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Foreword

[SO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (IS0 member bodies). The work of preparing International Standards is normally carried out through
[SO 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 [50, also take part in the work. IS0 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 difterent approval criteria needed tor the ditferent types
of IS0 documents 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 (a)
patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed patent rights
in respect thereot. As of the date of publication of this document, [SO had not received notice of (a) patent(s)
which may be required to implement this document. However, implementers are caugioned that this may not
represent the latest information, which may be obtained from the patent database ble at www.iso.org/

patents. [SO shall not be held responsible for identifying any or all such |:|nat1:~r‘1:gﬁ'l

Any trade name used in this document is information given for the conve e of users and does not

constitute an endorsement. Q

For an explanation of the voluntary nature of standards, the meaning ot specific term s and expressions
related to conformity assessment, as well as information about Ig0's adherence to the World Trade
Organization [ WTO) principles in the Technical Barriers to BT), see www.iso.org/iso/foreword.html.

This document was prepared by Technical Committeg [
Subcommittee SC 2, Quality systems.

y Quality management and quality assurance,

This sixth edition cancels and replaces the fit EN ISO 9001:2015).

@ 150 2025 - All rights reserved
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Introduction

0.1 General

The adoption of a quality management system is a strategic decision for an 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 the
requirements in this document 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 satistaction;

c) addressing risks and opportunities associated with its context and objectives;

d) the ability to demonstrate conformity to specified guality management system rgquirements.
This document can be used by internal and external parties.

It is not the intent of this document to imply the need for: Ag/

— uniformity in the structure of different quality management syste

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

L
— the use of the specific terminology of this document organization.
The quality management system requirements sp this document are complementary to

requirements tor products and services.

\"
t’m e needs and expectations of customers and relevant
an increasingly dynamic and complex environment.
various forms of improvement in add ition to continual
Ation and reorganization.

Consistently meeting requirements and addres
interested parties poses a challenge for orgdnifs
To achieve this objective, the organization ciN
improvement, such as breakthrough change, i

In this document, the following vermms,re used:

— “shall” indicates a requiremeng’

— “should” indicates a reco tion;

— “may” indicates a pe
— “can” indicates a possibility or a capability.
Information marked as “NOTE" is for guidance in understanding or clarifying the associated requirement.

Anpex A provides information and clarifications that can support understanding of the requirements of this
document. This is an informative annex and does not contain any additional requirements.

The explanatory information is given only on clauses needing clarification.

For guidance on the application of all clauses in this document see 1S0/TS 9002,

0.2 Quality management principles

This document is based on the quality management principles described in [S0/CD 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 with the principle and examples of typical actions to improve the
organization's performance when applying the principle.

D 150 2025 - All rights reserved
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The quality management principles are:
— customer focus;

— leadership;

— engagement of people;

— process approach;

— improvement;

— evidence-based decision making;

— relationship management.
0.3 Process approach

0.3.1 General

This document promotes the adoption of a process approach when establi implementing and
improving the effectiveness of a quality management system, to enhance custhme Ffaction by meeting
customer requirements. Specific requirements considered essential to the jon of a process approach

are included in 4.4. Q

Understanding and managing interrelated processes as a system ributes to the organization's
effectiveness and efficiency in achieving its intended results. This agpmach enables the organization to
control the interrelationships and interdependencies am rocesses of the system, so that the overall
performance of the organization can be enhanced.

The process approach involves the systematic detg

interactions, so as to achieve the intended resigles sedrfiance with the guality policy and strategic
direction of the organization. Management o ses and the system as a whole can be achieved using
the PDCA cycle (see 0.3.2) with an overall “based thinking (see A.6.1.2) and opportunity-based
thinking (see A8.1.3) aimed at taking advan pportunities and preventing undesirable results.

The application of the process approach in a %JE[ Ity management system enables:

a) understanding and consistency jngheting requirements;

b) the consideration of process tefms of added value;

c) the achievement of et$ cess performance;

d) improvement of process® based on the results of 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 process steps and related risks.

D 150 2025 - All rights reserved
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Sources of Inputs Receivers ol Dutputs
PREDECESSOR MATTER, h MATTER, SUBSEQUENT
PROCESSES ENERGY, ENERGY, PROCESSES
cg at providers INFORMATION, INFORMATION, e.g. at customers
(internal or external ) e.g in the e in the [internal or external),
at customers, form of materials, form of product, at other relevant
atother relevant resources, Service, interested parties
interested parties requirements decision

L. F, b .y LN & ‘o, &

Possible controls and
N 1| check points to monitor | s
and measure pi-'l'l'lﬂl'l'l'ldﬂl.}l.!

Figure 1 — Schematic representation of the elements of a sing e55

0.3.2 Plan-Do-Check-Act cycle O

The PDCA cycle can be applied to all processes and to the guality management system as a whole. Figure 2
illustrates how Clause 4 to Clause 10 of this document canbeg U]]Cd*] relation to the PD CA cycle.

Organization
ZI.'1I.| s context

(4) Customer
~.:_|I,|H.f._|| Lhomn
Performance
Customer :'-'i;lll'ltl ”;l Results of
& - ) L
requirements ” the QMS§
Newds and Products and
cxpectations of SCTVICES
relevant
interestod

parties (4)

NOTE Numbers in brackets refer to the clauses in this document

Figure 2 — Representation of the structure of this document in the PDCA cycle

@ 150 2025 - All rights reserved
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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 customers' 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 products and services
against policies, objectives, requirements and planned activities, and report the results;

— Act: take actions to improve performance, as necessary.

0.4 Relationship with other management system standards

This document applies the harmonized structure to improve alignment among [SO management systems
standards.

This document enables an organization to use the process approach, coupled witl the PDCA cycle, risk-
based thinking and opportunity-based thinking, to align or integrate its quality gement system with
the requirements of other management system standards.

This document relates to :

— 150/CD9000 Quality management systems — Fundamentals and uocul@ provides essential background
for the proper understanding and implementation of this document;

— SR Ouality management - Quality of an organizati uidan® to achieve sustained success provides
guidance for organizations that choose to progress bey quirements of this d ocument.

— L0JT5 S0020] Quality management systems -
implementation guidance.

r the application of IS0 9001 provides

This document does not include require to other management systems, such as those for
environmental management, occupational d safety management, or financial management.

Sector-specitic [S0 gquality management system s¥andards based on the requirements of this document have
been developed. Some of these standard speif}r additional quality management system requirements, while
others are limited to providing guidanC&fo the application of this document within the par ticular sector.

NOTE Sep
standards.

L for a list of all management system

@ 150 2025 - All rights reserved
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Quality management systems — Requirements

1 Scope
This document 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, and

b} aims to enhance customer satistaction 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.

All the requirements of this document are generic.

This document is applicable to any organization, regardless of its type or sizgﬁlt ppoducts and services
it provides.

NOTE1 In this document, the terms “product” or "service” only apply to Ls and servic es intended for, or
required by, a customer.

NOTEZ  Statutory and regulatory requirements can be express g Jega]*quiremems.

2 Normative references

The following documents are referred to in the ha #ay that some or all of their content constitutes
requirements of this document. For dated r e ly the edition cited applies. For undated references,
the latest edition of the referenced docume ing any amendments) applies.

150 3534-2:2006, Statistics — Vocabulary and syrdbols — Part 2: Applied statistics
1SO9000:2015, Quality mmmgemen%ms! Fundamentals and vocabulary

ISO/CD 9000, Quality managemen s — Fundamentals and vocabulary
EN IS0 9001:2015, Quality m nt systems - Requirements (IS0 9001:2015)

3 Terms and definitiohs

Forthe purposes of this document, the terms and definitions given in IS0 /CD 9000 including the following apply.

IS0 and IEC maintain terminology databases for use in standardization at the following addresses: « [50
Online browsing plattorm: available at https: //www.iso.org/obp

¢ |EC Electropedia: available at https: //www.electropedia.org

3.1

organization

person or group of people that has its own functions with responsibilities, authorities and relationships to
achieve its objectives (3.6)

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 thereol, whether incorporated or not,
public or private.

© 150 2025 - All rights reserved
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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 [Z.81).

3.2

interested party

stakeholder

person or organization (3.1) that can affect, be affected by, or perceive itself to be affected by a decision or
activity

EXAMPLE Customers, owners, people in an organization, providers, bankers, regulators, unions, partners or
society that can include competitors or opposing pressure groups.

3.3
top management
person or group of people who directs and controls an organization (3.1) at the highest level

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

Mote 2 to entry: If the scope of the management system [2.4) covers only part of an organization, then top management
refers to those who direct and control that part of the organization.

34

management system
set of interrelated or interacting elements of an organization (31) to establis licies (3.5) and objectives
(3.6), as well as processes (3.8) to achieve those objectives Q

Mote 1 to entry: A management system can address a single discipline or several disciplines.

Note Z to entry: The management system elements include thie gf®agization’s structure, roles and responsibilities,
planning and operation.

nclude the whole of the organization, spe cific and identified
ions of the organization, or one or more functions across a
group ol organizations.

3.4.1 *

guality management system

part of a management system | el2Med to quality

3.5

policy

intentions and direction of 38organization (3.1) as formally expressed by its top management (3.3)
351

quality policy

policy (3.5) related to quality

Note 1 to entry: The quality policy is generally consistent with the overall policy of the organization (3.1), can be
aligned with the organization's vision and mission and provides a framework for the setting of quality objectives

(2.6.1).

Mote 2 to entry: Quality management principles presented in 1SO/CD 9000 can form a basis for the establishment of a
quality policy.

3.0
objective
result to be achieved

Mote 1 to entry: An objective can be strategic, tactical, or operational.

© 150 2025 - All rights reserved
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Note 2 to entry: Objectives can relate to different disciplines (such as finance, health and safety, and environment).
They can be, for example, organization-wide or specific to a project, product, service, or process (38).

Note 3 to entry: An objective can be expressed in other ways, e.g. as an intended result, as a purpose, as an operational
criterion, as a quality objective (3.6.1)or by the use of other words with similar meaning (e.g. aim, goal, or target).

Note 4 to entry: In the context of quality management system (3:41), quality objectives (3.6.1) are set by the organization
(A1), consistent with the quality policy (A.5.1), to achieve specific results.

3.6.1
guality objective
objective (3.6) related to quality

Note 1 to entry: Quality objectives are generally based on the organization’s (3.1) guality policy (3.5.1).

Note 2 to entry: Quality objectives are generally specified for relevant functions, levels and processes (3.8) in the
organization.

3.7

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 info ionTelated to, understanding or
knowledge of an event, its consequence, or likelihood.

Note 3 to entry: risk (3.7) is often characterized by reference to potential events and consequenc es or a combination
of these. L

Note 4 to entry: Risk is often expressed in terms of a combinfig e fonsequences of an event (including changes
in circumstances) and the associated likelihood of occurnen

Note 5 to entry: The word “risk” is sometimes used & possibility of only negative co nsequences.
3.8

process

set of interrelated or interacting activities that or transforms inputs to deliver a result

Note 1 to entry: Whether the result of a cess ® called an output, a product or a service depends on the context of
the reference.

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

Note 3 to entry: Two or moré] elated and interacting processes in series can also be referred to as a process.

Note 4 to entry: Processes in an organization (3.1) are generally planned and carried out under controlled conditions
to ensure that intended results can be achieved.

Note 5 Lo entry: A process where the conformity (3135) of the resulting output cannot be readily or economically
validated is frequently referred to as a "special process”.

39
competence
ability to apply knowledge and skills to achieve intended results

Note 1 to entry: Demonstrated competence is sometimes referred to as qualification.

3.10

documented information

information required to be controlled and maintained by an organization (3.1) 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.

D150 2025 - All rights reserved
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MNote 2 to entry: Documented information can refer to:

— the management system [3.:4), including related processes [3.8);

— information created in order for the organization to operate (documentation);
— evidence of results achieved [records).

3.11
performance
measurable result

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

MNote 2 to entry: Performance can relate to managing activities, processes (18], products, services, syslems or
organizations (3.1).

3.12
continual improvement
recurring activity to enhance performance (3.11)

3.13
effectiveness
extent to which planned activities are realized and planned results are achi

3.14 O
requirement

need or expectation that is stated, generally implied or obligatory

Note 1 to entry: "Generally implied” means that it is custom pr1 practice for the organization (3.]) and
interested party (32 that the need or expectation under corgjdess (10 isimplied.

\“ﬁ ghcumented information (210).

type of requirement, e.g. product requirement, service
r requirement, quality requirement.

Mote 2 to entry: A specified requirement is one that i

MNote 3 to entry: A qualifier can be used to den
requirement, quality management reguiremer

Mote 4 to entry: Requirements can be generated b rent interested parties or by the organization itself.

3.15 L
conformity
tultilment of a requirement (3.14)

Note 1 to entry: In English the Joftformance” is synonymous but deprecated. In French the word "compliance” is
synonymous but deprecated,

3.16
nonconformity
non-fulfilment of a requirement (3.14)

3.17
corrective action
action to eliminate the cause(s) of a nonconformity (318) and to prevent recurrence

Mote 1 to entry: There can be more than one cause for a nonconformity.

Mote 2 to entry: Corrective action is taken to prevent recurrence whereas preventive action is taken to prevent
occurrence.

D 150 2025 - All rights reserved
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3.18

audit

systematic and independent process (3.8]) for obtaining evidence and evaluating it objectively to determine
the extent to which the audit criteria 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 (combining two or more disciplines).

Mote 2 to entry: An internal audit is conducted by the organization (3.1) itsell, or by an external party on its behalf.
Note 3 to entry: "Audit evidence” and "audit criteria” are defined in 150 19011,

Note 4 to entry: The fundamental elements of an audit include the determination of the conformity (213) of an object
according to a procedure carried out by people selected to ensure impartiality and objectivity of the audit process.

Note 5 to entry: Internal audits are conducted for management review and other internal purposes and can form
the basis for an organization’s declaration of conformity. Independence can be demonstrated by the freedom Irom
responsibility for the activity being audited.

Note 6 Lo entry: Second party audits are conducted by parties having an interestin the organigation, such as customers,
or by other persons on their behalf. Third-party audits are conducted by external, indeper auditing organizations
such as those providing certification/registration of conformity or governmental agencie:

Note 7 to entry: An audit can also be a joint audit carried out by two or more auditi rpanizations.

3.19 O
measurement

process (A.8).to determine a value °

Note 1 to entry: According to 150 3534-2:2006 , 3.2.1, the value is generally the value o fa quantity.

3.20

monitoring

determining the status of a system, a process
Note 1 to entry: To determine the status, there eed Lo check, supervise or critically observe.

Note 2 to entry: Monitoring can also determine the s0pfus of a product or a service.

different times.

4 Context of the orga f&

4.1 Understanding the anization and its context

Note 3 to entry: Monitoring is genera]l%ﬁemﬂnatiun of the status of an object carried out at d ifferent stages or at

The organization shall determine external and internal issues that are relevant to its purpose and its strategic
direction and that affect its ability to achieve the intended result(s) of its quality management system.

The organization shall determine whether climate change is a relevant issue.
The organization shall monitor and review information about these external and internal issues.
NOTE1  Issues can include positive and negative factors or conditions for consideration.

NOTE2  Understanding the external context can be facilitated by considering legal, technological, competitive,
market, cultural, political, social, economicand environmental issues, whether international, national, regional or local.

NOTE3  Understanding the internal context can be facilitated by considering issues related to the organization's
strategic direction, values, culture, resources, knowledge and performance.

@ 150 2025 - All rights reserved
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4.2 Understanding the needs and expectations of interested parties

The organization shall determine:

a) the interested parties that are relevant to the quality management system;

b} the relevant requirements of these interested parties;

c] which of these requirements will be addressed through the quality management system.

The organization shall monitor and review information about these interested parties and their relevant
requirements.

NOTE Relevant interested parties can have requirements related to climate change.

4.3 Determining the scope of the quality management system

The organization shall determine the boundaries and applicability of the quality management system to
establish its scope.

When determining this scope, the organization shall consider:
a) theexternal and internal issues referred to in 4.1; /{/
b} the requirements referred to in 4.2; O

c] the products and services of the organization.

d provide justification for any requirement
dadiloMo its quality management system.

The scope shall state the ty pes of products and services cove
of this document that the organization determines is na

The organization shall apply all the requirement
determined scope of its quality management sys

dpcument it they are applicable within the

The scope shall be available as documente

Conformity to this document can only be clai
not attect the organization’s ability or responsi
and the enhancement of customer satiggactiof®.

he requirements determined as not b eing applicable do
lity to ensure the conformity of its products and services

4.4 Quality managements

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

The organization shall determine the processes needed for the guality management system and their
application throughout the organization, and shall:

a) determine the inputs required and the outputs expected from these processes;
b) determine the sequence and interaction of these processes;

c] determine and apply the criteria and methods (including monitoring, measurements and related
performance indicators) needed to ensure the effective operation and control of these processes;

d) determine the resources needed for these processes and ensure their availability;
e) assign the responsibilities and authorities for these processes;

f) address the risks and opportunities as determined in accordance with the requirements of 6.1;

B 150 2025 - All rights reserved
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g] evaluate these processes and implement any changes needed to ensure that these processes achieve
their intended results;

h) improve the processes and the quality management system.

4.4.2 Documented information shall be available to the extent necessary:
a) tosupport the operation of its processes;

b} as evidence thatthe processes are beingcarried out as planned.

5 Leadership

5.1 Leadership and commitment

5.1.1 General

Top management shall demonstrate leadership and commitment with respect to qua lity management
system by

a) ensuring that the quality policy and quality objectives are establishef@}are compatible with the
strategic direction of the organization; Q

b) ensuring the integration of the gquality management system re
business processes; °

c] ensuring that the resources needed for the quality ma system are available;

ments into the organization's

d) communicating the importance of effective q
management system requirements;

li ement and of conforming to the quality

€] ensuring that the quality management ves its intended results;

f) directing and supporting persons to con o the effectiveness of the quality management system;
g) promoting continual improvement;

L]
h) supporting other relevant rolgs demonstrate their leadership as it applies to their areas of
responsibility;

i) promoting quality cultu hical behavioun,
j} promoting the use of cess approach and risk-based thinking;
k) taking accountability for the effectiveness of the quality management system.

NOTE1  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,

NOTEZ  An organization’s quality culture and ethical behaviour are reflected in its shared values, attitudes, and
established practices.

5.1.2 Customer focus

Top management shall demonstrate leadership and commitment with respect to customer focus by
ensuring that:

a) customer and applicable statutory and regulatory requirements are determined, understood and
consistently met;
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b) the risks and opportunities that can attfect conformity of products and services and the ability to
enhance customer satisfaction are determined and addressed;

c) the focus on enhancing customer satisfaction is maintai ned.

5.2 Quality policy

5.2.1 Top management shall establish a quality policy that:

a) is appropriate tothe purpose of the organization;

b} provides a framework for setting quality objectives;

c] includes a commitment to meet applicable requirements;

d) includes a commitment to continual improvement of the quality management system;
e) takes into account the context of the organization and supports its strategic direction.

The quality policy shall be implemented and maintained.

5.2.2 The quality policy shall: {/
a) be available as documented information; O

b} be communicated within the organization;

c] be available to interested parties, as appropriate;

d) be understood and applied within the organization Q’

5.3 Roles, responsibilities and authoriti

Top management shall ensure that the r

ilities and authorities for relevant roles are assigned,
communicated and understood within the o i

ion.
Top management shall assign the respunsibil'gy and authority for:

a) ensuring that the quality mana t system conforms to the requirements of this d ocument;
b} reporting onthe performageg & the quality management system to top management;

c] ensuring that the processks are delivering their intended outputs;

d) ensuring the promotion ™ customer focus throughout the organization;

e) reporting on opportunities for improvement to top management;

f) ensuring that the integrity of the quality management system is maintained including when changes to
the quality management system are planned and implemented.
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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 41 and the requirements referred to in 4.2 and determine the risks and opportunities that need to be
addressed to:

a) give assurance that the quality management system can achieve its intended result(s);
b) prevent, or reduce, undesired effects;
c) achieve continual improvement;

d) enhance desirable effects.

ability to continually and consistently provide conforming products a rvices and enhance customer
satisfaction.

6.1.2 Actions to address risks

The organization shall determine, analyse, and evaluate risks that E ”ve undesirable effect on its
The organization shall plan: L

a) actions to address these risks;

b} how to:
1) integrate and implement the action lity management system processes;
2) evaluate the effectiveness of these
Actions taken to address risks shall be proportionate to the potential impact on the confo rmity of products

and services. ®
NOTE1 Determined risks can ing isks related to the ability to provide conforming products and services
during and after a disruption.

NOTEZ  Actions to address risks cali include avoiding risk, taking risk in order to pursue an opportunity, eliminating
the risk source, changing th&j ood or consequences, sharing the risk, or retaining risk by info rmed decision.

6.1.3 Actions to address opportunities

The organization shall determine, analyse, and evaluate opportunities that can have a desirable 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 opportunities;
b} how to:
1) integrate and implement the actions into its quality management system processes;

2) evaluate the ettectiveness of these actions.
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Actions taken to address opportunities shall be proportionate to the potential impact on customer
satisfaction and the conformity of products and services.

NOTE Actions to address opportunities can include adopting new practices, launching new products, creating

new partnerships, leveraging new technologies, implementing initiatives and other actions to address the current and
changing needs and expectations of its customers and other relevant interested parties.

6.2 Quality objectives and planning to achieve them

6.2.1 The organization shall establish quality objectives at relevant processes, functions and levels.
The guality objectives shall:

a) be consistent with the quality policy;

b} be measurable;

c) take into account applicable requirements;

d) be monitored;

e) be communicated;

f] beupdated as appropriate; ﬁgl

g) beavailable as documented information; O

h) be relevant to conformity of products and services and tognhancdhent of customer satisfaction.

6.2.2 When planning how to achieve its quality obje rganization shall determine:
a) what will be done;

b} what resources will be required;

c) who will be responsible;

d) when it will be completed; P

e) how the results will be evaluategg.

6.3 Planning of changes lé

When the organization ines the need for changes to the quality management system, the changes
shall be carried out in a planitd manner.

To ensure changes are implemented effectively to achieve intended results the organization shall consider:
a) the purpose of the changes and potential consequences;

b} the integrity of the quality management system;

c) the availability of resources and information;

d) the allocation or reallocation of responsibilities and authorities;

e) how the effectiveness of the changes will be monitored and evaluated;

f) communication of the changes;

g) how to review the results of the changes.
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7 Support

7.1 Resources

7.1.1 General

The organization shall determine and provide the resources needed for the establishment, implementation,
maintenance and continual improvement of the quality management system.

The organization shall consider:
a) the capabilities of, and constraints on, existing internal resources;

b) what needs to be obtained from external providers.

7.1.2 People

The organization shall determine and provide the persons necessary for the effectivg imp lementation of its
quality management system and for the operation and control of its processes.

7.1.3 Infrastructure

The organization shall determine, provide and maintain the infrastruct cdfssary for the operation of its
processes and to achieve conformity of products and services.

NOTE Forall types of work (e.g. on site, remote or a combination thereq infrastructure can i nclude:
a)  buildings and associated utilities;

b) equipment, including hardware and software;

¢) transportation resources;

d) information and communication technolo

7.1.4 Environment for the operation of proc€sses

¢ and maintain the environment necessary for the operation of its
ducts and services.

The organization shall determine, pro
processes and to achieve conformi

NOTE A suitable environme clude a combination of factors, which can differ depending on the products
can include:

and services provided. Releva C
a) social (e.g. non-discrimin v, calm, non-confrontational);

b) psvchological (e.g. stress-reducing, burnout prevention, emotionally protective);
¢) physical (e.g. temperature, heat, humidity, light, airflow, hygiene, noise).

Some factors are dependent on the organizational quality culture, including ethical behaviour.
7.1.5 Monitoring and measuring resources

7.1.5.1 General

The organization shall determine and provide the resources needed to ensure valid and reliable results
when monitoring or measuring is used to verity the conformity of products and services to requirements.

The organization shall ensure that the resources provided:

a) are suitable for the specific type of monitoring and measurement activities being undertaken;
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b} are maintained to ensure their continuing fitness for their purpose.

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

7.1.5.2 Traceability of measurement results

When traceability of measurement results 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] sateguarded from adjustments, damage or deterioration that can invalidate measurement results.

When measuring equipment is found to be unfit for its intended purpose, the organjzation shall determine
whetherthe validity of previous measurement results has been adversely affected hall take appropriate
action as necessary.

7.1.6 Organizational knowledge Ag/

The organization shall determine the knowledge necessary for the Dpe of its processes and to achieve
the intended results of its quality management system.

This knowledge shall be retained, applied and shared to t necessary.

When addressing changlng needs and trends, the rg ioWrshall consider its current knowledge and
determine how to acquire or access any necessary ad) \¢ owledge and required updates.

NOTE Sources of organizational knowledge, Cas e: experience-based knowledge; lessons learned from
failures and successful activities; capturing pdcj d umMfocumented knowledge and experience; the results of
improvements in processes, products and sefes
research papers; conferences; intellectual property

7.2 Competence g d

The organization shall:

a) determine the necessa etence of person(s) doing work under its control that attects its quality
management system Qrmance;

b} ensure that these persons are competent on the basis of appropriate education, traini ng, or experience;

c] where applicable, take actions to acquire the necessary competence, and evaluate the effectiveness of
the actions taken.

Appropriate documented information shall be available as evidence of competence.

NOTE Applicable actions can include, for example, the provision of training to, the mentoring of, or the re-
assignment of currently employed persons; or the hiring or contracting of competent persons.

7.3 Awareness
The organization shall ensure that persons doing work under the organization’s control are aware of:
a) the quality policy;

b} their contribution to the effectiveness of the quality management system, including the benetits of
improved performance;
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c) the implications of not conforming with the guality management system requirements;
d) relevant quality objectives;

e) organizational guality culture and ethical behaviour.

7.4 Communication

The organization shall determine the internal and external communications relevant to the quality
management system, including:

a) onwhatitwill communicate;
b) when to communicate;

c) with whom to communicate;
d} how to communicate;

e} who communicates.

7.5 Documented information ‘g,
7.5.1 General O

The organization’s quality management system shall include:
. . . . L
a) documented information required by this document;

b) documented information determined by the organi eing necessary for the effectiveness of the

quality management system.

NOTE The extent of documented informatio
to another due to:

Q

— the size of organization and its type of activi pphicesses, products and services;
— the complexity of processes and their jnteralii ons;

— the competence of persons.

7.5.2 Creating and updatin@mcnted information

When creating and updati umented information, the organization shall ensure appropriate:
a) identification and description (e.g. a title, date, author, or reference number);
b) format (e.g. language, software version, graphics) and media (e.g. paper, electronic);

c) review and approval tor suitability and adequacy.
7.5.3 Control of documented information

7.5.3.1 Documented information required by the quality management system and by this document shall
be controlled to ensure:

a) itisawvailable and suitable for use, where and when it is needed;

b) itis adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).
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7.5.3.2 For the control of documented information, the organization shall address the following activities,
as applicable:

a) distribution, access, retrieval and use;

b} storage and preservation, including preservation of legibility;
c) control of changes (e.g. version control);

d) retention and disposition.

Documented information of external origin determined by the organization to be necessary for the planning
and operation of the quality management system shall be identified as appropriate, and controlled.

Documented information available as evidence of conformity shall be protected from unintended alterations.
NOTE Access can imply a decision regarding the permission to view the documented information only, or the

permission and authority to view and change the documented information.

8 Operation

8.1 Operational planning and control

The organization shall plan, implement and control the processes neede eet requirements for products
and services, and to implement the actions determined in Clanse 6, by:

a) establishing criteria for the processes;

b} implementing control of the processes in accordan
c] establishing criteria for the acceptance of produ
d) determining the resources needed to achi mity to the product and service re quirements.

Documented information shall be availabl
have been carried out as planned.

xtent necessary to have confidence that the processes

The organization shall control planned ghang®s and review the consequences of unintended changes, taking
action to mitigate any adverse effects, ecessary.

The organization shall ensure that\gxternally provided processes, products or services that are relevant to
the quality management syst ontrolled (See 8.4).

Documented informatio be available to the extent necessary to demonstrate the conformity of
products and services.

8.2 Requirements for products and services

8.2.1 Customer communication

Communication with customers shall include:

a) providing information relating to products and services;

b} handling enquiries, contracts or orders, including changes;

c] obtaining customer teedback relating to products and services, including customer complaints;
d) handling or controlling customer property;

2] information related to contingency actions, including where relevant to any disruptions in the products
or services provided.
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NOTE Customer communication can include direct contacts through meetings, electronic mails and document
exchange or indirectly through web site content, publications, social media, responses to frequently asked questions,
and training,

8.2.2 Determining the requirements for products and services

When determining the requirements for the products and services to be offered to customers, the
organization shall ensure that:

a) the requirements for the products and services are defined, including:
1) any applicable statutory and regulatory requirements;
2) those considered necessary by the organization;

b} the organization 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 requi ts for products and
services to be offered to customers. The organization shall conduct a review mitting to supply
products and services to a customer, to include:

a) requirements specified by the customer, including the requircm@br delivery and post-delivery
activities whenapplicable;

b} requirements not stated by the customer, but necessary for the spacified or intended use, when known;
c] requirements specified by the organization;

d) statutory and regulatory requirements applicab rpducts and services;

e) contract or order requirements differin previously expressed.

The organization shall ensure that contrac requirements differing from those previously defined

are resolved.

The customer’s requirements shall be cpnfirgged by the organization before acceptance, when the customer
does not provide a documented stat of their requirements.

NOTE In some situations, such as
can cover relevant product infor,

iterhet sales, a formal review is impractical for each order. Instead, the review
uch as websites or catalogues.

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

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

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 relevant interested parties.
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8.3 Design and development of products and services

8.3.1 General

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

NOTE The design and development process can include cycles of review, verification, validation and feedback,
allowing for MNexibility throughout the design and development phases.

8.3.2 Design and development planning

In determining the stages and controls for design and development, the organization shall consider the:
a) nature, duration and complexity of the design and development activities;

b) required process stages, including applicable design and development reviews;

c] reqguired design and development verification and validation activities;

d) responsibilities and authorities involved in the design and development proc

e) internal and external resource needs for the design and development of f8dycts and services;

f] need to control interfaces between persons involved in the design aelupmr_‘nt process;

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

h]) requirements tor subsequent provision of products an ¢

i} level of control expected for the design and dev rocess by customers and other relevant
interested parties;

i} documented information needed as evi sign and development requirements have been met.

8.3.3 Design and development inputs

The organization shall determine the rgquirggnents essential for the specific types of prod ucts and services
to be designed and developed. The orgahjzation shall consider:

a) functional and perfurman@u ments;
b) information derived fro ious similar design and development activities;

c) statutory and ri:gulatégquircmcnts;

d) standards or codes of practice that the organization has committed to implement;

e) potential consequences of failure due to the nature of the products and services.

Inputs shall be complete, unambiguous, and adequate for design and development purposes.
Conflicting design and development inputs shall be resolved.

Documented information shall be available as evidence of design and development inputs.

NOTE Design and development inputs are not always fully defined or known initially. Instead, they can evolve as
the design progresses, through repeated cycles of development and validation.
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8.3.4 Design and development controls
The organization shall apply controls to the design and development process to ensure that:
a) the results to be achieved are defined;

b) reviews are conducted to evaluate the ability of the results of design and development to meet
requirements;

c) verification activities are conducted to ensure that the design and development outputs meet the input
requirements;

d) walidation activities are conducted to ensure that the resulting products and services meet the
requirements for the specified application or intended use;

€] 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 Design and development reviews, verification and validation have distinct pury) ﬁ The y can be conducted
separately or in any combination, as is suitable for the products and services of the orggn .

8.3.5 Design and development outputs
The organization shall ensure that design and development outputs: O
a) meetthe input requirements; 9

b) are adequate for the subsequent processes for the roducts and services;

c) include or reference monitoring and measuring ts, as appropriate, and acceptance criteria;

d) specify the characteristics of the produ
and their safe and proper provision.

vices that are essential for their intended purpose

Documented information shall be available as ce of design and development outputs.

and development of products a ices, to the extent necessary to ensure that there is no adverse impact
on conformity to requiremengs.
Documented information e available as evidence of:

a) design and development changes;

8.3.6 Design and development chafges L4
The organization shall determin&‘r w and control changes made during, or subsequ ent to, the design

b} the results of reviews;
c) the authorization of the changes;

d) the actions taken to prevent adverse impacts.
8.4 Control of externally provided processes, products and services

8.4.1 General

The organization shall ensure that externally provided processes, products and services conform to
requirements.
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The organization shall determine the controls to be applied to externally provided processes, products and
services when:

a) products and services from external providers are intended for incorporation into the organization’s
own products and services;

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 as a result of a decision by the
organization.

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.

842 Typeand extent of control

The organization shall ensure that externally provided processes, products and ices do not adversely
affect the organization’s ability to consistently deliver conforming products ang.s toits customers.

The organization shall:
a) ensure that externally provided processes remain within the cnntrs quality management system;

b) define both the controls that it intends to apply to an external pru‘ider and those it i ntends to apply to
the resulting output;

c) take into consideration:

1) the potential impact of the externally pro
ability to consistently meet customer 3
2) the effectiveness of the controls ap he external provider;

d) determine the wverification, or other act necessary to ensure that the externally provided
processes, products and services meet rfauirements.

8.4.3 Information for externa

The organization shall ensur, equacy of requirements prior to their communication to the external

provider.
The organization shall comn™nicate to external providers its requirements, as appropriat e, for:
a) the processes, products and services to be provided;
b) the approval of:

1) products and services;

2) methods, processes and equipment;

3) the release of products and services;

c) competence, including any required gualification of persons;

d) the external providers' interactions with the organization and, where applicable, it's customers and
other relevant interested parties;

e¢] control and monitoring of the external providers' performance to be applied by the organization;

@ 150 2025 - All rights reserved
18



£)

I1SO/DIS 9001:2025(en)

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

8.5 Production and service provision

8.5.1 Control of production and service provision

The organization shall implement production and service provision under controlled conditions.

Controlled conditions shall include, as applicable:

a)

g)
h)

the availability and use of documented information that defines:

1) the characteristics of the products to be produced or the services to be provided;

2) the activities to be performed;

3) the results to be achieved;

the availability and use of suitable monitoring and measuring resources;

the implementation of monitoring and measurement activities at appropriafe st verify thatcriteria
for control of processes or outputs, and acceptance criteria for products :53; sgrvices, have been met;

the use of suitable infrastructure and environment ftor the DpE[‘EItiDDEESSES;

the appointment of competent persons, including any required qualliﬁcatiun;

the validation, and periodic revalidation, of the abi ieve planned results of the processes
for production and service provision, where the t output cannot be verified by subsequent
monitoring or measurement;

the implementation of actions to prevent h
the implementation of release, delive -delivery activities.

NOTE To ensure that the defined requirer 5 are met, organizations can choose to eng age in product and
service verification or process validation m:L'ajLies. or both, as appropriate.

8.5.2 Identification and tracea

The organization shall:

a)

b)

c)

use suitable means tgei ify outputs when it is necessary to ensure the conformity of products and
services;

identity the status of outputs with respect to monitoring and measurement requirements throughout
production and service provision;

control the unique identification of the outputs when traceability is a requirement, and shall ensure that
documented information necessary to enable traceability is available as evidence.

8.5.3 Property belonging to customers or external providers

The organization shall exercise care with property belonging to customers or external providers while it is
under the organization’s control or being used by the organization.

The organization shall identity, verity, protect and sateguard customers’ or external providers’ property
provided for use or incorporation into the products and services.
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When the property of 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 and ensure that documented
information is available as evidence of 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.

8.5.4 Preservation

The organization shall preserve the outputs during production and service provision, to the extent necessary
to ensure conformity to requirements.

NOTE Preservation can include identification, handling, contamination control, packaging, storage, transmission
or transportation, and protection.

8.5.5 Post-delivery activities

The organization shall meet requirements for post-delivery activities associated with the products and
services.

In determining the extent of post-delivery activities that are required, the orgapi hall consider:
a) statutory and regulatory requirements;
b} the potential undesired consequences associated with its products @:wiccs:

c) the nature, use and intended lifetime of its products and services;

L
d) customer requirements;
e) customer feedback.
NOTE Post-delivery activities can include actig: wafranty provisions, contractual obligations such as
maintenance services, and supplementary servi cycling or final disposal.

8.5.6 Control of changes

The organization shall review and c
necessary to ensure continuing confor,

trolgrhanges for production or service provision, to the extent
\Ly with requirements.

Documented information shall be"2yai

persons authorizing the chan

le as evidence of the results of the review of changes, the person or
ny necessary actions arising from the review.

8.6 Release of produ d services

The organization shall implement planned arrangements, at appropriate stages, to verity that the product
and service requirements have been met.

The release of products and services to the customer shall not proceed until the planned arrangements have
been satistactorily completed, unless otherwise approved by a relevant authority and, as applicable, by the
customer.

Documented information shall be available as evidence on the release of products and services. The
documented information shall include:

a) evidence of conformity with the acceptance criteria;

b) traceability to the person or persons authorizing the release.
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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 shall also apply to nonconforming products and services detected
after delivery of products, during or after the provision of services.

The organization shall deal with nonconforming outputs in one or more of the following ways:
a) correction;

b} segregation, containment, return or suspension of provision of products and services;

c) informing the customer;

d) obtaining authorization for acceptance under concession.

Conformity to the requirements shall be verified when noncontorming outputs ar rected.
8.7.2 Documented information shall be available as evidence to: Ag/

a) describe the nonconformity; O

b} describe the actions taken;

c] describe any concessions obtained; L

d) identify the authority deciding the action in respec conformity.

9 Performance evaluation

9.1 Monitoring, measurement, anal evaluation

9.1.1 General P
The organization shall determine: $
a) what needs to be monitor measured;

b} the methods for mm@g measurement, analysis and evaluation, as applicable, needed to ensure

valid results;
c] when the monitoring and measuring shall be performed;
d) when the results from monitoring and measurement shall be analysed and evaluated.
The organization shall evaluate the performance and the effectiveness of the quality management system.

Documented information shall be available as evidence of the results.

9.1.2 Customer satisfaction

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

NOTE Sources ol information to support understanding of customer satisfaction can include customer surveys,
customer leedback on delivered products and services, meelings with customers, market-share analysis, compliments,
warranty claims and dealer reports, complaints and social media.
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9.1.3 Analysis and evaluation

The organization shall analyse and evaluate relevant data and information arising from monitoring and
measurement.

The results of analysis shall be used to evaluate:

a) conformity of products and services;

b) the degree of customer satistfaction;

c) the performance and effectiveness of the quality management system,;
d) if planning has been implemented effectively;

e] the effectiveness of actions taken to address risks and opportunities;
t] the performance of external providers;

g) the need for improvements to the quality management system.

NOTE Methods to analyse data can include statistical techniques.

9.2 Internal audit Ag/
9.2.1 General O

The organization shall conduct internal audits at planned, intgrvals td#brovide informatio n on whether the
quality management system:

a) conforms to:

1) the organization's own requirements i anagement system;

2) the requirements of this documen

b) is effectively implemented and maintaine

9.2.2 Internal audit programme 5;,. ¢
The organization shall plan, est#fglish implement and maintain (an) audit programme(s) including the
trequency, methods, responsihii planning requirements and reporting.

When establishing the in@audit programme(s), the organization shall consider the i mportance of the
processes concerned and thsyesults of previous audits, and changes affecting the organiz ation.

The organization shall:

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

b} select auditors and conduct audits to ensure objectivity and the impartiality of the audit process;

c) ensure that the results of audits are reported torelevant managers;

d) take appropriate correction and corrective actions without undue delay.

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

NOTE See 1S0 190114 for guidance on auditing management systems,
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9.3 Management review

9.3.1 General

Top management shall review the organization’s quality management system, at planned intervals, to
ensure its continuing suitability, adequacy, effectiveness, and alignment with the strategic direction of the
organization.

9.3.2 Management review inputs

The management review shall include:

a) the status of actions from previous management reviews;

b) changes in external and internal issues that are relevant to the quality management system;

c] changesinneeds and expectations of interested parties that are relevant to the quality managementsystem,;
d) informationon the quality management system performance including trends ige

1) nonconformities and corrective actions;

2} monitoring and measurement results; Ag
3) audit results; O

4) customer satisfaction and feedback from relevant interested %arties;
5) the extent to which quality objectives have been m
6) process performance and conformity of produ vices;
7) the performance of external providers;
e) opportunities for improvement;
f] the adequacy of resources;

g) the effectiveness of actions taken g add#®ss risks and opportunities (see £.1).

9.3.3 Management review resdjts

The results of the managemesg réw}ew shall include decisions related to continual improvement opportunities
and any need for changes quality management system or resource needs.

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

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, analysis and evaluation of data and
information, and the results of management review, to determine opportunities that shall be addressed as
part of continual improvement.

Actions shall include:

a) improving processes, products and services;
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b) addressing future needs and expectations;

c) correcting, preventing or reducing undesired effects.
NOTE Improvement can be achieved through incremental and breakthrough change, innovation or re-
organization initiatives.

10.2 Nonconformity and corrective action

10.2.1 When a nonconformity occurs, the organization shall:
a) react to the nonconformity and, as applicable:

1) take action to control and correct it;

2) deal with the consequences;

b) evaluate the need for action to eliminate the cause(s) of the nonconformity, in order that it does not
recur or occur elsewhere, by:

1) reviewing the nonconformity;

2) determining the causes of the nonconformity;

3) determining if similar nonconformities exist, or can potentially@;
c) implement any action needed;

d) review the effectiveness of any corrective action take

e] update risks and opportunities determined during

f] make changes to the quality management
Corrective actions shall be appropriate to olthe nonconformities encountered.

MNOTE Customer complaints can be a source o nformities.

10.2.2 Documented information shaglléavaahlc as evidence of:
a) the nature of the nonconformiie
b) the results of any correcivisggtion.

Q

any subsequent actions taken;
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Annex A
(informative)

Clarification of structure, terminology and clauses

A1 General

The information given in this annex is intended to provide clarification and to prevent misunderstanding
of the requirements contained in this document. This information addresses and is consistent with these
requirements, and does not add to, subtract from, or in any way modify them.

This annex does not provide guidance for the implementation of requirements; for guidance on the application
of requirements see [SQ/TS 90024, ISO handbook IS0 9001 for small enterprises - W hat to do? Advice from
1S0/TC1768or the other standards referred to in the notes to the relevant paragra of this annex.

The requirements in this document are better viewed from a systems perspegki d)not in isolation, i.e.
there can be an interrelationship between the requirements in one clause h the réquirements in other

clauses. :
A.2 Structure and terminology

@
The clause structure (i.e. clause sequence) and some of the of this document, have been changed
in comparison with the previous edition (IS0 9001: ifiprove alignment with the Harmonized

Structure [HS) for management system standards (MS

There is no requirement in this document tor i terminology to be applied t o the documented
information of an organization's quality ma stem.

The structure of clauses is intended to pr coherent presentation of requirements, rather than a
model for documenting an organization's policide] objectives, and processes. The structure and content of

documented information related to a quality gganagement system can often be more relevant to its users if it
relates to both the processes operatedDy the organization and information maintained for other purposes.

To prevent misundcrstanding.2§e ings of the following words are clarified:

a) The words “appropriate @nisgpplicable” are not interchangeable. “Appropriate” mean s suitable (for, to)
and implies some de freedom, while “applicable” means relevant or possible to apply and implies
that if it can be done, it ds to be done.

b) The word “consider” means it is necessary to think about the topic, but it can be excluded; whereas “take
into account” means it is necessary to think about the topic, but it cannot be excluded.

c)] The word “continual” indicates duration that occurs over a period of time, but with intervals of
interruption (unlike “continuous” which indicates duration without interruption). “Continual” is
therefore the appropriate word to use when referring to improvement.

d) The word "ensure” means the responsibility to do anactivity can be delegated, but not the accountability
for the results of the activity.

e] To align the use of the term “documented information” to the Harmonized Structure, two changes
have been made. First, the phrase "shall be available as documented information” replaces “maintain
documented information” which previously referred to documentation other than records. Second,
“documented information shall be available as evidence of” replaces “retain documented information
as evidence of” which previously referred to records. It is worth noting that the phrase "as evidence
of” is not a requirement to meet legal evidential requirements; its intent is only to indicate objective
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evidence needs to be retained. In the context of documented information, the term “available” means
the organization can obtain, use, or provide the information.

f] “Strategic direction” refers to the coordinated decisions, plans, and actions an organization undertakes
to achieve its objectives and fulfil its intended purpose.

NOTE1  See IS0 10013 for guidance on documented information.

NOTEZ  See IS0 9000:2015 Glossary - Guidance on selected words used in the 150 9000 family of standardst” for
further information on the terminology used in this document.

A.3 Applicability

The requirements of this standard for applicability are addressed in 4.3, which specifies conditions under
which an organization can decide that a requirement cannot be applied to any of the processes within
the scope of its quality management system. The organization can only decide that a requirement is not
applicable if its decision will not result in failure to achieve conformity of products and ser vices.

Applicable statutory and regulatory reguirements mentioned inClause 1 a) determined by the
organization considering those that relate to the organization's ability to consis rovide conforming
products and services and to enhance customer satisfaction through the effecpve ljtation of the quality

management system.

The expression “as applicable” in this document means that the requir , even if generally determined
as applicable according to clause 4.3, can or cannot be applicable in eve cific case.

.
I @

A4.1 Understanding the organization and i

The concept of “context of the organizatio
environment,” “organizational environmen

referred to by other terms such as “business
m of an organization”.

Having a tull understanding of the internal ernal issues and the relevant requirements of relevant
interested parties enables an organization to deftermine the scope of its quality manage ment system and
determine the processes needed to egsure ghat the organization tulfils its purpose, tollows its strategic
direction, and achieves its intended pegiNts.

External and internal issues relev
negatively atfect the organiz
They are by their nature ch
incisive, For this reason, i

t to'the organization's purpose and strategic direction can positively or
ility to achieve the intended results of its quality management system.
eable, and can change suddenly, just as their effects can be immediate and
ssary to monitor and review the changes in the external and internal issues.

To determine whether climate change is a relevant issue, it can be considered in relation to the potential
impact on the intended results of the quality management system, e.g. the impact on the ability of the
organization to consistently provide products and services that meet customer requirements; adhere to
applicable statutory and regulatory requirements; enhance customer satisfaction. The organization can
determine it is either relevant or not relevant.

Although the application of specific methods or tools is not required, it is important that the external and
internal issues relevant to the quality management system are determined using a rational approach and
addressed by applying risk-based thinking and opportunity-based thinking.

External and internal issues can be determined based on information from ditferent sources such as
internal documented information and meetings, publications from national statistics offices and other
government departments, professional and technical publications, meetings with customers and relevant
interested parties. Determining the external and internal issues that arise from emerging technologies is
very important for understanding the context of the organization.
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A.4.2 Understanding the needs and expectations of interested parties

Relevant requirements of relevant interested parties can affect an organization's ability to provide products
and services that meet customer and applicable statutory and regulatory requirements.

A note in clause 4.2 reminds organizations that relevant interested parties can have requirements related to
climate change.

It is important that information from these interested parties and their relevant requirements are
monitored and reviewed to maintain awareness of any changes that can impact the effectiveness of the
quality management system.

Customers are the main (but not the only) interested party for the quality management system. Not
all interested party requirements necessarily become requirements for the organization if they are
not applicable to the organization or relevant to the quality management system. Other requirements
are "mandatory” because they have been incorporated into laws, regulations, permits and licenses, by
governmental or court action, or because they have been mandated by a higher level of the corporate entity
to which the organization belongs. There can be others that an organization can decide to adopt voluntarily
or by entering into an agreement or contract. Once adopted or agreed to, these becoge requirements for the
organization (see 4.3).

Expectations relating to sustainability or other external requirements can expres#td by the customer,

or other relevant interested parties and when such requirements are de ined as relevant by the
organization, they fall within the boundaries of the quality manageme tefin. Although the application
of specific methods or tools is not required, it is important that the inte parties and the requirements

and expectations relevant to the quality management system are determined using a rational approach and
addressed by applying risk-based thinking and opportuni sed thigking.

A4.3 Determining the scope of the quality ma t System

The scope statement of the quality management i, an organization to communicate which of its
products and services are covered by the qualit m\ et system and its boundaries. To avoid confusion
and to enable clear identification, the scope gan.egfi e types of activities, products and services covered;
related sites where these activities are perfe @‘“ hd specific scopes, if relevant.

The scope of this document, the scope of quali anagement system , and the scope of certification refer
to different things, yet they are closely linlgd. Boundaries define the limits of the quality management
system. For many organizations, the lity management system applies to all its products and services.
The boundaries of the quality m nt system can be influenced by specific customer requirements,
tor example relating to sustainabilily. If'the organization is part of a larger entity, organiza tional boundaries
have to be well defined in th . These can have an impact on the quality manageme nt system.

A4.4 Quality manag system

This clause is closely related to the guality management principle of “process approach”. The process
approach incorporates the Plan-Do-Check-Act (PDCA) cycle and risk-based and opportunity-based thinking.
The processes referred to include all processes necessary to meet the requirements of this document.

It is important to establish, implement, maintain, and continually improve the structure and content of an
organization's quality management system using the process approach so that it consists of all the processes
needed and is relevant to its users.

Processes interact and interrelate to create an aligned quality management system. Therefore, it is
important to determine the sequence, interaction, and integration of quality management system processes
with each other and with other business processes. It is important to define the inputs required and the
intended results of each process and to assign the responsibilities and authorities for all processes.

The evaluation of processes relates to their continuing adequacy and effectiveness. As this depends on
contextual factors which are subject to change, such as objectives and new circumstances external and
internal to the organization, it is necessary for the organization to be able to modify one or more processes,
and their interactions, partially or totally in a timely and controlled manner.
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Evidence that processes are being carried out as planned can be provided by available documented
information. Documented information is not always necessary to demonstrate conformity to each
requirement of this document. It is up to the organization to determine which processes will be supported
or accompanied by documented information, and the type and degree of detail of such documented
information.

A.5 Leadership

A.5.1 Leadership and commitment

The visible support, involvement, and commitment of the organization’s top management is necessary for
the effective implementation of the quality management system. Top management is responsible for raising
awareness and motivating people to engage in the quality management system. This can assure relevant
interested parties that an effective management system is in place.

Ethical behaviour is part of the guality culture and is fundamental to the leadership comm itment to support
the quality management system and demonstrate its ability to:

a) provide products and services that meet customerand applicable statutory an atory requirements;
b) enhance customer satisfaction; Ag/
c) protect and improve its reputation.

If decisions, actions and interactions with employees, external pruvideQ.lstumers, and other interested
parties are not guided by ethical behaviour, all aspects of quality can I; undermined.

One of the responsibilities of top management is to lead th fMyration in maintaining customer focus at
all times (5.1.2). This requirement directly refers to the aciple of quality management and the main

: 's commitment to ensure that conformity is
hat customer satisfaction is enhanced.

NOTE See IS0 100108 for guidance on qu

A.5.2 Quality policy

The quality policy is intended to ine ®he organization's approach to quality and align with the
organization's quality culture and egpgghgtions for ethical behaviour. .

Interested parties to whom i be appropriate to communicate the quality policy typically include
suppliers of products, proce ntl services, to support alignment of behaviour across the entire supply

network.

The communication, understanding and application of the quality policy by people at all levels of the
organization is one of the methods for ensuring awareness and active involvement.

A.5.3 Roles, responsibilities and authorities

There is no requirement in this document to have one person responsible for the quality management
system but that all responsibilities and authorities for relevant roles are assigned to ensure that the quality
management system achieves its objectives.

Top management is required to ensure that responsibilities and authority are assigned as necessary for the
requirements of this document to be met. This relates to all people involved in the guality management
processes to ensure that it is not considered that the quality management system falls under the
responsibility of a few.

It is also required that responsibilities and authority be assigned to report to top management information
about the degree to which the quality management system is operating to enable the top management to
take action as needed to ensure the integrity of the quality management system in the event of changes.
Given the quality management system can require changes (e.g. depending on changes in the internal or
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external environment), it is necessary to assign responsibility to prevent any changes related to elements of
the quality management system from producing unintended consequences or introducing inconsistencies in
the system itself.

In organizations adopting emerging technologies for the management of their quality management system,
it is necessary to ensure traceability of quality management systemdecisions, the responsibility of those
who made them, and their accountability.

A.6 Planning
A.6.1 Actions to address risks and opportunities

A.6.1.1 General

To determine and address risks, and opportunities the organization can implement, the fundamental quality
concepts of risk-based thinking and opportunity-based thinking are used to enhance the organization's
ability to meet the objectives of its quality management system, as summarized in the scope of this
document. These two concepts are explained in the following sections.

This document adopts a performance approach to quality management, ragier prescriptive one.
According to this approach, the organization is accountable for the way hich it decides to apply
the requirements of this document, including the extent to which theg=are #plicable, appropriate, and
practicable, at all levels ofits quality managementsystem: strategic, tact l:l operational. The application
of risk-based thinking and opportunity-based thinking can help to demfefstrate, to internal and external
interested parties, the suitability of such decisions. P

A.6.1.2 Risk-based thinking

through requirements for planning, review angs ent, and quality specific requirements that
historically have been designed to preve ry of nonconforming products or services to an
organization's customers.

This document specifies requirements tor the o
risks as a basis for planning (see A.1). This regresents the application of risk-based thinking to planning and
implementing quality management sy€dm processes (see 4.4) and will assist in determining the extent of
documented information.

Not all the processes of a qu@anagement system represent the same level of risk in terms of the
organization's ability to meft objectives, and the effects of uncertainty are not the same for all
organizations.

Risk-based thinking can ensure that a quality management system continues to achieve its objectives, even
in case of disruptive occurrences, i.e. incidents that cause a negative deviation from the planned provision of
the products or services, by determining and implementing appropriate countermeasures.

Although 6.1 specifies that the organization shall plan actions to address risks, there is no requirement for
tormal methods for risk management or a documented risk management process. Organizations can decide
whether to develop a more extensive risk management methodology than is required by this document, for
example through the application of other guidance or standards.

NOTE1  See 150 31000 for guidance on risk management.

NOTEZ  See 150 31073H% for risk management vocabulary.

A.6.1.3 Opportunity based thinking

Determining and managing risks and opportunities are separate processes. Risks are not opportunities.
Opportunities result from assessment of the internal and external context including interested parties’
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needs and expectations, the organization’s capability, capacity, and competence to leverage its strengths
and weaknesses, as well as the results of various monitoring activities and key performance indicators.

Opportunity-based thinking enables an organization to address the factors that can cause its quality
management system to deviate from the planned objectives, to maximize the effect of the opportunities as
they arise.

Opportunities can come from many sources. As such it is critical to clearly determine the opportunities,
determine the needs and objectives, determine the risk associated with the opportunity itself and formulate
a strategy and plan to support the achievement of desired results.

For example, circumstances arise that allow the organization to attract customers, develop new products
and services, or improve productivity.

A.6.2 Quality objectives and planning to achieve them

Planning the establishment ot quality objectives and the ways to achieve them ensures that the quality
management system can achieve its intended results.

Quality objectives are a part of the organization's objectives; they include the de of product or service
guality to be achieved and are derived from the quality policy.

Quality objectives can be related to otherty pes of objectives. When guality Dhﬂl%cs are linked to objectives
related to other management systems objectives, integration between gifdgre®t management systems can
help the organization in decision making,

In general, quality objectives can be defined at the strategic, tactical, gnd operational levels. It is required
that these objectives are measurable as appropriate and ry to monitor their achi evement, but this
does not necessarily mean that these objectives should g ressed in quantitative form.

Communication of the objectives to those who are Jetor them or are otherwise involved in their

achievement, including, where appropriate, exteris Nt Nastrt parties, is a condition for ensuring people's
awareness and involvement. :‘

It is required to document the objectives to transfer, disaggregate, and report on them without
misunderstandingsand errors.

NOTE Seel50 100054 for guidance og how @ prepare a quality plan.

A.6.3 Planning of changes

Changes to the organization
can adversely impact its abilj
that can drive improveme

iAcVitable and can affect the organization in different ways, some of which
to achieve objectives, and some of which can indicate a potential opportunity

The ways in which changes are planned can vary, depending on the circumstances that triggered the need
tor change and the complexity and severity of the changes to be made.

The reason for changes can include:

a) an external issue that causes a change to the organization;

b) the organization decides to initiate a change;

c] changes that have occurred in other management systems of the organization.

NOTE See 1SO/TS 100208 for guidance on how to manage change.
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A.7 Support
A.7.1 Resources

A7.11 General

Determining and providing resources means determining what is necessary and appropriate to ensure that
the quality management system is etfective in achieving the expected results.

Determining the resources needed for the quality management system requires the organization to
understand available resources (e.g. economic, structural, organizational} and the conditions that allow or
limit their use. Carrying out an activity requires the people who do it, the tools they use, the environment
in which people and tools interact, the use of appropriate skills, appropriate measuring and monitoring
resources, and the necessary knowledge. All components, and their interactions, should be managed to
ensure their continued suitability.

A7.1.2 People

The organization determines its required resources, represented by people. This s that the necessary
workforce should be determined based on the expected workload, making s the organization has
the necessary people, by number and organizational knowledge. An insuffjgjent nunber of people, in the
relevant roles, is a limitation on the ability of the quality management systS#f to achieve its objectives
and can be addressed by risk-based thinking. The people needed can @crnal to the organization and
collaborate with it only temporarily.

Emerging technologies can be used in place of people for some feactions. In this case, the risks and
opportunities related to such a choice should be carefull , iIncluding the implications on ethical
behaviour and accountability of the organization.

NOTE See 1S0/DIS 302014 for information on hum anagement systems.

A.7.1.3 Infrastructure

Infrastructure includes all physical resource oftware needed for the operation of the organization's
processes.

. . . ] . :
In service organizations, infrastructurfs frequently a key component of the service to which statutory and
regulatory requirements can apply:

Infrastructure maintenance ensure that conformity with requirements is achieved on a regular
basis. There is no require$c specific method or type of maintenance.

The use of hybrid and remdws worl, as well as the use of innovative technologies, can int roduce new risks
and opportunities in the infrastructure management and control.

Customers and other interested parties can have specific requirements for infrastructure management,
including its disposal or recycling. Infrastructure management can require integration with other
management systems, such as with the health and safety management system, or with the environmental
management system.

A.7.1.4 Environment for the operation of processes

It is important to consider and manage the various examples of factors that are part of the working
environment provided in clause Z.14depending on their influence on the ability of the guality management
system to ensure conformity with customer and other requirements and to enhance customer satisfaction,
tor example, psychological factors can be of prevalent importance for those services where gquality depends
particularly on the psychological well-being of the operators.

The working environment can evolve with technologies, and its management can become more complex
when it is not under the direct control of the organization.
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in the case ol services, the operating environment can be crucial from the organization's customer
perspective, and influence customer satisfaction.

Management requirements for the operating environment under guality management system can be
strongly related to those found in other management systems, such as that for health and safety. However,
this does not mean that a health and safety requirement should be addressed within the scope of the quality
management system.

A.7.1.5 Monitoring and measuring resources

For many organizations, monitoring and measuring resources are essential to demonstrate conformity of
the products and services or to ensure control of their processes to achieve intended results. Requirements
in this clause are intended to ensure that the resources provide valid results.

Monitoring is to determine a status of something which implies observing, supervising, keeping under
review; it can involve measuring or testing at intervals, especially for the purpose of regulation or control.
Measurement is the process to determine a value, for example a physical quantity, magnitude, or dimension
(using measuring resources, especially equipment).

Depending on the specific circumstances, measuring, or monitoring equipme be used either for
indication, monitoring or measuring purposes. In some cases, the same type gée nt can be used for
any or all three functions. The level of control required depends on the inten use¢ and'de termines whether
measuring equipment needs to be verified by calibration, at suitable ipfervay’ between these activities,
using a risk-based approach. The depth and degree of such control can aa nge, depending on the nature
of processes, their outputs, products, services, and related risks.

Traceability of measurement results (7.1.5.2) requires an established®calibration hierarchy for measuring

equipment. Measurements performed to evaluate prod ices or equipment, or measurements
performed by their own products, need to be traceable e international or natio nal measurement
standards or to an an appropriate reference (e.g. certifi rénce materials].

NOTE1  See 150 100124 for requirements for t minagement systems.

NOTE 2  See ISO 1000944! for guidance for 5 and their application.

NOTE3  See .l for guidance on statistical techn

L]
A.7.1.6 Organizational knowledge

Requirements regarding organizd§ona? knowledge have been introduced for the purpose of ensuring the
organization manages knowl ough:

a) acquiring or creatin owledge;

b) ensuring appropriate application of knowledge;

c] maintaining knowledge to ensure it is valid and relevant (including retaining knowledge to sateguard
the organization from risks associated with the loss of knowledge];

d) sharing knowledge to support other knowledge-based needs.

Knowledge management facilitates the creation and application of knowledge in a way that benefits the
organization and its interested parties and supports the quality management system.

NOTE See 1S0 304011 for knowledge management system requirements.

A7.2 Competence

The competence of personnel needed to ensure the performance and etfectiveness of the quality system
should be determined and addressed at all levels of the organizational structure, starting with top
management.
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The necessary competence can be obtained through recruitment, or by assigning ditferent roles, to
individuals, through career progression, or various forms of training.

Competence management, including the acquisition and transfer of knowledge and experience, enhances
organizational knowledge. When dealing with externally provided processes, products and services,
the organization can need to determine and communicate to external providers its requirements for
competence, including any required qualifications.

It can be necessary to review competences on a regular basis, or as changes occur, and take subsequent
actions to ensure their continued suitahility.

NOTE1  See 150 1001528 for guidance on competence management and people.
NOTEZ  See 150 10018H4l for guidance on people engagement.

NOTE3  See 150 190114 for further information on auditor competence.

A.7.3 Awareness

Awareness is attained when people understand their responsibilities and authoritj@#& and how their actions
contribute to the achievement of the organization’s quality objectives. Organ @n Rs can demonstrate
initiatives taken to ensure awareness of people and the effectiveness of those igftialtes/Persons doing work
under the organization's control can demonstrate their awareness in da}r-tuﬁ%(tivitics by distinguishing
between what is acceptable and what is not, and by taking appropriate aghog wifen proces ses, products and
services do not meet agreed specifications. @

Awareness of the quality management system and the person's role within it is a key com ponent of quality
culture and the principles of quality management. Not only jedf necessary for people to be aware, but also
tor them to apply this awareness in their work.

-to-day behaviours, including with relevant
ning the quality management system. Being
: of the quality management system also means that
person knowing their place in the procesgfola™ v are a part and understanding and applying the

{ plications of nonconformity means adopting risk-based
dch person's work, at any level of the org anization, staying
aligned with established procedures, and knowing what the consequences of nonconfo rmity can be, on
subsequent or related activities and o IEE‘&]E customer requirements. Being aware of quality objectives

*1&

Being aware of the quality policy means aligning that'g
interested parties, to the guidelines of top manag

means knowing what needs to be a by each person's work.

A7.4 Communication

Communication is a pru@vulving objectives, inputs, outputs, tools and content, responsibilities and
resources, risks and oppormnities and includes internal and external feedback relevant to the quality
management system.

To be effective, the organization’s communication processes provide it and its persons with the ability to:
a) transmit and receive information quickly and to act on it;

b} build trust between relevant parties;

c)] transmit the importance of customer satisfaction, process performance, etc.;

d) determine opportunities for improvement.

Sometimes communication is established without human intervention, when two or more devices interact
with each other.
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A.7.5 Documented information

The organization determines the documented information needed to ensure and to demonstrate conformity
with the requirements of the quality management system, in addition to that required by this document or
required by the customers and other relevant interested parties. The decision to document information can
result from the need to control the processes or for other purposes, including the need to provide evidence
of conformity to third parties.

Documented information addresses the need to codify procedures, avoid deviations, capitalize knowledge,
maintain the history of operations, facilitate and simplify internal and external communications, protect
organizational knowledge, etc., The effectiveness of the quality management sstem does not necessarily
depend on the amount of documented information produced.

It is important that documented information be distributed and applied appropriately. Information can be in
any medium and be managed by any means. Emerging technologies make it easier to document information
and make it readily available, but they introduce new risks, such as that of massive loss of information, as a
result of computer failures, or loss of confidentiality, which need to be addressed.

Clause 25 addresses the management of documented information so that it is protectgd and made available as
appropriate. This involves controlled distribution, including to external interested @ jes, and requires that
access to documented information be regulated. This includes externally sourcgd Ngodnye nts when relevant
to the quality management system, such as standards and laws, contracts order{ or communications
from relevant interested parties.

It is important to prevent unintended use of obsolete documented infDrn by removal or by application
of suitable identification or controls if obsolete documented information is kept for any purpose.

This document states that documented information that ble as evidence of conformity has to be
protected from unintended alteration. Among other thi ns that it cannot be reasonably possible
to inadvertently delete or alter a document.

NOTE1  See Clagse AZ e) for terminology relevapt information’.

NOTE2Z  See IS0 100138l for guidance on do

A.B Operation

A.8.1 Operational planning a trol

Product and service rcalizattg@:d to be carried out under controlled conditions to minimize the
possibility of nonconformiti ther undesirable situations occurring at each stage of the operational
processes and that can b@cted in the next stage, eventually resulting in a nonconforming product or
service for the customer. se controlled conditions are established by applying risk-based thinking, as
outlined in Clause & of this document.

“Establishing criteria for processes” means determining how the process is to be performed. Implementing
process control “in accordance with the criteria” means verifying that the processes are actually carried
out in the intended way. [t can be necessary to document processes, tor example by describing them in
appropriate documented procedures, to ensure that they are carried out in accordance with the established
criteria. It can be necessary to document evidence of conformity of product and service processes with
requirements by producing appropriate documented information.

NOTE See 1S0 1000724 for guidance on configuration management

A.8.2 Requirements for products and services

Sharing adequate information with the customer through an appropriate communication process (£.2.1)
ensures the etfectiveness ot operational activities and for outputs to meet requirements. Such communication
is necessary to clarity what products and services are required by customers, and the needs of customers,
related to those products and services.
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Such communication can be provided in various ways and by ditferent means, and can also include training
activities aimed at the customer to enable them to better formulate requests, understand the characteristics
of the product or service oftered, use the product or service appropriately, maximize the benefits obtainable
from the product or service, etc.

Communication with the customer is aimed at obtaining information about any customer's special needs
and expectations. Customer information can also include advertising. In addition to complying with the
applicable statutory and regulatory requirements, handling such communications with ethical behaviour
is important to avoid creating customer expectations that do not correspond to what the organization is
actually capable of providing.

The organization determines the requirements for the products and services to be offered to customers in
accordance with clause 8.2.2. These requirements include those mandatory ftor the product or service and
those attributed to the product or service by the organization.

Before offering a product or service and before committing to its provision, the organization has to ensure
that it is capable of delivering what is promised and what is necessary to enhance customer satisfaction
(8.2.3). This requires the organization to make sure it is able to meet all requirements.

NOTE See 150 1000124 for guidance on codes of conduct for organizations relevant Lo mer communication
(B.2.1).
A.8.3 Design and development of products and services Ag/

Product and service design and development is the set of processes I'ufc:rming requirements for the
products and services into specified product or service characteristics. This does not onl y relate to strictly
physical or functional characteristics but can also relate to such thlngs"s sustainability, ethics and customer
experience, if these are relevant to the product or service t@ -“, ened or developed, an d if determined as
necessary to meet customer needs and expectations. F niRe o gamzatmns, the approach to design and
development can be ditferent from "traditional” ma g¥rganizations. In some cases, organizations
can justify the exclusion of certain sub-clauses dquirements from their quality management
system, without necessarily excluding the enti

Clause 8.3.2 specifies what needs to be d in determining the stages and controls for design
and development. “Shall consider” means th spects listed in (a) to (j), need to be addressed by the
organization, as part of design and development #lanning, as applicable and appropriate.

The best way to approach design an evsgupment is as a process. The applied controls of the design

and development process include Yation, review, and validation of design and development (G.2.4).
Specifically, verification consists“d chi®cking that the design and development, and the results obtained,
during and at the end of the , meet the determined input (8.3.3) for the design and development
process.

Review consists of critically™valuating what was designed, at appropriate stages of design, to be sure that
what was designed does not introduce issues that can adversely affect the ability of what was designed, to
meet the expected requirements for the product and service.

Validation consists of the practical ascertainment, that the design and development outputs (8.3.5) meet the
input requirements.

Design and development can be aimed at determining innovative solutions for the product or service. In
this case, more careful and in-depth design and development control, including verification, review, and
validation, can be required.

NOTE See 150 100072 or guidance on configuration management relevant to design and development changes
(8.3.6).
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A.8.4 Control of externally provided processes, products and services

The organization is responsible for ensuring that externally provided processes, products and services
conform to requirements. Therefore, establishing and maintaining proper control ot external providers is
essential for the organization to meet its quality management system objectives.

Control of externally provided processes, products and services can be addressed through:
a) purchasing from a supplier;

b} an arrangement with an associate company;

c] processes provided externally.

Processes provided externally always have the essential characteristic of a service, since it will have at least
one activity necessarily performed at the interface between the provider and the organization.

The controls required for external provision can vary widely depending on the nature of the processes,
products and services and can include second-party audits, as addressed, for example, in 150 190118, The
organization can apply risk-based thinking to determine the type and extent of €ntrols appropriate to

particular external providers and externally provided processes, products, and s . Also, opportunity-
based thinking can be applied to determine possible improvements of ex ovided processes,
products, and services through the supply chain.

NOTE See 150 37500 for guidance on outsourcing. O

A.8.5 Production and service provision °

This clause concerns realization activities and establish igements to ensure that production and

service delivery are such that products and services th
These are the core processes of an organization, rel
which directly affects customer satisfaction and m
the interface with the customer.

uirements are provided on aregular basis.
ctor in which it operates, and the output of
es, typically in the case of services, occur at

The controlled conditions for production ice delivery depend on the extent to which the other
requirements of the quality management have been met. Conditions for keeping operational
processes under control include, where applicalle, process validation. Validation should be performed in
cases where the result of a process (thg prodict, or service], cannot be fully verified before delivery to the
customer, because this is not econpmgitglly or technically practicable. In this case, detailed documented
information of the process and copgp es are essential to ensure that the actual process is identical to the
“validated” one and provide copfigggce that the output will conform.

In some cases, it is not pogsibl for services to be fully checked for conformity, prior to d elivery. Validation
can need to be repeated tial conditions change (for example, after a period of time during which an
operator has potentially lost some of their skills). Validation of a process can supplement or replace, in whole
or in part, verification of the output: the organization is responsible for determining which combination of
verification and validation is best suited for quality assurance purposes.

The organization has to ensure that the product and service, at the different stages of their realization, are
determined to indicate their state of control (8.5.2). It is important to know whether the output, intermediate
or final, has been submitted to the planned control, and what was the result of that control. ldentification
and traceability are closely related, since when necessary to trace the previous stages of processing, for
example, of a product or service, or to trace it after it has been placed on the market, it is required that it
can be uniquely identified. The traceability requirement can be established by the organization, or by its
customers, or imposed by statutory or regulatory requirements.

Sometimes, in order to realize the product or service, organizations have to use objects, materials,
information, tools, places that belong to the customer or suppliers (8.5.3). The organization is required to
determine such property and prevent undesired occurrences. If a problem occurs with customer or supplier
property, then this needs to be recorded and promptly communicated to customers or suppliers to resolve
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the problem. The above also applies in case the anomaly of the customer or supplier property was not caused
by the organization but detected by it.

The conformity of the product or service can be adversely affected by damage occurred at different stages
of production or service delivery [8.5.4). Preservation is a way to avoid this. Preservation applies to both
tangible and intangible objects, including information.

Since customer satisfaction depends on the performance of the product or service, even after its delivery
or provision, for a required or expected period of time, the quality management system also covers, as
appropriate, post-delivery activities (8.5.5). Post delivery obligations can derive from:

a) laws, asin the case of mandatory warranties;
b) contracts;
c] customerexpectation.

Depending on new circumstances or events, or at the request of interested parties, it can be necessary to
introduce changes from what was planned or expected [8.5.8). This is acceptable, as long as the changes
are managed in a controlled manner so as not to adversely attect consistent conforp§jty with requirements.
Introducing changes from what was planned or expected can result from ha et ermined risks or
opportunities, and the change itself can introduce risks and |:||1:||:|||J|r‘cuniti¢:s.P{l}x eg i nformation of the

ways decisions were made enables the changes established and the related opsibilitie s to be traced and
ensures the appropriate management of any positive and negative cunsc@c of the changes introduced.

A.8.6 Release of products and services

Dntr&led and documented, during their
the conditions under which the product
jions, betore delivery, and can be applied at

It is important that conformity of products and services
production, release and prior to delivery. These controlscan

If all previous steps have been conducted™ hrdance with the requirements of this document, the
possibility of nonconforming output is minimal. application of continual improvement through the PDCA
mechanism serves to further reduce this ocgrrence over time. However, even by rigorously applying the
quality management system, there is a®éargin of uncertainty, which implies the possibilit y that the product
or service resulting from the oper processes will be non-conforming to the requi rements. This can
relate as much to the final producfgndprovided service, as to the intermediate stages of t he production and
service provision.

MNonconformity can Emer@u the controls performed as planned, or accidentally, or, after the delivery,
even upon reporting by thé=ustomer or other interested parties. In any case, the aim is to prevent the
nonconforming product or service, once identified, from being unintentionally used, by taking appropriate
action. Correcting a nonconforming product or service can mean reworking or repairing the product
or providing the service or parts of it again. In such cases, controls have to be repeated to ensure that
conformity has been restored.

NOTE1  See 150 10002&d for guidance on complaints handling.

NOTEZ2Z  See 150 100031251 for guidance on dispute resolution external to organizations.

A.9 Performance evaluation

A9.1 Monitoring, measurement, analysis and evaluation

In accordance with the PDCA model, this clause covers the “Check” step. The organization is required to
monitor, measure (9.1.1), analyse and evaluate (9.1.3] data related to the status and performance of the
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quality management system. This activity refers to a specific observation period, considered by the
organization to be adequate to obtain meaningful information.

One of the aspects to monitor and review is customer satisfaction (2.1.2). This can be achieved in multiple
ways. To enhance customer satisfaction, obtaining, monitoring, and reviewing of customer satisfaction data
is crucial. Customer satisfaction information is the input for improvement actions, as the purpose of the
quality management system includes enhancing customer satisfaction.

NOTE1  See 150 10004L4 for guidance on monitoring and measuring customer satisfaction.
NOTEZ  See 150 1000322 for guidance on dispute resolution external to organizations.
NOTEZ  See 150 1000915 for guidance for quality tools and their application.

NOTE4  See Hilfor guidance on statistical techniques.

A9.2 Internal audit

The organization is required to conduct internal audits, based on a programme. An effective internal
audit programme is based on an evaluation of the status of processes and their
the objectives of the quality management system, that enables it to determine @r
more in-depth and detailed audit. All processes of an organization’s quality mgfiag

rf%lp

audited. It is up to the organization to determine audit frequencies based o assessment of associated
risks. Internal audit is useful for evaluating the ability of the quality mangeesgen®system to adapt to changes
and is part of an ongoing process through which aspects of the quality cmi:nt system that need to be
corrected and improved are highlighted. One of the ways to evaluate the ctiveness of the internal audit is
to assess its ability to detect the actual state of the system and to pruvi‘c top management with information
useful in making decisions for improvement. Internal auditsfmglso be used to determine opportunities.

NOTE1 SeelSO 19011 for guidance on auditing manage

NOTEZ  See 4 for puidance.

A.9.3 Management review

Management review is one of the most impo lements of the quality management system, as it is the
way for top management to obtain overall inforriation on the status of the quality management system and
make subsequent decisions. L

system with those of other m ent systems in the organization, including for the purpose of making

It can be necessary for managem pare the performance and objectives of the quality management
decisions and allocating res @ing into account priorities.

Trends in audit results re Il audits including first, second- and third-party audits of the organization’s
quality management system.

It is up to the organization to determine the intervals between management reviews, taking into account the
risks and opportunities arising from the external and internal context, and related changes.

The status of implementation of decisions arising from the previous management review and changes that
have occurred with respect to the context and the needs and expectations of relevant interested parties is
an essential topic of a management review.

As a result of the management review, this clause requires making and documenting appropriate decisions
and determining what resources will be made available for improvement and necessary changes [ 2.3.3).
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A.10 Improvement

A.10.1 Continual improvement

This clause requires that the quality management system is continually improved. This is a requirement and
not merely an option. Therefore, conformity to this document cannot be claimed unless this requirement
has been met.

Continual improvement is one type of improvement, but there are other ways to improve the quality
management system, which can become necessary in relation to suddenor unexpected changes in the context.
Improvement can arise from the need to react to risks, or the ability to take advantage of opportunities.
Managing improvement can require more or ditferent skills than those already present in the organization.
This is one of the factors to be considered in the context of decisions regarding the resources needed.

The use of emerging technology can facilitate continual improvement and impact an organization’s quality
management system.

While these technologies are not new to all organizations, their impact is growing, for exam ple,digitalization
(developing the processes and business of an organization based on digital technology ), within and between
organizations and management systems is central to changing ways of working. Dffgitazation includes both
the digitization of knowledge and information, and the intelligent networking ok s and processes.

Dependency on valid and reliable data is dramatically increasing, so the use of
organizations and society is essential.

rging te chnologies within

When improvement is addressed, determining which of the emerging technologies can enhance the
improvement needed can have a high added value. ®

A.10.2 Nonconformity and corrective action

This requirement covers the management of both _néincs pding outputs, as addressed in clause 8.7, and
any other nonconformities found in the quali m t system. Nonconformities can be classified
according to their level of severity. The seve a Meajonformity is related to the negative consequences it
can generate immediately or over time, on v management system and on the org anization's ability
to provide products and services that consis 1eet customer and applicable statutory and regulatory
requirements. Appropriate application of risk -Hased thinking can facilitate the analysis of nonconformity
and evaluation of its level of severity. @

This clause specifically addresses
whatis stated in clause 8.7. [tisn
to the organization to determi
the need for action to addre
to meet customer needs

ns to be taken once the nonconformity has arisen, in addition to
equired that corrective action be taken for every nonconformity. It is up
in what limits it can accept that the problem will recur and decide on
he Cause or causes of the nonconformity. This decision is s ubject to the need
ectations and applicable mandatory requirements.

No specific methods or techniques are required for nonconformity management; it is up to the organization
to decide. There is no requirement that root cause analysis be done, although the organization can choose to
do so, or be required to do so by other bodies.
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