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

The procedures used to develop this document and those intended for its further maintenance are described
in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the different types
of ISO deemmﬁ- 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).

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

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

Technical Committee
ISO/TC 176, Quality management and quality assurance, Subcommittee SC 2, Quality systems

This f4

fifehSixth edition cancels and replaces the fourthfifth edition (¥56-966+26681S0 9001:2015), which
, Iethenrdomtiomof eedel v— P

has been technically revised;

Clause 3

|
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nnex A

nnex A

www.iso.org/members.html
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Introduction

0.1 General

‘Fhrudopﬁ_ a quality management system is a strategic decision for

an organization that

sustainable development initiatives.

The potential benefits to an organization of implementing a quality management system based on this
mm—_ are:

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

b) facilitating opportunities to enhance customer satisfaction;
¢) addressing risks and opportunities associated with its context and objectives;

d) the ability to demonstrate conformity to speeiffed-quality management system requirements.

This W can be used by internal and external parties.
W imply the need for:

— uniformity in the structure of different quality management systems;

— alignment of documentation to the clause structure of this W;

— the use of the specific terminology of this W within the organization.
The quality management system requirements speeified=in this W are

complementary to requirements for products and services.

Consistently meeting requirements and addressing future needs and expectations _
ﬂposes a challenge for organizations in an increasingly dynamic and complex

environment. To achieve this objective, the organization

« ) -

« ) -

« ) =
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« ) -

For guidance on the application of allclauses in this document, see (50 9002 1

0.2 Quality management principles

This W is based on the quality management principles described in
$56-96681S0 9000 [2], The descriptions include a statement of each principle, a rationale of why the principle

is important for the organization, some examples of benefits associated with the principle and examples of
typieatactions to improve the vrgmﬂmm_ performance when applying the principle.
The quality management principles are:

— customer focus;

— leadership;

— engagement of people;

— process approach;

— improvement;

— evidence-based decision-lmaking;

— relationship management.

0.3 Process approach

0.3.1 General

This promotes the adoption of a process approach when

el-evel-epim-g_, implementing and improving the effectiveness of a quality management system,
to enhance customer satisfaction by meeting customer requirements. Specific requirements considered

essential to the of a process approach are included in 4.4.

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

The process approach involves the systematic drefimritt and management of processes, and
their interactions, so as to achieve the intended results in accordance with the quality policy and strategic

direction of the organization. Management of the processes and the system as a whole can be achieved
using the PBGA-H cycle (see 0.3.2) with an overall focus on risk-based thinkin
8-3-3A.6.1.2) aimed at takt e i i

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

a) understanding and consistency in meeting requirements;

b) #lre-consideration of processes in terms of _added value;

c¢) threachievement of effective process performance;

d) improvement of processes based on _evaluation of data and information.
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Figure 1 gives a schematic representation of any single process and shows the interaction of its elements.
The monitoring and measuring check points, which are necessary for control, are specific to each process
and will vary depending on the process steps and related risks.

I I T T
| Starting point | | End point |

|
|
Outputs eceivers of Outputs

Sources of Inputs

|
|
| MATTER,

|
|PREDECESSOR

l'at other relevant
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|at other relevant I resources, vice,
Iinterested parties | requirements | : decis

L J L= | L O J L 4

| TER, | SUBSEQUENT
|PROCESSES | ENERGY : | ENERGY | PROCESSES
|e.g. at providers | INFORMATION, | | INFORMATION, le.g at customers
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|
I

|
|
|
|
|
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|
|
l

Possible controls and
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and measure performance

l Starting point '
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Sources of inputs Activities Receivers of outputs
PREDECESSOR MATTER, MATTER, SUBSEQUENT
PROCESSES ENERGY, ENERGY, PROCESSES
from internal or INFORMATION, INFORMATION, to internal or
external providers, such as such as external customers,
customers, other materials, products, other relevant
relevant interested resources, services, interested parties
parties decisions decisions

. /U J \. VA J

~
rPossible controls and check
points to monitor and I
measure performance and
effectiveness

/
N

\. J

Figure 1 — Schematic representation of the elements of a single process

0.3.2 Plan-Do-Check-Act cycle
The PDCA cycle can be apphed—tc—ﬁ-mmmﬁoﬁrmﬁWyﬂmﬁd&bneﬂy

described as =follows:
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— Plan: Establish the objectives of the system and its processes, and the resources needed to deliver

results in accordance with ewstenrers‘customer and other relevant interested party requirements and
the erganizatior’sorganization’s policies, and rdentifydetermine and address risks and opportunitiess.

— Do: Implement what was planneds.

— Check: momnitor-amrd-{twirereappticabteMonitor and, as applicable, measure processes and the resulting
products and services against policies, objectives, requirements and planned activities, and report the
resultss.

— Act: Take actions to improve perfermameeas-rrecessarythe performance of the quality management
system.

© IS0 2026 - All rights reserved
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0.4 Relationship with other management system standards

_https://www.iso.org/management-system-standards.htmll
the process

This an organization to
iiroach coupled with the PDCA cycle -based thinking, .

to align or integrate its quality management system with the requirements of other management
system standards.
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This W relates to *&9—9&9@-&3&_ W:

lﬁse ;Seeeuum’ ’;’””“'9’”]’.5"'! ”’f.””’] Farda ””";”:’. “i"d '““i’.m?sp'”]'del’, essentiatbackgrowmd

=110 9000 [2]

— 150 9002 1 provides guidance on the application of the requirements of ths document;

L5000 04 ity vt : L ek , "

¥ ‘ o ; ] I e . tbriat ol
Stardard:

=11S0 9004 [3!

. Brororides-detritsofotert +orror-Starrebard ” S
systems-tratihravebeenrdevelopedbyi56/F6476

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

Sector-specific quality management system standards based on the requirements of this frtermatiomrat
have been developedferamuaniser-efseeters. Some of these standards specify additional

quality management system requirements, while others are limited to providing guidance to the application
of this heemaemm-l-ﬁtandm-d_ within the particular sector.

e -~ g]_ i !!HSE! SEE!SI.E!H!SB;E ]! F! “!;! ! ]! l!SB!@E!li‘i!‘SE E! i ; e :
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Quality management systems — Requirements

1 Scope

This W specifies requirements for a quality management system when an

organization:

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

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

applicable to any organization, regardless of its type or size, or the products and services it provides.

NOTE1 In this W, the terms “product” or “service” only apply to products and
services intended for, or required by, a customer.

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

2 Normative references

The following documents

. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any amendments) applies.

[SO 90002645 >, Quality management systenrs- — Fundamentals and vocabulary

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 90002645 _apply.

S ISOI0 e o SiHE PIAEOFAAVAABIEAE https: /v iso org fobp
_https://Www.electropedia.org

_qua!ity management system ! 3.4.1 !l
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organization (3.1)

organization (3.1)_

management system (3.4

organization (3.1)_policies (3.5)-0bjectives

T

management system (3.4)-organization (3.1)_

organization (3.1)_t0p management (3.3)

=
QFr
Q
—_
w
Ul
()

w
—
||

1S0 9000 [2]

]
1||
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rocess (3.8

quality objective (3.6.

quality management systems (3.4.1), quality objectives (3.6.1)_0rgan1’zation
3.1 quality policy (3.5.1)

organization’s (3.1)|quality policy (3.5.1)|
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