.1.3 ​Verification of the process for production and service provision
	8.5.1.1.4 Validation of the process for production and service provision

	8.5.1.2 Production scheduling
	8.5.1.3 Special processes
	8.5.1.4 Production equipment

	8.5.2 Identification and traceability
	8.5.2.1 Identification and traceability — Supplemental

	8.5.3 Property belonging to customers or external providers
	8.5.3.1 Property belonging to customers or external providers — Supplemental

	8.5.4 Preservation
	8.5.4.1 Preservation — Supplemental

	8.5.5 Post-delivery activities
	8.5.5.1 Post-delivery activities — Supplemental

	8.5.6 Control of changes

	8.6 Release of products and services
	8.6.1 Release of products and services — Supplemental

	8.7 Control of nonconforming outputs
	8.7.3 Control of nonconforming outputs — Supplemental

	8.8 Reliability, availability, maintainability, safety and life cycle costing
	8.8.1 General
	8.8.2 Reliability, availability and maintainability
	8.8.3 Safety
	8.8.4 Life cycle costing

	8.9 First article inspection
	8.10 Obsolescence management

	9 ​Performance evaluation
	9.1 ​Monitoring, measurement, analysis and evaluation
	9.1.1 General
	9.1.1.1 ​Monitoring and measurement — Supplemental

	9.1.2 Customer satisfaction
	9.1.2.1 Customer satisfaction — Supplemental

	9.1.3 Analysis and evaluation
	9.1.3.1 Analysis and evaluation — Supplemental


	9.2 ​Internal audit
	9.2.3 ​Internal audit — Supplemental
	9.2.3.1 General
	9.2.3.2 Audit programme
	9.2.3.3 Auditors management


	9.3 ​Management review
	9.3.1 General
	9.3.1.1 General — Supplemental

	9.3.2 ​Management review inputs
	9.3.2.1 ​Management review inputs — Supplemental

	9.3.3 ​Management review outputs
	9.3.3.1 ​Management review outputs — Supplemental


	9.4 Process reviews

	10 Improvement
	10.1 General
	10.2 Nonconformity and corrective action
	10.2.3 Nonconformity and corrective action — Supplemental

	10.3 ​Continual improvement

	Annex A  (informative)  List of processes
	A.1 Mandatory processes
	Table A.1 — Mandatory processes
	A.2 Recommended processes
	Table A.2 — Recommended processes
	Annex B  (informative)  Subordinate concept of requirements for products and services
	Figure B.1 — Subordinate concept of requirements for products and services
	Annex C  (informative)  Performance indicators
	C.1 General
	C.2 Process for defining performance indicators
	C.3 SMART principles for defining performance indicators
	C.4 Definition of performance indicators
	Table C.1 — PI definition
	C.5 Overview of PIs required or recommended in this document
	C.6 Examples
	Table C.2 — Examples of PIs
	Bibliography



