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Railway applications — Railway quality management system —

ISO9001:2015 and specific require mentsfor application in the railway sector
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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 supplychain,
and

— enhancing and sustaining product quality, including its safety aspects.
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3.1 Kigfa & 3L

3.1 Kigfa & 3L

3.1.1 &%
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3.1 Terms and definitions

3.1.1 System

3.1

business continuity

capability of an organization to continue the delivery of products and services within acceptable time frames at
predefined capacity during a disruption

[SOURCE: ISO 22301:2019, 3.3]
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[k :iso 22301: 2019,3.4]

3D

business continuity plan

documented information that guides an organization to respond to a disruption and resume, recover and restore
the delivery of products and services consistent with its business continuity objectives

[SOURCE: ISO 22301:2019, 3.4]
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[%7%:iso 10007: 2017, 5. 6]

3.101.3

configuration audit

audit performed in accordance with documented information to determine whether a product or
service conforms to its requirements and configuration information (3.1.1.5)

[SOURCE: ISO 10007:2017, 5.6]
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[k & :iso 10007: 2017, 3.2]

3.1.14

configuration baseline

approved configuration information (3.1.1.5) that establishes the characteristics of a product or a service at a
point in time that serves as reference for activities throughout the life cycle of the product or service
[SOURCE: ISO 10007:2017, 3.2]
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[4i&:iso 10007: 2017,3.5]

3.1.1.5

configuration information
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requirements for product or service design, realization, verification (3.1.3.12), operation and support
[SOURCE: ISO 10007:2017, 3.5]
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[&#%:iso 10007: 2017,3.4]

3.1.1.6

configuration status accounting

formalized recording and reporting of configuration information (3.1.1.5), the status of proposed changes and
the status of the implementation of approved changes

[SOURCE: ISO 10007:2017, 3.4]
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critical

criticality

characteristic having the potential of introducing high risks that can threaten quality, safety or business
performance, based on a risk assessment

3.1.1.8

R

RFFELOREE, TEMATRHE

E ks, HAEBE, eAEM, TRAH., RTEARATRERLTRE R,
E 2:FARLAERL R,

[k %:1S0/1EC 27000:2018, 3.28, #4&-LiHmiE 2, ]

3118

information security

preservation of confidentiality, integrity and availability of information

Note 1 to entry: In addition, other properties, such as authenticity, accountability, non- repudiation, and
reliability can also be involved.

Note 2 to entry: Information security includes cybersecurity.

[SOURCE: ISO/IEC 27000:2018, 3.28, modified — Note 2 to entry has been added.]
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3.10EY

multidisciplinary approach

way of working involving different functions and expertise in one team on a specific subject
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EXAMPLE Engineering, safety and procurement.

215100
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3.1.1.10

process owner

person who has the responsibility for the definition, application, performance and improvement of a process in
realizing its objectives measured by performance indicators, and has the authority and ability to make

necessary changes

Fok NI o 0945 E R
[#&i%:iec 62278: 2002, 3.35]

3.1:1511

safety

freedom from unacceptable risk of harm
[SOURCE: IEC 62278:2002, 3.35]
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[R#:iec 62278: 2002, 3.38]

51112

safety integrity level

SIL

one of a number of defined discrete levels for specifying the safety integrity requirements of the safety
functions to be allocated to the safety (3.1.1.11) related systems
[SOURCE: IEC 62278:2002, 3.38]
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ARizg A4 (3.1.1.11)

[%%:iec 62425:2007, 3.1.54]
3.1.1.13

safety-related

carries responsibility for safety (3.1.1.11)
[SOURCE: IEC 62425:2007, 3.1.54]

31114
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By
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3.1.1.14

site

location of an organization, having activities related to industrial products and services.

R bl 51 B

ABEHNF BB RS F OO fadoR B RBEA, AR, T3, BEFTRORL.

3.1.1.15

supply chain

system of organizations, people, activities, information and resources involved in transforming materials and

knowledge in a product or a service for the customer.

3.1.2 id42

3.1.2 Process

3.1.201

RS

e EASR(3.1.2.8) AT, ABITHRMT = B 7K, ARIEL ) EH & & Sk
E RS ITAEIET.

3121

commissioning

phase before handover (3.1.2.8) to a customer, in which a product is tested under operational conditions to
verify that it functions according to its specifications

Note 1 to entry: The product is then prepared to start operation.

3.1.2.2

X2

A B (3.1.2.18) AW BRF TR T B ey — R 553,

[R&:iso 21502:2020, 3.8]

3:1:2:2

critical path

sequence of activities that determine the earliest possible completion date for the project (3.1.2.18) or phase
[SOURCE: ISO 21502:2020, 3.8]
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3.1.2.3

deferred work
activity which is part of a predetermined sequence in a process that is delayed or postponed.

3.1.24
B
FAI
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AR e A (3.1, 2.16) T A2 @ 4T 89 — 40 AR B Ao 304 (3. 1. 3. 12) &)
3.1.2.4

first article inspection

FAI

set of inspection and verification (3.1.3.12) activities in order to validate a production (3.1.2.16) process.

315205

BESEoR

TRAT AR IR (3.1.4.3), AZHF MR E, Flmig., A FHRETREL,

3.1.2.5

gate criteria

acceptance criteria for deliverables (3.1.4.3) at gates in order to support the decisions to be taken, e.g. accepted,

conditionally accepted or rejected.

3.1.2.6
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3.1.2.6

gate methodology

project management practice to evaluate, at the end of each significant phase, the maturity of deliverables
(3.1.4.3) for moving to the next phase, with the proper risk assessment and mitigation plan.

Note 1 to entry: The transition between two phases is formalized by control milestones.
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3.1.2.7

good practice

process or method that has been shown to work well, succeeds in achieving its objective(s), is acknowledged

and therefore can be recommended as an approach

Shlrlie

i
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3.1.2.8

handover

passing control authority of the subject item from one organization to another, including transfer of

responsibilities to the receiving organization

3.1.2.9
S 3

LEEPAFTAEARRATONE(B.1.2.1),
E R AR E A — AN A,
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3.1.2.9

installation

phase after delivery at customer premises and prior to commissioning (3.1.2.1)
Note | to entry: Installation is a typical phase of infrastructure activities.

3.1.2.10

A o B A Ak A

LCC
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KA A

[ki&:en 13306: 2017, 11.1]

3. 1.2.10

life cycle cost

LCC

sum of the costs generated during the life cycle of the item

Note | to entry: For a user or an owner of an item, the total life cycle cost may include only those costs
pertaining to acquisition, operation, maintenance (3.1.2.12) and disposal.

[SOURCE: EN 13306:2017, 11.1]
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[kif:iso 15663:2021, 3.1.27]

el |

life cycle costing

process of evaluating the difference between the life cycle cost (3.1.2.10) of two or more alternative options
Note 1 to entry: Life cycle costing can involve quantitative and/or qualitative assessment.

[SOURCE: ISO 15663:2021, 3.1.27]

3.1:2.12
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212

maintenance

combination of all technical and management actions intended to retain an item in, or restore it to a state in
which it can perform as required

Note 1 to entry: Management is assumed to include supervision activities.

[SOURCE: IEC 60050-192:2015, 192-06-01]

3.1.2:13
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3.1.2.13

new technology

set of techniques which offer a significant improvement over the established techniques for the development
and production (3.1.2.16) of products and services which have never been part of the controlled activities of
the organization, and which can be beyond the state of art

Note 1 to entry: The inputs are generally originated from research or innovation activities.

Note 2 to entry: A new technology can be linked to a complete system, e.g. brakes, HVAC, electronics.

3.1.2.14

s
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[& % :en 13306: 2017,8. 6]

3.1.2.14

overhaul

comprehensive set of preventive maintenance (3.1.2.15) actions carried out, in order to maintain the required
level of performance of an item.

Note 1 to entry: Overhaul may be performed at prescribed intervals of time or number of operations.
Note 2 to entry: Overhaul may require a complete or partial dismantling of the item.

[SOURCE: EN 13306:2017, 8.6]

3.1.2.15
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3.1.2.15

preventive maintenance

maintenance (3.1.2.12) carried out to mitigate degradation and reduce the probability of failure
[SOURCE: IEC 60050-192:2015, 192-06-05, modified — Note | to entry has been deleted.]

3.1.2.16

%
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3.1.2.16

production

activities to realize products including installation (3.1.2.9), commissioning (3.1.2.1), overhaul (3.1.2.14) and
repair.

Note 1 to entry: Production is part of an organization's value chain.

315217
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3.1.2.17

product life cycle

time of the entire life cycle of a product from inception to design and manufacture, service, maintenance
(3.1.2.12) and disposal

3.1.2.13
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[&#%:iso 10006: 2017, 3. 3]

3.1.2.18

project

unique process undertaken to achieve an objective

Note 1 to entry: A project generally consists of a set of coordinated and controlled activities with start and
finish dates, undertaken to achieve an objective conforming to specific requirements, including the constraints
of time, cost and resources.

Note 2 to entry: An individual project can form part of a larger project structure and generally has a defined
start and finish date.

Note 3 to entry: In some projects, the objectives and scope are updated and the product or service
characteristics defined progressively as the project proceeds.

Note 4 to entry: The output of a project can be one or several units of product or service.

Note 5 to entry: The project's organization is normally temporary and established for the lifetime of the project.
Note 6 to entry:The complexity of the interactions among project activities is not necessarily related to the
project size.

[SOURCE: ISO 10006:2017, 3.3]

3.1.2.19
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3.1.2.19

project core team

people from different functions appointed to support the project manager in leading and controlling the project
(3.1.2.18).

3.1.2.20
I B g
x|, e, B, BHARSAE (3.1.2.18) MA@, UAMAA L AFZIG H B iRe93)
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Mo

[k & :iso 10006: 2017, 3.4]

3.1.2.20

project management

planning, organizing, monitoring, controlling and reporting of all aspects of a project (3.1.2.18), and the
motivation of all those involved in it to achieve the project objectives.

[SOURCE: ISO 10006:2017, 3.4]

3915221
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[k R :iso 10006: 2017,3.5]
3.1.2.21
project management plan
document specifying what is necessary to meet the objective(s) of the project (3.1.2.18)
Note | to entry: A project management plan should include or refer to the project quality plan.
Note 2 to entry: The project management plan also includes or references other plans such as those relating to
organizational structures, resources, schedule, budget, risk management, environmental management, health
and safety (3.1.1.11) management and security management, as appropriate.
[SOURCE: ISO 10006:2017, 3.5]

3.1.2.22

T B 2041

W 2a 8454, QIEE 2R N EALMAMAMATOMNE AL, P, RRENFAR(3.1.2.18)
[kiF:iso 10006: 2017, 3.6]

3.12.22

project organization

temporary structure that includes project roles, responsibilities and levels of authority and boundaries that need

to be defined and communicated to all interested parties of the project (3.1.2.18).
[SOURCE: ISO 10006:2017, 3.6]
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3.1.2.23

quality assurance method

method applied to qualify, verify or validate the implementation of requirements in order to focus on error
prevention rather than on error detection

EXAMPLE Failure mode and effects analysis (FMEA), failure mode, effects and criticality analysis
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(FMECA),quality function deployment, design reviews, finite element analysis.

Note 1 to entry: Quality assurance method can be used, for example, in design and development.

3.1.2.24
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3.1.2.24

quality deficiency cost

additional costs resulting from nonconforming products, services, processes or equipment

Note 1 to entry: Quality deficiency cost can be distinguished by causes (e.g. failures in tender-, design and
development-, production-, purchasing-project management processes) and by phase of occurrence (e.g. tender,
design, production (3.1.2.16), post-delivery).

Note 2 to entry: Quality deficiency cost can include:

— additional labour, material or other direct costs in the context of failures or changes due to incorrect design
and the resulting actions taken (e.g. rework, redesign, repair, repurchase, special shipments);

— costs due to downtimes;

— costs of scrap;

— costs of products rendered unusable or oversupply of storage;

— costs due to accepted third-party claims and costs due to claims not asserted by the organization against
third parties;

— costs due to penalties for default or delays.

EXAMPLE Some examples of quality deficiency cost include nonconformity cost, cost of non-quality, cost of

poor quality, lost cost, compensation cost.

315225

B JRE X

ML R R T4 LA B T3, riEAeAa X TR (3.1.2.18) .

[k /&:1S0 10005:2018, 3.2, MH-RELK “HEHX|” L&A “@ARTHX]” , EXFH “3FL”
LREA “FA” . ]

3.1.2.25

project quality plan

specification of the actions, responsibilities and associated resources to be applied to a specific project
(3.1.2.18)

[SOURCE: ISO 10005:2018, 3.2, modified — the term has been changed from “quality plan™ to “project
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quality plan™ and “object” has been changed to “project” in the definition.]

3.1.2.26

45

A2 23RS 3.1.2.8) B A AN E (S5 EBER) AIMHFAL,
3.1.2.26

transfer

complete or partial handover (3.1.2.8) of processes to an internal site (multi-site organizations) or an external

organization.

3.1.3 XK

3.1.3 Requirement

3.1.3.1 T A

BAROFEMST, B4 ZANERELHETERERA, &t TRTAEHRGREMNRS, BIRET
Fir & a9 53R R

[k :iec 60050-821:2017, 821-05-82]

3.1.3.1 availability

ability of a product to be in a state to perform a required function under given conditions at a given instant of

time or over a given time interval assuming that the required external resources are provided

[SOURCE: IEC 60050-821:2017, 821-05-82]

3.1.3.2 HRkFR

HZ SRR FIATH ARG F K

Bl: SRIEEEMIE, ARKFWHTE—T 5RO THM,

E 1: LA Bo

3.1.3.2 functional requirement

requirement that specifies a function that a product or a service performs
EXAMPLE Railway loading gauge, possibility to add a car in a metro vehicle.
Note | to entry: See Annex B.

3.1.3.3 £ 2k

MEFRRIRFOARRR/ TEA/ AT E AR L/ TRAA/AMFED, UPITERDREGT K.
#l: €8, SR, EHO%, CREEK, AL GERE).

EO1: LM A B

3.1.3.3 integration requirement

requirement of a product or service to describe how a constitutive system/subsystem/component interfaces
with others, to perform an integrated function.

EXAMPLE Weight, external dimension, kinematic envelope, power supply requirements, network.
(communication).

Note 1 to entry: See Annex B.

3.1.3.4

=T 4t 47 &

EHEOEREET, 1 RAE OIS F T RITHIS(3.1.2.12), 4R AR 6918 B S04 TR RIK
BB RE BTN E ALY IR S 6958 7
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E LA ROFHOEN TR RO T @, o B E

(3.1.2.12) . TAMK. S EFALY TR,

[ % :EN 13306: 2017.4.5, #5#-3%m T IEC 60050-192: 2015,192-01-27 #5 % Bix 1. ]

3.1.3.4

maintainability

ability of an item under given conditions of use, to be retained in, or restored to, a state in which it can perform
a required function, when maintenance (3.1.2.12) is performed under given conditions and using stated
procedures and resources.

Note | to entry: Given conditions include aspects that affect maintainability, such as: location for maintenance
(3.1.2.12), accessibility, maintenance procedures and maintenance resources.

[SOURCE: EN 13306:2017, 4.5, modified — Note 1 to entry from [EC 60050-192:2015, 192-01-27 has been
added.]

3.1.3.5
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e

-inE;

—if H‘j‘;

= T AK.

3035

non-functional requirement

technical requirement that defines attributes serving as constraints or restrictions and ensuring the usability and
effectiveness but not affecting the functionality of products and services
Note 1 to entry: As shown in Annex B, non-functional requirements include:
— performance requirements (3.1.3.8);

— integration requirements (3.1.3.3);

— other non-functional requirements.

Note 2 to entry: Some examples of other non-functional requirements are:
— colour;

— corrosion control;

— electro-magnetic interference/electro-magnetic compatibility (EMI/EMC);
— noise;

— reliability, availability, maintainability, safety (RAMS);

— aluminium car body;

14, 87



1S022163:2023

— labels;
— obsolescence;

— usability.

3.1.3.6

FHRE K

o o IR AT E K

i 1: LA B,

5. kA5, AH3k, REKIE, 3E), A8, )HE, %

3.1.3.6

non-technical requirement

requirement affecting the delivery of the product or service

Note | to entry: See Annex B.

EXAMPLE Warranty, payments, quality assurance, training, communication, time, commercial.

3137

B8 R L

F o RIRF A H ALK (3.1.3.10) 9 L AAZ L. ¥

1: R"GE, EATK, B&EH, EAKH. ¥

2: TR, AR, TEHR,

3.1.3.7

operational maturity

degree of fulfilment of the technical requirements (3.1.3.10) of a product or service
EXAMPLE 1 Not existing, under development, ready to use, in use.

EXAMPLE 2 Not fulfilling, partially fulfilling, fully fulfilling.

3,188

HEREF K

B BRIRFELERNGE K,

& 1: LI# B.

l: RARE, RAARE.

311318

performance requirement

requirement that specifies the result that a product or a service reaches
Note | to entry: See Annex B.

EXAMPLE Maximum speed, maximum acceleration.

3.1.3.9

T

AR B[R, SENFHT, BELRALKERIANES)

E 1 — AN B 6T S T VAR AR B 69 %A B R/ Fe— F P 69 K Ok T H R 4 e B ] 1A g A 49 5T H
T H .

E2: B AT E R AT B E O KF, K AAREIE D] 69T A B 49 B Z R et L E
FRIRAS8Y T MiE1+ i kéd.

EOAXBRFRT, TUAFELATHERNEEHE, AL TN R GERAH. B3,
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NEHF) .

E AR FMT ST A (3.1, 2.15) #HsbFodp /E 4R XAe K14,

[k % :1EC 60050-192:2015, 192-01-24, 4 - 4= EN 13306:2017,4.1 K B &9x# 1,2,3 4 4. ]
3.13.9

reliability

ability to perform as required, without failure, for a given time interval, under given conditions

Note 1 to entry: The reliability of an item can be calculated from the observed failures of it or/and a set of
comparable items during a given time interval.

Note 2 to entry: The forecasted reliability of an item expresses the level of confidence on it, estimated from the
observed reliability of comparable items and the knowledge about its actual state.

Note 3 to entry: In some cases, a given number of unit of use can be considered instead of a given time interval
(number of cycles, number of running hours, number of km, etc.).

Note 4 to entry: The given conditions may include preventive maintenance (3.1.2.15) actions and operational
modes and conditions.

[SOURCE: [EC 60050-192:2015, 192-01-24, modified — Notes 1, 2, 3 and 4 to entry from EN
13306:2017,4.1 have been added.]

3R1E3510

HARAZK

XS BIR AT E K

ELRRFRTURS MM, L TURIEHEMEL,

E 2: L4 B

3.1.3.10

technical requirement

requirement that defines the features of the product or service

Note 1 to entry: A technical requirement can be functional or non-functional.
Note 2 to entry: See Annex B.

B2 1530

L2

R BRI, A E TR RS B ey 2 K FE B,

[k & :is09000:2015, 3.8.13, #&-F B&EH 1. 2 4= 3 LHMK. ]

3.1 511

validation

confirmation, through the provision of objective evidence, that the requirements for a specific intended use or
application have been fulfilled.

[SOURCE: ISO 9000:2015, 3.8.13, modified — Notes 1, 2 and 3 to entry have been deleted.]

31.342
B

BHREENEREAAATH LR HL

[k %:i509000:2015, 3.8.12, & -5 B6EH 1. 2 f= 3 THM%R. ]
3.1.3.12

verification

confirmation, through the provision of objective evidence, that specified requirements have been
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fulfilled [SOURCE: ISO 9000:2015, 3.8.12, modified — Notes 1, 2 and 3 to entry have been deleted.]]

3.1.4 Ffe TR

3.1.4.1

8 44

A 4% = 67 R RA2H) B 6 R AN A T 5Bl fe/ B A TAHR R IR LT ik #p 69— TR A 69 = &
E O ANAZEM AT RRR S —AMAMRARE, PleddhiA,

[% % :en 15380-2:20 6,3.11]

3.1.4 Product and tools

3.1.4.1

component

uniquely identifiable product that is considered indivisible for particular planning or control purpose and/or
which cannot be disassembled without it being destroyed.

Note 1 to entry: A component for one organizational group may be the final assembly of another group, e.g. an
electric motor.

[SOURCE: EN 15380-2:2006, 3.11]

3.1.4.2

FEEE

WA T MA LR E LR UAARTFEGEA (B.1.3.1) 89F#,

3.1.4.2

consignment stock

inventory owned by an external provider but held by the organization to ensure the availability (3.1.3.1)of

parts.

3.1.4.3

T AT AR

SN NS SE R PR O o

Bl: A&, RF. AP FM, E0FM, £49 50, WRBE, WRRE&, 3F0, S50 4.
3.1.43

deliverable

output for the scope of supply to fulfil defined requirements

EXAMPLE Product, services, user manual, training manual, maintenance manual, test reports, test equipment,
training, spare and support parts.

3.1.4.4
(A% 2 2] #2 69) A\ KB

8D

AR NA FRB R RT ik, RX—RF| T HERME =&, IRFFiAL b o9 FRA

E A BGRRA. HERFHBRR R HIAAE] A,

2 2:8D PlAMAARAE S T ATRASAT L EHE, B PN ARE, XIEFMORE, &
3:8D LAV @ 4L A WA~ 3k (4D) o

3.1.4.4

eight disciplines (of problem solving)

8D
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team-oriented and systematic approach defining a sequence of steps to resolve problems in products, services
and processes

Note 1 to entry: Its purpose is to identify, correct and eliminate recurring problems.

Note 2 to entry: The 8D problem solving model establishes a corrective action based on the analysis of the
problem and focuses on the origin of the problem by determining its root causes.

Note 3 to entry: The 8D model can be reduced to four steps (4D).

3.1:4.5

HIFRE AT A2 EHH F 4

FRACAS

A RS AR R 2B R R F AT A KRR A9 T E M AY R AR

[k :iec 60050-192: 2015, 192-12-04]

3.1.45

failure reporting analysis and corrective action system

FRACAS

closed loop process used to improve dependability of current and future designs by feedback of testing,

modification and use experience
[SOURCE: IEC 60050-192:2015, 192-12-04]

3.1.4.6

B € o

KPI

WK & E A RFNG AR, A TN ROMS MG MR AN ARG HERDEXT LM LS B AR
(BT

E 1:KPl T ARTUAMMAE B4R &

X 2:50LHA 3,

3.1.4.6

key performance indicator

KPI

performance indicator, selected by the top management, to evaluate the performance of the RQMS and its
business objectives that is critical (3.1.1.7) to the sustained success of an organization

Note 1 to entry: A KPI can be a combination of several performance indicator (PIs).

Note 2 to entry: See Figure 3.
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B 3 -Hfrb XS AR XA

Kot

1 A Pl 54 180 9001 (XL 4.4.1)

2 Pl 54 180 22163 AbmArE (L 9.1.1.1)
3 KPI 4 180 22163 #h7tr/fe (L 5.3.1)
Key

1 PI according to ISO 9001 (see 4.4.1)

2 PI according to supplemental ISO 22163 (see 9.1.1.1)
3 KPI according to supplemental ISO 22163 (see 5.3.1)

Figure 3 — Relation of Pls and KPlIs

3.1.4.7

Bk 45AT Pl

B ALA Mo/ R HIEAT A d2 R G ARAR, AR TF A2

E SR TAEEAAGALAX, LTRSS TARSAETES /X

3.1.4.7

performance indicator

PI

indicator measuring the effective and/or efficient operation and control of a process but that is not limited to
processes

Note 1 to entry: A performance indicator can be related to a single process or to multiple processes or any

activity.

3.1.4.8

% &

G 75k R —A R EOHEK, AT LEAAN R RETHIIRATE 2 RH, R LETHERTREL
FEREHR,

[k :iso 13053-2:2011, 2.19]

3.14.8

poka yoke

prevention method designed as a simple technique to prevent either anyone from making unplanned or
unwanted changes to a system, or any errors from negatively impacting on a system

[SOURCE: ISO 13053-2:2011, 2.19]

3al-4.9

4 k%

i e A R IR 500 T B ARk &

Mk, TR, 2B, &B R#K, &F, MAE, H4LEFTH,

E 1 FIRE Qe T. BELT) THEMALFRE.

3.14.9

production equipment

tool or device to make products and provide services

EXAMPLE Machineries, tools, jigs, fixtures, templates, textures, test benches, software production tools.

Note 1 to entry: Handcraft equipment (e.g. hammer, screwdrivers) is not considered as production equipment.
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3.1.4.10

PR 45 %)

BEAAREL AR AABAATRERN TRAWAEZ B AHGHER

et e (FIFO), WMFREG,

3.1.4.10

Shelf life control

technique aimed at ensuring that the inventory is not overaged or regarded as unserviceable for the purposes
for which it was originally manufactured.

EXAMPLE First-in-first-out (FIFO), monitoring of shelf life.

3.1.4.11

BT A

PAT — 407 B VA L4 AL PAT 89 31 HEAUAL

TR RGBT R RAALT . BBE, A H TR, EFIHRALITR,

3.14.11

software tool

computer programme that performs a set of functions to support the execution of a process

EXAMPLE Software programme, database, computerized spreadsheet, electronic file or web tool, bought from

the market or developed by the organization.

3.2 %45

%5 R L)

ATE 8 K % &

EPPPS SRR A AL, AR S
FAI AHE R

FMEA K AR X Ao % o 5 A

FMECA % & 4% X, % mfe X 41t 5 47
FRACAS #& iR & 947 5 4 E#46 & 4
KPl X447 848 4%

LCC A G JB 3 R A

LLRU RIK® ¥ T

07D s g

Pl 5 A A AT

RAM TR, TR, TR

RAMS T, TR, T, AN,
RFT B R E

RQMS BRI R FEREKFZ

SIL FATEMFR

SMART Bkey, THEM, TR, MXe), AAELREY
SWoT A % HAUe B
8D i o) RR6Y ik

3.2 Abbreviated terms
ATE automated test equipment

EPPPS externally provided processes, products and services
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FAI first article inspection

FMEA failure mode and effects analysis

FMECA  failure mode, effects and criticality analysis
FRACAS failure reporting analysis and corrective action system
KPI key performance indicator

LCC life cycle cost

LLRU lowest line replaceable unit

OTD on time delivery index

PI performance indicator

RAM reliability, availability, maintainability

RAMS reliability, availability, maintainability, safety

RET right first time

RQMS  railway quality management system

SIL safety integrity level

SMART specific, measurable, achievable, relevant, time framed
SWOT  strengths weaknesses opportunities threats

8D eight disciplines (of problem solving)

4 AR

4.1 FRARLA S F A B

H AN € 5 5% B R ER IS T3 [ A 5 3 52 M L S0 0T 0 B 2 U030 45 SR 1) 8 0 1) % o 8 0 P A
F

EH 2R R0} A e A PN B R 2 AR (R BT IR AR . 3

1. JXELLR 2R 0] G ALHE i B3 B8 1) A 1 A0 £ i 22 R B AR A

¥ 2: FEKATEPR, HE, tXAS A SMEEEN, R, 4. 1. Uk, (S MAEFRE:
MR, AT EBIMBIAE.

M 3: FEEGHAMNMEMR. Xt FIRMSUEEERXEE, AT IEENTHE.
4.1.1 TREERLFE—FE

4.1.1.1 ARXNAZ G KRG T @, BEEHRRTHEN T ARG M TSR,
WP EYHR— 0 E R 5t R, FEFELEITIEF,

VE R T AR B EAUE A B AR T B89k S it R R R .

W5 R g

a) 2% HAiF;

b) 77 3% k5% ;

c) FouAelR 8508, GLIEH L AR F 09 At R], Ao/ R4, QAR H KRS,
E 2: MRS RED TN G, EN G —H 5.

d) EREIPFaMmE (L 9.3.3);

e) WRARK (L 7.1.1.1);

P AREYRA[eFopid (1, 6.1) ;

E 3 SWOT 247 T B T &k HLR) o 69 KU Ie & 3,

9 LHELH (L 6.1.4);

h) B9 % KA HR 2

i) 48X 7 (B 9P 3REETT) AR N

D#RARAFEFEEAEZ LTI M,
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k) # BN &Y 4L 4R 48 7 .
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D&, AW, Shefedtik (it A) o

4.1.1 Understanding the organization and its context — Supplemental

4.1.1.1 When planning the strategic direction of an organization, business planning shall be considered to
ensure sustainable product and service quality.

The organization shall document at least a summarized business plan and review it on a yearly basis.
NOTE 1 The organization can decide to exclude confidential information from the summarized business plan.
The business planning shall consider:

a) business objectives;

b) market strategy;

¢) product and service strategy, including development plans of new products and services, and/or processes,
innovations and phase-out strategies;

NOTE 2 Research and development activities can be considered as part of innovation activities.

d) outputs of management reviews (see 9.3.3);

e) resource planning (see 7.1.1.1);

f) risks and opportunities of the organization (see 6.1);

NOTE 3 SWOT analysis can be applied for managing risks in business planning.

g) business continuity (see 6.1.4);

h) needs and expectations of customers;

1) inputs from interested parties (e.g. external providers);

j) impact of changes in technologies and in statutory and regulatory requirements;

k) organization capacity considering the forecast;

1) merger, acquisition, outsourcing and transfer, if applicable.

4.1.1.2 sbk it R g L F &

a) IhEfAE H At X T H KT (2R BUR., FREARY. 2R IRFEA, FoRFOFELLLEE
K);

b) R L2 89M F LB A ;

o) b 3t X4 s 69 £ 4 A8

d) 18 7y dk FF X3 dir ol 694750

4.1.1.2 This business planning should consider:

a) change of external trends and interested parties' needs (e.g. economic policies, environmental protection,
social or cultural issues, information security needs for products and services);

b) the fiscal year calendar of the organization;

¢) an appropriate communication of business planning outputs;

d) actions as output of business planning review.

4.1.2 41

iRy E WSy Y S

£:18026000 X #9Hs TMRMBEEL., AR, FIRK, TR, MEERK, ARAPA, X5
SFe K.

4.1.2 Social responsibility

The organization should consider social responsibility principles.

NOTE Core subjects defined in ISO 26000 are organizational governance, human rights, labour practices,the

environment, fair operating practices, consumer issues, community involvement and development.

4.2 FRFFAHRTT B SR A S
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A 5 5 3 AH ARG s SR A5 I 25 S oK B PR VARV R SR ) 77 it A Il 55 1) i 1 B A S i Bl 7 5
e, [RIG, 2 2R R E -
b) 5 R E A RA R ER .  HERIE AP B I B A 57 145 B R FA R EKR .

4.3 e i EAA R B

LN E R B AR R I A RE Y, DA e LTS . ERE TR, ARNEE:

a) 4.1 RIERIMIFENEEANA BN A

b) 4.2 KA RTT I ER

c) AL AR .

AR AHR Y 2 0K E F T A S0 2 1 R B B AR AR VG, A SR St AR E ) 2 i K

A R PR RVE A AOCE R, TSR RIS, G MR TR R i RS,

S R DR i AR 55 SRS O RE JJER ST, X G oo 2 A AN AR FE i), 5 AT AR S A B A 22
K.

4.3.1 MR R EFERZGTELEA—ALL

40 4237 7 4 £ ROMS B4R & K 6934 R Aw & J 1k .

E: WM ERRYRALAHRER, EARROBLEE EHH, SEES)MXNGEH. T,
MR % Ao KT 3| A AEM

4.3.1 Determining the scope of the quality management system — Supplemental

The organization shall also determine the boundaries and applicability of the specific requirements of the
RQMS.

NOTE This additional requirement does not affect the flexibility of organizations. Activities, products, services
and requirements that are linked to timely bounded organizational setups (e.g. multi-site, transfer of processes)

can be put as not applicable.

4.4 JREF IR R RIS

4.4. 1 AL NARIRAPRUERZR, EL, SChE. (REFARRSO RS A R, ORI R A B
.

20 2R S o o L B AR R PTG I R S AR AN AR R, HONE:

a) B A R BT A N RO EE f e

b) Fiffy 5 3K L ik R (1) G AR LA A

c) Hfy s RIS FH B o B R vk CELFEIEAL. DU AAH RG0S dE bR, LAt g Rosirffes);  d)
fif 2 X 63 R P 75 1) B U0 i O L AT A

e) Z3 Ftix e A2 i HR 5T AR 5

£) %M 6. 1 BOZESRBON RURE AHLIS

@) VT IX L FE, SEHEPT R E, DIFAfRSCILIX SRR A R;  h)

SO AR R B A R

4.4 2 TELERTEEAAEE L, A48N: a)

TRFERCCE B A R T

b) TR RS AE B DA S HO R ok R kAT

4.4 3 REFTRKRERLIE—iIL

4.4.2 a) Pirfld A2 Ao R ARG UL (LMt a) R E)ViRE 441 a) % 4.4.1 e) FHF
£,
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E AR AT B4R X FT, SAEA, L. R, RAZE R TAERALEF A XA AR
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Lt

E 2:LCTARAEIL ROMS if £ id42 . ARHBLAIRENIIA ZK, CMNTARALREL R, BEANE &
3: ARG B MAYiE BRI 9.1.1, AR C T —F AR,

LR

a) LR TAREY Bk 40,

b) A BidAEA TR (L 7.4), ARAR T MBI,

4.4.3 Quality management system and its processes — Supplemental

The documented information in 4.4.2 a) for the process description of mandatory and recommended processes
(see Annex A) shall cover as a minimum the requirements described in 4.4.1 a) to 4.4.1 e).

NOTE 1 Processes can be documented in procedures, instructions, method descriptions, flowcharts or
workflows etc. supported by software tool and templates.

NOTE 2 Processes can be covered by the organization according to their RQMS. They can be single,
combined or split by the organizations, provided that all requirements of this document are fulfilled.

NOTE 3 Detailed requirements for performance evaluation of the processes are described in 9.1.1 and further
explained in Annex C.

The organization shall:

a) document a hierarchical structure of its processes;

b) communicate processes and process changes (see 7.4) and ensure that people are aware of the processes;

5 NSEA
51%%#%%%%
5.1.1 @ e ERE NOm PL R 5T, UESEH R EAA RS ERAIAR:  a)
X o B B AR AR A R £ T
b) #WatrililE B EEHEARKBEAHAEE R, HS5HEAREAHERN, 55887 mAHE—FG
c) BRPRA B R R DR BN S L & 75
d) A2 A R R g v R 3T RS (1 S8 4
e) LRI BB B AR 2R T 5 1 R RS T R A1) 5
£) VAIEA MRS EHAT S RS AR RERMEEE; g
mﬁxigﬂwﬁi%iﬁ%ﬁ
h) (RN GBS Y, $8SRSCRROA 0 B EAA R 1A AR DTk
i) Rk
J) SR HAMAE SCE B E IR ST B A RIES S 1EH
e APREFRR %" —idgnl ) SOhERE A RASAE H W 0iEs), TieRAHE. E. BERlE
EEHFHA.
5. 1.2 AP A FEHE 5
S5t e B B BB L R OR AR 5T, IE S USRS A S AR R A S A R i
a) BASE . FRMFIFRESEHH L P2 TR DRGE H SR LK
b) e ARG KU FIATLIE, 1 XU RS R LA 1T 66 52 e 7= i R0 IR 55 B 5 #s DA B R S 2 i B RE /s o)
GRZLE T iR A
BEOT I SR NN A A T B S 22 B T HR 9% B A o B T BA

5.2 Fkt

5. 2. 1 il 52 Joi & 5 %
AR N E . SRR R E TR, RN

26/ 87



1S022163:2023

a) &M LRI B MIA B I SORF AR 77 [k 5
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b) JESL R H R R BEHESE,
c) LI L E ORI AR
d) ALHE R O T B AR R I K
5.2.2 VBT ETE BT ET L
a) AIREUFORFF LS B 5
b) (EHL N RS BENMA; o
EHEE, AONE AT TR
5.2.3 REHH—AL
J & 77 o R R
a) & & M ;
b) il & 2 ;
c)ZAE T M.
A LALLM THRERB S RARFOLL.
E 2 REARATAHT U FRE,
E REHFHRNNERTAHG NS KTMRSEE, WAL 1S0 9004:2018, 7.2,
5.2.3 Quality policy — Supplemental
The quality policy shall address:
a) failure prevention;
b) customer expectations;
¢) safety aspects.
NOTE 1 Safety in this document means safety of products and services.
NOTE 2 Quality and safety policies can be addressed separately.
NOTE 3 The quality policy forms a part of the overall corporate policy. For more information, see ISO
9004:2018, 7.2.

5.3 HE AL, BRI AL PR

e E T MRS R AL 5T BRSBTS, VAEMEEAE. BB Mo IR ST AIBR,
Ux:

a) FROR BT B HAR RAT & APRAER K

b) fffR &I AR AT H TS

c) G A RE ARSI SGHNIZ (I 10. 1), Rl s B A

d) FTRAEREA L HE S LA R S £

e) R S R0 St o B A 2R A T I AR L e R

i TR0 & B AL LR U S, R R AR DT ABUR — MR A AR 2, (B R34 K 1] 8t
5.3.1 AR A&, BugfRk—ilL

R EEE:

a) & L XL ISR, vMRAEFA4EH] ROMS (LM C) 5

b)iEdrdAZAE [N 4.4.1 €)];

c) iLF AR B £ A & (il R IMA ) 9 IRFT Ao AR 4G 2 37 ;

d) ek F FARPUTRE, FRBRENAERE (B1552) TFSEReHF LT f2 R 4 & 3R $-0942 4,
E T EROREGRIALE BMEHAEREL, do ) Am,

42 AR Al K G S R L AF 8915 &

BAAESERGHERNT, Rz L fERLfE,

5.3.1 Organizational roles, responsibilities and authorities — Supplemental
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The top management shall:

a) define KPIs to enable steering and control of the RQMS (see Annex C);

b) appoint process owners [see 4.4.1 ¢)];

¢) document and communicate updates of responsibilities and authorities for relevant roles (e.g.process
ownership);

d) appoint representatives independent from the process execution and empower them to stop the process or
production or service provision if quality, including safety requirements, are not met.

NOTE The required degree of independence of the representatives is proportionate to the size of the
organization, e.g. small organizations.

The organization shall retain related documented information.

In case of delegation of tasks, this delegation should be defined and communicated.

5.3.2 AALPTA & A9 IR T A= AR TR

MR IRT RS, AR E A S 4.4 FIFIERARIR 4.4.1 d)].

TIRT R W R = B LA A A R

5.3.2 Responsibilities and authorities of process owners

Process owners shall be responsible for the process conformity to requirements listed in 4.4 except availability
of resources [see 4.4.1 d)].

This responsibility shall be defined and ensured by top management.

6 &KXl

6. 1 I 0T XU FIATLIEE F it

6.1. 1 fESRRIT REHMAE RN, HENHRR] 4.1 Fri KMHEEM 4.2 Frie R iEsk, FHah e B i S
RS AL, DA

a) FfOR o7 BLAA & e ST I LT 45 2R

b) 5 FIF0E 5

) THBH BRI AN o0 5

d) SEIoitE.

6. 1. 2 LN R

a) NXT X K AALE i 5E;  b)

]

I fEEEHRA RS IF LR (W 4. 4);

2 VP IR LS A R o IS4 it S 5 ARG FIATLAE X 7= it A R 55 EAT 8 7 B e A B

T L OO USSR AR KU, Dy SRATE AT XU, TR SR, SO RS AT REMEERE SR, 7 H R
W, BEEAE BT o ) e ST AR XU o

F 2: VUEFTREFECRAFSLE, MW, R, MEwBE, B EEKERR, R
AFIHADRTAT 2 b, PARONZH A sl & 1) 75 2R

6. 1.3 B XA e An Ui 6 156 A

6.1.3.1 AR mE 5., Fk‘ARERN LA E LI,

LA AL B @48

a) 6.1.1 #= 6.1.2 Fr#Y &L,

b) AT R, PLRFeil it B IF F A= £ 47,

o) & g Aol itid, HFFoiT M R 0915 &

d) & & & B R RATH AR
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e) A IEN (R TFREHEAR) .
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E 1: 7k (G FMEA, SWOT) T Al T8 A, #Hldeid4Z, Rt 5F L. A ERE> TR,

& 2: X% FMECA 8977 5T Al T XA LR B (i 248 X) 49R&.

6.1.3.2 sbot, ZIAEE:

a) iL il & Ao S AR 5 A 5 R e A L2 iP5 F EAa T ) 69 IR & T4F;

b) ZRKK M % F ik 7 kit AT e AL 1FF o

6.1.3 Actions to address risks and opportunities — Supplemental

6.1.3.1 The organization shall establish, implement and maintain a risk and opportunity management process.
This process shall include:

a) the requirements described in 6.1.1 and 6.1.2;

b) a regular review and update of risks, opportunities and actions;

¢) the retention of documented information from risk and opportunity assessments, reviews and actions;

d) the definition of criteria to determine the need for action;

e) the evaluation of its effectiveness (e.g. based on quality deficiency costs).

NOTE 1 A methodology (e.g. FMEA, SWOT) can be applied for managing risks, e.g. in processes, design and
development, projects or production.

NOTE 2 A methodology like FMECA can be applied for managing risks of critical functions or items (e.g.
safetyrelated).

6.1.3.2 In addition, this process should:

a) involve customers and external providers in joint work on risk and opportunity assessments,reviews and
actions;

b) require a multidisciplinary approach for risk and opportunity reviews.

6.1.4 W %% 40

MLAN

a) ARAEA Ak FRE 691 F A, AERGHILT (Blde, @id2 NG H X)L, BE, ALk HEs:
PR, HRIF E KLk Sk R

b) Ak Sk s

2 3Lk RSB AT A T

E 12T TRDA:

- B ;

— B A B

—5 5 ) $E

-REHK,

- XA IREHKE;

—I% R

—HEAEITR], AR A EEXRETRHXBAL;

-F &HK;

-4 ;

- K ;

-RER AR,

E AR LS EGHGFEMNE, FHHL 1S0 22301,
6.1.4 Business continuity

The organization shall:

a) establish, verify, validate, if applicable (e.g. by means of periodical tests), and regularly review its business

continuity plan based on an evaluation of its business risks;
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b) manage its business continuity;

¢) define responsibilities for business continuity actions.
NOTE 1 Business risks can concern:

— interruptions;

— interruptions in the supply chain;

— labour shortages;

— critical technologies;

— key production equipment failures;

— field returns;

— succession plan, in particular for key roles critical to quality;
— information technology;

— communication;

— losses;

— emergencies or crisis.

NOTE 2 For details on business continuity, see [SO 22301.
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7.1.1.1 General — Supplemental

The organization shall establish, implement and maintain a process for resource planning, approval and
control.

This process shall include:

a) the resources needed for people and infrastructure as a minimum for the execution of processes [see 4.4.1
Ay

b) the impact of the current order book and forecast;

¢) the impact linked to risk provisions (e.g. in case of potential scarcity of resources).

The organization shall retain related documented information.

7.1.2 A

AL E I BC R TR AN, DI RCER R AR, Frgfr Ash g .

7.1.3 FEEHBE A SN E . SROIFLE BT TR ARSI, LUSATI AR, JFIRE AR AR S .
T SRR AT LA

a) HEHYIRIR S

b) e, AR

c) IBHBT;

d) 5 EMEERAR.

7.1 4 SFRETHE

HANHE . R4 RN, s, e a5 MRS .

H: EEMNEBESITHETREANER SYEERNLSE, .

SRR (EHEERL. 2E. BRI

b OHREER (Wi k. PE RS . RS

y AR (R, A&, B, R, SREuE. P4 WA, BTFITRERSE SRS AR, X
SR R RRAFE R EER .

7. 1.5 WS ALANH0 = 55 U5
7.1.5.1 &0
7R FE W A ) e B P S AR S5 R A BRI, AR E IR AL TR IR,  DARRIRSS S R a]

=
HEe

2R 2 LA R i B B ) B UL«
a) AT R B M LA & B Y 4 E S5
b) HHI4EY, PfRFEEE S M.

33/ &7



1S022163:2023

AR B E A OB B, My AR & B S A A& HE S .

34/

87



1S022163:2023

7.1.5.2 PR

R E YRR, BRI il YR S AT R 45 R A R R, I R R

a) of HE e DU ) [ i SRR W b, HE BRI F T 1) ] B A A5 P T b AR A (B0 K
UAAFAE EIRbRAERT, I OR B A D e G R 3 1 B AS B

b FLLRA, PAfE HOIRE

o TLARY, Biibi %, $RIRECEm T S B R IR A A o Bl E 45 R i R R

LRI RS ART S U, AN E AR EE5 R R R B 2RI R,  ERT R EL
ST NE T

7.1.5.3 TR 5N F—4F A

MRS, FFRIIAT AR AR P AE A 69 B ALAN TR AR T A ST AR IR E Ay 1T AR,
EAAL R 645

a) 7.1.5.1 4= 7.1.5.2 AE )£ K;

B HAMBEAXRMNETRXLERESLAMAEN, WfTHELERRZOL 7.1.5.2),

ARG RAFX LT RGBT E, TRALA, E—AFIR, ZERATA AR RN Gt T
2.

E 1 BAAN TR T AR AN, RN, ATE AT A ARRRFENLEN, ZLEFENA
WA, AT R GRS F P RS R B RE XS,

E 2:% 0 180 10012,

A FAT AR A S BRER, AR

Q HIARFiEARUCEN;

o FPRIRILF AL S AT AR BRIE.

B RIS R AT R R

O AR R IRTEAY M F TR A E—RIR;

) BEATAR B R IE AT B

g) A TR A FARAE GoE k) ;

h) A T4 R EA942 5.

7.1.5.3 Monitoring and measuring resources — Supplemental

The organization shall establish, implement and maintain a process for calibration or verification, or both, of
monitoring and measuring resources as well as of tools used in special processes.

This process shall include:

a) the requirements defined in 7.1.5.1 and 7.1.5.2;

b) how to react when monitoring or measuring resources or tools are found to be unfit for their

intended purpose (see 7.1.5.2).

The organization shall retain related documented information.

The organization shall maintain a register of these resources recording their type, unique identification,location
or person in charge, intervals for calibration or verification (e.g. in a software tool).

NOTE 1 Monitoring and measuring resources can be: test hardware, test software, ATE or plotters used to
produce inspection data. This also includes equipment that is personally owned, developed in house or
supplied by the customer or an external provider.

NOTE 2 See also ISO 10012.

In case of internal calibration or verification, the organization shall:

¢) establish related methods and acceptance criteria;

d) ensure that ambient conditions are suitable to carry out calibration or verification.

The records of calibration or verification results shall provide:

e) the unique identification of the measuring resource calibrated or verified;

35/, 87



1S022163:2023

f) the date(s) of when the calibrations or verifications were carried out;
g) the reference standard (e.g. gauge blocks) used to calibrate;
h) the procedure used for calibration or verification.
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7.1.6.1 Organizational knowledge — Supplemental

7.1.6.1.1 Regarding organizational knowledge, the organization shall:

a) manage return of experience including:

1) identification, documentation, implementation and update of good practices and lessons

learned;

2) communication of good practices and lessons learned to relevant processes and active projects;

NOTE Return of experience can be derived from, but not limited to, nonconformities, RAMS/LCC
data,customer complaints, internal audits, external provider audits and benchmarks.

b) allocate responsibilities for knowledge management regarding products, processes and projects(e.g. in the
job descriptions);

¢) transfer knowledge when required, e.g. people joining or leaving the organization.

7.1.6.1.2 The organization should establish, implement and maintain an organizational knowledge management
process for adequacy to achieve conformity of products and services.

Regarding organizational knowledge, the organization should:

a) use a software tool to share its knowledge;

b) encourage knowledge sharing by networking;
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¢) protect knowledge from unintended disclosure outside the organization (e.g. knowledge gained from
experience; lessons learned from failures and successful projects; capturing and sharing undocumented

knowledge and experience; the results of improvements in processes, products and services).
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7.2.1 Competence — Supplemental

7.2.1.1 The organization shall establish, implement and maintain a competence management process.

NOTE Competence can include technical skills such as product, process or project knowledge, software
tools,techniques (e.g. quality assurance methods) and social (e.g. teamwork, communication) as well as
individual (e.g.analytical thinking, business acumen) skills.

This process shall include:

a) the requirements defined in 7.2;

b) identification of gaps between actual and necessary competencies;

¢) planning, organizing, executing and monitoring of actions taken [see 7.2 ¢)];

d) the requirements for training;:

1) including inputs from organizational knowledge such as good practice, management of experience (see
7.1.6); e.g. inputs from nonconformities of products, services or processes;

2) providing evidence that trainees understood the training content (e.g. by results of written or oral
examinations, by keeping samples of practical exercises) for training defined by the organization.

The process shall apply to all employees including the induction for temporary workers and newcomers,
covering as a minimum product quality and safety.

The organization shall retain documented information related to competence management activities.

7.21.2 348 Y:
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7.2.1.2 This process should:

a) include a method to compare the necessary competencies versus the actual state, for persons

performing work that affects product quality and safety;

NOTE 1 As a method, a skill matrix can be used to compare the necessary competencies versus the actual state,
considering progressive levels (e.g. learner, basic, advanced, coach).

NOTE 2 Persons performing work that affects product quality and safety are not limited to quality,engineering
and production. People from procurement, field services or other functions of the organization can also impact
product quality and safety.

b) ensure regular reviews and updating of internal training materials.
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7.4.1 Communication — Supplemental

The organization should establish, implement and maintain a communication management process for internal

and external communication relevant to the RQMS.
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7.5.3.3 Control of documented information — Supplemental

The organization shall establish, implement and maintain a process for the control of documented information.

The process shall include:

a) the requirements defined in 7.5.1, 7.5.2, 7.5.3.1, 7.5.3.2;

b) the determination of the hierarchy of documented information of the RQMS (e.g. policies,procedures,

instructions, templates);

¢) authorities for and identification of persons creating, verifying, approving and updating documented

information;

d) the determination of the types of records (e.g. reports, measurement sheets, drawings) and their retention

periods that comply with statutory and regulatory, contractual and RQMS requirements.

The organization shall retain documented information in relation to b), ¢) and d).

The process should include the determination of level of confidentiality (e.g. public, internal,confidential),

storage media and method of destruction.

The organization should use information systems to control documented information and define their back up

routines.
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8.1.1 Operational planning and control — Supplemental

8.1.1.1 Innovation management

The organization should establish, implement and maintain an innovation management process for new
products, services and technologies.

This process should include:

a) the identification of changes in the organization's business environment;

b) planning of innovations;

¢) prioritization of innovations based on the balance between their urgency, the availability of resources and
the organization's strategy;

d) involvement of interested parties (e.g. external providers).

NOTE Research and development activities can be considered as part of innovation activities.
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8.1.1.2 Planning of the transfer of processes

The organization shall establish, implement and maintain a process for the planning of the transfer of processes
that can affect the organization's products and services quality.

The implementation of this process shall be linked to business planning (4.1.1), business continuity (6.1.4),
production and service provision (8.5), design and development of products and services (8.3)related decisions:
— by multi-sites organization when transferring a process from one site to another;

— by single site or multi-sites organizations when transferring processes to external organizations.
This process shall include:

a) a feasibility study;

b) a risk assessment (see 6.1);

¢) planning of required actions for transfer;

d) communication to customers when required;

¢) FAI (see 8.9);

f) retention of documented information from transfer activities.

Whenever the organization identifies the need to transfer a process, the requirements regarding the planning of
the transfer of processes described in this subclause shall be applied and controlled in case of changes (see
8.1.4.2).

NOTE 1 Planning for the transfer of processes can be an input for a make or buy decision prior to
implementing the requirements of 8.4, e.g. based on scarcity of resources or a strategic decision.

NOTE 2 Processes not covered by 8.1.1.2 are covered under 8.4.
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8.1.2 Tender management

The organization shall establish, implement and maintain a tender management process.

This process shall include:

a) requirements management (see 8.2);

b) the type and extent of controls [see 4.4.3 )];

¢) risks and opportunities management (see 6.1), including monetary evaluation;

d) inputs from organizational knowledge (e.g. return of experience) (see 7.1.6);

e) planning of deliverables including costs;

NOTE 1 The standard cost account structure of projects can be used for the calculation in the tender.
f) planning of resources for contract execution;

g) offer approval.

The organization shall retain documented information related to their tender management activities.
NOTE 2 In this document, tender management includes several activities commonly called tendering,
offering,open bidding, bidding, etc.
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8.1.3 Project management

8.1.3.1 General

8.1.3.1.1 The organization shall establish, implement and maintain a project management process.

NOTE 1 The scope of the project management process depends on the business model of an organization. In
most railway sector organizations, it is from tender phase until the end of warranty period. However, in other
cases it can be limited to:

— design and development only (e.g. for the development of a new product family or platform);

— development of the production process;
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— repetition of approved products and services (e.g. make to stock);

— order and contract management (e.g. make to order).

This process shall include:

a) requirement management (see 8.2);

b) the type and extent of controls [see 4.4.3 )];

NOTE 2 The organization can classify projects depending on the risk and consequently define the type and
extent of controls.

¢) the project phases and activities;

NOTE 3 Project activities can be, but are not limited to planning, executing, monitoring, controlling and
closing.

d) milestones and deliverables per phase, managed by gate methodology;

NOTE 4 Deliverables per phase can be defined in gate checklists.

e) gate criteria to decide, in phase reviews, on acceptance, conditional acceptance or rejection, to authorize
progression to the next phase;

NOTE 5 Conditional acceptance can be acceptance with an action plan.

f) the requirements defined in 8.1.3.2 to 8.1.3.11;

g) records and control of open issues, putting appropriate resources in place to close them.
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8.1.3.1.2 This process should include:

a) an escalation process in case of rejection decision as an output of phase reviews to facilitate problem
solving;

b) a review with the customer and key external providers regarding SWOT;

¢) the identification of good practices and lessons learned during project closure as a minimum

(see 7.1.6).
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8.1.3.1.3 The organization shall manage its project's documented information as required in 7.5
including:

a) review, storage (e.g. standardized folder structure), control and maintenance of project information;
b) retaining documented information (e.g. plans, schedules, output of reviews, reports).

Phase reviews shall:

¢) be performed:

45/ 87



1S022163:2023

1) starting at defined level of work breakdown structure;

2) at project level considering the reviews of the deliverables;

d) not be passed unless open issues of prior phase reviews are closed. Otherwise, approval shall be given by
top management or its authorized high-level representative.

The organization shall define mandatory and identify optional participants of phase reviews.

8.1.3.2 7 B & it x|

WS E S, FRife RN B EEAR, FREGAXG G L, ZiT R EaERRA:

a) B RLEH A,

b) M B BAR, FEREZMN. SBRTR, HEFR;

c) I H 48 2269 BAR IR Ao AU PR ;

d) A B #ATiEAE T 5 1E 1 6 BARALD ;

e) AR K A9 ERAE . b ANt B S AVEAKAE P AT R, AR — ARG B F IR

E LRAREOEHE, R A2 RFT. R, AFEIBAANESAR, ELaESFET
Fo B %

£) BB AT AT AR R (G 3R E 69 & B T AT AR R R T 2 SR 693 Him B O THLZ &), &
F:

1) IR A PR E DA 89 T AT BOR (o RS = S 30l ) SR EAIT] (o F &) ;

2) SFERBE T E T AT AR (B M. T R%)

3) MET RXARE, WwMEY~, wiEfl; g

3T B L R IR (G L E . B, AR,

E2:MAFEARTEE 8.1.3CGHE, AHAKTR, BiE) P2LElTHEAME TR,
L B R S A P R EAS R AL, masﬁﬁm N LI RSE

h) TAE ¥ Aedfff it o

i) BARIR AT fo AR ;

P AHBRECRARNRREE P RAAKT) ;

k) &l id A2 fe b A2 A K 09 A0TSR A 6913 8

8.1.3.2 Project management plan

The organization shall establish, implement and maintain a project management plan and retain related
documented information. This plan shall include or refer to:

a) project organization chart;

b) project targets, frame conditions, assigned resources, exclusions;

¢) specific responsibilities and authorities of the project organization;

d) specific rules to follow during project execution;

e) aligned plans from involved functions, sites and consortium partners, in order to come up with a harmonized
project management plan;

NOTE 1 Typical functions are sales, design, production, quality, purchasing, field support and other
appropriate personnel including external providers and customer when appropriate.

f) deliverables per phase (e.g. contractual deliverables for customers or documented information of the design
outputs intended for product approval) including:

1) identification of deliverables to be approved by the customer (e.g. customer product acceptance points) or
statutory and regulatory authorities, where required;

2) external providers' deliverables (e.g. documents, material, services);

3) customer deliverables, such as customer properties, as applicable;

g) the control of project changes (e.g. scope, time, costs).
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NOTE 2 The project management plan can include any other subsidiary plans required in 8.1.3
(communication, human resource, quality).

In cases where a project involves multiple sites or consortium partners, the project management plan shall
additionally include or refer to:

h) work split and operational interfaces;

1) specific responsibilities and authorities;

j) communication channels (project internal and with the customer or interested parties);

k) applicable processes and other documented information related to the processes.

8.1.3.3 MELEHETHE

XTRBEEEE, AEFELIEY QI

a) M B ERK oot Bk, HA)GRA (L 8.2);
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8.1.3.3 Project scope management

Regarding project scope management, the project management process shall include:
a) identification of project requirements (e.g. time, commercial, technical) (see 8.2);
b) definition of the scope of work;

¢) subdivision of work into work packages (e.g. work breakdown structure);

d) assignment of work packages to work package owners;

e) verification of work packages.

The project organization shall not change the project scope unless a change has been approved (see 8.1.4.2) as
defined by the organization.

Regarding scope management, the project management process should include a standardized work breakdown
structure.

NOTE Scope management in design and development is detailed in 8.3.2.
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8.1.3.4 Project time management

Regarding project time management, the project management process shall include:

a) definition and sequences of activities;

b) estimation of resources and duration of activities;

¢) scheduling, considering:

1) past experience;

2) long lead time items, managed jointly with external providers.

The project schedule shall:

d) include duration, start, finish and interdependencies of the work packages including those of external
providers;

e) include the critical path;

f) provide input to the master production schedule (see 8.5.1.2).

The project organization shall not change the schedule regarding the customer delivery dates unless a change
request has been timely addressed to the customer (see 8.1.4.2).

The project organization should use a software tool for scheduling and activity tracking.
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8.1.3.5 Project cost management

Regarding project cost management, the project management process shall include:

a) allocation of the project budget based on calculation from tender;

b) the assignment of project budget in a cost account structure, considering all requirements (e.g.including
organizational, statutory and regulatory requirements in work packages);

¢) a regular control of costs including actual and estimated cost at completion.

The project organization shall not increase the project budget unless authorized as defined by the organization
(see 8.1.4.2).

The project organization should use a software tool for cost tracking.
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8.1.3.6 Project quality management

Regarding project quality management, the organization shall establish, implement and maintain a project

quality plan, that includes at least quality assurance and control activities, and retain related documented
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information.

NOTE 1 See ISO 10005 and ISO 10006 for guidance.

NOTE 2 The project quality plan establishes the project quality management system, i.e. the application of the
organization's RQMS to the project, with the addition of contractual requirements (if available).

NOTE 3 The project quality plan can include or refer to specific project procedures (e.g. project

nonconformity management procedure), project quality control plan, templates or forms.
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8.1.3.7 Project human resource management

Regarding project human resource management, the project management process shall include:

a) the definition and description of project roles (e.g. project manager, project buyer, project quality manager)
and responsibilities versus those of line functions, reporting relationships and empowerment (e.g. financial
approval authorities, profit and loss responsibilities);

b) acquiring the project organization;

¢) managing the project organization in terms of people, competence and awareness, in accordance with
requirements defined in 7.1.2, 7.2 and 7.3;

The project organization shall establish, implement and maintain a project human resource plan and retain
related documented information. This plan shall include, at related levels:

d) the assignment of project core team and staff (e.g. nomination letters);

e) the definition of required specific competencies (e.g. project management software tool, team work and
communication, products and services to be delivered, building information modelling, work breakdown
structure) in addition to competencies defined in 7.2;

f) the identification of related training, if necessary.

8.1.3.8 M B ABFE

TR EABEE, AEHELEE:
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8.1.3.8 Project communication management

Regarding project communication management, the project organization shall:

a) apply requirements defined in 7.4 and 8.2.1;

b) establish, implement and maintain a project communication plan and retain related documented
information. Regarding project communication management, in case of imminent deviation, the project
organization should communicate relevant impacts and countermeasures to customers and interested parties
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The organization shall perform regular project reviews to monitor project progress, with the attendance of the
project core team (or empowered deputies) (see 8.1.3.7).

In case of an imminent deviation to the project objectives, the project organization shall identify and
implement appropriate countermeasures to mitigate the impact on customer, the organization and/or other
interested parties.

Project reviews shall include:

a) the project performance (actual situation versus planned situation) based on Pls as specified in 9.1.1.1 (e.g.
requirements, time, costs);

b) the forecast (e.g. time, estimated cost at completion);

¢) the risks and opportunities, including status of related actions;

d) tracking of open issues and actions from previous reviews.

The output of project reviews should be reported to management level higher than the project manager
including issues for decision or escalation.

NOTE Project reviews are intended to monitor the progress of the complete project. Project phase reviews (see
8.1.3.1) are intended to check whether a project phase can be closed and whether the next project phase can

begin.
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8.1.4 Configuration management and change control

8.1.4.1 Configuration management

8.1.4.1.1 The organization shall establish, implement and maintain a configuration management
process appropriate to the product.

NOTE The configuration management process is applicable for hardware and software.

This process shall include:

a) the configuration management plan;

b) the definition of a product breakdown structure until the LLRU;
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¢) a cause analysis in case of changes deriving from failures;

d) an impact analysis of the change considering risks and opportunities;

e) the verification of proposed changes to avoid adverse effects;

) notification to and agreement with customers, external providers and authorities in the event of, as a
minimum, changes affecting their requirements (e.g. fit, form and function);

NOTE 1 A change affecting customer requirements can trigger a deviation permit.

NOTE 2 A change request triggered by a deviation permit can be closed when the change is approved by the
customer.

g) the assignment of responsibilities and authorities for the approval of changes (e.g. change control board);
h) the approval of change before implementation;

1) the implementation of changes;

J) the verification of implementation and follow-up of the effectiveness of the change;

k) the traceability of changes (e.g. supported by a software tool).

This process should include planning of actions in order to minimize the impact of change.

For technical changes on products and services, this process shall include in addition:

1) an analysis of the change impact on:

1) constituent parts and products already delivered;

2) customer specification and configuration;

3) related documented information (e.g. quality plan, FMEA results);

4) technical requirements;

m) the re-evaluation of technical requirements depending on the results of the impact analysis;
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8.2.1.1 Customer communication — Supplemental

The organization shall communicate with customers when delays are foreseen but cannot be avoided (e.g.
delays from external providers).

NOTE For project communication management, see also 8.1.3.8.
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8.2.2.1 Determining the requirements related to products and services — Supplemental

8.2.2.1.1 When determining the requirements (see Annex B), the organization shall consider:

a) functional and non-functional requirements;

b) RAMS/LCC requirements;

¢) obsolescence requirements, as applicable (e.g. information coming from market, external providers,
regulations);

d) critical product characteristics as defined by the organization and/or the customer.

8.2.2.1.2 When determining the requirements, the organization should consider:

a) experience from similar products/tenders/projects;

b) requirements resulting from market analysis;

¢) requirements regarding end of product life (e.g. disposal, recycling).

8.2.2.1.3 The organization shall retain documented information in relation to 8.2.2 a) to b) and 8.2.2.1.1 a) to b)
and, if considered, 8.2.2.1.2 a) to ¢).

NOTE The subordinate concept of requirements is shown in Annex B.
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8.2.5 Requirements for products and services — Supplemental

The organization shall establish, implement and maintain a requirement management process for products and

services.

This process shall:

a) include the requirements defined in 8.2;

b) be applicable for:

1) design and development of new products and services meeting market expectations prior to tender (e.g.
platform, product family);

2) tender management (e.g. submission of tenders, acceptance of contracts or orders);
3) project execution (e.g. acceptance of changes to contracts or orders); 4)

change control (see 8.1.1.2, 8.1.4.2, 8.2.4, 8.3.6, 8.4.3.1 and 8.5.6);

NOTE 1 This process can be included in the project management process.

¢) be performed by a multidisciplinary approach including internal and external interested parties as
applicable;

d) include as a minimum these steps:

1) determination (see 8.2.2.1);

2) review (see 8.2.3);

3) verification;

4) validation;

NOTE 2 For definitions of “verification” and “validation”, see 3.1.3.12 and 3.1.3.11.
e) ensure that requirements are:

1) individually checked for conformity clause by clause;

2) evaluated and taken into account;

3) assessed in relation to risks and opportunities (see 6.1);
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4) properly transferred, understood, acknowledged, cascaded down and committed to, by the involved persons;
5) complete, unequivocal, verifiable and feasible;

6) documented in a technical specification including functional and non-functional requirements;

NOTE 3 The technical specification can be provided by the customer or established by the organization.

7) updated in case of change.
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8.3.1.1 General — Supplemental

The requirements defined in 8.3 shall apply to the design and development of products and services, as well as
to the introduction of new technologies, if appropriate.

The organization shall identify new technologies and assess their risks (e.g. through process FMEA).The
design and development process shall:

a) include the requirements regarding planning, inputs, controls, outputs and changes described in 8.3.2, 8.3.3,
8.3.4, 8.3.5 and 8.3.6;

b) include the requirements related to the product architecture, including interfaces, e.g. software products;

¢) include the requirements regarding 'reliability’, 'availability', 'maintainability’, 'safety' and, if applicable, 'life
cycle costing' described in 8.8;

d) require conformity for safety-related products with IEC 62278 or an equivalent, as applicable.
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8.3.3.1 Design and development inputs — Supplemental

8.3.3.1.1 Regarding design and development inputs, the organization shall consider:
a) the requirements defined in 8.2.2;

b) identification and traceability.
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8.3.3.1.2 In addition, the organization should consider:

a) production and routine testing requirements, including special processes, so far as the production facilities
are known at this stage;

b) preservation requirements.
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8.3.4.1 Design and development controls — Supplemental

The organization should apply controls to the design and development process considering:
a) the functional breakdown;
b) the operational maturity;

¢) the implementation of quality assurance methods.
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8.3.4.2 Design reviews

Regarding design reviews, the organization shall define:

a) criteria for authorization of progression to the next stage (e.g. checklist, rules for acceptance);
b) mandatory and optional participants.

Representatives of functions joining design reviews shall have the authority to make decisions.

The organization should perform design reviews with a multidisciplinary approach.

NOTE 1 Participants can be head of functions (e.g. RAMS, services), internal and external customers, experts

in production.

NOTE 2 Design reviews can be part of or an input for project phase reviews (see 8.1.3.1).
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8.3.4.3 Design verification
The organization shall ensure that technical requirements are verified.
NOTE Design verification activities can be finite element analysis, calculations, mock-up and design

accompanying tests.
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8.3.4.4 Design validation

Regarding design validation, the organization shall:

a) ensure that technical requirements are validated;

b) complete validation prior to the delivery or end of commissioning or agree on control plans with customers

and monitor them until completion.

NOTE Design validation activities can be, for example, qualification tests, type tests and product approval

tests.

8.3.4.3 i RiE

18 AR A Z KT E B E

E BT REEH T ARA A, HH . R AR M A K.

8.3.4.3 Design verification

The organization shall ensure that technical requirements are verified.

NOTE Design verification activities can be finite element analysis, calculations, mock-up and design

accompanying tests.
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8.3.4.4 Design validation
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8.3.5.1 Design and development outputs — Supplemental

8.3.5.1.1 The organization shall ensure that design and development outputs:

a) are verified and approved prior to release;

b) are verified against production process inputs (see 8.5.1.1.3);

¢) include the documented information (e.g. operations, maintenance manuals) and training related to the

application.
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8.3.5.1.2 The organization should:

a) ensure the traceability of outputs to the input requirements;

b) define authorities and acceptance criteria for design approval;

¢) define escalation rules in case acceptance criteria for approval are not met;

d) ensure that information for production and service provision includes requirements for the

preservation of product.

NOTE The design and development outputs can include, for example, specifications and drawings (also from
external providers), information on materials, production process flow charts and/or layouts, inspection and
test plans, work instructions for production, process and product approval acceptance criteria, identification
requirements, results of error prevention activities (e.g. FMEA), methods of rapid detection and feedback of

product and/or production process nonconformities.
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8.4.1.1 General — Supplemental

8.4.1.1.1 External providers

The organization shall determine the type and extent of requirements from 8.4 that apply to external providers,
with risk assessments based on defined criteria.

The organization shall establish, implement and maintain a process for EPPPS described in

ISO 9001:2015, 8.4.1 to ensure conformity to requirements.

This process shall include requirements defined for:

a) classification of external providers and EPPPS (see 8.4.1.1.2);

b) external providers' evaluation (see 8.4.1.1.3);

¢) external providers' approval (see 8.4.1.1.4);

d) external providers' offer selection (see 8.4.1.1.5);

¢) information for external providers (see 8.4.3);

f) EPPPS approval of release (see 8.4.2.1);

g) EPPPS verification after release (see 8.4.2.2);

h) monitoring of external providers' performance, re-evaluation and ranking (see 8.4.2.3).

In addition, the organization shall:

1) manage the EPPPS risks throughout the supply chain;

J) identify risks to be communicated to external providers and ask external providers for their feedback;
k) in addition to ISO 9001:2015, 8.4.1, also retain documented information on external providers in

accordance with a) to g).

8.4.1.1.2 Sh3pft HAusb 320y A b, HAERSE
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8.4.2.3 Monitoring of external providers' performance, re-evaluation and ranking

Monitoring performance, re-evaluation and ranking of key external providers shall consider:

a) periodical reviews of external providers' performance (see 9.1.1.1 for related Pls);

b) definition of criteria to audit external providers;

c) results of these reviews as a basis for establishing the type and extent of controls to be implemented,;
d) actions planned to be taken when the external provider does not meet technical requirements and/or
performance targets;

e) feedback of their performance to be given to the external providers;

f) regular joint performance reviews.

In addition, the organization shall:

g) identify external providers to be developed;

h) implement action plans based on agreed objectives to improve their capabilities.
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8.5.1.3 Special processes

The organization shall establish, implement and maintain a process for the management of special processes.
This process shall include:

a) the identification of special processes that the organization is planning to use;

b) for each special process, the definition of:

1) responsibilities and authorities;

2) applicable standards;

3) risk assessment with the applicable method(s) (e.g. process FMEA);

4) work instructions, as a minimum when there is no applicable standard, including:

— management;

— manpower;

— machine;

— methods;

— material;

— mother nature (environmental conditions);

5) personnel qualification;

6) quality assurance and control methods and related documented information;

7) qualification of the special process;

8) validation for each specific application;

9) re-validation after changes;

¢) retention of documented information in relation to the above requirements.

NOTE Special processes as defined in ISO 9000:2015, 3.4.1, Note 5 to entry, can be, for example, bonding and
sealing, casting, crimping, heat treatment, riveting, surface treatment, including painting and coating, torque

tightening, and welding.

8.5.1.4 & Fi% %

69/ 87



1S022163:2023

048 0 A R IR AR B 6 T ik (Flde, B AERE, EF, 7).

71/

87



1S022163:2023

E VRAABGFTEATEMERNZ.

E 2 A RGEAMTET £ KT8 H

do R S PR E R AR A K F0d], mﬁu&xA%Fw%$ﬁ So B AT B L

48 48 N AR IR & T 3 89 AR IR

8.5.2.1 Identification and traceability — Supplemental

Items shall be traceable from their origin up to at least the end of warranty where traceability is required by
contract or configuration management (see 8.1.4.1).

The organization shall define the method to identify items (e.g. by machine readable codes, stamping,labelling).
NOTE 1 The method to identify items can be agreed with the customer.

NOTE 2 Statutory or regulatory norms can require traceability.

If the status of a product or its identification is not known, the organization shall manage the product as a
nonconforming product.

The organization should use machine readable identification.
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8.5.3.1 Property belonging to customers or external providers — Supplemental

The organization shall manage traceability of property belonging to customers or external providers up to
delivery or return.

NOTE The traceability requirements can be defined by the parties.

In the event that property is lost, damaged or otherwise found to be unsuitable for use, the organization should

perform a cause analysis and take required actions.
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8.5.4.1 Preservation — Supplemental

The organization shall have documented specifications for preservation in accordance with product
specifications and applicable regulations, addressing the following until handover:

a) marking and labelling regarding identification;

b) special handling for sensitive products;

¢) cleaning regarding contamination control and storage;

d) shelf life control and stock rotation (e.g. first in, first out);

¢) environmental condition (e.g. temperature, humidity).

Conditions regarding preservation having impact on product conformity shall be identified, analysed and taken
into account as inputs for these documented specifications.

These documented specifications shall be applied to physical items managed in the organization's premises (e.g.
material received from external providers, property belonging to customers, work in progress and products
manufactured by the organization).

NOTE These documented specifications can apply to warehouses, internal processing, delivery processes to

the final destination.
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8.5.5.1 Post-delivery activities — Supplemental

NOTE 1 Post-delivery activities are performed after handover to the customer, until contract obligations end
(e.g. on-site technical training, solving quality problems).

The organization shall establish, implement and maintain a process for post-delivery activities.

This process shall include:

a) requirements defined in ISO 9001:2015, 8.5.5;

b) the control and updating of technical documented information (e.g. operational instructions,maintenance
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manuals, spare parts list);

¢) problem solving methodology (e.g. 8D, FRACAS) (see 8.8 and 10.2.3);

d) the approval, control and use of repair instructions;

e) the provision of spare parts and/or the management of consignment stock, where agreed upon

between the customer and the organization;

) knowledge of customer complaints as inputs for improving the organization's RQMS (e.g. for design and
development improvements, production, maintenance activities).

NOTE 2 During first delivery activities, adequate data can be collected to support RAM data collection

[e.g.failure symptoms, mileage, operating hours; see 8.8.2 ¢)] and for LCC data collection [see 8.8.4 c)].
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8.6.1 Release of products and services — Supplemental

The organization shall define:

a) the sequence of inspection and testing activities along the production flow in an inspection and test plan,
including the determination of the extent, frequency, sample size and methods of control[see 4.4.3 f)];
frequency shall be adopted in accordance with the risk level in order to prevent nonconforming outputs;

b) requirements for product and service acceptance in inspection and test instructions;

c¢) authorities for release.

These instructions and plans shall be part of the production inputs (see 8.5.1).

In case planned arrangements are not satisfactorily completed, the organization shall request a concession to
the customer (see 8.7.3) prior to the release of products and services.

Inspection and test instructions shall include:
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d) the criteria for acceptance;

¢) documented information for inspection and test results;

f) the type of monitoring and measuring resources required and any specific instructions associated with their
use.

Inspection and test records shall include actual results data in accordance with the inspection and test
instructions.

The organization should establish, implement and maintain a process to release products and services.
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8.7.3 Control of nonconforming outputs — Supplemental
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The organization shall establish, implement and maintain a process for the control of nonconforming outputs.
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NOTE 1 All processes can cause nonconforming outputs (e.g. design and development outputs).

NOTE 2 The process for the control of nonconforming outputs can be combined with the process for managing

nonconformity and corrective action defined in 10.2.3 or the change control process in 8.1.4.2.
The process shall include:

a) requirements defined in 8.7.1, 8.7.2 and 10.2;

b) a register of nonconforming outputs.

For nonconforming outputs resulting from 8.5, the process shall include:

c¢) identification of criteria and authorities for:

1) rework, repair and scrap;

2) internal and customer concessions;

d) a register of concessions from the organization and external providers, recording expiration date and

authorized quantities;

¢) regular monitoring of the concessions (e.g. validity) and of the correction of nonconforming
outputs. Regarding control of nonconforming outputs, the organization shall ensure:

f) when the authorization of the concessions expires, then the product cannot be used anymore;
g) in case of concessions requiring customer approval:

1) customer approvals shall be obtained prior to delivery;

2) concessions from external providers shall be internally approved before submission to the
customer;

3) identification of product under concession is agreed with the customer;

4) recording of concessions on the product declaration of conformity.
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8.8 Reliability, availability, maintainability, safety and life cycle costing
8.8.1 General

The organization shall address the following processes:

a) RAM (see 8.8.2);

b) safety (see 8.8.3).

The organization should address the LCC process (see 8.8.4).

The organization shall retain related documented information in relation with these processes.
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8.8.2 Reliability, availability and maintainability

The organization shall establish, implement and maintain a RAM management process for products

and services. Therefore, the organization shall identify regulations, standards (e.g. IEC 62278 or an equivalent)
or guidelines, which are applicable for RAM process.

This process shall include:

a) calculation of RAM data during tender or design stages, to be considered through the entire product life
cycle;

b) implementation of RAM requirements into the design and development along the supply chain;

¢) data collection (e.g. field data or repair data) during post-delivery activities, maintenance,replacement or
repair contracts;

d) analysis and comparison with field data from previous similar products (e.g. 8D, FRACAS);

e) feedback on RAM data to relevant operational teams to improve design;

f) feedback on RAM data to relevant external providers regarding their supplies;

g) monitoring RAM objectives; in case objectives are not met, the organization shall analyse field data,perform
corrective actions as required in 10.2 and follow up field data until objectives are met.

Cause analysis should be executed based on failure category, component allocation and impact (remedy and
severity).

In case the organization does not execute maintenance, replacement or repair contracts, it should request field

data from customers also after warranty.

8.8.3 %4

LR E G Z MR PARA/ R C L/ BT/ TRAL* AR 50, ARBE L, FKibfRdF = ot
Rty agRidid, Ak, LA RER TREEHGEN, 174 (3= |EC 62278, |EC 62425, IEC
62279 ] FAT0RE) AAGH

E 1 ATATERT AT A TRIERS X Z SARS QM F TR,

i 2% FHEAEE SlLs URBERAHMANELTERLA, LTURINEL., SR AL REL,
8.8.3 Safety

In case the organization delivers safety-related mechanical and/or electrical/electronic/programmable products
and services, it shall establish, implement and maintain a safety management process for products and services.
Therefore, the organization shall identify regulations, standards (e.g. IEC 62278,IEC 62425, IEC 62279 or an
equivalent) or guidelines, which are applicable for safety activities.

NOTE 1 This process can apply to self-designed measuring resources used to verify safety related products
and services.

NOTE 2 Safety activities are meant to cover SILs as well as safety-related electronic systems which can also

be door systems, braking systems and power supply systems.
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8.8.4 Life cycle costing

The organization should establish, implement and maintain a life cycle costing management process for
products and services by taking into account the need of the market as well as their interest (as operator,
system integrator, equipment manufacturer).

This process should include:

a) calculation of LCC data;

b) implementation of actions into the design and development, production and maintenance along the supply
chain;

c)data collection (e.g. field data, repair data) during post-delivery activities, maintenance,

replacement or repair contracts;

d) analysis and comparison with field data and LCC from previous similar products (e.g. 8D, FRACAS);

¢) monitoring LCC objectives.
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8.9 First article inspection

8.9.1 The organization shall establish, implement and maintain a FAI management process.
This process shall include:

a) planning in accordance with defined criteria in order to identify products subjected to the FAI;
b) preparation of the FAI;

¢) inspection and verification activities, including review of production processes with focus on critical and
special processes;

d) criteria:

1) for release of the serial production;

2) for conditional release;

3) for rejection.

e) follow-up of corrective actions.

The organization shall retain related documented information.
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8.9.2 s, ZiFAEZFAR:

a) 4T FAl ATE ZIpb etk 04,

b) AT B #E FAl 89554,

8.9.2 In addition, this process should define:

a) pre-conditions to be evaluated before performing the FAI;
b) participants of the FAl depending on the item.

8.9.3 FA| EAEpERT:

a) W 3F = b AEPPPS (8. 4), WARM R4 > H e 4 =% & (N8.5.1.4) fk * i 42 (18.5.1.1.4);
B)#T > &ty B —RAFIEFRAR FHWEXERPHREMALD, T

1) £ 34269504 ; &

2) fESEATHY FAl 48R A8 R,

ELA A ST R T AL IE:

—EZMBOTER (Bl R, TR, THM, THPHE, XABRALEZNM);

A FHAENEXRTER eI LHE, MkFTE, £FRMEREXALTR);
~A—ATT A8 5 AL ;

R ITEMHRETR, EHFHELE®;

~HAET R R R TSR R,

8.9.3 The FAI process shall be applied:

a) to internal products and EPPPS (see 8.4) in order to release serial production and to validate production
equipment (see 8.5.1.4) and production processes (see 8.5.1.1.4);

b) on a representative item from the first series production run of a new product or significant change of an
existing product, following:

1) the verification of the production process; or

2) a change that invalidates a previous FAlresult.

NOTE Significant changes of existing products can include:

— major design changes (such as relating to performance, reliability, availability, maintainability, safety or
other important features);

— major production process changes (such as process methods, test methods, production or measuring
equipment, or other changes);

— transfer from one factory to another;

— restart of production if process conditions have changed;

— other changes that can affect the conformity of the product.

8. 10 # L5 32

WRpE T, FRAFRFENE LA, VHRES P 2R RA BT = fe St 2 ) AREALE R
AT AT F 89,

X —itAL Y 8,45

A) 3R S AT E AR S 14

B) AR &bl EALE LR FZMMIEF, UEAAGIRBREAE;
C) & Fl % a4 i8

I, EANTAEFIZE AN F LA G, UBER KRG ELFA,

E 1 EAETRARK, AR ELR,

% 2: |EC 62402 #1447 HAEFENELFodEd.

E 3 ENTBIUAT AT ER:

75/ 87



1S022163:2023

- R IRA R F

~fE AT ik

= RAR R o 6 B3R LR 3t

~FH R B R AR EAK

FEE: BURE~RBL, FoRRIEHNER.

8.10 Obsolescence management

The organization shall establish, implement and maintain an obsolescence management process toen sure the
availability of the supplied products and spare parts, as contractually required or defined by the organization,
as a minimum until the end of the warranty.

This process shall include:

a) undertaking obsolescence risk assessment of the products to be supplied;

b) the definition and regular review of an obsolescence management plan for the supplied products to
proactively prevent or mitigate obsolescence risks;

¢) communication with customers.

In addition, this process should define the monitoring of the product portfolio to prevent future obsolescence
problems.

NOTE 1 Obsolescence issues can be technical, functional or concern knowledge.

NOTE 2 IEC 62402 provides requirements and guidance for obsolescence management.

NOTE 3 Obsolescence can be managed, for example, by:

— means of a second source strategy;

— storage approach;

— modular design with standardized interfaces;

— upgrade to more modern technology.

9 GRUTEMN
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e) BT IRE F M E A, fERE(LERT MR/ H TRRKIERANNERER);
)3k R AR RATH;

g) BB RR.

Pl Rzl

hy E#HE (L 9.1.2);

i) & P e AT

) MEREOSRFEAC 8.7);

B ARTFE(L 8.7);

) ShEME T RF S (L 8.7);

m) Sh3R4E 7 e B AT

n) i = &G R A

o) MBRM(L 8.1.3.5,

9.1.1.1 Monitoring and measurement — Supplemental

9.1.1.1.1 The organization shall identify, establish, implement and maintain documented PIs to monitor and
improve the performance of its processes [see 4.4.1 c)], products, services and projects.
For further explanation, see Annex C.

The organization shall collect data relating to reports of internal and external failures, in accordance with
defined criteria.

NOTE Some Pls can be deemed as KPIs [see 5.3.1 a)].

The definition of each PI shall specify:

a) the related process, processes or activities it belongs to;

b) how the PI is calculated (e.g. formula);

c) the related target achievable in a defined period;

d) who provides the PI measurements;

¢) when the PI is reported and to whom (including cascading down the PI to relevant levels within the
organization);

f) who is in charge of defining related actions;

g) data sources.

Pls shall measure:

h) customer satisfaction (see 9.1.2);

1) customer on time delivery;

7) nonconformities raised by the customer (see 8.7);

k) internal nonconformities (see 8.7);

1) external providers' nonconformities (see 8.7);

m) external providers on time delivery;

n) quality deficiency costs;

0) project costs (see 8.1.3.5).

9.1.1.1.2 a5t L= .

a) X BE #% 69 IS S A8 Ao HL R 09 o KL B 18] 5

b) & R 7 QLAETAM (46 £ F Fe A AT A LR ;

o) FIALAY MR, doRKMRARIAL, RAESA. 2 EHE;

d) £ F X &5,

9.1.1.1.2 PIs should measure:

a) response time on nonconformities and complaints raised by customer;

b) production capacity including forecast (including for production and infrastructure installation);
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¢) resolution time of problems, e.g. open issues, nonconformities, corrective actions;

d) downtime of production equipment.

9. 1. 2 B &

A2 AR X L 5 SRANI B A B s R ORR LR 2 . SN E IR, IR o A5 R
o

oS R A T e 5 1 TR i e AN LB Vo B T 1 ) O 4 2 S 1B e = i VR )
47, IR R
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28 42 R 3l 3 ATF 77 X8 SR B 4R 0 :

a) iR Fotb A R B, VAR T ARE 5 ek F AR 69 ik 7 KA 0200 (Flde, AH44TET);
b) # M8 10.2 5 EHINFA X 2 B EITA M,

MR T, KA R E & T AL,

FAE A IFAL I 180 10002, &% & A& JE45 L 150 10004,

9.1.2.1 Customer satisfaction — Supplemental

The organization shall manage customer complaints by:

a) recording them and their responses in such a way that common solutions and lessons learned can be readily
shared (e.g. in a software tool);

b) communication with the customer in terms of acknowledgement and related corrective actions in
accordance with 10.2.

The organization should establish, implement and maintain a customer satisfaction management process.
NOTE For customer complaints handling, see ISO 10002 and for monitoring customer satisfaction, see ISO
10004.

9. 1. 3 ZPHAIPEAT SR HT AP 8 ok IS AR AN B RS AE M BRI (E B BRI T8 RvFn: @)
P AR 5 AT ks
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£) AMERHETT IS
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Lmpg L b2 E F%ie 540500 BAREA SN, 2 E44E0EE 10,2 752,

YA AR BARE, B8R A AEAZ Tk BARRA T AL, ARG,

DATAIE R A A B A AR X GG AL B A (e B Aa B, dAEIFW) R Y,

E XTI RATASS AT R AR GRE, L 1S0 10017,

AR SATEYLER L4587, 4 M ERELAX T, 455 R L BT B K MF A3 E R R L6948
Ko

E2EXMHFRT, AXFTTARAIRIIIFE T SME. REA P, RAF A ERILAM,
9.1.3.1 Analysis and evaluation — Supplemental

The organization shall analyse and evaluate all data defined for monitoring and measurement (see 9.1.1).
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When targets related to KPIs defined as necessary by the organization are not achieved, corrective actions shall
be managed in accordance with 10.2.

When targets related to Pls defined as necessary by the organization are not achieved, corrective actions should
be managed according to 10.2.

When targets have been exceeded, the organization should analyse what made it possible in order to maintain
the performance.

The output from analysis and evaluation shall show a trend over a defined period of time, when relevant (e.g.
project lifetime, process review).

NOTE 1 For descriptions of statistical techniques that can be used for trend analysis, see ISO 10017.

Results of analysis of data shall be made available for defined interested parties in accordance with
7.4,especially for those being directly affected by the failure or need to take corrective actions.

NOTE 2 Interested parties in this case can be internal or external providers or customers, end users, top

management or authorities.

9.2 L%

9.2. 1 HHIE AR RIS 18] ] Bt 1T A AR e i, LR SR B EARA THIEE:  a)
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D) AL B R E AR R TR,

2) AARHERIER

b) 515 R SRR o
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X, W RE/BEIR. T5E BT, RRIESRAMR
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o) EHEHIZ A LIEH R, DR FZIEREERMAE: d)

B OR A2 45 R AR S R FA R B

e) NI SR HUE 24 (19 2] IE AL TE45 it

£) PREACCAE B, MRS o % 58 BA R R I 5 R BAAIE S

E: XIS 15019011,
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a) 9.2.1 A= 9.2.2 FiALR YK,

b) A EMEE (L 9.2.3.2);

o) NFRMEE (L 9.2.3.3);

N3RF LA A B SR EE (L 7.1.6),

9.2.3 Internal audit — Supplemental

9.2.3.1 General

The organization shall establish, implement and maintain an internal audit management process to verify the
conformity of processes with internal and external requirements.

This process shall include:

a) requirements defined in 9.2.1 and 9.2.2;

b) management of the audit programme (see 9.2.3.2);

¢) management of the internal auditors (see 9.2.3.3).

Internal audits shall provide opportunities for return of experience (see 7.1.6).
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% 9.2.2 4, FEFHFTENEREEEUT A H:
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b) XM H. &R H;
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9.2.3.2 Audit programme

In addition to 9.2.2, requirements for the annual audit programme shall consider the following:

a) processes identified on the process hierarchical structure of the RQMS [see 4.4.3 a)];

b) critical projects, products and services;

c) the frequency of audits takes into consideration the status and importance of the audit scope but shall be as a
minimum of once every three years for processes and the requirements of this document;

d) auditors do not audit their own work;

9.2.3.3 MR FHE

9.2.3.3.1 AL H MR T M AT AL 69 & KT FH

A FeirFedift, tRiFheriit (Ble, E@d R MOAFTHZENIZN), XT:
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2022 5 PR B A8 K B9 5 A A 8913 4o

9.2.3.3 Auditors management

9.2.3.3.1 The organization shall ensure that the audit team auditing the requirements of this document has:
a) knowledge and skills, maintained and improved (e.g. as a minimum, through regular internal refresh
trainings), about:

1) audit principles (e.g. personal behaviour), process and methods;

2) the audit scope (e.g. products and services, organizational function);

3) relevant clauses of this document in accordance with the audit scope;

4) the audit criteria (e.g. internal procedures, this document);

b) audit experience (e.g. audit witness, regular conduct of audits or audit team leading, defined minimum
number of performed audits).

The organization shall retain related documented information.

9.2.3.3.2 N FFHERAMNETE, ABE:

a) AR X TRAEIR] Gy, T2, M FE)EFFHER;

b) AL A% R ARIE W PR P B0 AR R 09 ARG Ak, AR A A ERE AR AR ) B IR A RN

o) BIiAHRB—ATERALE, LFaSMNEFEEE GREAR. &, f) 7 @ e T EAk
7o

9.2.3.3.2 Regarding auditors' management, the organization should:

a) appoint auditors from relevant functions (e.g. purchasing, engineering, project management);

b) evaluate the performance of internal auditors by the auditees based on criteria and used as inputs for the
management of auditors' competencies;

¢) establish and maintain a list of internal auditors containing their qualification and competencies in terms of
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audit scope (e.g. functional area, products, standards).

9.3 EHIFH
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9.3.1.1 General — Supplemental

The organization shall ensure that management reviews are carried out on a yearly basis aligned with the
business calendar of the organization.

The organization shall retain documented information related to management reviews, including

inputs and outputs.

In the event of a major quality incident with potential impact on the RQMS or significant changes to the
RQMS, the organization shall conduct an additional management review.
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9.3.2.1 Management review inputs — Supplemental
Management reviews shall take into consideration:

a) key issues from project reviews;
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b) selected results of process reviews;

NOTE Process reviews can be used to provide analysis of Pls.

¢) reviews of the results from the analysis of all KPIs defined in 5.3.1 a) and the other Pls defined in 9.1.1.1 as
a minimum;

d) analysis of actual and potential internal and external failures and their impact on safety;
e) outputs of business planning.

Management reviews should take into consideration organizational knowledge.

9.3.3 EHIPHK EIVPH 104 H R AR5 R AIFRIHE G P A it

a) BUERIPLE:

b) Joi B PR A R 7 AR

c) BHIET K. HLRRNREBOUEE, 1EVEBEVE & 45 R AIES .

9.3.3.1 T#iFHmd -4 %

I M LML T 7 F A48 Xk R Aadh it

a) BAREKR, EJ QiEM B g4 B AR,

b) %% &,

L BARAA B, LAURAE 10.2 REEL EHHE.

9.3.3.1 Management review outputs — Supplemental

The outputs of the management review shall include decisions and actions related to:

a) objectives achievement, including quality and safety objectives as aminimum;

b) customer satisfaction.

Corrective actions shall be managed in accordance with 10.2 when objectives are not achieved.
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9.4 Process reviews

Regarding process reviews, the organization shall review the processes listed in Table A.1 on a yearly basis

aligned with the management review.
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Moreover, the organization should review the recommended processes listed in Table A.2 and additional
processes defined as necessary by the organization upon a risk based defined time frame.

The outputs of the process reviews shall include:

a) process conformity with requirements of 4.4.1 a), b), ¢) and f) is addressed during process reviews;

b) actions from previous process reviews are monitored;

¢) nonconforming outputs of the process are monitored;

d) resources are available and effective to perform the process;

e) measurement of Pls related to the process (see 9.1.1.1) are analysed, including review of PI target
achievement;

NOTE Requirements for analysis and evaluation in 9.1.3 can apply to PIs for process reviews.

f) the process Pls relevance is reviewed and actions are adjusted as necessary;

g) corrective actions resulting from audits are managed.

Whenever a process review is performed, the organization shall ensure that:

h) process owners perform process reviews involving management representatives of the process
internal interested parties;

1) take into account the inputs and requirements of relevant internal and external interested parties referred to
in4.2;

) decisions and actions are taken when required;

k) outputs of process reviews are reported to the top management;

1) inputs and outputs of process reviews are documented and retained.

In addition, process owners should ensure that process reviews address the identification of any necessary

acquisition of knowledge and changes with regard to competencies for the process.
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10.2.3 Nonconformity and corrective action — Supplemental

The organization shall establish, implement and maintain a process for managing nonconformities and
corrective actions.

This process shall include:

a) requirements defined in 10.2.1 and 10.2.2;

b) definition of criteria to evaluate the need for corrective actions;

¢) application of problem-solving methods (e.g. 4D, 8D);

d) monitoring of corrective actions;

e) criteria for escalation towards relevant management (e.g. decision matrix).

NOTE These requirements can apply to nonconformity of products, services, processes and project

execution
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Annex A
(informative)

List of processes

A.1 Mandatory processes

Table A.1 lists the mandatory processes of this document.

Table A.1 — Mandatory processes

Clause

Requirement

The organization shall establish, implement and maintain a risk and opportunity
management process.

The organization shall establish, implement and maintain a process for resource planning,
approval and control.

The organization shall establish, implement and maintain a process for calibration or
verification, or both, of monitoring and measuring resources as well as of tools used in spe-
cial processes.

-~
L
—
—

The organization shall establish, implement and maintain a competence management
Process.

I~
w
w
wr

]z

The organization shall establish, implement and maintain a process for the control of
documented information.

[eu}
-
[
[

The organization shall establish, implement and maintain a process for the planning of the
transfer of processes that can affect the organization's products and services quality.

The organization shall establish, implement and maintain a tender management process.

The organization shall establish, implement and maintain a project management process,

The organization shall establish, implement and maintain a configuration management
process appropriate to the product.

The organization shall establish, implement and maintain a change control process.

The organization shall establish, implement and maintain a requirement management
process for products and services.

The organization shall establish, implement and maintain a design and development process
that is appropriate to ensure the subsequent provision of products and services. ?

The organization shall establish, implement and maintain a process for externally provided
processes, products and services (EPPPS) described in IS0 9001:2015, 8.4.1 to ensure
conformity to requirements.

8.5.1.1.1

The organization shall establish, implement and maintain a process for production and
service provision.

The organization shall establish, implement and maintain a process for the management of
special processes,

The organization shall establish, implement and maintain a process for post-delivery
activities.

The organization shall establish, implement and maintain a process for the control of
nonconforming outputs.

8.8.2

The organization shall establish, implement and maintain a RAM management process for
products and services.

&  This process is a mandatory process of IS0 5001,

(AR 2 A
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Table A.1 (continued)
Clause Requirement
In case the organization delivers safety-related mechanical and/or electrical/electronic/
8.8.3 programmable electronic products and services, it shall establish, implement and maintain a
safety management process for products and services.
89.1 The organization shall establish, implement and maintain a FAl management process.
The organization shall establish, implement and maintain an obsolescence management
8.10 process to ensure the availability of the supplied products and spare parts, as contractual-
Iy required or defined by the organization, as a minimum until end of warranty.
9.2.3.1 The organization shall establish, implement and maintain an internal audit management
E process to verify the conformity of processes with internal and external requirements,
10.2.3 The organization shall establish, implement and maintain a process for managing
I nonconformities and corrective actions.
*  This process is a mandatory process of IS0 9001,

A.2 Recommended processes

Table A.2 lists the recommended processes of this document.

Table A.2 — Recommended processes

Clause Recommendation
71.6.1.2 The organization should establish, implement and maintain an organizational knowledge
=2=22  |management process for adequacy to achieve conformity of products and services.
74 The organization should establish, implement and maintain a communication management
process for internal and external communication relevant to the RQMS.
2111 The organization should establish, implement and maintain an innovation management
process for new products, services and technologies.
8.6.1 The organization should establish, implement and maintain a process to release products
and services,
The organization should establish, implement and maintain a life cycle costing management
8.8.4 process for products and services by taking into account the need of the market as well as their
interest (as operator, system integrator, equipment manufacturer).
- The organization should establish, implement and maintain a customer satisfaction
e management process,
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Annex B
(informative)

Subordinate concept of requirements for products and services

requirement (IS0 9000:2015, 3,6,4)
need or expectation that Is stated,
generally implied or obligatory

.-”-AM\
___,-4""-_,«-"'-'-/, H-""-—‘__‘_._._
.-‘-d"f_ M\“*‘_-‘--“-'
technical requirement (3,1.3,10) non-technical requirement {3.1.3.6)
requirement that defines the features requirement affecting the delivery of
of the product or service the product or service

‘\‘.\‘\

\

functional requirement (3,1.3.2) non-functional requirement (3.1.3.5)
requirement that specifies a function technical requirement that defines attributes serving as

that a product or a service shall constraints or restrictions and ensuring the usability and
perform effectiveness but not affecting the functlonality of

products and services
l
l
|
performance requirement (3,1,3,8) Integration requirement (3,1,3.3) other non-functional requirement
requirement that speclfies the result r Eﬁuu'eﬂlt‘l"li of a product i 5‘1.'“’1{'9 to e, safety, obsolescence, usability,
that a product or a service shall describe how a constitutive colour, labels
reach system/subsystem/component

interfaces with others, Lo
perform an integrated function

Figure B.1 — Subordinate concept of requirements for products and services
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