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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 I1SO, also take part in
the work. ISO collaborates closely with the International Electrotechnical Commission (IEC) on all
matters of electrotechnical standardization.

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

ISO draws attention to the possibility that the implementation of this document may involve the use of
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, 1SO had not received
notice of any 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. 1ISO shall not be held responsible for identifying any
or all such patent rights.

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

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about 1SO's adherence to the
World Trade Organization (WTQ) principles in the Technical Barriers to 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 ISO and CEN (Vienna Agreement).

This fifth edition cancels and replaces the fourth edition (ISO 9000:2015), which has been technically
revised.
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The main changes are as follows:

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

e 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;

e 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;

e terms have been added and definitions modified to reflect changes to ISO/TC 176 documents;

o 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.

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 quality
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 objectives. 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 guality 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
guality 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.
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The vocabulary in Clause 3 serves as a unified language for quality management documents, ensuring
the terms are clearly and accurately defined as used within the quality management documents
developed by ISO/TC 176. This document contains the terms and definitions that apply to all quality
management documents and QMS standards developed by ISO/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
ISO/TC 176, and which have an identified dictionary meaning, is provided in Reference [19].

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 conforming to their requirements;

— organizations seeking confidence in their supply chain that product and service requirements
will be met;

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

— organizations performing conformity assessments against the requirements of 1SO 9001;

— 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 QMS standards
developed by ISO/TC 176.

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

There are no normative references in this document.

3 Terms and definitions

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

— 1SO Online browsing platform: available at https://www:.iso.org/obp
— |EC Electropedia: available at https://www.electropedia.org/
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3.1 Terms related to organization
3.1.1 organization

person or 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 organization includes, but is not limited to, sole-trader, company,
corporation, firm, enterprise, authority, partnership, charity or institution, or part or combination
thereof, whether incorporated or not, public or private.

Note 2 to entry: If the organization is part of a larger entity, the term “organization” refers only to the
part of the larger entity that is within the scope of the quality management system (3.4.9).

3.1.2 context of the organization

combination of internal and external issues that can have an effect on an organization's (3.1.1)
approach to specifying and achieving its objectives (3.7.11)

Note 1 to entry: The organization's objectives can be related to its products (3.7.9) and services
(3.7.10), investments and behaviour towards its interested parties (3.1.4).

Note 2 to entry: The concept of “context of the organization” is equally applicable to not-for-profit or
public service organizations as it is to those seeking profits.

Note 3 to entry: Understanding the infrastructure (3.4.3) can help to define the context of the
organization.

3.1.3 top management
person or group of people who directs and controls an organization (3.1.1) at the highest level

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

Note 2 to entry: If the scope of the management system (3.4.2) covers only part of an organization,
then top management refers to those who direct and control that part of the organization.

3.1.4 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)
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EXAMPLE Customers (3.9.1), 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 involvement

taking part in an activity (3.2.12), event or situation

3.1.6 engagement

involvement (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 object (3.5.3) realizing or redistributing value

Note 1 to entry: Activities (3.2.12) resulting in innovation are generally managed.
Note 2 to entry: Innovation is generally significant in its effect.

3.1.8 association

organization (3.1.1) consisting of member organizations or persons

3.1.9 provider

supplier

organization (3.1.1) that provides a product (3.7.9) or a service (3.7.10)

EXAMPLE Producer, distributor, retailer or vendor of a product or a service.

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

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

external supplier

provider (3.1.9) that is not part of the organization (3.1.1)

EXAMPLE Producer, distributor, retailer or vendor of a product (3.7.9) or a service (3.7.10).
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3.1.11 DRP-provider
dispute resolution process provider

person or organization (3.1.1) that supplies and operates an external dispute (3.9.4) resolution process
(3.3.1)

Note 1 to entry: Generally, a DRP-provider is a legal entity, separate from the organization or person
as an individual and the complainant (3.9.6). In this way, the attributes of independence and fairness
are emphasized. In some situations, a separate unit is established within the organization to handle
unresolved complaints (3.9.3).

Note 2 to entry: The DRP-provider contracts with the parties to provide dispute resolution, and is
accountable for performance (3.7.3). The DRP-provider supplies dispute resolvers (3.9.5). The DRP-
provider also utilizes support, executive and other managerial staff to supply financial resources,
clerical support, scheduling assistance, training, meeting rooms, supervision and similar functions.

Note 3 to entry: DRP-providers can take many forms including not-for-profit, for-profit and public
entities. An association (3.1.8) can also be a DRP-provider.

3.1.12 continual improvement
recurring activity (3.2.12) to enhance performance (3.7.3)
3.1.13 quality management system consultant

person who assists the organization (3.1.1) on quality management system realization (3.3.6), giving
advice or information (3.8.4)

Note 1 to entry: The consultant can also assist in realizing parts of a quality management system
(3.4.9).

Note 2 to entry: 1ISO 10019 provides guidance on how to distinguish a competent quality management
system consultant from one who is not competent.

3.2 Terms related to management
3.2.1 management
coordinated activities (3.2.12) to direct and control an organization (3.1.1)

Note 1 to entry: Management can include establishing policies (3.4.5) and objectives (3.7.11), and
processes (3.3.1) to achieve these objectives.
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Note 2 to entry: The word “management” sometimes refers to people, i.e. a person or group of people
with authority and responsibility for the conduct and control of an organization. When “management”
is used in this sense, it should always be used with some form of qualifier to avoid confusion with the
concept of “management” as a set of activities defined above. For example, “management shall...” is
deprecated whereas “top management (3.1.3) shall...” is appropriate. Otherwise different words
should be adopted to convey the intent when related to people (e.g. managerial or managers).

3.2.2 quality management
management (3.2.1) with regard to quality (3.5.2)

Note 1 to entry: Quality management can include establishing quality policies (3.4.6) and quality
objectives (3.7.12), and processes (3.3.1) to achieve these quality objectives through quality planning
(3.2.6), quality assurance (3.2.7), quality control (3.2.8) and quality improvement (3.2.9).

3.2.3 improvement

activity (3.2.12) to enhance performance (3.7.3)

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

method that has been proven to work well and produce good results (3.7.1), and is therefore
recommended to be adopted as a model

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

Note 2 to entry: In some circumstances “good practice” is referred to as “best practice”.
3.2.5 benchmarking
comparative evaluation or analysis of similar practices with the aim of improving performance (3.7.3)

Note 1 to entry: Benchmarking can be applied to policies (3.4.5), strategies (3.4.12) and objectives
(3.7.11), processes (3.3.1) and their operation, products (3.7.9), services (3.7.10) and the
organization's (3.1.1) structures.
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3.2.6 quality planning

part of quality management (3.2.2) focused on setting quality objectives (3.7.12) and specifying
processes (3.3.1) necessary for providing products (3.7.9) and services (3.7.10), and related resources
to achieve the quality objectives

Note 1 to entry: Establishing quality plans (3.8.10) can be part of quality planning.
3.2.7 quality assurance

part of quality management (3.2.2) focused on providing confidence that quality requirements (3.5.6)
will be fulfilled

3.2.8 quality control
part of quality management (3.2.2) focused on fulfilling quality requirements (3.5.6)
3.2.9 quality improvement

part of quality management (3.2.2) focused on increasing the ability to fulfil quality requirements
(3.5.6)

Note 1 to entry: The quality requirements can be related to any aspect such as effectiveness (3.7.17),
efficiency (3.7.16) or traceability (3.5.11).

3.2.10 project management

planning, organizing, monitoring (3.1.13), 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 objective (3.7.11)

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

Note 3 to entry: In some projects, the objectives and scope are updated and the product or service
characteristics (3.10.1) defined progressively as the project proceeds.
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Note 4 to entry: The output (3.7.8) of a project can be one or several units of a product (3.7.9) or
service (3.7.10).

Note 5 to entry: The project’s organization is normally temporary and established for the lifetime of
the project.

Note 6 to entry: The complexity of the interactions among project activities is not necessarily related
to the project size.

3.2.12 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

<projects> temporary structure that includes project (3.2.11) roles, responsibilities, and levels of
authority and boundaries that need to be defined and communicated to all interested parties (3.1.4) of
a project

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

Note 1 to entry: A project management plan should include or refer to the project’s quality plan
(3.8.10).

Note 2 to entry: The project management plan also includes or references such other plans as those
relating to organizational structures, resources, schedule, budget, risk management, environmental
management, health and safety management and security management, as appropriate.

3.2.15 progress evaluation
<projects> assessment of progress made on achievement of project (3.2.11) objectives (3.7.11)

Note 1 to entry: This assessment should be carried out at appropriate points in the project life cycle
(3.2.16) across project processes (3.3.1), based on criteria for project processes and products (3.7.9) or
services (3.7.10).

Note 2 to entry: The results (3.7.1) of progress evaluations can lead to revision of the project
management plan (3.2.14).

3.2.16 project life cycle

<projects> defined set of phases from the start to the end of a project (3.2.11)
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3.2.17 project phase

<projects> division of a project life cycle (3.2.16) into manageable sets of activities (3.2.12), such as
conception, development, realization and termination

3.3 Terms related to process
3.3.1 process

set of interrelated or interacting activities (3.2.12) that uses or transforms inputs to deliver a result
(3.7.1)

Note 1 to entry: Whether the result of a process is called an output (3.7.8), a product (3.7.9) or a
service (3.7.10) depends on the context of the reference.

Note 2 to entry: Inputs to a process are generally the outputs of other processes and outputs of a
process are generally the inputs to other processes.

Note 3 to entry: Two or more interrelated and interacting processes in series can also be referred to as
a “process”.

Note 4 to entry: Processes in an organization (3.1.1) are generally planned and carried out under
controlled conditions to add value and to ensure that intended results can be achieved.

Note 5 to entry: A process where the conformity (3.5.9) of the resulting output cannot be readily or
economically validated is frequently referred to as a “special process”.

3.3.2 procedure

specified way to carry out an activity (3.12) or a process (3.3.1)

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

3.3.3 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 owner is the person (or team) responsible for
the description of a standard process; at the project level, the process owner is the person (or team)
responsible for the description of the defined process. A process can therefore have multiple owners at
different levels of responsibility.
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3.3.4 process approach

<financial and economic benefits> systematic approach to management (3.2.1) in which an
organization (3.1.1) identifies, monitors and manages its internal processes (3.3.1) and their
interactions

3.3.5 workflow
<documentation> series of activities (3.2.12) necessary to complete a task

Note 1 to entry: A workflow that is partially carried out without manual interference can be referred to
as a “semi-automated workflow”. A workflow that is completely carried out without manual
interference can be referred to as an “automated workflow”.

Note 2 to entry: Workflows can be documented.
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)

3.3.7 change matrix

<organizational change management> two-dimensional array showing the relationship between
product (3.7.9) or service (3.7.10) realization stages and organizational change stages

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

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

Note 1 to entry: The combined view presents the positions of interested parties (3.1.4) on the change
matrix (3.3.7).

3.3.9 intervention

<organizational change management> process (3.3.1) through which the behaviour of an organization
(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

1
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3.3.11 design and development

set of processes (3.3.1) that transform requirements (3.5.1) for an object (3.5.3) into more detailed
requirements for that object

Note 1 to entry: The requirements forming input to design and development are often the result (3.7.1)
of research and can be expressed in a broader, more general sense than the requirements forming the
output (3.7.8) of design and development. 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 stages.

Note 2 to entry: The words “design” and “development” and the term “design and development” are
sometimes used synonymously and sometimes used to define different stages 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. product (3.7.9) design and development, service (3.7.10) design and development,
process design and development).

3.3.12 outsource, verb

make an arrangement where an external organization (3.1.1) performs part of an organization’s
function or process (3.3.1)

Note 1 to entry: An external organization is outside the scope of the management system (3.4.2),
although the outsourced function or process is within the scope.

3.3.13 contract

binding agreement

3.4 Terms related to system

3.4.1 system

set of interrelated or interacting elements
3.4.2 management system

set of interrelated or interacting elements of an organization (3.1.1) to establish policies (3.4.5) and
objectives (3.7.11), as well as processes (3.3.1) to achieve those objectives

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 and operation.

Note 3 to entry: The management system elements can include the organization’s policies, practices,
rules and beliefs.
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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 whole of the organization,
specific and identified functions of the organization, specific and identified sections of the
organization, or one or more functions across 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 organization (3.1.1)

3.4.4 work environment
set of conditions under which work is performed

Note 1 to entry: Conditions can include physical, social, psychological and environmental factors
(such as temperature, lighting, recognition schemes, occupational stress, ergonomics and atmospheric
composition).

3.4.5 policy

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

3.4.6 quality policy

policy (3.4.5) related to quality (3.5.2)

Note 1 to entry: The quality policy:
- is 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 (3.4.11):
- provides a framework for the setting of quality objectives (3.7.12).

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

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

culture (3.4.7) supporting the achievement of a quality policy (3.4.6) and objectives (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)
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3.4.9 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)
3.4.10 vision

aspiration of what an organization (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)
3.4.12 strategy

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

3.4.13 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)

3.4.14 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).

3.5 Terms related to requirement
3.5.1 requirement
need or expectation that is stated, generally implied or obligatory

Note 1 to entry: "Generally implied" means that it is custom or common practice for the organization
(3.1.1) and interested parties (3.1.4) that the need or expectation under consideration is implied.

Note 2 to entry: A specified requirement is one that is stated, e.g. in documented information (3.8.14).

Note 3 to entry: A qualifier can be used to denote a specific type of requirement, e.g. product (3.79)
requirement, service (3.7.10) requirement, quality management (3.2.2) requirement, customer (3.9.1)
requirement, quality requirement (3.5.6).
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Note 4 to entry: Requirements can be generated by different interested parties or by the organization
itself.

Note 5 to entry: It can be necessary for achieving high customer satisfaction (3.9.13) to fulfil an
expectation of a customer even if it is neither stated nor generally implied or obligatory.

3.5.2 quality

degree to which a set of inherent characteristics (3.10.1) of an object (3.5.3) fulfils requirements
(3.5.1)

Note 1 to entry: The term "quality" can be used with adjectives such as poor, good or excellent.
Note 2 to entry: "Inherent", as opposed to "assigned"”, means existing in the object.

3.5.3 object

anything perceivable or conceivable

EXAMPLE Product (3.79), service (3.7.10), process (3.3.1), person, organization (3.1.1), system
(3.4.1), resource.

Note 1 to entry: Objects can be material (e.g. an "engine", a "sheet of paper”, a "diamond"),
immaterial (e.g. "conversion ratio", “project plan"™) or imagined (e.g. "unicorn", "scientific
hypothesis").

[SOURCE: ISO 1087:2019, 3.1.1, modified-Example added. Articles added in Note 1 to entry.]
3.5.4 grade

category or rank given to different requirements (3.5.1) for an object (3.5.3) having the same
functional use

EXAMPLE Class of airline ticket, category of hotel in a hotel brochure.

Note 1 to entry: When establishing a quality requirement (3.5.6), the grade is generally specified.
3.5.5 statutory requirement

obligatory requirement (3.5.1) specified by a legislative body

3.5.6 quality requirement

requirement (3.5.1) related to quality (3.5.2)
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3.5.7 metrological requirement

set of requirements (3.5.1) for measurement processes (3.11.8) that include criteria and practices
necessary to ensure that measurements (3.11.4) are reliable and comply with applicable requirements
and regulations

Note 1 to entry: This may include, among other things, the accuracy and precision of the measurement
process, metrological traceability (3.5.11), calibration frequency, personnel training levels, necessary
maintenance operations.

Note 2 to entry: Metrological requirements for measurement processes are generally separate from
product (3.7.9) requirements and are not specified in the latter (usually given as an upper or lower
specification limit or both).

3.5.8 regulatory requirement

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

fulfilment of a requirement (3.5.1)

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

3.5.10 capability

ability of an object (3.5.3) to realize an output (3.7.8) that will fulfil the requirements (3.5.1) for that
output

Note 1 to entry: Process (3.3.1) capability terms in the field of statistics are defined in ISO 3534-2.
3.5.11 traceability
ability to trace the history, application or location of an object (3.5.3)
Note 1 to entry: When considering a product (3.79) or a service (3.7.10), traceability can relate to:
- the origin of materials and parts;
- the processing history:
- the distribution and location of the product or service after delivery.

Note 2 to entry: In the field of metrology, the definition in ISO/IEC Guide 99 is the accepted
definition.
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3.5.12 dependability

ability to perform as and when required

[SOURCE: IEC 60050-192:2015, 192-01-2, modified - Notes to entry deleted.]
3.5.13 nonconformity

non-fulfilment of a requirement (3.5.1)

3.5.14 defect

nonconformity (3.5.13) related to an intended or specified use

Note 1 to entry: The distinction between the concepts "defect” and "nonconformity" is important as it
has legal connotations, particularly those associated with product (3.79) and service (3.7.10) liability
issues.

Note 2 to entry: The intended use as intended by the customer (3.9.1) can be affected by the nature of
the information (3.8.4), such as operating or maintenance instructions, provided by the provider
(3.1.9).

3.6 Terms related to action

3.6.1 action

activity (3.2.12) to achieve something
3.6.2 preventive action

action (3.6.1) to eliminate the cause(s) of a potential nonconformity (3.5.13) or a potential undesired
situation Note 1 to entry: There can be more than one cause for a potential nonconformity.

3.6.10 deviation permit

permission to depart from the originally specified requirements (3.5.1) of a product (3.79) 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 period of time, and for a specific use.
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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 (3.7.8) or an outcome (i.e. 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 - positive 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 likelihood.

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 is the possibility of only negative
consequences.

3.7.3 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
(3.79), services (3.7.10), systems (3.4.1) or organizations (3.1.1).

3.7.4 lagging indicator

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

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

3.7.6 metric

<financial and economic benefits> verifiable measurement (3.11.4) used for quantifying or evaluating
aresult (3.7.1)

EXAMPLE Indicator, performance indicator, key performance indicator.
3.7.7 productivity

<financial and economic benefits> ability to generate, create, enhance or deliver products (3.7.9),
services (3.7.10) and knowledge (3.10.4)

3.7.8 output
result (3.7.1) of a process (3.3.1)

Note 1 to entry: Whether an output of the organization (3.1.1) is a product (3.79) or a service (3.7.10)
depends on the preponderance of the characteristics (3.10.1) involved (e.g. a painting for sale in a
gallery is a product whereas the supply of a commissioned painting is a service, a hamburger bought
in a retail store is a product whereas receiving an order and serving a hamburger ordered in a
restaurant is part of a service).

3.7.9 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: Production of a product is achieved without any transaction 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 element of a product is that it is generally tangible.

Note 3 to entry: Hardware is tangible and its amount is a countable characteristic (3.10.1) (e.g. tyres).
Processed materials are tangible and their amount is a continuous characteristic (e.g. fuel and soft
drinks). Hardware and processed materials are often referred to as “goods". Software consists of
information (3.8.4) regardless of the delivery medium (e.g. computer program, mobile phone app,
instruction manual, dictionary content, musical composition copyright, driver's licence).

3.7.10 service

output (3.7.8) of an organization (3.1.1) with at least one activity (3.2.12) necessarily performed
between the organization and the customer (3.9.1)
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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 requirements (3.5.1) as well as upon delivery of the service and can involve a continuing
relationship such as banks, accountancies or public organizations (e.g. schools, hospitals).

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

- an activity performed on a customer-supplied tangible product (3.7.9) (e.g. a car to be
repaired);

- an activity performed on a customer-supplied intangible product (e.g. the income statement
needed to 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 ambience for the customer (e.g. in hotels and restaurants).
Note 4 to entry: A service is generally experienced by the customer.
3.7.11 objective
result (3.7.1) to be achieved
Note 1 to entry: An objective can be strategic, tactical or operational.

Note 2 to entry: Objectives can relate to different disciplines (e.g. finance, health and safety,
environment). They can be, for example, organization-wide or specific to a project (3.2.11), product
(3.7.9), service (3.7.10) or process (3.3.1).

Note 3 to entry: An objective can be expressed in other ways, such as an intended result, as a purpose,
as an operational criterion, as a quality objective (3.7.12) or by the use of other words with similar
meaning (e.g. aim, goal, target).

Note 4 to entry: In the context of quality management systems (3.4.9), quality objectives are set by the
organization (3.1.1), consistent with the quality policy (3.4.6), to achieve specific results.

3.7.12 quality objective
objective (3.7.11) related to quality (3.5.2)

Note 1 to entry: Quality objectives are generally based on the organization's (3.1.1) quality policy
(3.4.6).

Note 2 to entry: Quality objectives are generally specified for relevant functions, levels and processes
(3.3.1) in the organization.
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3.7.13 success
<organization> achievement of an objective (3.7.11)

Note 1 to entry: The success of an organization (3.1.1) emphasizes the need for a balance between its
economic or financial interests and the needs of its interested parties (3.1.4), such as customers
(3.9.1), users, investors/shareholders (owners), people in the organization, providers (3.1.9), partners,
interest groups and communities.

3.7.14 sustained success
<organization> success (3.7.13) over a period of time

Note 1 to entry: Sustained success emphasizes the need for a balance between the economic-financial
interests of an organization (3.1.1) and those of the social and ecological environment.

Note 2 to entry: Sustained success relates to the interested parties (3.1.4) of an organization, such as
customers (3.9.1), owners, people in an organization, providers (3.1.9), bankers, unions, partners and
society.

3.7.15 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 probability density function (PDF).

Note 2 to entry: No measurement result is valid without an associated statement of measurement
uncertainty.

[SOURCE: ISO/IEC Guide 99:2007, 2.9, modified-Notes 2 and 3 to entry deleted. New Note 2 to
entry added.]

3.7.16 efficiency
relationship between the result (3.7.1) achieved and the resources used
3.7.17 effectiveness

extent to which planned activities (3.2.12) are realized and planned results (3.7.1) are achieved
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3.8 Terms related to data, information and documents
3.8.1 data

facts about an object (3.5.3)

3.8.2 dashboard

<financial and economic benefits> 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.
3.8.3 statistical technique
statistical method

<statistical techniques> methodology for the analysis of quantitative data (3.8.1) associated with
variation in products (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.

3.8.4 information

meaningful data (3.8.1)

3.8.5 information system

network of communication channels used within an organization (3.1.1)
3.8.6 objective evidence

data (3.8.1) supporting the existence or verity of something

Note 1 to entry: Objective evidence can be obtained through observation, measurement (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.
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Note 1 to entry: The medium can be 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 requirements (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 controlled) and for records (e.g. the requirement to be retrievable).

3.8.8 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).

Note 1 to entry: A specification can be related to activities (3.2.12) (e.g. procedure document, process
(3.3.1) specification and test (3.11.13) specification) or products (3.79) (e.g. product specification,
performance specification 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).

3.8.9 quality manual

documented information (3.8.14) describing the organization (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 (3.79), 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 results (3.7.1) achieved or providing evidence of activities (3.2.12)
performed
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Note 1 to entry: Records can be used, for example, to formalize traceability (3.5.11) and to provide
evidence of verification (3.11.12), preventive action (3.6.2) and corrective action (3.6.4).

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

EXAMPLE Detailed written descriptions, flow charts, templates, models, technical notes incorporated
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) to 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 to entry: Documented information can be in any 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)).

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 (i.e. a record (3.8.12)) when
data are entered.

3.9 Terms related to customer
3.9.1 customer

person or organization (3.1.1) that can or does receive a product (3.79) or a service (3.7.10) that is
intended for or required by this person or organization

1y
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EXAMPLE Consumer (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.
3.9.2 feedback

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

3.9.3 complaint

<customer satisfaction> expression of dissatisfaction made to an organization (3.1.1), related to its
product (3.7.9) or service (3.7.10), or the complaints-handling process (3.3.1) itself, where a response
or resolution is explicitly or implicitly expected

3.9.4 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 their customers to first express any dissatisfaction to the organization before
utilizing dispute resolution external to the organization.

3.9.5 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 Staff, volunteer, contract (3.3.13) personnel.
3.9.6 complainant

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

3.9.7 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)

3.9.8 consumer

¢
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person who is the end user of products (3.7.9) and services (3.7.10)

Note 1 to entry: For the purposes of this document, use of the term "consumer" includes a range of
potential and existing product or service users, for example:

those thinking about using or purchasing a product or a service;

- those who have purchased a one-off product or service;

- those in a short or long-term product or service contract (3.3.13);

- 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 or service.

Note 2 to entry: The end user is not necessarily the customer (3.9.1) who purchased the product or
service (e.g. persons having a meal at a restaurant that is paid for either by one person in this group or
by a different person).

[SOURCE: ISO/IEC Guide 76:2020, 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" throughout Notes 1 and 2
to entry.]

3.9.9 business-to-consumer electronic commerce transaction
B2C ECT

<business-to-consumer electronic commerce transaction> set of interactions between an organization
(3.1.1) and a consumer (3.9.8) for the provision of products (3.7.9) and services (3.7.10), facilitated
online

3.9.10 content

<business-to-consumer electronic commerce transaction> wording, images and related mechanisms
associated with communicating information (3.8.4) about an organization (3.1.1), its products (3.7.9)
and services (3.7.10), and the business-to-consumer electronic commerce transaction (3.9.9)

3.9.11 business-to-consumer electronic commerce transaction code
B2C ECT code

<business-to-consumer electronic commerce transaction> promise or set of promises made by
organizations (3.1.1) to consumers (3.9.8), and related provisions in support of B2C ECTS (3.9.9)

Note 1 to entry: Promises can include elements of what are commonly referred to as “terms and
conditions".

"
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3.9.12 business-to-consumer electronic commerce transaction provider
B2C ECT provider

<business-to-consumer electronic commerce transaction> organization (3.1.1) that supplies a B2C
ECT (3.9.9)process (3.3.1) or activity (3.2.12) to an organization and that is external to the
organization operating the B2C ECT system

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

Note 1 to entry: It can be that the customer's expectation is not known to the organization (3.1.1), or
even to the customer in question, until the product (3.79) or service (3.7.10) is delivered. It can be
necessary for achieving high customer satisfaction to fulfil an expectation of a customer even if it is
neither stated nor generally implied or obligatory.

Note 2 to entry: Complaints (3.9.3) are a common indicator of low customer satisfaction but their
absence does not necessarily imply high customer satisfaction.

Note 3 to entry: Even when customer requirements (3.5.1) have been agreed with the customer and
fulfilled, this does not necessarily ensure high customer satisfaction.

3.9.14 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 satisfaction (3.9.13) and related provisions

Note 1 to entry: Related provisions can include objectives (3.7.11), conditions, limitations, contact
information (3.8.4). and complaints (3.9.3) handling procedures (3.3.2).

3.10 Terms related to characteristic

3.10.1 characteristic

distinguishing feature

Note 1 to entry: A characteristic can be inherent or assigned.

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

Note 3 to entry: There are various classes of characteristic, such as the following:

TA
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a) physical (e.g. mechanical, electrical, chemical or biological characteristics);
b) sensory (e.g. related to smell, touch, taste, sight, hearing);
c) behavioural (e.g. courtesy, honesty, veracity);
d) temporal (e.g. punctuality, reliability, availability, continuity);
e) ergonomic (e.g. physiological characteristic, or related to human safety);
f) functional (e.g. maximum speed of an aircraft).
3.10.2 quality characteristic
inherent characteristic (3.10.1) of an object (3.5.3) related to a requirement (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 object (e.g. the price of an object) is not a quality
characteristic of that object.

3.10.3 human factor
characteristic (3.10.1) of a person having an impact on an object (3.5.3) under consideration
Note 1 to entry: Characteristics can be physical, cognitive or social.

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

3.10.4 knowledge

understanding that enables effective context-specific decisions and action (3.6.1)

EXAMPLE Insights, know-how, good practices (3.2.4).

Note 1 to entry: Knowledge exists within and between individuals, teams and organizations (3.1.1).
3.10.5 skill

<training> learned capacity to perform a task to a specified expectation

[SOURCE: ISO 30400:2022, 3.14.12]

3.10.6 competence

ability to apply knowledge (3.10.4) and skills (3.10.5) to achieve intended results (3.7.1)
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3.10.7 metrological characteristic

characteristic (3.10.1) which can influence the results (3.7.1) of measurement (3.11.4)

Note 1 to entry: Measuring equipment (3.11.9) 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 product (3.79) or service (3.7.10)
defined in configuration information (3.10.10)

3.10.9 configuration item
<configuration management> entity within a configuration (3.10.8) that satisfies an end use function
3.10.10 configuration information

<configuration management> requirements (3.5.1) for product (3.7.9) or service (3.7.10) 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
characteristics (3.10.1) of a product (3.79) or service (3.7.10) at a point in time that serves as
reference for activities (3.2.12) throughout the life cycle of the product or service

3.11 Terms related to determination
3.11.1 determination

activity (3.2.12) to find out one or more characteristics (3.10.1) and their characteristic values

\Al
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3.11.2 review

determination (3.11.1) of the suitability, adequacy or effectiveness (3.7.17) of an object (3.5.3) to
achieve established objectives (3.7.11)

EXAMPLE Management review, design and development (3.3.11) review, review of customer (3.9.1)
requirements (3.5.1), review of corrective action (3.6.4), peer review.

Note 1 to entry: Review can also include the determination of efficiency (3.7.16).

3.11.3 monitoring

determining (3.11.1) the status of a system (3.4.1), a process (3.3.1) or an activity (3.2.12)

Note 1 to entry: To determine the status, there can be a need to check, supervise or critically observe.
Note 2 to entry: Monitoring can also determine the status of a product (3.79) or a service (3.7.10).

Note 3 to entry: Monitoring is generally a determination of the status of an object (3.5.3), carried out
at different stages or at different times.

3.11.4 measurement
process (3.3.1) to determine a value

Note 1 to entry: According to 1SO 3534-2:2006, 3.2.1, the value determined is generally the value of a
quantity.

3.11.5 measurement management system
management system (3.4.2) with regard to measurement (3.11.4)
3.11.6 metrological function

function with administrative and technical responsibility for defining and implementing the
measurement management system (3.11.5)

3.11.7 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 (3.11.12), any
necessary adjustment or repair (3.6.7) and subsequent recalibration, and comparison with the
metrological requirements (3.5.7) for the intended use of the equipment, as well as any required
sealing and labelling.
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Note 2 to entry: Metrological confirmation is not achieved until and unless the fitness of the
measuring equipment for the intended use has been demonstrated and documented.

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

Note 4 to entry: Metrological requirements are usually distinct from, and are not specified in, product
(3.7.9) requirements.

3.11.8 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
combination thereof, necessary to realize a measurement process (3.11.8)

3.11.10 measurement service

task(s) and associated processes (3.3.1) performed to implement a measurement (3.11.4) or to
document a measurement

Note 1 to entry: The term "measurement service" includes tasks such as repair (3.6.7) of equipment
where measurements are used in the repair process.

3.11.11 inspection
determination (3.11.1) of conformity (3.5.9) to specified requirements (3.5.1)

Note 1 to entry: If the result (3.7.1) of an inspection shows conformity, it can be used for purposes of
verification (3.11.12).

Note 2 to entry: The result of an inspection can show conformity or nonconformity (3.5.13) or a
degree of conformity.

3.11.12 verification

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

Note 1 to entry: The objective evidence needed for a verification 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 2 to entry: The activities (3.2.12) carried out for verification are sometimes called a
"qualification process".

Note 3 to entry: The word "verified" is used to designate the corresponding status.
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3.11.13 test
determination (3.11.1) according to requirements (3.5.1) for a specific intended use or application

Note 1 to entry: If the result (3.7.1) of a test shows conformity (3.5.9), it can be used for purposes of
validation (3.11.14).

3.11.14 validation

confirmation, through the provision of objective evidence (3.8.6), that the requirements (3.5.1) for a
specific intended use or application have been fulfilled

Note 1 to entry: The objective evidence needed for a validation is the result (3.7.1) of a test (3.11.13)
or other form of determination (3.11.1) such as performing alternative calculations or reviewing
documents (3.8.7).

Note 2 to entry: The word "validated" is used to designate the corresponding status.
Note 3 to entry: The use conditions for validation can be real or simulated.

3.12 Terms related to audit

3.12.1 audit

systematic and independent process (3.3.1) for obtaining evidence and evaluating it objectively to
determine the extent to which the audit criteria (3.12.14) are fulfilled

Note 1 to entry: An audit can be an internal audit (first party) or an external audit (second party or
third party), and it can be a combined audit (3.12.2) (combining two or more disciplines).

Note 2 to entry: An internal audit is conducted by the organization (3.1.1) itself, or by an external
party on its behalf.

Note 3 to entry: The fundamental elements of an audit include the determination (3.11.1) of the
conformity (3.5.9) of an object (3.5.3) according to a procedure (3.3.2) 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 (3.11.2) and other internal
purposes and can form the basis for an organization's declaration of conformity. Independence can be
demonstrated by the freedom from responsibility for the activity (3.2.12) being audited.

Note 5 to entry: Second-party audits are conducted by parties having an interest in the organization,
such as customers (3.9.1), or by other persons on their behalf. Third-party audits are conducted by
external, independent auditing organizations such as those providing certification or registration of
conformity or governmental agencies.

Note 6 to entry: An audit can also be a joint audit (3.12.3) conducted by two or more auditing
organizations.
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3.12.2 combined audit

audit (3.12.1) carried out together at a single auditee (3.12.5) on two or more management systems
(3.4.2)

Note 1 to entry: The parts of a management system that can be involved 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).

3.12.3 joint audit

audit (3.12.1) carried out at a single auditee (3.12.5) by two or more auditing organizations (3.1.1)
3.12.4 audit client

organization (3.1.1) or person requesting an audit (3.12.1)

3.12.5 auditee

organization (3.1.1) being audited

3.12.6 guide

<audit> person appointed by the auditee (3.12.5) to assist the audit team (3.12.7)

3.12.7 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 auditor (3.12.8) of the audit team is appointed 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 audit (3.12.1)

3.12.9 technical expert

<audit> person who provides specific knowledge (3.10.4) or expertise to the audit team (3.12.7)

Note 1 to entry: Specific knowledge or expertise relates to the organization (3.1.1), the activity
(3.2.12), process (3.3.1), product (3.7.9), service (3.7.10) discipline to be audited, language or culture
(3.4.7).
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Note 2 to entry: A technical expert to the audit team does not act as an auditor (3.12.8).
3.12.10 observer

individual who accompanies the audit team (3.12.7) but does not act as an auditor (3.12.8) nor a
technical expert (3.12.9)

3.12.11 audit programme

arrangements for a set of one or more audits (3.12.1) planned for a specific time frame and directed
towards a specific purpose

3.12.12 audit scope
extent and boundaries of an audit (3.12.1)

Note 1 to entry: The audit scope generally includes a description of the physical and virtual locations,
organizational units, activities (3.2.12) and processes (3.3.1), as well as the time period covered.

Note 2 to entry: A virtual location is where an organization (3.1.1) performs work or provides a
service (3.7.10) using an online environment allowing individuals to perform processes irrespective of
physical locations.

3.12.13 audit plan

description of the activities (3.2.12) and arrangements for an audit (3.12.1)

3.12.14 audit criteria

set of requirements (3.5.1) used as a reference against which objective evidence (3.8.6) is compared

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

Note 2 to entry: Requirements may include policies (3.4.5), procedures (3.3.2), work instructions
(3.8.13), legal requirements, contractual obligations, etc.

3.12.15 audit evidence

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

3.12.16 audit finding

results (3.7.1) of the evaluation of the collected audit evidence (3.12.15) against audit criteria
(3.12.14)
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Note 1 to entry: Audit findings indicate conformity (3.5.9) or nonconformity (3.5.13).

Note 2 to entry: Audit findings made against audit criteria selected from statutory requirements (3.5.5)
or regulatory requirements (3.5.8) can indicate compliance or non-compliance.

Note 3 to entry: Audit findings can lead to the identification of risks (3.7.2), opportunities for
improvement (3.2.3) or recording good practices (3.2.4).

3.12.17 audit conclusion

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

3.12.18 remote auditing method

method used for conducting audit activities (3.2.12) from any place other than the location of the
auditee (3.12.5)

Note 1 to entry: Remote auditing methods can be used in combination with on-site methods to achieve
a full and effective audit (3.12.1).

Note 2 to entry: Remote auditing methods can be used for virtual locations, i.e. where an organization
(3.1.1) performs work or provides a service (3.7.10) using an online environment, enabling
individuals to execute processes (3.3.1) irrespective of physical locations.

Note 3 to entry: Remote auditing methods can be used by the auditor (3.12.8) at one site of the auditee
to audit another site.

[SOURCE: ISO/IEC TS 17012:2024, 3.1]
4 Fundamentals of quality management
4.1 General

The quality management principles and concepts described in 4.2, 4.3 and 4.4 constitute the
fundamentals of quality 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 beyond customer satisfaction: it can also have a direct impact on the
organization's reputation and sustained success.

All concepts, principles and their interrelationships should be seen as a whole and not in isolation. No
individual concept or principle is more important than another and the division of concepts between
4.3 and 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.
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4.2 Quality management principles
4.2.1 General

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

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

These principles serve as fundamental guidance and are universally applicable to any organization's
QMS.

4.2.2 Customer focus
4.2.2.1 Statement

The primary focus of quality management is to meet customer requirements and to strive to exceed
customer expectations.

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 Key benefits

Some potential key benefits are:

improved customer experience;

- increased customer satisfaction;

- improved customer loyalty;

- enhanced repeat business;

- enhanced reputation of the organization;

- expanded customer base.
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4.2.2.4 Possible actions
Possible actions include:

- 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 needs and expectations;

- measure and monitor customer satisfaction and take appropriate actions;

- determine and address risks and opportunities that can affect customer satisfaction and
experience;

- actively manage relationships with customers to achieve sustained success.
4.2.3 Leadership
4.2.3.1 Statement

Leaders at all levels establish unity of purpose and direction and create conditions in which people are
engaged in achieving 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 effectiveness 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 results.
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4.2.3.4 Possible 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;
- ensure that leaders at all levels are positive examples to 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;
- inspire, 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 involve all
people at all levels. Recognition, empowerment and enhancement of competence facilitate the
engagement of people in achieving the organization's quality objectives.

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;
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- enhanced trust and collaboration throughout the organization;

- increased attention to shared values and culture throughout the organization.
4.2.4.4 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;

- facilitate 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 Process approach
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;

ay



Oyt 5k sl ,bsle oslsp  cwdige &5 i OSP

Ol @ 5 25l el (pgas j0 &g o,k o plaablsbnl sl Olosle giluasalss -
Sos Sleladl £,Y,0,F
ol 5 0)lge Jolis SKoe leladl

(W (et Bl 4y (alitws (gl Y oty T g et Blaal -

wisd ) leaT b oo lp (@555l 5 Colston sl -

g S mlie slacgsgase pladl 5l iy 5 00l Sy Hlesle slac LB -

298 Jolo i JS 3 050 (slon T3 50 Olponis 155 5 00d el o] 5 Blite slo Sy -

Ca e olojle cuiS Glaal 4 aal)l5 g ise 31 oliws jebiteds (el o Glgieas o Blite ulg, 9 ol -

bl s s (il (Sl Gl 5 s ol Seuge 9 LaTd szl sl p3Y Cledbl oS 55l ol liebl -

Cal o wd 53 s JS 3 Shes
ROV JONIRPPRUIC S ROIK JORTVIPCIWINL S H PPN JPIEES IR [Pt SN WP
RYWIR A <
ke B.Y.50
)15 35 o3 gt yeias j5bds (390 Slalesle
Ghae £,V,5,7

ol (iSly 095 5 5 s Ll o Olyoss 4y S Las 1) o Slee b mohu U cwl (55,0 olojle SO 6l dge

led sl waz glaco 8 5 WS Ly pas | oSy ) s
AN AR
5l wilobe osdll (gulS Gble 5l (S
1§ ytde uld) g lojle Sl daanTyp o Slos 090 -
ol g il Ky Ll (T 51 g g sl e (rn 5 oy 2 3508 SR -

(T 9 JEI slaco B g S 4 S STy 5 St Ul GRS -

Y



Oyt 5k sl ,bsle oslsp  cwdige &5 i OSP

- enabling the organization to provide confidence to interested parties related to its consistency,
effectiveness and efficiency.

4.2.5.4 Possible actions
Possible actions include:
- define objectives of the system and processes necessary to achieve them;
- -establish 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
objectives effectively and efficiently;

- ensure the necessary information is available to operate and improve the processes and to
measure, monitor, analyse and evaluate the performance of the overall system;

- manage risks which can affect outputs of the processes and overall outcomes of the QMS.
4.2.6 Improvement
4.2.6.1 Statement
Successful organizations have an ongoing focus on improvement.
4.2.6.2 Rationale

Improvement is essential for an organization to maintain current levels of performance, to react to
changes in its internal and external conditions, to manage risks and to create new opportunities.

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;
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- enhanced consideration of both incremental and breakthrough improvement;
- effective use of learning for improvement;
- enhanced drive for 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 objectives;

- ensure people are competent to successfully promote and complete improvement actions;
develop and deploy processes to implement improvement projects throughout the
organization;

- track, review and audit the planning, implementation, completion and results of improvement
actions;

- integrate improvement consideration 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 of inputs, as well as their interpretation, which can be subjective. It 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.
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4.2.7.3 Key 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.
4.2.7.4 Possible actions
Possible 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;
- ensure that data and information are sufficiently accurate, reliable, secure and available;
- analyse and evaluate data and information using suitable methods;
- ensure people are competent to 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
4.2.8.1 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 to optimize
their impact on its performance. Relationship management with its provider and partner networks is of
particular importance.
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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 parties;

- encourage and recognize improvements and achievements by providers and partners.
4.3 Fundamental quality management concepts
4.3.1 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.
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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.

Quality management focuses 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 to
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 quality management principles when applied together form
the foundation of quality management and a quality culture in the organization.

4.3.3 Quality management system (QMS)

The QMS provides a framework of interacting and interrelated processes. In addition, the QMS
connects these processes with the resources required to deliver value for customers and realize
benefits for other interested parties. A QMS is used to manage activities by which the organization
determines quality objectives, 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 capabilities to interested parties. This can also provide a
competitive advantage.

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.



Oyt 5k sl ,bsle oslsp  cwdige &5 i OSP

CaksS (pnss FYF

ol o waalss 005l QBT il 5 bl a5 08 e oalp miied sladyb plo 5 byt Glaebl Gl (olive CohsS (e
ol 0gd Jols Bleas g SV game a8l jo Lo sloois] )3 g CuhS o pie plwa iou il sanleds a1l 5,k 5l Gilei o
o9 plosl a1 b (6 eSojluil 5 (il b o e lacolled gl )] Gk Sl wlsie

el o] g s b o s ol yide b lojles Sy dlal, 3l age antz s aalss 03,1 LD 5 bl aSiyl 5l lipebs!
b 03,5 o W)} azl 5 058 o0 00ls sueg azl le 6, 5le 3)ls 08 ST Lils) o2 g Slab Ly 3550 )0 w2 E5090
Olosbs 099 SLE sl Geizman il CukeS ol WS o0 00l @hisS ladil ple culem g byt (ST sl ol
S 0 a6 ISiys 5 G dicsd oo Al g ol 5 ol plos el 3 45 5 e oyl pligeld

CedsS JyuS Y0

15 0oliil 8,50 (S e 03550 |, Slads 5 Y e 43 bgsye Sl patuce jeboas lojls a5l 5l olimebs! (gl S 1S
§ dols B! ilosts @) s see gl o ond adysly lelill a5 WS e snb Ll CusS Ui wlead b

S oo 02l ,8 CudsS Sogy 9 CudsS rad sl 1) abbs0g )5 (S S slacJled

AL ganed (oMo g11o ol 8l sl lae 5 ool g jlwai b Wl o utS S daos] 3 saldS sleacs> S L

wosllasl BT (2als b (6yefiy (e )0 aisd syl plo 5 gt Sl 5 lajls (25l 03,5l sl CoieS Uy

sl axals olojbe Jlael g Cuddge p suke Sl Wi oo ol ol Conl (55500

ol et 5SS e sdduil | olabl sl alie 59,5 wald 58 wuiS U8 sbedls 5l Jols ol

2,10 Cooal Bloas g Y guama daas ],
ol 058 o0 )1 eolital 0550 CohS Blanl 4y oliws jslateds p3¥ e 5 bilad dea] b 3,40l (6ly CoiS S350k
45 w23 o ligab ol

3,03 3929 (el )90 Ceass b Jgazma 1y Sl 5| rdg, 5 pasie Slacgorna -

)3 575 Cewas b Jpame 3o sl laanl bl panis Lol s JIg5 -

g welal 5 50 95 O )gedy Wilgioe CedS Slagb g Sl gan b BB CedS njaeln ool pealie ple wiles
CebS Supie e (2L I 50 wae il o a5 Gl asilen 1358 plonl w0 Wl oSS S5 ,4el
ozl ) il yge Sz (i 09 plal (ol 039, S sz lr o b oshie anlE S s o Wl oo eizmen Cul 255

Al Sglite e by Jpaze Sy dnwgs alpo ol p rizmen 5 5500 losle 4 Slejle il oo CuiS



Oyt 5k sl ,bsle oslsp  cwdige &5 i OSP

4.3.4 Quality assurance

Quality assurance provides customers and other interested parties 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 involved 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 interested parties.

4.3.5 Quality control

Quality control is used to ensure that the organization consistently meets requirements for products
and services. It involves systematic 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 quality 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 basis for confidence in the
effectiveness of quality management and the ongoing improvement of processes, products and
services.

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 occur at the system level, as if one were designing the QMS for a new
organization. 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.
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Quality planning should consider the context in which the organization 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
guality management arrangements of an organization. As a result of quality 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 improving
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.
Interrelated 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 analysis and optimization of processes. It also
facilitates meeting the needs and expectations of customers and other interested parties.

4.3.8 Risk-based thinking

Risk-based thinking promotes a commitment to prioritizing and managing the effects of uncertainty at
all levels of the organization. It 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. Promoting 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 consequences and taking advantage 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 and 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 quality culture can provide benefits including an improved work environment, a
competitive edge, effective and efficient performance, team cohesiveness, high morale, strong
alignment towards goal achievement and increased customer satisfaction. Organizational quality
culture influences 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 change. Organizational quality culture is an important aspect of
guality 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
intermittently, frequently or regularly. It should continue as long as the organization exists. Continual
improvement can be applied to any aspect of quality management and encompasses all types of
improvement methodologies.

A consistent focus on improvement at all levels of an organization promotes commitment to meeting
the needs and expectations of customers and other interested parties. Through continual improvement,
an organization consistently uses its knowledge of current performance, 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
4.4.1 Context of an organization

Organizations exist within, and are influenced by, the context of their operating environment. The
context of an organization can include 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, economic, environmental and
governmental influences.

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 organization
to manage its risks and opportunities and meet the needs and expectations of interested parties.

4.4.2 Interested parties

There are interested parties that can provide a significant opportunity for organizational sustained
success if their 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 management 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 organizational strategies, and ensure compliance with relevant laws,

regulations and standards.
YA
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4.4.3 Integrated management system

An integrated management system unifies an organization's approach to managing its functions and
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 effective processes. It also facilitates a more efficient 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 quality
culture.

4.4.4 Circular economy

The circular economy includes a wide variety of topics by decoupling economic activity from the
consumption of finite resources. Its 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, refurbishment, repurposing, remanufacture, recycling and composting.

A circular economy involves the design of products that can be used, repaired or re-used, or the
components recycled, thereby minimizing the use of raw materials. It also requires a 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 people engagement within the organization and its reputation with,
and accountability 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;
- regenerate natural systems.

This aims to tackle global challenges such as climate change, biodiversity loss, waste and pollution to
reduce the consumption of finite resources.
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4.4.5 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 more effectively, ultimately leading to better processes, products and services. The use
of emerging technologies can adversely affect the performance of the QMS if their impact is not fully
understood.

Emerging technologies can also help organizations 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.

4.4.6 Innovation

Innovation can relate to changes in technology, products or services, processes, the structure of the
organization, business models and management systems. It is beneficial to have a systematic
approach, rather than random innovation activity.

Innovation can result in added value for customers or benefits 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.

Innovation is a way to meet new or anticipated needs and expectations of customers and other
interested parties, and also can enhance sustainability.

Innovation can be a key factor to enhance effectiveness and efficiency, quality, sustained growth,
value to customers and benefits to 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.

4.4.7 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
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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. It
includes important issues to be considered and managed such as human, social 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. It includes the emotional,
physical and psychological connection customers have with the product or service provided.

Customer experience extends through the full life cycle 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 associated follow up. This helps to improve customer satisfaction and loyalty that is
not always achieved by solely fulfilling stated needs and expectations.

Building trust and personal relationships by involving the customer in the organization's activities can
improve the customer experience beyond what can be achieved through product or service
performance alone.

4.4.9 Knowledge 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.

Knowledge includes experience, expertise and insights held by individuals, groups or organizations.
To prevent loss of knowledge in the organization, it is important to manage knowledge in a systematic
way.

It helps the organization achieve its objectives and create value or benefit by improving the
organization's effectiveness, efficiency and sustainability.

Knowledge 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.
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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 people in the organization.

4.4.10 Information management

Information comprises meaningful facts about anything perceivable or conceivable. The accuracy,
relevance, timeliness, completeness and accessibility of information significantly impact quality
management. 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 efficiency by providing reliable and timely information.

The adequacy of information management can impact such things as the fulfilment of interested
parties' needs and expectations and can affect customer satisfaction/loyalty, compliance with
legislation, reputation of the organization, etc. Effective management of information is a key
performance factor in quality management. Many processes are dependent on the availability of
accurate information at the point of use and in decision-making. Protecting the integrity of
information is important 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,
financial 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 their actions
contribute to the achievement of the organization's objectives.

People aspects include attracting, developing, deploying and supporting people within an
organization. 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 organization) and external
(i.e. 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 engagement of people within the QMS enables the organization to provide the necessary
resources, monitor processes and results, determine and evaluate risks or opportunities and implement
appropriate actions.
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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 to
and recover from disruptions. Examples of disruptions include acts of nature, infectious diseases, acts
of sabotage or terrorism, and infrastructure failure.

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 determines 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 occur 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 QMS
4.5.1.1 General

A QMS is adaptive and provides structure for processes and activities. To remain effective,
organizations should adapt to changing contexts. A QMS provides a structured framework 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 require flexibility to respond to changing conditions, others remain
structured to ensure consistency and conformity. A QMS provides a structured framework that

enables organizations to manage complexity, adjust strategies, and maintain operational effectiveness.
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 QMS to
achieve the objectives 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 QMS is unique.
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4,5.1.3 Processes

Processes are described within the framework 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 critical due
to their impact on quality, conformity, and operational effectiveness, while others play a supporting

role.
4.5.1.4 Activity

People collaborate in carrying out their activities within the framework of a QMS, which defines
roles, responsibilities, and interactions to ensure alignment with organizational objectives. Some
activities are formally established, based on an understanding of the objectives of the organization and
the needs and expectations of interested parties. Some activities require adaptability, depend on
external inputs and are not formally established. They all operate within a structured framework to

maintain consistency and governance.
4.5.2 Development of a QMS

A QMS should be developed as necessary by the organization in response to changes in its 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 quality management activities. It is necessary to determine those which already exist in the
organization and their suitability within the context of the organization. This document, along with
ISO 9001 and 1SO 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
ISO/TC 176/SC 3 (ie. ISO 10001 to ISO/TS 10020) provide guidance in developing certain processes
needed for an effective QMS. A QMS provides a framework for planning, executing, monitoring and
improving the performance of quality management activities. The QMS 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.

Planning a QMS is an ongoing 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 monitor 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.
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Auditing is a means of evaluating the effectiveness of the QMS and its implementation, to identify
risks and to determine the fulfilment 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 gained can lead to innovation, taking the organization's

performance to higher levels.

45.3 QMS standards, other management system standards and organizational excellence
models

The approaches to a QMS described in QMS standards developed by ISO/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. 1SO 9001),
environmental management (e.g. ISO 14001), occupational health and safety (e.g. 1SO 45001) and
energy management (e.g. 1SO 50001), as well as other management standards and organizational

excellence models, have addressed this.

The quality management documents and QMS standards developed by ISO/TC 176 provide a
comprehensive set of requirements and guidance for a QMS. 1SO 9001 specifies requirements for a
QMS. ISO 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.

NOTE 1 Examples of standards with guidance for components of a QMS and technical subjects in
support of a QMS are 1SO 9001, ISO/IEC 27001 and I1SO 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 1SO 9001,
ISO 14001, ISO/IEC 27001 and ISO 50001. ISO 19011 provides guidance on auditing an
organization's management system. NOTE 2 Reference [20] provides useful guidance.
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