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Bo BcéM Tekcre 3ameneno «this International Standard» na «this documenty

3HaK «...» O3HAYaeT COBITAJAOIIHI B o0eux pEeaAaKuAaX TCKCT. JIJ'I?[ OKOHOMHH MECTa U y]106CTBa YTCHUSA CaM TCKCT HEC ITOBTOPACTCA.

HpI/IHI/IMaSI BO BHUMAHUC, YTO TCKCT NPHUIIOKCHUA A ObLT U3MEHEH KapJAuHaJIbHbIM O6p330M, CpaBHCHHEC COACPIKAHUA C BAPHUAHTOM 2015 roaa HE A€J1aJIOCh, TOJIBKO

MTOKa3aHO U3MEHEHHUE CTPYKTYPHI (CM. B KOHIIE).
IIpunoxxenue B uckiatoueHo
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Foreword

Foreword

This document was prepared by Technical Committee ISO/TC 176, Quality
management and quality assurance, Subcommittee SC 2, Quality systems, in
collaboration with European Committee for Standardization (CEN) in
accordance with the Agreement on technical cooperation between 1SO and
CEN (Vienna Agreement).

This six edition cancels and replaces the fifth edition (ISO 9001:2015), which has
been technically revised. It also incorporates the Amendment ISO
9001:2015/Amd 1:2024.

The main changes are as follows:

— Inclusion of core ISO management system terms and definitions: Clause 3
of the document now includes a limited number of terms and definitions. 1SO
9000 remains the normative reference for all quality management terms and
definitions.

— Introduction of quality culture and ethical behaviour: Quality culture and
ethical behaviour are now addressed within the requirements, particularly in
relation to leadership, awareness and the environment for the operation of
processes.

— Separation of risks and opportunities: Risks and opportunities are more
clearly distinguished, with separate consideration of actions to address each.
— Strengthened management of change: Requirements related to changes to
the quality management system have been reinforced to support the
achievement of intended results.

— Enhanced explanatory content in Annex A: It has been revised to provide
enhanced clarification of the structure, terminology and intent of the
requirements as informative text, without introducing additional
requirements.

— Removal of Annex B: It previously provided information on other ISO/TC
176 standards. References to these standards are now included in Annex A and
on the ISO/TC 176 website.

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
0.1 General

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

The potential benefits to an organization of implementing a quality management
system based on this-Haternational-Standard are:
a)-d)..

%net—themten%e#tk%&emaﬂen&lét&nd%d%e% the need for:

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

environment. To achleve thls objectlve the organlzatlon mrgh{—ﬁﬂel—mneeessapy

decision for an organization that supports improved performance, enhances
customer satisfaction, and provides a foundation for sustained success and
sustainable development initiatives.

The potential benefits to an organization of implementing a quality management
system based on the requirements in this document are:

a)—d)...

;I;his document does not imply the need for:

Consistently meeting requirements and addressing future needs and expectations of
customers and other relevant interested parties poses a challenge

for organizations in an increasingly dynamic and complex environment. To achieve
this objective, the organization can pursue continual improvement in various
ways, such as incremental or breakthrough change, innovation and
reorganization initiatives.

Annex A provides information and clarifications that can support
understanding of the structure, terms and clauses of this document. It does not
contain any additional requirements.

For gH]idance on the application of all clauses in this document, see ISO/DIS
9002 *+

0.2 Quality managements principles

This taternational-Standard is based on the quality management principles
described in 1SO 9000. The descriptions include a statement of each principle, a
rationale of why the principle is important for the organization, some examples of

0.2 Quality managements principles

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

with the principle and examples of actions to improve the organization’s
performance when applying the principle.

0.3 Process approach

0.3.1 General

This taternational-Standard promotes the adoption of a process approach when
developing, implementing and improving the effectiveness of a quality
management system, to enhance customer satisfaction by meeting customer
requirements.

The process approach involves the systematic definitien and management of
processes, and their interactions, so as to achieve the intended results in accordance
with the quality policy and strategic direction of the organization. Management of
the processes and the system as a whole can be achieved using the PDCA cycle

a) ...

b) the consideration of processes in terms of added value

c) the achievement of effective process performance

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

Figure 1 gives a schematic representation of any process and shows the interaction
of its elements. The monitoring and measuring check points, which are necessary
for control, are specific to each process and will vary depending on the related
risks.

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

0.3 Process approach

0.3.1 General

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

The process approach involves the systematic determination 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 Plan-Do-Check-
Act (PDCA) cycle (see 0.3.2) with an overall focus on risk-based thinking (see
A.6.1.2) aimed at pursuing desired results by taking advantage of
opportunities.

a) ...

b) consideration of processes in terms of risk, opportunity and added value

c) achievement of effective process performance

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

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.

Figure 1 — Schematic representation of the elements of a single process
(prcyHOK M3MeHEH)

0.3.2 Plan-Do-Check-Act cycle

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

Figure 2 — Representation of the structure of this International Standard in
the PDCA cycle

The PDCA cycle can be briefly described as follows:

— Plan: establish the objectives of the system and its processes, and the resources

0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be briefly described as follows:

— Plan: Establish the objectives of the system and its processes, and the resources
needed to deliver results in accordance with customer and other relevant
interested party requirements and the organization’s policies, and determine and
address risks and opportunities;

— Do: Implement what was planned;

— Check: Monitor and (where applicable) measure processes and the resulting
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needed to deliver results in accordance with customers> requirements and the
organization’s policies, and dentify and address risks and opportunities;

— Do: implement what was planned;

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

— Act: take actions to improve performance-as-hecessary.

products and services against policies, objectives, requirements and planned
activities, and report the results;

— Act: Take actions to improve performance of the quality management system.
The PDCA cycle can be applied to all processes and to the quality management
system as a whole. Figure 2 illustrates how Clauses 4 to 10 can be grouped in
relation to the PDCA cycle.

Figure 2 — Representation of the structure of this International Standard in
the PDCA cycle (pucynok usmenén)

0.3.3 Risk-based thinking

— (pa3nen ynauén)

0.4 Relatlonshlp with other management system standards

This-International Standard-enables-an-organizationto-use the process
approach, coupled with the PDCA cycle and risk-based thinking, to align or

integrate its quality management system with the requirements of other
management system standards.

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

Sector-specific quality management system standards based on the requirements of
this laternational-Standard have been developed foranumber-ofsectors. Some

0.4 Relationship with other management system standards

This document applies the harmonized approach as published in the ISO/IEC
Directives related to the development of management system standards (MSS).
The intention is to support alignment and facilitate the integration of the
requirements and recommendations of one or more MSS into an organization's
management system.

For more information,
standards.html.

This document provides a basis for an organization to apply the process approach,
coupled with the PDCA cycle, risk-based thinking and opportunity-based
thinking, in order to align or integrate its quality management system with the
requirements of other management system standards.

This document relates to the following standards:

— [2] - provides the fundamental concepts and vocabulary essential for
understanding the requirements of this document;

— [1] - provides guidelines on the application of the requirements of this
document.

— [3] - provides guidance on enhancing the quality of an organization and its
ability to achieve sustained success.

see  https://www.iso.org/management-system-

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

Sector-specific 1SO quality management system standards based on the
requirements of this document have been developed. Some of these standards
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of these standards specify additional quality management system requirements,
while others are limited to providing guidance to the application of this
Mnauenal%t&nd&m W|th|n the partlcular sector.

specify additional quality management system requirements, while others are
limited to providing guidance to the application of this document within the
particular sector.

NOTE See https: //www.iso.org/management-system-standards-list.ntml[4] for
a list of all management system standards.

1 Scope

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

1 Scope

All the requirements of this document are generic. This document is applicable to
any organization, regardless of its type or size, or the products and services it
provides.

2 Normative references

The following documents-ir-whele-or-inpart-are-normativelyreferencedn
his I el ble for i lication.

2 Normative references
The following documents are referred to in the text in such a way that some or
all of their content constitutes requirements of this document.

3 Terms and definitions
For the purposes of this document, the terms and definitions given in 1ISO
9000:2015 apply.

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 9000 and
the following apply.

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

ISO Online browsing platform: available at https://www.iso.org/obp

-1EC Electropedia: available at https://www. electropedia.org

3.1-3.20

4 Context of the organization
4.1 Understanding the organization and its context

NOTE 2 Understanding the external context can be facilitated by considering legal,
technological, competitive, market, cultural, petitical, social, economic and
environmental issues at the international, national, regional or local level.

NOTE 3 Understanding the internal context can be facilitated by considering issues
related to the-erganizatien’s values, culture, knowledge and performance.

4 Context of the organization
4.1 Understanding the organization and its context

The organization shall determine whether information about climate change is
a relevant issues.

NOTE 2 Understanding the external context can be facilitated by considering issues
arising from legal, technological, competitive, market, cultural, social and
economic environments, whether international, national, regional or local.
NOTE 3 Understanding the internal context can be facilitated by considering issues
related to values, culture, knowledge and performance of the organization.

4.2 Understandlng the needs and expectatlons of mterested partles

sta%u%epy—and—mg&lafeery—lcem*memem& the organlzatlon shaII determlne
a) ..

4.2 Understanding the needs and expectations of interested parties
The organization shall determine:

a) ...
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b) the requirements of these interested parties that-are-relevantto-the-gquality

managementsystem

b) the relevant requirements of these interested parties
c) which of these requirements will be addressed through the quality
management system.

NOTE Relevant interested parties can have requirements related to climate
change

4.3 Determining the scope of the quality management system

a) ...
b) the requirements efrelevantinterested-parties referred to in 4.2

C) ...

The scope ef-the-erganization s qualibv-managementsystem shall be available
and-be-maintained as documented information. The scope shall state the types of

products and services covered, and provide justification for any requirement of
this tnternational-Standard that the organization determines is not applicable to

the-scope-of its quality management system.

Conformity to this taternational-Standard may only be claimed if the
requirements determined as not being applicable do not affect the organization’s
ability or responsibility to ensure the conformity of its products and services and

the enhancement of customer satisfaction.

4.3 Determining the scope of the quality management system

a)...
b) the requirements referred to in 4.2;

c)...

The scope shall state the types of products and services covered.

The scope shall include justification for any requirement of this document that the
organization determines is not applicable to its quality management system.

The scope shall be available as documented information.

Conformity to this document can only be claimed if the requirements determined
as not being applicable do not affect the organization’s ability or responsibility to
ensure the conformity of its products and services and the enhancement of customer
satisfaction.

4.4 Quality management system and its processes

4.4.1 The organization shall establish, implement, maintain and continually
improve a quality management system, including the processes needed and their
interactions, in accordance with the requirements of this trternational- Standard.
The organization shall determine the processes needed for the quality management
system and their application throughout the organization;-and-shah:

a)-h) ..
44.27To the extent necessary, the-erganization-shah:

ayrathtain-documented-infermation-to support the operation of s processes;
b)-retain-documented-information-te-have-confidence-that the processes are

being carried out as planned.

4.4 Quality management system and its processes

4.4.1 The organization shall establish, implement, maintain and continually improve
a quality management system, including the processes needed and their interactions,
in accordance with the requirements of this document.

The organization shall:

a) determine the processes needed for the quality management system and their
application throughout the organization

b) —)...

4.4.2 Documented information shall be available to the extent necessary:

a) to support the operation of the organization’s processes;

b) as evidence that the processes are being carried out as planned.

5 Leadership
5.1 Leadership and commitment
5.1.1 General

a)...

5 Leadership
5.1 Leadership and commitment
5.1.1 General

...
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b) ensuring that the quality policy and quality objectives are established ferthe
gquahty-managementsystem and are compatible with the contextand strategic

direction of the organization;

C)...

d) promoting the use of the process approach and risk-based thinking;

e)—a)...

h) engaging; directing and supporting persons to contribute to the effectiveness of
the quality management system;

i) promoting improvement;

J) supporting other relevant management roles to demonstrate their leadership as it
applies to their areas of responsibility

NOTE Reference to “business” in this trternational-Standard can be interpreted
broadly to mean those activities that are core to the purposes of the organization’s

existence, whether the organization is public, private, for profit or not for

a) ensuring that the quality policy and quality objectives are established and are
compatible with the strategic direction of the organization;

b) ...

J) promoting the use of the process approach

k) promoting and risk-based thinking and opportunity-based thinking

c)—e)...

f) directing and supporting persons to contribute to the effectiveness of the quality
management system;

g) promoting continual improvement;

h) supporting other relevant roles to demonstrate their leadership as it applies to
their areas of responsibility

i) promoting quality culture and ethical behaviour

NOTE 1 Reference to “business” in this document can be interpreted broadly to
mean those activities that are core to the purposes of the organization’s existence
NOTE 2 An organization’s quality culture and ethical behaviour are reflected

profit, in its shared values, attitudes, practices and actions
5.1.2 Customer focus 5.1.2 Customer focus (6e3 nuameHeHwiA)
5.2 Policy 5.2 Quality policy

5.2.1 Establishing the quality policy

Top management shall establish-nplementand-maintain a quality policy that:
a) is appropriate to the purpose and-context of the organization and supports its
strategic direction;

b) ...

c) includes a commitment to satisfy applicable requirements;

d) ..,

5.2.1 Top management shall establish a quality policy that:
a) is appropriate to the purpose of the organization;

b) ...

C) includes a commitment to meet applicable requirements;

d) ..

e) takes into account the context of the organization and supports its strategic
direction

5.2.2 Communicating the quality policy
The quality policy shall:
a) be available and-be-maintained as documented information;

b) be communicated;-uhrderstood-and-apphed within the organization;
c) be available to relevant interested parties, as appropriate

5.2.2 The quality policy shall:

a) be available as documented information;

b) be communicated within the organization;

c) be available to interested parties, as appropriate

d) be implemented, understood and applied within organization.

5.3 Organizational roles, responsibilities and authorities
Top management shall ensure that the responsibilities and authorities for relevant
roles are assigned, communicated and-understeed within the organization.

a) ensuring that the quality management system conforms to the requirements of

5.3 Organizational roles, responsibilities and authorities
Top management shall ensure that the responsibilities and authorities for relevant
roles are assigned and communicated within the organization.

a) ensuring that the quality management system conforms to the requirements of
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this Jriermaopal s apmdare

b) ...

c) reporting on the performance of the quality management system and on
opportunities for improvement-{see-10-1)-# particular to top management;

d)...
e) ensuring that the integrity of the quality management system is maintained when
changes to the quality management system are planned and implemented

this document

c)...

b) reporting on the performance of the quality management system to top
management;

e) reporting on opportunities for improvement particular to top management;

d)...

f) ensuring that the integrity of the quality management system is maintained
including when changes to the quality management system are planned and
implemented

6 Planning

6.1 Actions to address risks and opportunities

6.1.1 When planning for the quality management system, the organization shall
consider the issues referred to in 4.1 and the requirements referred to in 4.2 and
determine the risks and opportunities that need to be addressed to:

a) ...
b) enhance desirable effects

C)...

d) achieve improvement.

6 Planning

6.1 Actions to address risks and opportunities

6.1.1 Determining risks and opportunities

When planning for the quality management system, the organization shall consider
the issues referred to in 4.1 and the requirements referred to in 4.2 and determine
the risks and opportunities that need to be addressed to:

a...

d) enhance desired effects

b) ...

c) achieve continual improvement

6.1.2 The organization shall plan:
a) actions to address these risks and-eppertunities;
b) how to:
1) integrate and implement the actions into its quality management system
processes {see-4-4};
2) evaluate the effectiveness of these actions.
Actions taken te-address-risks-and-epportunities shall be proportionate to the
potential |mpact on the een#emm%yef—p#eduet&and—semees

6.1.2 Actions to address risks
The organization shall determine, analyse and evaluate risks that can have an
undesired effect on its ability to continually and consistently provide
conforming products and services and enhance customer satisfaction.
The organization shall plan:
a) actions to address these risks and opportunities;
b) how to:
1) integrate and implement the actions into its quality management system
processes;
2) evaluate the effectiveness of these actions.
Actions taken shall be proportionate to the potential impact of the risks on the
intended results of the quality management system.
NOTE 2 Actions to address risks can include avoiding risk, taking risk in order to
pursue an opportunity, eliminating the risk source, changing the likelihood or
consequences, sharing the risk, or retaining risk by informed decision

NOTE 1 Determined risks can include risks related to the ability to provide
conforming products and services during and after a disruption.
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6.1.3 Actions to address opportunities

The organization shall determine, analyse and evaluate opportunities that can
have a desired effect on its ability to continually an consistently provide
conforming products and services and enhance customer satisfaction

6.2 Quality objectives and planning to achieve them
6.2.1 The organization shall establish quality objectives at relevant functions,

levels and processes needed-for-the-quality-managementsystem-

a)—c)...
d) be relevant to conformity of products and services and to erhancement of
customer satisfaction;

6.2 Quality objectives and planning to achieve them
6.2.1 The organization shall establish quality objectives at relevant functions, levels
and processes

a)—c) ...

h) be relevant to conformity of products and services and to enhance of customer
satisfaction;

d)-f)...

g) be available as documented information

6.2.2

6.2.2 (6e3 n3MeHEHHiA)

6.3 Planning of changes

When the organization determines the need for changes to the quality management
system, the changes shall be carried out in a planned manner {see-4-4).

The organization shall consider:

a) ...

b) the integrity of the quality management system;
c) the availability of resources;

6.3 Planning of changes

When the organization determines the need for changes to the quality management
system, the changes shall be carried out in a planned manner

To ensure changes are implemented effectively to achieve intended results the
organization shall consider:

a) ...

b) the potential impact on the integrity of the quality management system

c) the availability of resources and information;

d) ... d)...
e) the communication of the changes
f) how the effectiveness of the changes will be monitored and evaluated
g) how the results of the changes will be reviewed.

7 Support 7 Support

7.1 Resources 7.1 Resources

7.1.1 General 7.1.1 General (6e3 nu3meHeHmi)

7.1.2 People 7.1.2 People (6e3 n3menenmii)
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7.1.3 Infrastructure
NOTE Infrastructure can include:

a)—d) ...

7.1.3 Infrastructure

NOTE For all types of work (e.g. on site, remote or a combination thereof)
infrastructure can include:
a)—d) ...

7.1.4 Environment for the operation of processes

NOTE A suitable environment can be a combination of human and physical
factors, such as:

a)—c)...
These factors can differ substantially depending on the products and services
creesed

7.1.4 Environment for the operation of processes

NOTE A suitable environment can include a combination of factors, which can
differ depending on the products and services provided. Relevant factors can
include:

a)—c)...

Some factors can be influenced by the organizational quality culture and ethical
behavior.

7.1.5 Monitoring and measuring resources
7.1.5.1 General

Fhe-erganization-shall-retain appropriate documented information as evidence of

fitness for purpose of the monitoring and measurement resources.

7.1.5 Monitoring and measuring resources
7.1.5.1 General

Appropriate documented information shall be available as evidence of fitness for
purpose of the monitoring and measurement resources.

7.1.5.2 Measurement traceability

When measurement traceability is a requirement, or is considered by the
organization to be an essential part of providing confidence in the validity of
measurement results, measuring equipment shall be:

a) calibrated or verified, or both, at specified intervals, or prior to use, against
measurement standards traceable to international or national measurement
standards; when no such standards exist, the basis used for calibration or
verification shall be retained as documented information;

b) identified in order to determine their status;

c) safeguarded from adjustments, damage or deterioration that weuld-invatidate
the-calibration-status-and-subseguent-measurement results.

The organization shall determine # the validity of previous measurement results
has been adversely affected when measuring equipment is found to be unfit for its
intended purpose, and shall take appropriate action as necessary.

7.1.5.2 Traceability of measurement results

When traceability of measurement is a requirement, or is considered by the
organization to be an essential part of providing confidence in the validity of
measurement results, measuring equipment shall be:

a) calibrated or verified, or both, at specified intervals, or prior to use, against
measurement standards traceable to international or national measurement
standards; when no such standards exist, the basis used for calibration or
verification shall be available as documented information;

b) identified in order to determine its calibration or verification status;

c) safeguarded from adjustments, damage or deterioration that can invalidate
measurement results.

When measurement equipment is found to be unfit for its intended purpose, the
organization shall determine whether the validity of previous results has been
adversely affected and shall take appropriate action as necessary

7.1.6 Organizational knowledge

The organization shall determine the knowledge necessary for the operation of its
processes and to achieve eenfermity-efproducts-and-services.

This knowledge shall be maintained-and-be-made-avatable to the extent
necessary.

7.1.6 Organizational knowledge

The organization shall determine the knowledge necessary for the operation of its
processes and to achieve the intended results of its quality management system.
This knowledge shall be retained, applied and shared to the extent necessary.

Cpasuenue ISO 9001:2015 u ISO/FDIS 9001:2026 A. T'opOyHoB

http://pgm-online.com pen. 07.08.2026 ctp. 13 u3 23



http://pqm-online.com/

1SO 9001:2015

1SO 9001:2026

NOTE Organizational knowledge can take different forms, such as:

— experience-based knowledge held by people;

— knowledge acquired through education, training and learning from others;
— knowledge embedded in methods, processes and products;

— knowledge represented in documented information, digital systems and
other media.

7.2 Competence

a) determine the necessary competence of person(s) doing work under its control
that affects the performance and-effectiveness of the quality management system;
b)-¢)...

d) retain appropriate documented information as evidence of competence.

NOTE ...

7.2 Competence

a) determine the necessary competence of person(s) doing work under its control
that affects its quality management system performance;

b)-¢)...

Appropriate documented information shall be available as evidence of
competence

NOTE ...

7.3 Awareness
a) ...
b) ...

C) ...
d...

7.3 Awareness
a)...
d)...
b) ...
c)...

e) the organizational quality culture and ethic behaviour

7.4 Communication

7.4 Communication (6e3 n3MeHeHuit)

7.5 Documented information
7.5.1 General

7.5 Documented information
7.5.1 General (6e3 n3meHenwmit)

7.5.2 Creating and updating

7.5.2 Creating and updating documented information

7.5.3 Control of documented information
75.3.1...
75.3.2 ...

Documented information retained as evidence of conformity shall be protected
from unintended alterations.
NOTE ...

7.5.3 Control of documented information
7531...
7532 ...

Documented information available as evidence of conformity shall be protected
from unintended alterations.
NOTE ...
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8 Operation
8.1 Operational planning and control
The organization shall plan, implement and control the processes {see-4-4} needed
to meet the requirements for the provision of products and services, and to
implement the actions determined in Clause 6, by:
a) determining the requirements for the products and services;
b) establishing criteria for:
1) the processes;
2) the acceptance of products and services;

8 Operation

8.1 Operational planning and control

The organization shall plan, implement and control the processes needed to meet
requirements for the provision of products and services, and to implement the
actions determined in 6, by:

a) determining the requirements for the products and services (see 8.2);

b) establishing criteria for the acceptance of products and services

c) establishing criteria for the processes;

C) e)

d)... d)...

e) determining-maintaining-and-retatning documented information to the extent | Documented information shall be available to the extent necessary to have
necessary: confidence that the processes have been carried out as planned.

1) to have confidence that the processes have been carried out as planned,;
2) to-demonstrate the conformity of products and services to-their

Fequirements.

1on>

The organization shall control planned changes and review the consequences of
unintended changes, taking action to mitigate any adverse effects, as necessary.
The organization shall ensure that eutseureed processes are controlled (see 8.4).

The organization shall control planned changes and review the consequences of
unintended changes, taking action to mitigate any adverse effects, as necessary.
The organization shall ensure that externally provided processes, products or

- |services that are relevant to the quality management system are controlled (see

8.4).
Documented information shall be available to the extent necessary as evidence of
the conformity of products and services.

8.2 Requirements for products and services
8.2.1 Customer communication

a)-d)...
e) establishing-specificreguirements-for-contingency actions, when relevant

8.2 Requirements for products and services
8.2.1 Customer communication

a)-d) ...
e) providing information related to contingency actions, when relevant, including
any related to disruptions to the provision of products or services

8.2.2 Determining the requirements for products and services
a) ...
b) the-organization can meet the claims for the products and services it offers

8.2.2 Determining the requirements for products and services
a)...
b) it can meet the claims for the products and services it offers

8.2.3 Review of the requirements for products and services

8.2.3.1 The organization shall ensure that it has the ability to meet the requirements
for products and services to be offered to customers. The organization shall
conduct a review before committing to supply products and services to a customer,
to include:

a) requirements specified by the customer, including the requirements for delivery
and post-delivery activities;

b) requirements not stated by the customer, but necessary for the specified or

8.2.3 Review of requirements for products and services

8.2.3.1 The organization shall ensure that it has the ability to meet the requirements
for products and services to be offered to customers. Before committing to supply
products and services to a customer the organization shall conduct a review that
includes:

a) requirements defined by the customer, including requirements for delivery and
post-delivery activities when applicable;

b) requirements not defined by the customer, but necessary for the specified or
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intended use, when known;

c)-e)...
%l“—h&e&steme#s—reqm%ements shall be-confirmed-by the organization before

acceptance, when the customer does not provide a documented statement of their
requirements.

NOTE ...

8.2.3.2 The organization shall retair documented information, as applicable:

a) en the results of the review;

b) er any new requirements for the products and services.

intended use, when known;

c)-e)...

When customer does not provide a documented statement of their requirements the
organization shall confirm the customer requirements before acceptance

NOTE ...

8.2.3.2 Documented information shall be available, as applicable, as evidence:
a) the results of the review;

b) any new or changed requirements for the products and services.

8.2.4 Changes to requirements for products and services

The organlzatlon shall ensure that relevant documented mformatlon is amended,
and th , When
the requwements for products and services are changed

8.2.4 Changes to requirements for products and services

When requirements for products and services are changed the organization shall
ensure that relevant documented information is updated and communicated to the
relevant interested parties

8.3 Design and development of products and services
8.3.1 General

8.3 Design and development of products and services
8.3.1 General

NOTE The design and development process can include cycles of review,
verification, validation and feedback, allowing for an iterative approach
throughout the design and development stages

8.3.2 Design and development planning

In determining the stages and controls for design and development, the
organization shall consider:

a) —f) the...

g) the need for involvement of customers and dsers in the design and development
process

h) the requirements for subsequent provision of products and services

i) the...

J) the documented information needed to-demenstrate that design and
development requirements have been met

8.3.2 Design and development planning

In determining the stages and controls for design and development, the organization
shall consider the:

a)-f)...

g) need for involvement of customers and other relevant interested parties in the
design and development process

h) requirements for the subsequent provision of products and services

i ...

J) documented information needed as evidence that design and development
requirements have been met

8.3.3 Design and development inputs

a)—c)...

d) standards or codes of practice that the-erganization has committed to
implement

e) ...

Inputs shall be adequate for design and development purposes, complete and
unambiguous

8.3.3 Design and development inputs

a)-c)..

d) standards or codes of practice that it has committed to implement

e) the ...
Inputs shall be complete, unambiguous and adequate for design and development
purposes
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8.3.4 Design and development controls

a)—d)...

e) any necessary actions are taken en problems determined during the reviews, or
verification and validation activities;

f) documented information of these activities is retained

NOTE ...

8.3.4 Design and development controls

a)—d)...

e) necessary actions are taken to address problems determined during the reviews,
or verification and validation activities;

f) documented information is available as evidence of these activities

NOTE ...

8.3.5 Design and development outputs

a)—c)...
d) specify the characteristics of the products and services that are essential for their
intended purpose and their safe and proper provision

8.3.5 Design and development outputs

a)—c)...

d) specify the characteristics of the products and services and the information on
the products and services, that are essential for their intended purpose including
their safe and proper provision

Documented information shall be available as evidence of design and
development outputs

8.3.6 Design and development changes

The organization shall identify, review and control changes made during, or
subsequent to, the design and development of products and services, to the extent
necessary to ensure that there is no adverse impact on conformity to requirements.
a) ...

b) —d) the...

8.3.6 Design and development changes

The organization shall determine, review and control changes made during, or
subsequent to, the design and development of products and services, to the extent
necessary to ensure that there is no adverse impact on conformity to requirements.
Documented information shall be available as evidence of:

a...

b)—d)...

8.4 Control of externally provided processes, products and services

8.4.1 General

a) ...

b) products and services are provided directly to the eustemer(s} by external

providers on behalf of the organization;
C) a process, or part of a process, is provided by an external provider as-a-resutt-of

The organization shall determine and apply criteria for the evaluation, selection,
monitoring of performance, and re-evaluation of external providers, based on their
ability to provide processes er products are services in accordance with

requirements. Fhe-organization-shalretain-documented-nfermation-of these

activities and any necessary actions arising from the evaluations.

8.4 Control of externally provided processes, products and services

8.4.1 General

a)...

b) products and services are provided directly to customers by external providers

on behalf of the organization;
C) a process, or part of a process, is provided by an external provider

The organization shall determine and apply criteria for the evaluation, selection,
monitoring of performance, and re-evaluation of external providers, based on their
ability to provide processes, products or services in accordance with requirements.
Documented information shall be available as evidence of these activities and
any necessary actions arising from the evaluations

8.4.2 Type and extent of control

a) ensure that externally provided processes remat within the control of its

8.4.2 Type and extent of control

a) ensure that externally provided processes are within the control of its quality
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quality management system;
b)...
c) take into consideration:
1)-2)...
d) determine the verification, or other activities, necessary to ensure that the
externally provided processes, products and services meet requirements

management system;
b) ...
c) take into account:
1)-2)...
d) determine the verification, or other activities, necessary to ensure that the
externally provided processes, products and services meet the requirements

8.4.3 Information for external providers
The organization shall communicate to external providers its requirements for:

a)—h) ...
c) competence, including any required qualification ef-persens
d) the external providers’ interactions with the organization

e) control and monitoring-ef-the-external preoviders>performance-to-be-applied

f) verification or validation activities that the organization, or its customer, intends
to perform at the external providers’ premises

8.4.3 Information for external providers

The organization shall communicate its requirements to external providers, as
appropriate, for:

a)—Dh) ...

c) competence, including any required qualification

d) the external providers’ interactions with the organization and, as applicable, its
customers and other relevant interested party

e) the control and monitoring it applies to the performance of its external
providers

f) verification or validation activities that the organization, or its customer, intends
to perform at the external providers’ premises or other location

8.5 Production and service provision
8.5.1 Control of production and service provision

Controlled conditions shall include, as applicable:

a) the availability of documented information that defines:
1) the characteristics of the products to-be-preduced-the services to-be
previded;-or-the activities to be performed;
2) the results to be achieved;

b)—h)...

8.5 Production and service provision
8.5.1 Control of production and service provision

The controlled conditions shall include, as applicable:

a) the availability and use of documented information that defines:
1) the characteristics of the products or services;
2) the activities to be performed,
3) the results to be achieved,;

b)—h)...

8.5.2 Identification and traceability
The organization shall use suitable means to identify outputs when it is necessary
to ensure the conformity of products and services.

Fhe-organization-shall identify the status of outputs with respect to monitoring
and measurement requirements throughout production and service provision.

Fhe-organization-shall control the unique identification of the outputs when
traceability is a requirement, and-shal-retain-the documented information

necessary to enable traceability

8.5.2 Identification and traceability

The organization shall:

a) use suitable means to identify outputs when it is necessary to ensure the
conformity of products and services;

b) identify the status of outputs with respect to monitoring and measurement
requirements throughout production and service provision

c) control the unique identification of the outputs when traceability is a requirement
d) ensure that documented information necessary to enable traceability is available
as evidence.

8.5.3 Property belonging to customers or external providers

8.5.3 Property belonging to customers or external providers
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The organization shall identify, verify, protect and safeguard customers> or
external providers> property provided for use or incorporation into the products and
services.

When the property ef-a customer or external provider is lost, damaged or otherwise
found to be unsuitable for use, the organization shall report this to the customer or
external provider ang-retair documented information on what has occurred.

NOTE A customer?s or external provider’s property can include materials,
components, tools and equipment, premises, intellectual property and personal
data.

The organization shall identify, verify, protect and safeguard property belonging to
customers or external providers that is provided for use or incorporation into the
products and services

When the property belonging to customer or external provider is lost, damaged or
otherwise found to be unsuitable for use, the organization shall report this to the
customer or external provider. Documented information shall be available as
evidence of what has occurred.

NOTE Property belonging to customer or external provider can include materials,
components, tools and equipment, premises, intellectual property and personal data.

8.5.4 Preservation

8.5.4 Preservation (6e3 u3mMeHeHuin)

8.5.5 Post-delivery activities

8.5.5 Post-delivery activities (6e3 n3smeHeHwii)

8.5.6 Control of changes

The organization shall retair documented information deseribing the results of
the review of changes, the person(s) authorizing the change, and any necessary
actions arising from the review.

8.5.6 Control of changes

Documented information shall be available as evidence of the results of the review
of changes, the person(s) authorizing the change, and any necessary actions arising
from the review.

8.6 Release of products and services

Fhe-erganization shall retain documented information en the release of products
and services. The documented information shall include:
a)—b)...

8.6 Release of products and services

Documented information shall be available as evidence of the release of products
and services. The documented information shall include:
a)—b)...

8.7 Control of nonconforming outputs

8.7.1 The organization shall ensure that outputs that do not conform to their
requirements are identified and controlled to prevent their unintended use or
delivery.

The organization shall take appropriate action based on the nature of the
nonconformity and its effect on the conformity of products and services. Fhis-shall

alse-apply-to-nenconformingpreducts-and-services detected after delivery of

products, during or after the provision of services.

Conformity to the requirements shall be verified when nonconforming outputs are
corrected.

8.7.2 The organization shall retair documented information that:

a) deseribes the nonconformity;

b) deseribes the actions taken;

C) eleseribes any concessions obtained;

d) identifies the authority deciding the action in respect of the nonconformity

8.7 Control of nonconforming outputs
8.7.1 The organization shall ensure that outputs that do not conform to requirements
are identified and controlled to prevent their unintended use or delivery.

The organization shall take appropriate action based on the nature of the
nonconformity and its effect on the conformity of products and services. This
includes nonconformities detected after product delivery or during or after
service provision.

When nonconforming outputs are corrected the organization shall verify
conformity to the requirements.

8.7.2 Documented information shall be available as evidence of:

a) the nature of the nonconformity;

b) the actions taken;

C) any concessions obtained;

d) the authority deciding the action in respect of the nonconformity
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9 Performance evaluation

9.1 Monitoring, measurement, analysis and evaluation

9.1.1 General

a) ...

b) the methods for monitoring, measurement, analysis and evaluation reeded to
ensure valid results.

Fhe-erganization shall retain apprepriate documented information as evidence
of the results.

9 Performance evaluation

9.1 Monitoring, measurement, analysis and evaluation

9.1.1 General

a)...

b) the methods for monitoring, measurement, analysis and evaluation, as
applicable, to ensure valid results

Documented information shall be available as evidence of the results.

9.1.2 Customer satisfaction

The organization shall monitor customers’perceptions-ef-the-degree-te-which
their-needs-and-expectations-have-beenfulfilled. The organization shall

determine the methods for obtaining, monitoring and reviewing this information.
NOTE Examples of monitoring customer perceptions can include customer
surveys, customer feedback on delivered products and services, meetings with
customers, market-share analysis, compliments, warranty claims and dealer
reports.

9.1.2 Customer satisfaction

The organization shall monitor customer satisfaction. The organization shall
determine the methods for obtaining, monitoring and reviewing customer
satisfaction information.

NOTE Source of information to support of customer satisfaction can include
customer surveys, customer feedback on delivered products and services, meetings
with customers, market-share analysis, compliments, complaints, warranty claims,
dealer reports and social media.

9.1.3 Analysis and evaluation

a) ...

b) the-degree of customer satisfaction

C)...

d) if planning has | - | effectively:

e) the effectiveness of actions taken to address risks and-epportunities

9.1.3 Analysis and evaluation

a)...

b) customer satisfaction

C)...

d) the effectiveness of planning implementation

e) the effectiveness of actions taken to address risks

f) the effectiveness of actions taken to address opportunities

f)... g) ...

2) ... h) ...

NOTE ... NOTE ...

9.2 Internal audit 9.2 Internal audit
9.2.1 ... 9.2.1 General

9.2.2 The organization shall:

a) plan, establish, implement and maintain an audit programme(s) including the
frequency, methods, responsibilities, planning requirements and reporting, which
shall take into consideration the importance of the processes concerned, changes
affecting the organization, and the results of previous audits;

9.2.2 Internal audit programme

The organization shall plan, establish, implement and maintain (an) audit
programme(s) including the frequency, methods, responsibilities, planning
requirements and reporting.

When establishing the internal audit programme(s) the organization shall
consider the importance of the processes concerned and the results of previous
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b) define the audit criteria and scope for each audit;

c)—e)...

f) retatr documented information as evidence of the implementation of the audit
programme and the audit results.

NOTE See ISO 19011 for guidance

audits and changes affecting the organization.

The organization shall:

a) define the audit objectives, criteria and scope for each audit;

b)—d) ...

Documented information shall be available as evidence of the implementation of
the audit programme(s) and the audit results.

NOTE See [5] for guidance on auditing management systems

9.3 Management review
9.3.1 General

9.3 Management review
9.3.1 General (6e3 n3meHeHuI)

9.3.2 Management review inputs

The management review shall be-planned-and-carried-out-takinginte
Sonsclosobon

a)—b)...

c) information on the-performance-and-effectiveness-of the quality management
system, including trends in:

1)-3)...

4) —-6)...

7) ...
d)...
e) the effectiveness of actions taken to address risks and-epportunities{see6-1)
f) opportunities fer-nprevement

9.3.2 Management review inputs
The management review shall include:

a)—Dh) ...

¢) changes in needs and expectation of interested parties that are relevant to
the quality management system

d) information on the quality management system performance, including trends in:

4)-6) ...
1)-3)...
7 ...
f)...
g) the effectiveness of actions taken to address risks (see 6.1.2)
h) the effectiveness of actions taken to address opportunities (see 6.1.3)

9.3.3 Management review outputs

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

1) opportunities for improvement

2) any need for changes to the quality management system

3) resource needs.

The organization shall retain documented information as evidence of the results of
management reviews.

9.3.3 Management review results

The results of the management review shall include decisions related to
improvement opportunities and any need for changes to the quality
management system and resource needs.

Documented information shall be available as evidence of the results of
management reviews.

10 Improvement
10.1 General
The organization

shall cheiommmpoandcooel poporlpe Lpee fogr leperoopene ] ol

10 Improvement

10.1 Continual improvement

The organization shall continually improve the suitability, adequacy and
effectiveness of the quality management system.

The organization shall consider the results of monitoring, measurement,
analyses and evaluation of data and information and the results of
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Fhese shall include:
a) improving products and services to-meet-regquirements-as-weHl-as-to-address
future-needs-and-expectations;

b) ..

NOTE Examme&ef improvement ean-tnclude-correction,—corrective-action;
continual-tmprovement, breakthrough change, innovation and re-organization.

management review, to determine opportunities. The organization shall
address these opportunities as part of continual improvement.

Actions shall include:

a) improving processes, products and services;

b) addressing future needs and expectations;

c)...

NOTE Improvement can be achieved through incremental or breakthrough
change, innovation and reorganization initiatives.

10.2 Nonconformity and corrective action

10.2.1 When a nonconformity occurs;-actuding-any-arising-from-complaints;

the organization shall:
a) ...
b) ...
1) reviewing and-analysinrg the nonconformity
2) ...
3) determining if similar nonconformities exist, or eeuld potentially occur

c)-1...

10.2 Nonconformity and corrective action
10.2.1 When a nonconformity occurs the organization shall:

a) ...
b) ...
1) reviewing the nonconformity
2) ...
3) determining if similar nonconformities exist, or can potentially occur

) -f) ...

10.2.2 Fhe-organization shall retain documented information as evidence of:
a)-b) ..

10.2.2 Documented information shall be available as evidence of :
a)-Db)..
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A.1 Structure and terminology

A.2 Products and services

A.3 Understanding the needs and expectations of interested parties
A.4 Risk-based thinking

A.5 Applicability

A.6 Documented information

A.1 General

A.2 Structure and terminology

A.3 Applicability

A.4 Context of organization

A.4.1 Understanding the organization and its context

A.4.2 Understanding the needs and expectations of interested parties
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A.7 Organizational knowledge A.4.3 Determining the scope of the quality management system
A.8 Control of externally provided processes, products and services A.4.4 Quality management system and its processes

A.5 Leadership

A.5.1 Leadership and commitment

A.5.2 Quality policy

A.5.3 Organizational roles, responsibilities and authorities
A.6 Planning

A.6.1 Actions to address risks and opportunities

A.6.1.1 General

A.6.1.2 Risk-based thinking

A.6.1.3 Opportunity-based thinking

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

A.7 Support

A.7.1 Resources

A.7.1.1 General

A.7.1.2 People

A.7.1.3 Infrastructure

A.7.1.4 Environment for the operation of processes
A.7.1.5 Monitoring and measuring resources

A.7.1.6 Organizational knowledge

A.7.2 Competence

A.7.3 Awareness

A.7.4 Communication

A.7.5 Documented information

A.8 Operation

A.8.1 Operational planning and control

A.8.2 Requirements for products and services

A.8.3 Design and development of products and services
A.8.4 Control of externally provided processes, products and services
A.8.5 Production and service provision

A.8.6 Release of products and services

A.8.7 Control of nonconforming outputs

A.9 Performance evaluation

A.9.1 Monitoring, measurement, analysis and evaluation
A.9.2 Internal audit

A.9.3 Management review

A.10 Improvement

A.10.1 Continual improvement

A.10.2 Nonconformity and corrective action
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