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European foreword

This document (EN 150 9000:2026) has been prepared by Technical Committee I50/TC 176 "Quality

management and quality assurance” in collaboration with CCMC,

This European Standard shall be given the status of 2 national standard, either by publication of an
identical text or by endorsement, at the latest by November 2026, and conflicting national standards

shall be withdrawn at the latest by November 20246

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

This decument supersedes EN 150 9000:2015.

This document has been prepared under a standardization request addressed to CEN by the European
Commission. The Standing Committee of the EFTA States subsequently approves these requests for s
Member States,

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

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria,

Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, leeland,
[reland, Ttaly, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of
Morth Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Torkive and the
United Kingdom.

Endorsement notice
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out through
ISO technical committees. Each member body interested in a subject for which a technical committee
has been established has the right to be represented on that committee. International organizations,
governmental and non-governmental, in liaison with 1S0, also take part in the work. ISO collaborates closely
with the International Electrotechnical Commission (1EC) on all matters of electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are described
in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the different types
of 15O document should be noted. This document was drafted in accordance with the editorial rules of the
ISO/IEC Directives, Part 2 (see www.iso.org/directives).

I1SO draws attention to the possibility that the implementation of this document may invelve the use of (a)
patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed patent
rights in respect thereof. As of the date of publication of this document, ISO had not received notice of (a)
patent(s) which may be required to implement this document, However, implementers are cautioned that
this may not represent the latest information, which may be obtained from the patent database available at
www.iso.org/patents. ISO shall not be held responsible for identifying any ar all such patent rights.

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

For an explanation of the voluntary nature of standards, the meaning of 150 specific terms and expressions
related to conformity assessment, as well as information about [S0’s adherence to the World Trade
Organization (WTO) principles in the Technical Barriersto Trade (TBT), see www.iso.org/iso/foreword. html.

This document was prepared by Technical Committee ISO/TC 176, Quality management and quality
assurance, Subcommittee SC 1, Concepts and terminology, in collaboration with the European Committee for
Standardization (CEN) Technical Committee, in accordance with the Agreement on technical cooperation
between 1SO and CEN (Vienna Agreement).

This fifth edition cancels and replaces the fourth edition (ISO 9000:2015), which has been technically
revised.

The main changes are as follows:

— the title has been changed from "Quality management systems - Fundamentals and vocabulary” to
"Quality management — Fundamentals and vocabulary” to better represent the enhanced content;

— the document has been restructured by moving the fundamental concepts and quality management
principles from Clause 2 to Clause 4 to align with the structure in the ISO/IEC Directives, Part 2; Clause 2
is now Normative references;

— additions have been made to the fundamentals, dividing them into two congruent groups, “Fundamental
quality management concepts” and “Additional concepts relevant to quality management”, to address
emerging trends in quality;

— terms have been added and definitions modified to reflect changes to ISO/TC 176 documents;
— the diagrams in Annex A have been restructured to illustrate the relationship between terms,

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

D150 2026 - All rights reserved
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Introduction

This document provides the fundamentals of quality management. It provides the foundation and the
vocabulary for quality management documents and quality management standards. This document is
intended to help the user understand the fundamental principles, concepts and vocabulary of guality
management, in order to be able to effectively and efficiently implement a quality management system (QMS)
and realize value from quality management documents and QMS standards, This document proposes a well-
planned QMS, based on a framework that integrates established principles and concepts relevant to quality
management, in order to help organizations realize their abjectives. It aims to increase an organization's
awareness of its duties and commitment in fulfilling the needs and expectations of its customers and other
interested parties, and in achieving satisfaction with its products and services.

To gain the most value for their organization's QMS, the user should first seek to understand the quality
management principles and their rationale. The quality management principles form the basis of quality
management documents. This document contains seven quality management principles in 4,2. For each
quality management principle, there is a “Statement” describing the principle, a "Rationale” explaining
why the organization would address the principle, "Key benefits” attributed to the principle, and “Possible
actions” an organization can take in applying the principle,

The user should then understand the fundamental concepts in 4.3 and additional concepts relevant to
quality management in 4.4 to seek insight into how they are used to develop QMS standards. Fundamental
concepts are those which are integral to the understanding of quality management in general. Additional
concepts are those relevant to the effective application of quality management within an organization.

The vocabulary in Clause 3 serves as a unified language for quality management documents, ensuring the
terms are clearly and accurately delined as used within the quality management documents developed
by I1SO/TC 176, This document contains the terms and definitions that apply to all quality management
documents and QMS standards developed by 1S0/TC 176, at the time of publication. This document does not
contain sector-specific terms and definitions for sector-specific QMS standards. The terms and definitions
are arranged in conceptual order, with an alphabetical index of the terminological entries provided at the
end of this document. Annex A includes a set of concept diagrams on which the thematic grouping of the
terms and definitions in Clause 3 is based.

NOTE Guidance on some additional frequently used words in the QMS standards developed by 1SO/TC 176, and
which have an identified dictionary meaning, is provided in Reference [19].

D 150 2026 ~ Al rights reserved
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Quality management — Fundamentals and vocabulary

1 Scope

This document establishes the fundamental concepts and principles of quality management which are
universally applicable to the following:

— organizations seeking sustained success through the implementation of a quality management system

(QMS);

— customers seeking confidence in an organization’s ability to consistently provide products and services
conlferming to their requirements;

= oprganizations seeking confidence in their supply chain that product and service requirements will be
met;

— organizaticns and interested parties seeking o improve communication through a common
understanding of the vocabulary used in quality management;

— erganizations performing conformity assessments against the requirements of 150 9004
— providers of training, assessment or advice in quality management;
— developers of related standards,

This document defines terms that apply to all quality management documents and QM5 standards developed

by 150/TC 170

This document is applicable to all organizations, regardless of size, complexity or business model.

2 MNormative references

There are no normative references in this document,

3 Termsand definitions

150 and IEC maintain terminology databases for use in standardization at the following addresses:

— 150 Online browsing platform: available at https: f'www.iso.orgfobp

— [EC Electropedia: available at https:/fswww.electropediaorg)/

3.1 Terms related to organization

3141

organization
person ar group of people that has its own functions with responsibilities, authorities and relationships to

achieve its objectives [3.7.11)

Note 1 to entry: The concept of erganization includes, but is not limited to, sele-trader, company, corporation, firm,
enterprise, autharity, partnership, charity or institution, or part or comblination thereol, whether incorporated or not,
public or private,

Hote 2 Lo entry: [f the organization is partof alarger entity, the term “organization” refers only to the part ol the larger
entity that is within the scope of the quality monagement system [ 3.4.9).

L 150 2026 = Al rights reserved
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3.1.2

context of the organization

combination of internal and external issues that can have an effect on an ergenization’s (3.1.1) approach to
specifying and achieving its ohjectives (3.7.11)

Note 1 to entry: The organization’s objectives can be related to its products (3.79]) and services (3.7.10), investments
and behaviour towards its interested parties (3.1.4].

Nobe 2 to entry: The concept of "context of the organization” 15 equally applicable to not-for-profit or public service
arganizations as it is to those seeking profits,

Note 3 to entry: Understanding the infrastrocture [(3.4.3) can help to defline the context of the organization.

3.1.3
top management
person or group of peaple who directs and controls an organization (3.1.1] at the highest lewvel

Hote 1 to entry: Top managemeant has the power to delegate authority and provide resources within the organization.

Note 2 to entry: M e scope of the moanagerent system [(3,4,.2]) covers only part ol an organlzation, then tep management
refers to those who direct and control that part of the organization.

314

interested party

stakeholder

person or organization (3.1.1) that can affect, be affected by, or perceive itself to be affected by a decision or

activity (3.2.12)

EXAMPLE Customers [19.1), owners, people in an organization, providers (3.1.9], bankers, regulatory authorities,
unions, partners or society that can include competitors or opposing pressure groups.

3.1.5
invelvement
taking partin an activity (3.2.12), event or situation

316
engagement
invalvement (3.1.5) in, and contribution to, activities (3.2.12] to achieve shared objectives (3.7.11)

3.1.7
innovation
new or changed abject [3.5.3) realizing or redistributing value

Note 1 to entry: Activities (3.2.12] resulting in innovation are generally managed,
Note 2 1o entry: Imnawatian is E,unul‘.a"}' £ Igl:lifir_'u.hl. in its effect.

318
association
grijanization [3,1,.1]) consisting of member organizations or persons

J.1.9

provider

supplier

arganization [3,1,1) that provides a product [3.7.9) or a service [3.2.10)

EXAMPLE Producer, distributor, retailer or vendor of @ product or a service,
Note 1 to entry: & provider can be internal or external to the orpanization.

Note 2 to entry: In a contractual situation, a provider is sometimes called “contractor”

L 150 2026 = All rights reserved
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3.1.10

external provider

external supplier

provider (3.1.Y9) that is not part of the arganization [3.1.1)

EXAMPLE Producer, distributor, retaller or vendor of a product (3.7.9) or a service [3.7.10).

3111

DREP-provider

dizpute resolution process provider

person or arganizaiion (3.0.1) that supplies and operates an external dispute [ 3.53.4) resolution process (3.3.1)

Hote 1 to entry: Generally, a DRP-provider ks a legal entity, separate from the organization or person as an individual
and the complairant (3506) In this way, the attributes of independence and fairness are emphasized. In some
situations, a separate uwnit is established within the organization to handle unresolved complaoines (2.9.3).

Note 2 to entry: The DREP-provider contracts with the parties o provide dispute resolution, and is accountable for
performance [353). The DRP-provider supplies dispute resolvers [(39.5] The DRP-provider also wtilizes support,
executive and other managerial stall to supply financial resources, clerical support, scheduling assistance, tralning,
meeting rooms, supervision and similar functions.

Note 3 to entry: DRP-providers can take many forms including notfor-profit, for-profit and public entities. An
associarion [3.LE) can alsa be a DRP-provider.

3112

continual improvement

recurring activity (3.2.12) to enhance performance (3.7.3)
3113

quality management system consultant
person who assists the orgonfzetion (3,010 on guality monagement spstem realization [3.3.6], glving advice

or fnformoation [3.08.44)
Mate 1 1o entry; The consultant can also assist in realizing pacts of o guality maragemend system (34,9,

Note 2 to entry: 130 1000Y provides guldance on how to distinguish a competent quality management system
consultant from one whao is not competent,

3.2 Terms related to management

3241
ﬂ'IE.I‘IHEEI‘IIEI'It
coordinated activitres [2.2.12) to direct and control an organizadion [3.1.1)

Mate 1 to entry; Management can inchude establishing policies [3.4.5) and ebjectnes {3.7,.11), and processes (3,.3.1] to

achieve these objectives,

Note 2 to entry: The word “"management” sometimes refers to people, i.e.a person or group of people with authority
and respansibility for the conduct and contrel of an erganization. When “management” is used in this sense, it
should always be used with some Form of gualifier to avoid confusion with the concept of "management”™ as a set of
activities defined above, For example, "management shall...” is deprecated whereas “fop management [3,1.3] shall...” is
accepiable. Dtherwise different words should be adopted to convey the coneept when related to people [eg. managerial
ar managers).

32z
quality management
monagement [3.2.1) with regard to gueality (3.5.2)

Wate 1 toentry: Quality management can include establishing quaality polcies (3.4.6] and geality offectives [3.7.12), and
pracestes [A.3,1) ta achieve these quality ebjectives through guality plansing (3.2.6]), queality aisuranee (327, quelity
contral [3.2.8) and geuality improvement [3.2.9).

i |50 202G = Al rights reserved
3



150 9000:2026(en)

3.2.3
improvement
gctiviey (3.2.12] to enhance performance [3.7.3)

Note 1 to entry: The activity can be recurring or singular.

J.2.4

good practice

method that has been proven to work well and produce good reswlts [3.7.1], and is therelore recommended
to be adopted as a model

Note 1 1o entry: A method described a5 a good practice has usually been tested over time and validated through
repeated trials before belng accepted as worthy of broad adoption.

Note 2 to entry: In some clrcumstances “pood practice” |s referred Lo as “best practice”.

325
benchmarking
comparativie evaluation aor analysis of similar practices with the aim of improving performonee [2.2.3)

Note 1 to entry: Benchmarking can be applied to policles [3..3), strategies [3.012] and aelyectives [3.711), processes
(3.3.1) and their operation, prodcts (3,790, services (3.T10) and the organization’s (3,1.1] structures,

3126

quality planning

part of guality management (3.2.2) focused on setting quality objectives [3.7.12) and specilying processes
[2.2.1) necessary for providing products (2.7.9) and services (3.710), and related resources to achieve the
quality objectives

Note 1 to entry: Establishing quality plons (1.8.10) can be part of quality planning.
3.2.7

quality assurance

part of quality monagement (3.2,2) focused on providing confidence that quality requirements (3,5.6) will be
fulfilled

328
quality control
part of guality maragement (3,.2.2) focused on fulfilling guality requirements [3,5.6]

3.29
quality improvement
part of guality management [2.2.2) focused on increasing the ability to fulfil guality requirernents [3.5.6]

MNote 1 ta entry: The quality requirements can be related to any aspect such as offectiveness (37170, efficiency (3.7.16)
ar breceability [3.5.11).

3.2.10

project management
planning, organizing, monitoring (2.11.3), controlling and reporting of all aspects of a project (3,2,11), and
the motivation of all those involved in it to achieve the project objectives

3.2.11
project
unique process | 3.3.1) undertaken to achieve an afjective (3.7.11)

Note 1 to entry: A project generally consists of a set of coordinated and controlled activitfes (3.2.12) with start and
finish dates, conforming to specific reguirements [ 3.5.1), 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.

i 150 2026 = Allrights reserved
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Hote 3 to cotry: In some projects, the objectives and scope are updated and the product or service characteristics
[3.10,1] defined progressively as the project procesds.

MNaote 4 to entry: The sutput [1.7.8) of a projeet can be one or several units of a prodect (3.7.9] or serviee [3.7.10]).
Hote 5 to entry: The praject’s organization is normally temporary and established for the lifetime of the project.

Hote & 1o entry: The complexity of the interactions among project activities 1s not necessarily related to the project
size,

3212

activity

<projects= identified piece of work that is required to be undertaken to complete a project (3.2.11)
Note 1 to entry: The activity in a project can generally be recognized as the smallest identified entity,

3.2.13

project organization

“projectss lemporary stricture that includes project [3.2.11) roles, responsibilities, and levels of authority
and boundaries that need to be defined and communicated to all inferested parties (3.1.4) of a project

3.2.14
project management plan
document (3.8.7) speciiving what is necessary to meet the alyective(s) (3.7.11) of a project (3.2.11)

Note 1 to entry: A project management plan should inelude or refer to the project’s guelity plas [3.8.10).

Note 2 to entry: The project management plan alse includes or references such other plans as those relating to
organizational structures, resources, schedule, budget, risk managemaent, environmental management, health and
safery management and security management, 4 appropriane.

3215
progress evaluation
=projects> assessment of progress made on achievement of project (3.2.11) abjectives (3.7.11)

Hote 1 to entry: This assessment should be carried out at appropriate points in the profect life cpcle (3.2.16) across
project pracesses [2.2,1), based on criteria for project processes and products [3.7.9) or services (3.7.10).

Note 2 to entry: The resolts [3.70.1) of progress evaluations can lead to revision of the profect managenrent plan [ 3.2.14).

3216

project life cycle
=projects> defined set of phases from the start to the end of a project (3,2,11)

31.2.17

project phase

<projects= division of a project fife cycle [3.2.16) into manageable sets ol ectivities (3.2.12), such as
conception, development, realization and termination

3.3 Terms related to process

3.31
process
sct of interrelated or interacting activities (3.2.12) that uses or transforms inputs to deliver a resuit (2.7.1)

Note 1 to entry: Whether the result of a process is called an output [3.7.8), a prodect (3.79) ora service (37100 depenids
on the context of the reference,

Hobe £ to entry: Inputs toa process are generally the owtputs of ather processes and outputs of a process are generally
the inputs to ather processes,

Note 3 to entry: Two or more interrelated and interacting processes in series can also be referred o as a "process™,

i 1500 2026 = All rights reserved
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Note 4 te entry: Processes inan orgaization [2.1.1) are generally planned and carcied out under controlled conditions
1o add value and 1o ensure that intended results can be achieved.

Naote 5 to entey: A process where the conformily [3.5.9) of the resulting output cannot be readily or economically
validated is frequently referred to as a “spacial process”,

3.3.2
procedure
specified way to carry out an achivity (3.2.12] or a process [1.3.1)

Note 1 to entry: Procedures can be documented or not.

333
Process owner
<quality culture> person {or team) responsible for defining and maintaining a process (3.3.1)

Note 1 to entry: At the organizational level, the process awner is the person (or beam) responsible for the description
alastandard process at the project level, the process owner is the person [or team) responsible for thie description of
the defined process. A process can therefore have multiple owners at different levels ol responsibilitg.

i34

process approach

<[inancial and economic benefits> systematic approach to management [3.2.1) in which an orgenization
[A.1.1) identifies, monitors and manages its internal processes (2.2.1) and their interactions

3.3.5
workflow
=documentation= series of acrivities (3,.2,12) necessary to complete a task

Note 1 to entry: & worklow that is ]1:trti:t||.:,r carried out without manuval interference can be referred to as a “semi-
automated work flow”, A warkilow that is completely carried out without manual interference can be referred to as an
“automated workflow”,

Note 2 o entry: Worklows can be decumented.

3.3.6
quality management system realization
process (3.3.1) of establishing, documenting, implementing, maintaining and continually improving a guality

management system (3.4.9)

337

change malrix

<organizational change management> two-dimensional array showing the relationship between product
[3.79) or service [3.7.10]) realization stages and organizational change stages

Note 1 o entry: The product or service realization stages are presented on the x-axis and organizational change stages
om the y-axis,

3.3.8
aggregation model
<organizational change management> combined view of the current state of organizational change

Naote 1 to entry: The combined view presents the positions of interested parties [ 3.1.4] on the change matriv [2.2.7).

339
intervention

<grganizational change management> process (3.3.1) through which the behaviour of an ergamization [3.1.1)
is changed

3.3.10

people development
<training= encouragement of employees to acquire new or advanced competence [3,10.6] by creating

learning and training opportunities with circumstances to deploy the outcomes that have been acquired

L 150 2026 = All vights reserved
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3311

design and development

sct of processes [3.3.1) that transform requirements [3.5.1) for an object [3.5.3) into more detailed
requirements for that ohject

Note 1 to entry: The reguirements forming input to desipn and development are often the reswif (3.7.1] of research
and can be expressed in a broader, more general sense than the requirements forming the outpert (3.7.8) of design and
developmaent. The requirements are generally defined in terms of characteristics (3.10,1]. In a project [3.2.11], there
can be several design and development siages.

Note 2 to entry: The words *design” and “development™ and the term "design and development” are sometimes used
synonyimnously and somethnes used to deline different stapes of the overall design and development.

Note 3 to entry: A qualifier can be applied to indicate the nature of what is being designed and developed (e.g. produce
(379} design and development, service [3.7.10) design and development, process design and development].

3.312
outsource, verb
make an arrangement where an external arganization (3,1.1) performs part of an organization’s function or

process (3.3.1)

Note 1 to entry: An extermal organization is outside the scope of the management system (2.4.2), although the
gutsourced functicn or process is within the scope,

3.3.13
contract
binding agreement

3.4 Terms related to system

3.4.1
syslem
set of interrelated or interacting elements

342

management system
set of interrelated or interacting elements of an orgonization [3.1.1) to establish policies (3.4.5) and obyjectives
(2.2.11). as well as processes (3.3.1] to achieve those ebjectives

Note 1 to entry: A management system can address a single discipline or several disciplines,

Note 2 to entry: The management system elements include the organization’s structure, roles and responsibilities,
planning amd operation,

Note 3 to entry: The management system elements can Include the organization's policies, practices, rules and bellefs,
Note 4 to entry: An organization manages its interrelated elements in an orderly manner to achieve its objectives.

Note 5 to entry: The scope of a management system can include the whaole of the organization, specific and identified
funcrions of the arganization, specifle and identifled sections of the organization, or one or more fURCTIONS ACT085 A
group of organizations.

3.4.3
infrastructure
<organization= system (3.4.1) of facilities, equipment and services (3.7.10] needed for the operation of an

arganization (3,1.1)

344
work environment
set of conditions under which work is performed

Note I Lo entry: Conditions can include physical, social, psychological and environmental factors [such as lemperature,
lighting, recognition schemes, occupational stress, ergonomics and atmospheric compositlon).
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345

policy

<organization> intentions and direction of an organization (3.1.1) as formally expressed by its top
management (3.1.3)

346
quality policy
policy (3.4.5) related to quality (3.5.2)

Note 1 to entry: The quality policy:

— s generally consistent with the overall policy of the organization (3.1.1);
— can be aligned with the organization's vision (3.4.10) and mission (34.11);
—  provides a framework for the setting of guality objectives (3.7.12).

Note 2 to entry: The quolity management (3.2.2) principles presented in this document can form a basis for the
establishment of a quality policy.

347
culture
<quality culture> integrated shared values, beliefs, history, ethics, attitudes and observed behaviours

348

quality culture

culture (3.4.7) supporting the achievement of a quelity policy (3.4.6) and obfectives (3.7.12), and the delivery
of products (3.7.9) and services (3.7.10) that meet the needs and expectations of customers (3.9,1) and other
interested parties (3.1.4)

349

quality management system

QMs

part of the overall management system (3,4.2) of an organization (3.1.1) related to quality (3.5.2)

34.10
vision
aspiration of what an erganization (3.1.1) would like to become as expressed by top management (3.1.3)

3.4.11

mission

organization’s (3,1.1) purpose for existing as expressed by top management (3.1.3)
3412

strategy
plan to achieve a long-term or overall objective (3.7.11)

3413

economic benefit

<financial and economic benefits> benefit attained through the effective implementation of management
system (3.4.2) processes (3.3.1) and resources to generate value and improve the health and overall worth of
an organization (3,1.1) and its relevant interested parties (3.1.4)

3414
financial benefit
<financial and economic benefits> organizational improvement (3.2.3) expressed in monetary form

Note 1 to entry: Financial benefits should be realized by implementing cost-effective management system (3.4.2)
processes (3.3.1).
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3.5 Terms related to requirement

351
requirerment
need or expectation that [s stated, generally implicd or obligatory

Naote 1 to entry: "Generally implied” means that it is custom or common practice for Che orgarization (3.01.1] and
interested parties (3.1.4) that the need or expectation under consideration is implied.

Hote 2 to entry: A specified requirement is one that is stated, ez in documented information [3.0.14).

Note 3 o entry: A gualifier can be used o denote a specific type of requirement, .2 product [ 3.29) requirement, service
(E.510) requirement, quality momagersent [3.2.2) requirement, customer (39.1) requirement, qualify reguirement
[3.5.8).

Note 4 to entry: Requirements can be generated by different interested parties or by the organization itself,

Note 5 1o entry: [t can be necessary for aclhieving high customer sapigfoction [3.9.13) to fulfil an expectation of a
customer even IF it is nelther stated nore generally implied or obligatory,

3.5.2
quality
degree to which a set of inherent characteristics (3.10.1) of an ebject [3.5.3) fulfils requirements (3.5.1)

Note 1 to entry: The term “quality” can be used with adjectives such as poor, goad or excellent,

Note 2 to entry: “Infierent”, a5 opposed to "assigned”, means existing im the abject.

353
ohject
anything perceivable or conceivable

EXAMPLE Prodect [ 3,7.9], service [ 3.7.10), process (3,.3.1], person, organizaion (3.11), system (34.1), resource,

Note 1 o entry: Objects can be material (e.g- an "engine”, a "sheet of paper®, a “diamond” ). immaterial [eg. "conversion
ratie”, “project plan™) or imagined (&g “unicorn”, "scientific hypothesis™),

[SOURCE: 150 1087:201%, 3.1.1, modified — Example added. Articles added in Note 1 to entry.]

3.54
grade
category or rank given to different requirements [2.5.1] for an object [3.5.3] having the same functional use

EXAMPLE Class of alrline ticket, category of hotel In a hotel Brochure.
Note 1 to entry: When establishing a quality requirement [3.5.6], the grade is generally specificd.

355
statutory requirement
obligatory requirement (3.5.1) specified by a legislative hody

3.5.0
quality requirement
requirement (3,5.1) related to quality (3.5.2)

3.5.7

metrological requirement

st of peguirements (3.5.1) for measurement processes (211.8) that include criceria and practices necessary
to ensure that measwrements (3.11.4) are reliable and comply with applicable requirements and regulations

Note 1 te entry; This may include, amaong other things, the accuracy and precision of the measurement process,
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Note 2 to entry: Metrological requirements for measurement processes are generally separate froom produce [3.7.9)
requirements and are not specilied in the latter (usually given as anupper or lower specification limitor bath).

5.8

regulatory requirement
obligatory requirement (3.5.1) specified by an authority mandated by a legislative body

3.59

conformit
fulfilment of a reguirement (3.5.1)

Note 1 to entry: The term "conformance” Is synonymous but deprecated.

3.5.10
capability
ability of an alyiect [3.5.3) to realize an owiput (3.7.8) that will fulfil the requirements [3.5.1) for that sutput

Nobe 1 o entry: Process (2.2.1) capability terms In the field of statistics are defined in 150 3334-2.

1511
traceahility
ability to trace the history, application or location of an object (3.5.3)

Note 1 to entry: When considering a product [3.7.9) or a service [3.7.10], traceability can relate to:

—  the origin of materials and parts;

— [he processing history;

—  the distribution and lecation of the product or service after delivery,

Note 2 to entry: In the field of metrology, the definition in IS0/ EC Guide 9% is the accepted definition.

3.5.12
dependability
ability to perform as and when required

[SOURCE: IEC 60050-192:2015, 192-01-2, modificd — Motes to entry deleted.)

3.5.13
nonconformity
non-Tulfilment of a reguiremeant (3.5.1)

3514
defect
nonconformity (3.5.13) related to an intended or specified use

Hote 1 to entry: The distinction between the concepts "defect” and *nonconformity” is important as it has legal
connotations, particularty those associated with product (2.7.9) and serwice [3.510] liakility issues.

Note 2 to entry: The intended use as intended by the cestemer {3.9,1) can be alfected by the nature of the information
(3.8.4), such as aperating or maintenance instructions, provided by the provider (3,1.9).

3.6 Terms related to action

3161
action
activity (3.2.12) to achieve something

jbl
preventive action

action (3.6.1) to eliminate the cause(s) of a potential ronconformity (3.5.13) or a potential undesired situation

Note 1 to entry: There can be more than one cause for a potential nenconformity,
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Note 2 to entry: Preventive action is taken to prevent eccurrence whereas corrective action [(1G6.4) is taken to prevent
recurrence,

163
correction
action (3.6.1) to eliminate a detected nonconformity (3.5.13)

Hote 1 to entry: A correction can be made in advance of, in conjunction with or after a corrective action (1640

Note 2 to entry: A correction can be, for example, rewerk (36.8) or regrode [1.0.6).

364
corrective action
action (3.6.1) to eliminate the cause(s) of a monconformity (3.5,13) and to prevent recurrence

Note 1 to entry: Corrective action is taken to prevent recurrence whereas preventive action (1.6.2) is taken to prevent
OCCUFTeEmoa.

3.6.5

Serap

action (3.6,1) en a nonconforming (3.5.13) product (3.79) or service (3.7.10) w preclude its originally intended
use

EXAMPLE Recycling, destruction.
Note 1 to entry: In a nonconforming service situation, wse is precluded by discontinuing the service,

3.6.6

regrade

alteration of the grade (3.5.4] of a nonconforming (3.5.13) product (3.7.9) or service (3.7.10) in order to make
it conform to reguirements [2.5.1] differing from the initial requirements

367

repair

agotion (3.6.1] on a rorcenforming (3.5.13) product (3.79) or service (3.7.10] to make it acceptable for the
intended wse

Hote 1 o entry: A successiul repalr of a nonconforming product or service does not necessarily make the product of
service conform to the reqguirements (1510 1t can be that in conjunction with a repalr, a corcession [3.6.9) i required.

Note 2 to entry: Repair includes remedial action taken on a previously conforming product or service to restore it for
use [e.g. as part of maintenance].

Note 3 to entry: Repalr can affect or change parts of the nonconforming product or service,

.60

rework
action (3,6,1) on a nonconforming (3,5.13) product (3,.7.9) or service (3,7,10) to make it conform to requirements

(3.5.1)

Note 1 to entry: Rework can affect or change parts of the nonconforming product or service.

3.69
concession
permission to use or release (3.6.11) a product (3.2.9) or service (3.7.10] that does not conform to specified

requiremends [3.5.1)

Hote 1 toentry: A concession is generally limited to the delivery of products and services that have rerconforming
[A.513) characteristics [1.10.1]) within specified limits and is generally given for a limited gquantity of preducts and
services or period of time, and for a specilic use.
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3.6.10

deviation permit

permission to depart from the originally specified requirements (3.5.1) of a product (3.7.9) or service (3.7.10)
prior to its realization

Note 1 to entry: A deviation permit is generally given for a limited quantity of products and services or perlod of time,
and for a specific use.

3.6.11
release
permission to proceed to the next stage of a process (3.3.1) or the next process

Note 1 to entry: In the context of software and documents (3.8.7). the word “release” is frequently used to refer to a
version of the software or the document itself.

3.7 Terms related to result

3!7‘1
result
consequence of something

Note 1 to entry: A result can take the form of an output (3.2.8) or an outcome (i.c. consequence of the use or application
of an output or outputs).

3.7.2
risk
effect of uncertainty

Note 1 to entry: An effect is a deviation from the expected — paositive or negative,

Note 2 to entry: Uncertainty is the state, even partial, of deficiency of information (3.8.4) related to, understanding or
knowledge (3.10.4) of, an event, its consequence, or likellhood.

Note 3 to entry: Risk Is often characterized by reference to potential events and consequences, or a combination of
these.

Note 4 to entry: Risk is often expressed in terms of a combination of the consequences of an event (including changes
in circumstances) and the associated likelihood of occurrence.

Note 5 to entry: The word “risk” Is sometimes used when there |s the possibility of only negatlve consequences,

373
performance
measurable result (3.7.1)

Note 1 to entry: Performance can relate either to quantitative or qualitative findings.

Note 2 to entry: Performance can relate to managing activities (3.2.12), processes (3.3.1), products (3.7.9), services
(3.7.10), systems (3.4.1) or ergenizations (3,1,1).

374

lagging indicator

<financial and economic benefits> metric (3.7.6) that gives an indication of past performance (3.7.3)
307.5

leading indicator

<financial and economic benefits> metric (3.7.6) that gives an indication of expected performance (3.72.3)
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376

metric

<flinancial and economic benefits> verifiable measurement [3.11.4) used for quantifying or evaluating a
result (3.2.1)

EXAMPLE [ndicator, performance indicator, key performance indicator.

377

productivity

<financial and economic benefits> ability to generate, create, enhance or deliver produets (3.79), services
[3.710) and knowledge [3,10.4)

3.7.8
output

result (3.7.1) of a process (3.3.1)

Note 1 1o eéntry: Whether an output of the organization (3.1.1] s a pradiece (3.79) or a service (3.2.10) depends on the
preponderance of the characteristics (310.1) invalved [eg a painting for sale in a gallery is a product whereas the
supply of a commissioned painting is a service, a hamburger Bought in o retall store s a product whereas recelving an
arder and serving a hamburger ordered in a restaurant 15 part of a service),

179

product

output (3.7.8) of an organization (3.1.1) that can be produced without any transaction taking place between
the organization and the customer (3.9.1]

Note 1 to entry: Productlon of a product is achieved without any transactlon necessarily taking place between the
provider (3.1.9) and the customer, but can often involve this service [3.7.10) element upon its delivery to the customer,

Note 2 to entry: The dominant clement of a product is that it is generally tangible,

Hote 3 to entry: Hardware is tangible and its amount is a countable characterfstie (310.1) (e.g. tyres). Processed
matertals are tangible and thelr amount is a continuons characteristic [e.g. fuel and soft drinks]). Hardware and
processed materials are often referred te as "goeds”, Soflware conslsts of infermetion (3.8.4) regardless ol the delivery
medivm [eg. computer pragram, mabile phone app, instruction manual, dictionary content, musical composition
copyright, driver's licence),

3710
service
oubput [3.70.8) of an organfzation (3.1.1) with at least one activity (3.2.12] necessarily performed between the

organization and the customer (3.9.1)

Note 1 to entry: The dominant elements of a service are generally intangible.

Note 2 to entry: Service often involves activities at the interface with the customer to establish customer requirerments
[3.5.1) a5 well as upon delivery of the service and can involve a continuing relationship such as banks, accountancies
ar public organtzations (e schools, hospitals),

Note 3 to entry: Provision of a service can invalve, for example, the following:

— an activity performed on a customer-supplicd tangible product [2.79) (e.g. a car to be repaired]:

= an activity performed on a customer-supplied intangible product [e.g. the Income statement needed o prepare a
tax return];

— the delivery of an intangible product [e.g. the delivery of information (3.8.4] in the context of knowledge
transmission):

— the creation of amblence for the customer (e.g. in hotels and restaurants).

Note 4 to entry: A service is generally experienced by the customer.
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3711

ohjective

result (3.7.1) to be achieved

Note 1 to entry: An abjective can be strategic, tactical or operational.

Note 2 o enbry: Objectives can relate Lo different disciplines [e.g lnance, health and safety, envireonment). They can
be, for example, srganization-wide or specific to a project (.20, product { 3.72,9), service (3.2.10) or process (3.2.1)

Hote 3 to entry: An objective can be expressed In ather ways, such as an intended result, a5 a purpose, as an operational
criteriom, as a quality afjective [ 3.7.12) or by the use of other words with similar meaning (2.8 aim, poal, target],

Note 4 to entry: In the context of guality managerment spsfems [349) qualily ebjectives are set by the crgoanization
[3.1.1], consistent with the guality policy [3.4.6) to achiove specific resulis.

3712
quality objective
ebfective (3.7.11) related to quality (3.5.2)

Note 1 to entry: Qualicy objectives are generally based on the organizabion’s (3.11) quality palicr (300.6).

Note 2 w entry: Quality objectives are generally specified for relevant functions, levels and processes [(3.3.1]) In the
arganization,

3.7.13
SUCCESS
zarganization> achievement of an alfective (3.7.11)

Note 1 to entry; The success of an arganizafion [(3.1.1) emphasizes the need for a balance between its economic orF
financial interests and the needs of its fnterested parties (3.1.4), such as custonmers [3.9.1), wsers, investorsfsharcholders
(owners], people im the organization, providers (3.1.9], partners, interest groups and communities.,

3.7.14
sustained success
sarganization: success (3.713) over a period of time

Nobe 1 to entry: Sustained success emphasizes the need for a balance between the economic-financial interests of an
arganization (1.1.1) and those of the social and ecological envirenment.

Note 2 to entry: Sustained success relates to the interested parties (3.0.4) of an organization, such as customers (3.2.1),
owners, people in an organization, providers (3.1.9]), bankers, unions, partners and society,

3715

measurement result

result of measurement

set of quantity values being attributed to a measurand together with any other available relevant information

(3.8.4)

Note 1 to entry: A measurement result generally contains “relevant information”™ about the set of guantity values,
such that some may be more representative of the measurand than others. This may be expressed in the form of a
prabability demsity function (PDF)

Note £ to entry: No measurement result is valid without an associated statement of measurement uncertaingy.
[SOURCE: ISO/IEC Guide 99:2007, 2.9, modified — Notes 2 and 3 to entry deleted. New Note 2 to entry added.]
1716

efficiency

relationship between the result [3.7.1) achleved and the resources used

3747
effectiveness
extent to which planned aotivities (3.2.12]) are realized and planned results [3.2.1) are achicved
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3.8 Terms related to data, information and documents

3.81
data
facts about an object (3.5.3)

3.82

dashboard

<financial and economic henefits> combination of numerical and graphical data displays used to present
performance (3.7.3) and trends of key results (3.7.1)

EXAMPLE Traffic light charts, Pareto charts, pie charts, trend charts.

3.83

statistical technique

statistical method

<statistical techniques> methodology for the analysis of quantitative data (3.8.1) associated with variation
in preducts (3.7.9), processes (3.3.1), services (3.7.10) and phenomena under study to provide information
(3.8.4) on the object (3.5.3) of the study

Note 1 to entry: Statistical techniques are equally applicable to qualitative (non-numeric) data if such data can be
converted to quantitative (numeric) data.

3.84
information
meaningful data (3.8.1)

3.8.5
information system
network of communication channels used within an organization (3.1.1)

386
objective evidence
data (3.8.1) supporting the existence or verity of something

Note 1 to entry: Objective evidence can be obtalned through observation, meosurement (3.11.4), test (3.11.13) or by
other means.

Note 2 to entry: Objective evidence for the purpose of audit (3.12.1) generally consists of records (3.8.12), statements
of fact or other information (3.8,4) which are relevant to the audit criteria (3.12.14) and verifiable.

3.8.7
document
information (3.8.4) and the medium on which it is contained

EXAMPLE Record (3.8.12), specification (3.8.8), procedure document, drawing, report, standard,

Note 1 to entry: The medium can he paper, magnetic, electronic or optical computer disc, photograph or master
sample, or combination thereof,

Note 2 to entry: A set of documents [e.g. specifications and records) is frequently called "documentation”.

Note 3 to entry: Some reguirements (3.5.1) (e.g. the requirement to be readable) relate to all types of documents,
However, there can be different requirements for specifications (e.g. the requirement to be revision contrelled) and
for records (e.g. the requirement to be retrievable).

3.88
specification
document (3.8.7) stating requirements (3.5.1)

EXAMPLE Quality manual (3.8.9), quality plan (3.8.10), technical drawing, procedure document, work instruction
(3.8.13).
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Note 1 to entry: A specification can be related to activities (3.2.12) (e.g. procedure document, process (3.3.1)
specilication and test (3.11,13) specification) or products (3,7.9) (e.g. product specification, performance specilication
and drawing).

Note 2 to entry: By stating requirements, a specification can also state results (3.7.1) achieved by design and
development (3.3.11) and thus in some cases can be used as a record (3.8.12).

3.89

quality manual

documented information (3,8,14) describing the erganization (3.1.1), its structure, resources, products (3,7.9)
and services (3.7.10) and specifying its quality management system (3.4.9) directly or by reference to other
documents (3.8.7)

Note 1 to entry: Quality manuals can vary in detail and format to suit the size and complexity of an individual
organization.

3.8.10

quality plan

specification (3.8.8) of the actions (3.6.1), responsibilities and associated resources to be applied to a specific
object (3.5.3)

3.8.11
specific case
<quality planning=> subject of a quality plan (3.8.10)

Note 1 to entry: The specific case can be a process (3.3.1), product (3.72.9), project (3.2.11), contract (3.3.13) or other
intended output (3.7.8) for the quality plan,

3.8.12
record
document (3.8.7) stating resuwlts (3,7.1) achieved or providing evidence of activities (3.2.12) performed

Note 1 to entry: Records can be used, for example, to formalize traceebility (3.5.11) and to provide evidence of
verification (3.11.12), preventive action (3.6.2) and corrective action (3.6.4).

3.813
work instruction
<documentation> detailed description of how to perform tasks

EXAMPLE Detailed written descriptions, flow charts, templates, models, technical notes iIncorporated
into drawings, specifications (3.8.8), equipment instruction manuals, pictures, audios and videos, checklists or
combinations thereof,

Note 1 to entry: Work instructions describe any materials, equipment and documented information (3.8,14) 1o be used,
When relevant, work instructions include acceptance criteria,

3.8.14

documented information

information (3.8.4) required to be controlled and maintained by an organization (3,1,1) and the medium on
which it is contained

Note 1 1o entry: Documented Information can be inany format and media and from any source,
Note 2 to entry: Documented information can refer to:

— the management system (3.4.2), including related processes (3.3.1):

= Information created in order for the organization to operate [documentation);

— evidence of results (3,7.1) achieved (records (3,8.12)).
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3.8.15

form

<documentation> documented information (3.8.14) used to record data (3.8.1) required by the quality
management system (3.4.9)

Note 1 to entry: A form becomes documented Information to be retained (Le. a record (3.8.12)) when data are entered.

3.9 Terms related to customer

391

customer

person or erganization (3.1.1) that can or does receive a product (3.7.9) or a service (3.7.10) that is intended
for or required by this person or organization

EXAMPLE Conswmer (3.9.8), client, end-user, retailer, receiver of product or service from an internal process
(3.3.1), beneficiary and purchaser.

Note 1 to entry: A customer can be internal or external to the organization.

39.2

feedback

<customer satisfaction> opinions, comments and expressions of interest in a product (3.7.9), service (3.72.10)
or complaints-handling process (3.3.1)

393

complaint

<customer satisfaction> expression of dissatisfaction made to an organization (3.1.1), related to its product
(3.79) or service (3.7.10), or the complaints-handling process (3,3.1) itsell, where a response or resolution is
explicitly or implicitly expected

394

dispute

<customer satisfaction> disagreement, arising from a complaint (3.9.3), submitted to a dispute resolution
process (DRP) provider (3.1.11)

Note 1 to entry: Some organizations (3.1.1) allow their customers (3.9.1) to express their dissatisfaction to a DRP-
provider in the first instance, In this situation, the expression of dissatisfaction becomes a complaint when sent to
the organization for a response, and becomes a dispute if not resolved by the organization without DRP-provider
Intervention (3.3.9). Many organizations prefer thelr customers to first express any dissatisfaction to the organization
before utilizing dispute resolution external to the organization.

395

dispute resolver

<customer satisfaction> individual person assigned by a dispute resolution process (DRP) provider (3.1.11) to
assist the parties in resolving a dispute (3.9.4)

EXAMPLE Stafl, volunteer, controct (3,3,13) personnel.

396

complainant

<customer satisfaction> person, organization (3.1.1) or their representative making a complaint (3.9.3)
397

customer service

interaction of an organization (3,1.1) with a customer (3.9.1) throughout the life cycle of a product (3.7.9) or a
service (3.7.10)
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3948
consumer
person whao is the end user of products [3.7.9]) and services (3.7.10)

Note 1 to entry: For the purpoeses of this document, use of the term “consumer”™ includes a range of petential and
exlsting product or service users, for example:

— those thinking about using or purchasing a prosduct ora service;

—  Lhose wha have purchased a one-olf prodict oF service;

—  those ina short- oF long-term product or service contreet (3.3.130;

— end users of a product or a service paying directly for the product or service;
— end users of a product or a service not paying for the product ar service.

Note 2 o entry: The énd user b5 not necessarily the customer [29.1) who purchased the product or service (g2 persons
having a meal at a restavrant that is paid for either by one person in this group or by a different person),

[3OURCE: 1504 1EC Guide To:2020, 3.5, modified — “individual member of the general public™ replaced by
“person” and “services or service-related goods (e.g. a smart speaker)” replaced by “products and services®
in the definition. "product” added before "service™ th roughout Motes 1 and 2 Lo Enr.r_',.'.|

3.9.0

business-to-consumer electronlc commeroe transaction

B2C ECT

=business-to-consumer electronic commerce transaction= set of interactions between an orgonization
[2.1.7]) and a consumer [3.9.8) for the provision of products [3.79) and services [2.7.10], facilitated online

3.9.10

content

<husiness-to-consumer electronic commerce transaction> wording, images and related mechanisms
associated with communicating information (3.8.4) about an organization [3.1.1), its preducts (3.7.9] and
services [3.7.10), and the husiness-fo-consumer electronic commerce transoction [3,9.9)

J3.2.11

business-to-consumer e¢lectronic commerce transaction code

BZCECT code

=business-to-consumer electronic commerce transaction= promise or set of promises made by organizations
[2.1.1) to canswrers [3.2.8), and related provisions in support of B2C ECTs (3.9.9)

Note 1 to entrys Promizses can inelude elements of what are commonly referred to as “terms and conditions",

315112

business-to-consumer electronic commerce transaction provider

B2ZC ECT provider

<business-to-consumer clectronic commerce transactions orgomization [3.1.1) that supplies a B2C ECT
(399 precess [3.3.1) or activity [3.2.12) to an organization and that is external to the organization operating
the B2C ECT system

3913
customer satisfaction
customer’s (3.9.1) perception of the degree to which the customer's expectations have been fulfilled

Note 1 to entey: IL can be that the customer’s expectation s not known to the ergorization (3.1.1). or ¢ven to the
customer in guestion, until the prodect (3.7.9) or service {3.7.10) is delivered. It can be necessary for achieving high
custamer satisfaction to fulfil an expectation of a customer even if it is neither stated nor generally implied or
obligatory.

Note 2 to entry: Complaints (39.3) are a common indicator of low customer satisfaction but their absence does not
necessarily lmply high customer satisfaction.
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Note 3 to entry: Even when customer requirements (1.5.1) have been agreed with the customer and fulfilled, this doees
not necessarily ensure high customer satisfaction,

1914

customer satisfaction code of conduct

promises, made to customers (3.9.1) by an organization [3.1.1) concerning its behaviour, that are aimed at
enhanced customer satisfoction (3.5.13) and related provisions

Note 1 to entry: Related provisions can include edyjectives [3.7.11]), conditions, limitations, contact informetion (3.8.4],
and complaings [29.3) handling procedures [1.3.2).

3.10 Ternis related to characteristic

3.10.1
characteristic
diztinguishing feature

Hote 1 1o entry: A characteristic can be inherent or assigned.

Note 2 to entry: A characteristic can be qualitative or quantitative.

Note f to entry: There are various classes of characteristic, such as the follwing:
a)  physical (eg. mechanical, electrical, chemical or biological characteristics);
b) sensory (eg. related to smell, touch, taste, sight, hearing);

g} behavieural [eg. courtesy, honesty, veracity];

d] temporal (e.g punceuality, reliability, awailahility, continoity];

e] ergonomic (e.g physlologkcal characteristic, or related to human safety);

f}] functional (e.g. maximum speed of an aircraft].

3.10.2
quality characteristic
inherent chirmeteristic (3.10.1) of an object [3.5.3) related to a reguiremeant [3.5.1)

Note 1 to entry: Inherent means existing in something, especially as a permanent characteristic.

Note 2 to entry: A characteristic assigned to an ohject (e.g. the price of an object) is not a quality characteristic of that
ohject.

3.10.3
human factor
characteristic (3,.10,.1) of a person having an impact on an object (3.5.3) under consideration

Hote 1 to entry: Characteristics can be physical, cognitive or soclal.

Note 2 to entry: Human factors can have a significant impact in the implementation of a management spstem (3.4.2].

3.10.4
knowledge
understanding that enables effective conlext-specific decisions and aclion [3.6.1)

EXAMPLE Insights, know-lhow, good practices (3.2.4)
Hote 1 to entry: Knowledge exists within and between individuals, teams and argasizations (3.1.1].

3.10.5
skill
=training= learned capacity to perform a task to a specified expectation

[SOURCE: IS0 30400:2022, 3.14.12]
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3106

competence

ability to apply kmowledge (3.10.4) and skills [3.10.5] to achieve intended results [3.7.1)
3107

metrological characteristic
characteristic [3.10.1] which can influence the results [3.7.1) of measurement [3.11.4)

Note 1 to entry: Meesurlng equiprment [3.11.5] usually has several metrological characteristics,
Note 2 to entry: Metrological characteristics can be the subject of calibration,

3.10.8

configuration

interrelated functional and physical characteristics (3.10.1) of a praduct [3.7.9) or service (3.7.10) defined in
configuration infarmatian (3,10,10)

3109

configuration item
=configuration management> entity within a configurotion (3.00.8) that satisfies an end use lnction

3.10.10

configuration information

=configuration management> requirements [3.5.1) for prodect [3.29) or service [(32.10) design, realization,
verification [3.11.12), operation and support

3.10.11

configuration status accounting

=configuration management> formalized recording and reporting of configuration information [(3.10.10], the
status of proposed changes and the status of the implementation of approved changes

3.10.12

configuration baseline

<configuration management> approved configuration information (3.10.10) that establishes the
chorocteristics [3.10,.1) of a product [3.79) or service [3.7210) at a point in time that serves as reference for
aebivities (3,2,12] throughout the life cyvele of the product or service

3.11 Terms related to determination

J.11.1
determination
activity (3.2.12] to find out one or more characteristics (3.10.1) and their characteristic values

3.11.2

review

determination (3.11.1) of the suitability, adequacy or effectivencss (3.7.17) of an obfect (3.5.3) to achieve
established abfectives (3.7.11)

EXAMPLE Management review, design ond development (3.5.11) review, review af coustomer [3.9.1) requirernentis
(A.5.1), review of corrective action [1.6.4], peer review.

Note 1 to entry: Review can also include the determination of efficiency [1.7.16).

3.11.3
monitoring
determining [(3.11.1) the status of a system [(3.041), a process [3,3.1) or an activity [3.2.12)

Note 1 to entry: To determine the status, there can be 3 need to :hctk,.-.'upl.-r\'i:n o eritica |];|.f|:ﬂ'.|:|:ru.

Note 2 to entry: Monitoring can also determine the status of a produce (3.7.9) or a service (3,7.10].
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Note 3 to entry: Monitoring is gencrally a determination of the status of an object [3.5.3]), carricd out at different
stages or al dilferent times,

3114
measurement
process (3.3.1) to determine a value

Hote 1 to entry: According te 150 3534-2:2006, 3.2.1, the value determined is generally the value of a quantiny.

3.11.5
measurement management system
management system [(3.4.2) with regard to measurement [3.11.4)

3116
metrological function
function with administrative and technical responsibilicy for defining and implementing the measurement

management system (3.11.5)

3117

metrological confirmation
set of operations required to ensure that measuring equipment (3.11.9) conforms to the requirements (3.5.1)
for its intended use

Note 1 to entry: Metrological confirmation generally includes calibration or verification (3.101.12]. any necessary
adjustment or repalr [3.6.7] and subsequent recalibration, and comparison with the metralogioal requirements [15.7)
for the intended use of the equipment, as well as any required sealing and labelling,

Hote 2 to entry: Metrological conflirmation is not achieved until and unless the fitness of the measuring equipment for
the intended use has heen demanstrated and documented.,

Note 3 to entry: The requirements for intended use include such considerations as range, resolution and maximum
permissible errors,

Hote 4 to entry: Metrological requirements are usually distinet from, and are not specified in, product [1.7.9)
requirements.

3118
measurement process
set of operations to determine the value of a quantity

3.11.9

measuring equipment

measuring instrument, software, measurement standard, reference material or auxiliary apparatus, or a
comhbination thereof, necessary to realize a measurerent process [3.11.8)

31110

measurement service

task(s) and associated processes (3,3.1) performed to implement a measurement [(3,11.4) or to document a
measurement

Note | to entry: The term “measurement service” includes tasks such as repair (3.4.7) of equipment where
measurements are used in the repair process.,

3.11.11
inspection
determination {3.11.1) of confarmity (3.5.9]) to specified requiremenis [3.5.1)

Hote 1 to entey: I the reswll (3.7.1) of an inspection shows conflormity, [t can be used for purposes of verlfication
(3.10.12).

Note 2 to entry: The resull of an inspection can show conformity or nerconformity (3.5.13) or a degree of conformity.
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31112

verification

confirmation, through the pravision of objective evidence [3.8.6), that specified requirements (3.5.1) have
been fulfilled

Hote 1 to entry: The objective evidence needed for a werification can be the result [3.7.1) of an inspection [3.11.11] or
of other forms of determination (3.11.1) such as performing alternative calculations or reviewing documents (3.8.7].

Note £ o entry: The aobividles [3.2.12) carried out for verification are sometimes called a “gualification process”,
Note 3 to entry: The ward “verified” is used to designate the corresponding status,

31113
test
determination (3.11.1) according to regquirements (3.5.1] for a specific intended wse or application

Note 1 toentry: 10 the resule (3.7.1) of a test shows conformity [3.59), it can be used for parposes of validetion [3.11.14).

31114

validation

confirmation, through the provision of ebjective evidence [2.8.4], that the reguirements (3.5.1) for a specific
intended use or application have been fulfilled

Note 1 to entry: The objective evidence noeded for a validation is the result (3.2.1] of a test [3.10.13) or other form of
determiration [1.01.1) such as performing alternative calculations or reviewing dociarents [1.8.7].

Note 2 to entry: The word “validated” s used to designate the correspanding status,

Hote 3 to entry: The use conditions for validation can be real or simulated.

312 Terms related to audit

3121

audit

systematic and independent process (3.3.1) for ebtaining evidence and evaluating it objectively to determine
the extent to which the audrie criterio (3.12.14) are fulfilled

Note 1 o entry: An audit can be an internal awdit (Tficst party) or an external audit (second party or third party), and it
can be a combined audit (3.12.2) [combinlag twe or more disciplines).

Note 2 to entry: Aninternal audit is conducted by the onganization [1.1.1) itself, or by an external party on its behalf.

HNote I o entry: The lundamental elements of an audit include the determinetion (3.L11] of the comformity (3.59) ol an
obfect [1.5.3) according to a procedore (3.23.2) carried out by people selected to ensure impartiality and objectivity of
the audit process.

Note 4 to entry: Internal audits are conducted for management review [2,11.2) and ather internal purposes and can
form the basis for an organization’s declaration of confermity. Independence can be demonstrated by the freedom
Trom responsibilicy for the aebivicy (3.2.12) being audited,

Note 5 Lo entry: Second-party awdits are conducted by parties having an interest in the arganization, such as custormers
(3.5.1], or by other persons on thelr behall Third-party audits are conducted by external, independent awditing
arganizations such as those providing certification or registration of conformity or governmental agencies,

Note 6 1o entry: Anaudit can also be a foine ousdic (3.12,3) conducted by two or more auditing organizations,

3122

combined audit
audit (3,12,1) carried out together at a single euditee (3,12,5) on two or more monagement systems (3.4,2)

Note 1 to entry: The parts of a management system that can be invalved in a combined audit can be identified by the
relevant management system standards, product standards, service standards or process standards being applied by

the organization [3.1.1).
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312.3
joint andit
gudit [2.12.1] carried out at a single auditee (3.12.5) by two or more auditing orgenizations [3.1.1]

3124
audit client

organization (1,11 or person requesting an awdit (2.12.1)

31125
auditee
orgahization (3,1.1) being audited

3126
guide
=andits person appointed by the eudites [3.12.5) to assist the auwdit feam [3.12.7)

3127
audit team
one or more persons conducting an audit (3.12.1), supported if needed by technical experts (3,12.9)

Note 1 to entry: One avditor [(3,12.8) of the audit team [s appolnted as the audit team leader.

Note 2 to entry: The audit team can include auditors-in-training.

3.12.8
auditor
person who conducts an awdif (3.12.1)

3129
technical expert
=audit> person who provides specific knowledge [3.10.4) or expertise to the audit team (3.12.7)

Hote 1 te entry: Specific knowledge or expertise relates to the orgonizatfon (3.1.1), the actbviby [3.2.12], process [3.3.1),
progect [(2.2.9), service (17.10) discipline te be audited, language or enltare (3.4.7 ).

Nate 2 o entry: A technical expert 1o the audit team does not scLas an ouditer [3.12.8).

312,10
observer
individual who accompanies the gudit team (3.12.7) but does not act as an auditor (3.12.8) nor a technical

expert (3.12.9]

31211

audit programme

arrangements for a set of one or more gudits (2.12.1) planned for a specific time frame and directed towards
a specific purpose

31212
audit scope
extent and boundaries of an awdir (3.12.1)

Note 1 to entry: The awdit scope penerally includes o description of the physical and virtwal locations, arganizational
unita, eetfwities (3.2.12]) and precesses [3,.3.1], as well as the time perbod covered.

Note 2 to entry: A virtual location is where an enganization [3.1.1) performs work or provides a service [3.7.10] using
an online environment allowing individuals to perform processes irmespective of physical locations,

3.12.13
audit plan
description of the gctivities [3.2,12]) and arrangements for an awdit (3,12.1)
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3.12.14
audit criteria
sot of requirements [3.5.1) used as a reference against which ebfective evidence [(3.0.5) is compared

Note 1 to entry: [Fthe audit criteria are legal (including statutory or regulatory] requirements, the words “compliance”
ar "non-compliance” are often used in an oudit finding (3.12.16).

Note 2 to entry: Bequirements may include pelicies (3.4.5), procedures (3.3.2), work fnstroctions (AH.13), legal

reguirements, contractual obligations, ete.

31215

audit evidence
records [3.8.12), statements of fact or other information (3.8.4), which are relevant to the gudit criteria
(3.12.14) and verifiable

31216
audit finding
results (3.7.1] of the evaluation of the collected awdic evidence [3,12.15) against audit criterio (3,12.14])

Naote 1 o entry: Audit findings indicate conformity [3.5.9) or nopconfonmity (3.0.13)

Note 2 to entry; Awdit findings made against audit criteria selected from startutery reqguirements [(3.5.5) or regulatory
requirements (3.5.0) can indicate compliance or non-compliance.

Note 3 to entry: Audit findings can lead to the identification of risks (2.7.2), opportunities for improverment [3,.2.3) or
recording good procrices [3.2.4),

31217
audit conclusion
result [3.7.1) of an audit (3.12.1), after consideration of the audit objectives and all audir findings (3.12.16)

31218
remote auditing method
method used for conducting audit activities (3.2.12) from any place other than the location of the avdites

(312.5)

Note 1 to entry: Remote auditing methods can be wsed in combination with on-site methods to achieve a full and
effective awdit (3.12,1).

Note 2 o entry: Remote auditing methods can be used for virtual locations, Le. where an ergenizalion (3.1.1]) performs
work or provides a service [3.7.00) using an online environment, enabling individuals to execute processes (3.3.1)
irrespective of physical locations,

Note 3 toentry: Remote auditing methods can be used by the ouditor (3.02.8) at one site of the audites to audit another
sile,

[SOURCE: ISOFIEC TS 1701 2:2024, 3.1]

4 Fundamentals of guality management

4.1 General

The quality management principles and concepts described in 4.2, .3 and 4.4 constitute the fundamentals
of guality management. They give the organization the ability to meet the challenges of ongoing change
in both internal and external issues. The context in which an organization works today can be influenced
by accelerated changes, global markets and supply chains, new technologies, information technology,
innovation, and knowledge as a principal resource. The impact of quality management extends bevond
customer satisfaction: it can also have a direct impact on the organization’s reputation and sustained
SUCOEsS.

All concepts, principles and their interrelationships should be seen as a whole and not In isolation. Mo
individual concept or principle is more important than another and the division of concepts hetween 4.3 and
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4.4 is to enhance readability and understanding of this document without intent to separate the application
of the concepts. At any time, finding the right balance in their application is critical.

4.2 Quality management principles

421 General

The quality management principles outlined in this document provide organlzations with a solid foundation
for developing or improving their QMS,

While each principle can be understocd individually, they should be viewed as interrelated and
interdependent when applied within the organization.

These principles serve as fundamental puidance and are universally applicable to any organization’s (MS.
4.2.2 Customer focus

4.2.2.1 Statement

The primary focus of gualily management is to meet customer reguirements and to strive to exceed
CUSTOMEr X FI!E'E"CE“HI'I.F.

4.2.2.2 Rationale

Understanding the current and future needs and expectations of customers and other interested parties
contributes to the sustained success of the organization, Every aspect of customer interaction provides an
opportunity to build and retain the confidence of customers and other interested parties,

4.2.2.3 Kcey bencefits

Some potential key benefits are;

— improved customer experience;

— increased customer satisfaction;

— improved customer loyalty:

— enhanced repeat business;

— enhanced reputation of the organization;

— expanded customer hase,

4.2.2.4 Possible actions
Possible actions includs:

— understand and take action on the current and future needs and expectations of customers and other
interested parties;

— link the organization’s policies and objectives to customer needs and expectations;
= communicate customer needs and expectations throughout the organization;

— plan, design, develop, produce, deliver, support and improve products and services to meet customer
necds and expectations;

= measure and moniter customer satisfaction and take appropriate actions;

— determing and address risks and opportunities that can affect customer satisfaction and experience;
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— aclively manage relationships with customers Lo achieve sustained success,
423 Leadership

4.2.3.1 Statement

Leaders at all levels establish unity of purpose and direction and ereate conditions in which people are
engaged in achicving the organization’s quality objectives.

4.2.3.2 Rationale

Creation of unity of purpose and the direction and engagement of people enable an organization to align its
strategies, policies, processes and resources to achieve its objectives.

4.2.3.3 Key benefits

Some potential key benefits are;

— increased cffectiveness and efficiency in meeting the organization’s quality objectives;
— better coordination of the organization’s processes;

= improved communication between levels and functions of the organization;

— development and improvement of the capability of the organization and its people to deliver desired
restlts.

4.2.34 Possihle actions
Possible actions include:

— communicate the organization’s mission, vision, strategy, policies and processes throughout the
organization;

— create and sustain shared values, fairness, and trust at all levels of the organization;

— establish and promote a quality culture and ethical behaviour;

— encourage an organization-wide commitment to quality;

— pnsure that leaders at all levels are positive examples bo people in the organization;

— encourage risk-based thinking to proactively address issues to enhance desired effects;

— provide people with the required resources, training and authority to act with accountability;

—  inapire, encourage and recognize the contribution of people.

4.2.4 Engagement of people

4+.2.4.1 Statement

Competent, empowered and engaged people at all levels throughout the organization are essential to
enhance the organization’s capability to create and deliver value for customers and other interested parties.

4+.2.4.2 Rationale

In order to manage an organization effectively and efficiently. it is important to respect and involee all
people at all levels. Recognition, empowerment and enhancement of competence facilitate the engagement
of peaple in achieving the organization’s quality objectives.
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4.2.4.3 Key benefits
Some potential key benefits are:

— improved understanding of the organization’s quality objectives by people in the organization and
increased motivation to achieve them;

— enhanced involvement of people in improvement activities;

— enhanced personal development, initiatives and creativity;

— enhanced people satisfaction;

- enhanced trust and collaboration throughout the organization;

— increased attention to shared values and culture throughout the organization.

4.2.44 Possible actions
Possible actions include:

— communicate with people to promote understanding and awareness of the importance of their individual
contribution;

— promote collaboration throughout the organization;

— facllitate open discussion and sharing of knowledge and experience;

— empower people to determine constraints to performance and to take initiatives without fear;
— recognize and acknowledge people’s motivation, contribution, learning and improvement;

— enable self-evaluation of performance against personal objectives;

— conduct surveys to assess people’s satisfaction, communicate the results and take appropriate actions,
4.2.5 Processapproach

4.2.5.1 Statement

Consistent and predictable results are achieved more effectively and efficiently when activities are
understood and managed as interrelated or interacting processes that function as a coherent system.

4.2.5.2 Rationale

The QMS consists of interrelated or interacting processes. Understanding how results are produced by this
system enables an organization to improve the system and its performance.

4.2.5.3 Key benefits

Some potential key benefits are:

— enhanced ability to focus effort on key processes and opportunities for improvement;
— consistent and predictable results through a system of aligned processes;

~ optimized performance through effective process management, efficient use of resources and reduced
cross-functional barriers;

— enabling the organization to provide confidence to interested parties related to its consistency,
effectiveness and efficiency.
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4+.2.54 Possible actions

Possible actions include:

— define objectives of the system and processes necessary to achieve them;

— pestablish authority, responsibility and accountability for managing processes;

— understand the organization’s capabilities and determine resource constraints prior to action;

= determine process interdependencies and analyse the effect of modifications to individual processes on
the system as a whole;

—  manage processes and their interrelations as a system to achieve the organization’s quality ohjectives
effectively and elliciently;

— ensure the necessary information is available to operate and improve the processes and to measure,
monitor, analyse amnd evaluate the performance af the gverall svstem;

— manage risks which can affect outputs of the processes and overall outcomes of the QMS.
+.2.6  Improvement

4.2.6.1 Statement

Successful organizations have an ongolng focus on improvement.

4.2.6.2 Rationale

Improvement s essentlal for an erganization to malntain current levels of performance, to react to changes
in its internal and external conditions, to manage risks and to create new opportunitics,

4.2.6.3 Key benefits
Some potential key benefits are:
— improved process performance, organizational capability and customer satisfaction;

— enhanced focus on root cause investigation and determination, followed by prevention and corrective
actions;

— enhanced ability to anticipate and react to internal and external risks and opportunities;
— enhanced consideration of both incremental and breakthrough improvement,
— effective use of learning for improvement;

—  enhanced drive Tor innovation.

4.2.6.4 Possible actions
Possible actions include:
— promote the establishment of improvement objectives at all levels of the organization;

— educate and train people at all levels on how to apply basic tools and methodologies to achieve
improvement ohjectives;

— ensure people are competent to successfully promote and complete improvement actions;
= fdevelop and deploy processes to implement improvement projects throughout the organization;

— track, review and audit the planning, implementation, completion and results of improvement actions;
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— integrate Improvement conslderation Into development of new or modified products, services and
processes;

— recognize and acknowledge improvement,
4.2.7 Evidence-based decision-making

4.2.7.1 Statement

Decisions based on the analysis and evaluation of data and information are more likely to produce desired
results and lead the organization to improve,

4.2.7.2 Rationale

Decision-making can be a complex process and it always involves some uncertainty. It often involves multiple
types and sources aof inputs, as well as their interpretation, which can be subjective. IE is important to
understand cause and effect relationships and potential unintended consequences. Facts, evidence and data
analysis lead to greater objectivity and confidence in decision-making for the benefit of all the organization's
interested parties,

4.2.7.3  Hey benefits

Some potential key benefits are:

— improved decision-making processes;

— improved assessment of process performance and ability to achieve objectives;
— improved operational effectiveness and efficiency;

— increased ability to review, challenge and change opinions and decisions;

— Increased ability to demonstrate the effectiveness of past decisions.

4.2.74 Possible actions

Paossible actions include:

— determine, measure and monitor key indicators to demonstrate the organization's performance;
—  make all data and information needed available to the relevant people;

— gnsure that data and information are sufficiently accurate, reliable, secure and available;

— analyse and evaluate data and information using suitable methods:

— ensure people are competent Lo analyse and evaluate data and information as needed;

— make decisions and take actions based on evidence, balanced with experience and intuition,
4.2.8 Relationship management

4.2£48.1 Statement

For sustained success, organizations manage their relationships with interested parties.

4.2.8.2 Rationale

Interested parties influence the performance of an organization. Sustained success is more likely to be
achieved when the organization manages relationships with all of its interested parties Lo aptimize their
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impacton its performance, Relationship management with its provider and partner networks is of particular
importance,

4.2.8.3 Key benefits
Some potential key benefits are:

— enhanced performance of the organization and its Interested parties through responding to the
opportunities and constraints related to each interested party;

— common understanding of objectives and values among interested parties;

— increased capability to create value for interested parties by sharing resources and competence and
managing relevant risks and opportunities;

— enhanced supply chain management that provides a stable flow of products and services.

4.2.8.4 Possible actions
Possible actions include:

— determine interested parties (such as providers, partners, customers, regulators, investors, people,
communities or society as a whole) and their relationship with the organization;

— determine and prioritize interested party relationships that should be managed;
— establish relationships that balance short-term gains with long-term considerations;
— gather and share information, expertise and resources with interested parties;

— measure performance and provide performance feedback to interested parties, as appropriate, to
enhance improvement initiatives;

— establish collaborative development and improvement activities with providers, partners and other
interested partics;

— encourage and recognize improvements and achievements by providers and partners.
4.3 Fundamental quality management concepts

43.1 Quality

The quality of an organization’s products and services is determined by the extent to which they meet
the needs and expectations of customers, and their intended and unintended impacts on other interested
parties. Therefore, customers or other interested parties can experience good or poor quality, acceptable or
unacceptable quality.

This assessment is not only dependent on the intended function and performance of the products and
services, but also their perceived value to the customer and benefit to other interested parties,

An organization focused on quality promotes a culture that results in the behaviour, attitudes, activities
and processes that deliver value and benefit through fulfilling the needs and expectations of customers and
other interested parties.

4.3.2 Quality management

Quality management applies to the processes of quality planning, quality control, quality assurance and
quality improvement to achieve its intended results. It is about managing the organization so that it meets
the needs and expectations of its customers and other interested parties.
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Quality management fecuses on customers, while at the same time enhancing engagement of people in the
organization and maintains effective relationships with other interested parties. It supports leadership in
the development of policies and practices, as well as maintaining a commitment te evidence-based decision-
making. It provides a basis for ongoing development and improvement of processes within a coherent QMS,
so that interrelationships and interactions among processes can be managed effectively and efficiently. The
guality management principles when applied together form the foundation of gquality management and a
guality culture in the organization.

4.3.3 Quality management system [(JM5)

The QMS provides a framework of interacting and interrelated processes. In addition, the QM35 connects
these processes with the resources required 1o deliver value for custeomers and realize benefits for other
interested parties, A QMS is used to manage activities by which the organlzation determines guality
objectivies, processes, and resources needed to achieve intended results,

Implementing a (QMS enables top management to optimize the use of resources, considering the long- and
short-term consequences of their decision. It provides the resources to determine risks and opportunities,

and actions to address intended and unintended consequences in providing products and services.

Maintaining and continually improving a QMS enables organizations to improve their performance,
while providing confidence in their capahilities to interested parties. This can also provide a competitive
advantape.

Providing a structured framework ensures all processes, decisions and resources are coordinated toward
a common objective, A QMS can ensure that all activities of an organization are aligned and make people
aware of what is required of them to achieve intended results. This can increase engagement of people and
assist in establishing a strong organizational quality culture,

434 Quality assurance

Quality assurance provides customers and other interested porties with a basis for confidence that their
needs and expectations will be fulfilled. This can be achieved by providing evidence of the effectiveness of
the QMS, and the processes invoelved in the delivery of products and services, This can be done by providing
results of relevant process monitoring and measurement activities,

Confidence that needs and expectations will be fulfilled is an important aspect of the relationship of an
organization with its customers and other interested parties. This applies to both current and future
relationships. Consistency between what is promised and what is delivered provides a basis for future
customer loyalty and support by other interested parties. Effective quality assurance also provides people
within the organization with confidence that they are acting with ethics and integrity in the relationship
between the organization and its customers and other inferested parties,

4.3.5 Quality control

Quality control is used to ensure that the organization consistently meets requirements for products and
services, It involves svstematic activities designed to monitor, inspect and test products and services
at various stages of production or delivery, Effective quality control confirms requirements are met and
intended results are delivered. Information from quality control activities provides inputs to guality
assurance and quality improvement.

Quality control activities can be planned to be appropriate to the nature and complexity of processes,
products and services. By controlling key aspects of processes, quality control can be consistent with
optimizing the use of the skills of competent people.

Quality control is essential to meeting the needs and expectations of customers and other interested parties,
while preventing or reducing undesired effects. This can have a positive effect on the success and reputation
of an organization,

Information from quality control activities is important in providing a basiz for confidence in the
elfectiveness of guality management and the ongoing improvement of processes, products and services,
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4.3.6  Quality planning

Quality planning is used to plan for the processes, activities and resources necessary to achieve quality
objectives. It ensures:

— there are a clear set of requirements for the product or service to be supplied;
— there is a specified sequence and interaction of processes to realize the product or service,

Like in other fundamental concepts, quality planning is scalable, and quality plans can be nested. Quality
planning can oceur at the system level, as if one were designing the QM5 for a new arganization. It can also
occur at the level of an individual process or within a specific project. The detail required in quality plans
can vary from organization to organization, as well as the point in the development cycle of a product or
service,

Quality planning should consider the context in which the orgamization operates and the requirements
determined by the interested parties, and should take Into account the risks and opportunities that need to
be addressed,

Quality planning connects quality arrangements with the needs of the customer or other interested
parties. Quality planning can translate the needs and expectations of the customer into the planned quality
management arrangements of an organization. As a result of guality planning, an organization can ensure
that it can produce the intended results.

4.3.7  Process management

Process management is the practice of planning, implementing. controlling and continually improwing
processes to ensure they achieve the organization’s goals and objectives. Process management enables
process inputs, activities and outputs to be managed coherently across functional boundaries. [nterrelated
processes can be managed so that intended results are achieved effectively and efficiently.

Process management can add value by allowing for better resource allocation, monitoring of performance,
and continual improvement through analyzsis and optimization of processes, I also facilitates meeting the
needs and expectations of customers and other interested parties.

4.3.8 Risk-based thinking

Risk-based thinking promotes a cornmitment to prioritizing and managing the effects of uncertainty at all
levels of the erganization, [t involves the consideration of the potential benefits and harms of exercising one
choice of action over another when faced with a possibility of something not going as intended, including a
missed opportunity.

Risk-based thinking leads to better informed decision-making when planning and performing activities.
Fromoting risk-based thinking throughout the organization assists people to focus on improving how
work is done, Using risk-based thinking also enables the organization to avoid unnecessary complexity by
minimizing negative conseguences and taking advanlage of opportunities.

4.3.9 Organizational quality culture

Organizational quality culture refers to the shared values, beliefs, history, attitudes and observed behaviours
of people within an organization. This is influenced and consistently reinforced through the behaviours and
attitudes of people at any level of the organization. Evidence of top management commitment to promoting an
organizational quality culture is essential. This can be supported by other aspects of behaviour throughout
the organization such as ethics and values.

An effective organizational quality culture enables people to work together to meet the needs of customers
and other interested parties, A shared commitment to improvement promotes positive relationships within
the organization amd with external providers, partnering organizations and the community. It is important
to note that an organization's quality culture can be Influenced and expressed within the context of local
customs, cultures and other organizational characteristics,
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An organizational guality culture can provide benefits including an improved work envircenment, a
competitive edge, effective and efficient performance, team cohesiveness, high morale, strong alignment
towards goal achievement and increased customer satisfaction, Organizational quality culture inflMuences
the way people interact with each other, their customers and other interested parties. It can also influence
the context within which knowledge is created, the extent to which people share it and the adaptability to
chanpge. Organizational quality culture is an important aspect of quality management, including the effective
establishment and maintenance of a QMS.

4.3.10 Continual improvement

Continual improvement is a recurring activity to enhance performance which can take place intermittontly,
freguently or regularly. It should continue as long as the arganization exists. Continual improvement can be
applied to any aspect of quality management and encompasses all types of improvement methodologies.

A consistent focus on improsvement at all levels of an organization promoetes cormmitment to meeting the
needs and expectations of customers and other interested parties. Through contimial improvement, an
organizatien consistently uses its knowledge of current perfermance, assigned resources, and externally
provided processes, products and services to plan improvement opportunities, This can result in optimizing
the benefits of achieving objectives and delivering value, An organization that embraces continual
improvement demonstrates its commitment to achieving better results.

4.4 Additional concepts relevant to quality management

441 Context of an organization

Organizations exist within, and are influenced by, the context of thelr aperating environment. The context
of an organizotion can inchude internal issues such as mission, vision, values, culture and history, knowledge
and performance, It also includes external issues such as legal, technological, competitive, market, cultural,
impact of climate change, social, economie, environmental and governmental infliences,

By understanding its context, the organization determines issues which influence its ability to achieve
the planned quality objectives. Further, understanding its context provides clarity to the arganization to
manage its risks and opportunities and meet the needs and expectations of interested parties.

442 Interested partics

There are interested parties that can provide a significant opportunity for organizational sustained success
iftheir needs and expectations are met, and a risk if they are not.

Part of the process for understanding the context of the organization is to identify relevant interested
parties, their needs and expectations, and their effect on the organization. The concept of interested parties
extends the focus of quality manapement beyond the customer alone.

By engaging and building positive relationships with interested parties, organizations can, for example,
improve their overall performance and reputation, anticipate and mitigate potential risks, improve strategic
decision-making, support the development of effective orpganizational strategies, and ensure compliance
with relevant laws, regulations and standards.

4.4.3 Integrated management system

An integrated management system unifies an organizations approach to managing its functions amd
processes which when implemented, enable it to achieve its objectives and to meet the needs and
expectations of customers and other interested parties.

These objectives can include product and service quality, operational efficiency, environmental performance,
information security, and health and safety in the workplace.

Having an integrated management system helps organizations Improve performance by providing a
comprehensive view of the inputs from the various functional disciplines while designing and executing
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effective processes. It also facilitates a more efflcient allocation and prioritization of resources and can help
to reduce waste or avoid conflicting information.

Examples of benefits include aligned objectives and policies, increased effectiveness and efficiency, reduction
in costs and improved communication leading to a strengthened organizational guality culture.

444 Circular economy

The circular economy includes a wide variety of topics by decoupling economic activity from the consumption
of finite resources. [ts objective is to maintain the greatest usefulness and value of existing resources, thus
contributing to sustainability and the reduction of waste generated. In a circular economy, products and
materials are kept in circulation through processes such as maintenance, reuse, refurblshment, repurposing,
remanufacture, recycling and composting,

Acircular econgomy invalves the design of products that can be used, repaired or re-used, or the components
recycled, thereby minimizing the wse of raw malerials, I alse reguires o rethinking of design and
development, production and service provision, and resource traceability, and the incorporation of post-
consumer materials. This change requires adjustments in processes throughout the product life cycle.

A circular economy goes beyond the model of “take, make, use and dispose” and focuses on positive benefits
for all of society. Effective communication highlighting an organization's commitment towards sustainability
can enhance peaple engagement within the organization and its reputation with, and accountahility to,
interested parties,

Using a life cycle perspective, a circular economy generates economic, natural and social capital based on
three principles:

— design to eliminate waste and pollution;
—  keep products and materials in use;
— regenerale matural systems,

Thiz aims to tackle glabal challenges such as climate change, biodiversity lozs, waste and pollution to reduce
the consumption of finite resources,

44.5 Emerging technologies

Emerging technologies are new and innovative technologies or improvements of already existing
technologies. They can have high impact and uncertainty in their application and affect various aspects of
society, economic sectors and organizations, These technologies often have the ability to disrupt traditional
methods and create new opportunities for organizations and individuals.

Emerging technologies play a crucial role in quality management because they can enable organizations
to streamline processes, improve efficiency and enhance overall performance. These technologies provide
advanced methods that can help organizations determine and address quality requirements maore
effectively, ultimately leading to better processes, products and services, The use of emerging technologies
can adversely affect the performance of the QM5 If thelr Impact is not fully understood.

Emerging technelogies can also help organkzations stay ahead of the competition by enabling them to adapt
quickly to changing market trends and the needs and expectations of customers and other interested parties.
Regardless of the technologies used, there are issues that can include design, dependability, information
security, resources, organizational knowledge, competence and organizational change management.

4.4.0  Innovation

Innovation can relate to changes in technology, products or services, processes, the structure of the
organization, business models and management systems. 1t is beneficial to have a systematic approach,
rather than random inmovation ackivity,
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Inmovation can result in added value for customers or Denefits for other interested parties. Innovation
begins with an understanding of needs and expectations. From there, innovation can be achieved through
new or changed products or services, performance, processes or market position, enabling realization or
redistribution of value.

The opportunity and practicality of innovation can vary depending on various factors such as the
organization’s size, industry, culture, resources and market conditions.

Inmovation 15 a way to meel new or anticipated needs and expectations of customers and other interested
parties, and alsoe can enhance sustainability.

Innovation can be a key factor to enhance effectiveness and efficiency, quality, sustained growth, value to
customers and benelits (o other interested parties, and the ability to address risks and opportunities,

Innovation can provide a competitive advantage by increasing productivity, reducing costs and solving
complex business problems.

44.7 Change management

Change management can be used to facilitate the implementation and control of change within the
organization to improve performance, mitigate or avoid adverse outcomes, and achieve intended results.
This involves determining the need for change, developing a strategy for managing the change, engaging
and communicating with people in the organization, and providing support and training to implement the
change.

Change management can be applied at all levels of the organization. The change can be a result of an internal
decision or the response to an external issue from an interested party that affects the organization.

Change management enables the organization to adapt to the environment and improve organizational
performance, thus mitigating risk, taking advantage of opportunities and optimizing results, [t includes
important issues to be considered and managed such as human, soclal and cultural aspects along with
technological and structural aspects.

Change management helps organizations navigate the complex process of change, minimize resistance,
increase engagement of people, ensure continuity, improve communication, and increase the likelihood of
successful outcomes.

4.4.8 Customer experience

Customer experience reflects how a customer feels about an organization. Itincludes the emotional, physical
and psychological connection customers have with the product or service provided.

Customer experience extends through the full life cyele of the organization’s engagement with the customer,
including all interactions, from first discovering and researching a product or service, to its purchase, use
and assoclated follow wp. This helps to Improve customer satisfaction and lovalty that is not always achieved
by solely fulflilling stated needs and expectations.

Building trust and personal relationships by involving the customer In the organization’s activities can
improve the eustomer experience beyvond what can be achieved through product or service performance
alome,

449 EKnowledge management

Knowledge management is a discipline and set of practices that Facilitate knowledge creation and application
to improve organizational performance, Knowledge management is established to acquire, create, retain,
use, maintain, protect and share knowledge, Knowledge management aids consistent performance over
time, despite changing availability of people and their knowledge.

Knowledpe includes experience, expertise and insights held by individuals, groups or aorganizations. To
prevent loss of knowledge in the organization, it is important to manage knowledge in a systematic way.
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It helps the organization achieve 1ts objectives and create value or benefit by Improving the organization’s
effectiveness, efficiency and sustainability,

Enowledge management ensures that valuable insights and experiences are not lost but are accessible at the
point of use to people in the organization. It supports continual improvement and innovation by enabling
organizations to learn from past experiences and adapt to changing environments.

Knowledge management can help organizations to better understand the needs and expectations of
customers, enabling the organization to provide more personalized and effective products and services. It
can also contribute to the development of prople in the organization.

4410 Information management

Information comprises meaningful facts about anything perceivable or conceivable. The accuracy. relevance,
timeliness, completeness and accessibility ol information significantly impact quality managemenL
Information management controls the acquisition, integrity, storage, preservation and protection of data,
and can prevent the misuse of an organization's information. It supports decision-making and operational
efficlency by providing reliable and tmely information,

The adequacy of information management can impact such things as the fulfilment of Interested parties’
necds and expectations and can affect customer satisfaction floyalty, compliance with legislation, reputation
of the aorganization, etc, Effective management of information Is a key performance factor In guality
management, Many processes are dependent on the availability of accurate information at the point of use
amd In decision-making, Protecting the integrity of information is impertant for proper and consistent use,
especially where there is immediacy between the generation and consumption of information.

Information beyond the immediate control of the organization, such as that generated through external
sources, can impact the context of the organization. It is also important to consider and provide safeguards
to protect data, including personal data, from malicious entities which can create legal, linancial or
performance disruptions,

4.4.11 People aspects

People are essential resources within the organization. It is important that people have the appropriate
competence to work within the QMS, and that they have the necessary training, education and experience.
It is the responsibility of top management to provide opportunities for people to develop these necessary
competencies, so that they will understand their responsibilities and how thelr actions conlribute to the
achievement of the organization’s objectives.,

People aspects include attracting, developing, deploving and supporting people within an srganization.
These enable the QMS to function effectively and efficiently.

Effective communication between top management and the people they manage enhances engagement with
the organization. Planned and effective internal (i.e. throughout the erganization) and external (Le. with
relevant interested parties) communication increases awareness and understanding of the context of the
organization, the needs and expectations of customers and other interested parties, and the QMS.

The engapement of people within the (MS enables the orpanization to provide the necessary resources,
monitor processes and results, determine and evaluate risks or opportunities and implement appropriate
actions.

4.4.12 Business continuity

Business continuity is the ability of an organization to continue delivery of products and services during and
following a disruption.

Business continuity management enables an organization to prepare for, protect against, respond 1o and
recover from disruptions. Examples of disruptions include acts of nature, infectious diseases, acts of
zabotage or terrorism, and infrastructure fallure,
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Once the impact of such threats and risks is determined, a plan of action in the form of a business continuity
plan can be introduced to eliminate, or at least minimize, the identified risks.

Business continuity management determinegs an organization’s priorities and prepares solutions to address
disruption. It includes determining risks, avoiding or minimizing the impact of those risks, creating response
structures to clarify roles and responsibilities, and producing business continuity plans. It involves issues
such as facilities management, supply chain management, health and safety, knowledge management,
emergency management, training and exercises, crisis communications, and public relations.

Confidence that needs and expectations will be fulfilled when disruptions cccur is a key aspect of the
relationship of organizations with their customers and other interested parties.

4.5 Developing a QMS using fundamental concepts and principles
4+.5.1 Attributes of a QM5

4.51.1 General

A QM5 is adaptive and provides structure for processes and activities. To remain effective, organizations
should adapt to changing contexts. A QMS provides a structured framewaork for managing change, ensuring
consistency, and supporting organizational improvement.

Organizations can innovate to drive both incremental and breakthrough improvements. While some
systems, processes, and activities reguire flexibility to respond to changing conditions, others remain
structured to ensure consistency and conformity. A QMS provides a structured framework that enahles
organizations to manage complexity, adjust strategies, and maintain operational effectivencss.

4+.5.1.2  System

Organizations seek to understand the internal and external context to identify the needs and expectations of
relevant interested parties, This information is used in the development of the QM5 to achieve the ohjectives
and sustainability of the organization. The outputs from one process can be the inputs into other processes.
Although often appearing to be comprised of similar processes, each organization and its QM5 is unigue.

4.5.1.3 Processcs

Processes are described within the framewaork of a QMS, which includes their definition and specified
parameters where necessary, enabling structured governance, measurement and improvement where
applicable. These processes interact to deliver results consistent with expectations of interested parties,
organizational objectives, and boundaries between functions. Some processes are ¢ritical due to their
impact on quality, conformity, and operational effectiveness, while others play a supporting rale.

4.5.1.4  Activity

People collaborate in carrying oul their activities within the framework of a QMS, which defines roles,
responsibilities, and interactions to ensure alignment with organizational objeclives, Some activitics are
formally established, based on an understanding of the ohjectives of the organization and the needs and
expectations of interested parties, Some activities require adaptability, depend on external inputs and are
nat formally established. They all aperate within a structured framework to maintain consistency and
gl:ﬁl'l'."!'H:l]lEE.

4.5.2 Development of a QMS

A QMS should be developed as necessary by Che organization in response to changes in (ts strategic plan,
changes to the context of the organization and continual improvement. Every organization has policies and
practices it uses to manage the quality of its products and services, whether they have been formally planned

or not. This document provides information on developing a formal system to manage guality management
activities. It is necessary to determine those which already exist in the organization and their suitability
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within the context of the organization. This document, along with [S0 9001 and [50 9004 and other relevant
quality management documents, can then be used to assist the organization to develop a cohesive QMS. The
documents on quality management developed by I50/TC 176/5C 3 (1Le. 150 10001 to I530Q/TS 10020) provide
guidance in developing certain processes needed for an effective QMS. A QM5 provides a framework for
planning, executing, monitoring and improving the performance of quality management activities. The QM5
should not be complicated; rather it should accurately reflect the needs, objectives, and processes of the
organization. In developing the QMS, the fundamental concepts and principles given in this document can
provide valuable guidance,

Flanming a QM3 is an ongolng activity. Plans evolve as the organization learns and circumstances change,
A plan takes into account the quality management activities of the organization and should ensure that it
covers the guidance of this document and other quality management documents,

The organization should moniter and evaluate both the implementation of the requirements of its QMS and
the performance of the organization following implementation. Carefully considered indicators can facilitate
these monitoring and evaluation activities.

Auditing is a means of evaluating the effectiveness of the QMS and its implementation, to identify risks
and to determine the fullilment of requirements. For audits to be effective, objective evidence should be
collected. Actions are taken for correction and Improvement based upon analysis of the evidence gathered.
The knowledge galned can lead to innovation, taking the organlzation’s performance to higher levels,

4.5.3  (MS standards, other management system standards and organizational excellence models

The approaches to a QMS described in QMS standards developed by [50/TC 176, in other management
system standards and in organizational excellence models are based on common principles. They all
enable an organization to identify risks and opportunities and contain guidance for improvement. In the
current context, many issues such as innovation, ethics, trust and reputation can be regarded as parameters
within the QMS. Standards related to quality management {e.g. 150 9001), environmental management [e.g.
IS0 14001], sccupational kealth and safety (e (50 45001 and enerpy management (e.g. 150 500017, as well
as other management standards and organizational excellence models, have addressed this.

The gquality management documents and QMS standards developed by 1S0/TC 176 provide a comprehensive
set of requirements and guidance for a QME. 509001 specifies requirements lor a QM. 150 9004 provides
guidance on a wide range of objectives of a QMS for sustained success and improved performance,
Requirements for a QMS are also provided in sector-specific International Standards.

HOTE1  Examples of standarcds with guidance for components of 2 QM3 and technical subjects in suppert of a QM3
ara [50 9001, IS0/1EC 27001 and [50 14001.

The requirements of an organization’s management system and other management system standards can be
integrated into one management system. The organization can perform an audit of its management system
against the requirements of multiple International Standards, such as 150 9001, 150 14001, [SOF1EC 27001
and 150 50001, 150 19011 provides guidance on auditing an erganization’s management system.

NOTE 2 Reference [E] pml;i.ﬂl:s useful By idance.
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Annex A
(informative)

Concept relationships and their graphical representation

A1 General

In terminology work, the relationships between concepts are based on the hierarchical formation of the
characteristics of a species so that the most economical description of a concept is formed by naming its
species and describing the characteristics that distinguish it from its parent or sibling concepts.

There are three primary forms of concept relationships indlecated In this annex: generlc (see Clause A.2),
partitive [see Clause A, 3) and associative (see Clause A4).

A2 Genericrelation

Subordinate concepts within the hierarchy inherit all the characteristics of the superordinate concept and
contain descriptions of these characteristics which distinguish them from the superordinate [parent] and
coordinate (sibling) concepts, eg, the relation of mechanical mouse, optomechanical mouwse, and optical
motse (o compuler mouse,

Generic relations are depicted by a fan or tree diagram without arrows (see Figure A,

| pointing device |

| touch pad Computer mouse light pem

NOTE Example adapted from 150 704:2022, 5.5.4.2.1, Example 1.

Figure A.1 — Graphical representation of a generic relation

A3 Partitive relation

Subordinate concepts within the hierarchy form constituent parts of the superordinate concept, e.g. mouse
button, mouse cord, infrared emitter, and mouse wheel can be defined as parts of the concept optomechanical
muouse, ln comparison, it is inappropriate to define cord (one possible characteristic of mouse cord] as part
of an optomechanical mouse.

Partitive relations are depicted by a rake without arrows (see Figure 4.2).
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optemechanical moose

mouse  mouse  cirowit x-axis veands  infrared  infrared  mouse
button haall board roller roller emitler  sensor wheel

] J—\

shalt  eneoding  shalt  encoding
disc adisc

NOTE Example adapted from 150 704:2022, 5.5.4.3.1, Example 1.

Figure A.2 — Graphical representation of a partitive relation

A4 Associative relation

Associative relations cannot provide the economies in description that are present in generic and partitive
relations but are helpful in identifying the nature of the relationship between one concept and another
within a concept system, e.g. cause and effect, activity and location, activity and result, tool and functiom,
material and product. Associative relations are the most encountered in terminology practical waork as they
correspond to the concepts relations estahlished in the real world.

Associative relations are depleted by a line with arrowheads at each end (see Eigure A.3).

peinter mouse ]'l.:l.d
1 ¥ 2
‘-\HH-H___ d_/"‘f/
. -
~a -
computer
MoLEE
- ‘\
i
mouse port click
Key
1 dependency relation
2 enhancement relation
3 attachment relation
4 voal relation

NOTE Example adapted from 150 704:2022, 5.6, 3, Example 1.

Figure A.3 — Graphical representation of an associative relation
A5 Concept diagrams

Figures A4 1o A15 show the concept diagrams on which the thematic groupings of Clause 3 are based.
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Since the definitions of the terms are not Included in the concept diagrams, it is necessary 1o refer to Clause 3
to see the definitions and any related notes.

The words in angle brackets below some terms indicate the specific subject fields where the terms are used.

311
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| \
115 | II L
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lder
", ¥ lly provide
%1k 316
b ement
interested . ||’
pary f
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3110 1.L11
3.L7 culernal provider DRP-provider
innovation

Figure A.4 — 3.1 Terms related to organization
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Figure A.6 — 3.3 Terms related to process
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Figure A.7 — 3.4 Terms related to system
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Figure A8 — 3.5 Terms related to requirement
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Figure A9 — 3.6 Terms related to action
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Figure A.10 — 3.7 Terms related to result
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Figure A.11 — 3.8 Terms related to data, information and documents
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Figure A.12 — 3.9 Terms related to customer
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Figure A.13 — 3.10 Terms related to characteristic
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Figuwre A4 — 111 Terms related to determination
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Figure A,15 — 3.12 Terms related to aundit
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