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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national st

andards

bodies (ISO member bodies). The work of preparing International Standards is normally carried out

through ISO technical committees. Each member body interested in a subject for which a t
committee has been established has the right to be represented on that committee. Inter

echnical
national

organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of

electrotechnical standardization

he procedures used to develop this document and those intended for its further majnten

escribed in the ISO/IEC Directives, Part 1. In particular the different approval criteriamneede

ifferent types of ISO documents should be noted. This document was drafted in acéordance
itorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

ttention is drawn to the possibility that some of the elements of this documentmay be the s

atent rights. ISO shall not be held responsible for identifying any or all such patent rights. D
y patent rights identified during the development of the document will‘be-in the Introductio
the ISO list of patent declarations received (see www.iso.org/patents).

ny trade name used in this document is information given for the-eonvenience of users and
cpnstitute an endorsement.

r an explanation on the meaning of ISO specific terms and expressions related to conformity ass
well as information about ISO’s adherence to the World{Trade Organization (WTO) principl
chnical Barriers to Trade (TBT) see the following URLywww.iso.org/iso/foreword.html.

he committee responsible for this document is Technical Committee ISO/TC 176, Quality man
d quality assurance, Subcommittee SC 2, Quality systems.

his fifth edition cancels and replaces the-fourth edition (ISO 9001:2008), which has been tec
revised, through the adoption of a revised clause sequence and the adaptation of the revised

anagement principles and of new cdncepts. It also cancels and replaces the Technical Corr
50 9001:2008/Cor.1:2009.

p—
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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 this

ional Standard are:

Internat
a) the
stat
b) facil
c) add
d) the
This Intg
Itis not
— unif
— alig
— the

The qu

complementary to requirements for products and serwvices.

This Int
(PDCA)

The pro

The PD(
manage

Risk-bas
its quali
to minin

Consistd
for orga
organizd
and cont

ability to consistently provide products and services that meet customer and applicab]l
tory and regulatory requirements;

[

itating opportunities to enhance customer satisfaction;

ressing risks and opportunities associated with its context and objectives;

hbility to demonstrate conformity to specified quality management system requirements.
prnational Standard can be used by internal and external parties.

Che intent of this International Standard to imply the need for:

prmity in the structure of different quality management systems;

hment of documentation to the clause structure of this International Standard;

1se of the specific terminology of this International Standard within the organization.

hlity management system requirements specified in this International Standard are

(s

brnational Standard employs the process approach, which incorporates the Plan-Do-Check-Ad
fycle and risk-based thinking.

fess approach enables an organization to plan its processes and their interactions.

A cycle enables an organization to ensure that its processes are adequately resourced and
1, and that opportunities forimprovement are determined and acted on.

ed thinking enables an,organization to determine the factors that could cause its processes and
[y management system to deviate from the planned results, to put in place preventive control
pize negative effécts and to make maximum use of opportunities as they arise (see Clause A.4].

[77)

ntly meeting/reéquirements and addressing future needs and expectations poses a challenge
hizationgs-itYan increasingly dynamic and complex environment. To achieve this objective, thE
tion might find it necessary to adopt various forms of improvement in addition to correctio

inyal\improvement, such as breakthrough change, innovation and re-organization.

In this International Standard the Fn]]nun'ng verbal forms are used:

— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

— “can” indicates a possibility or a capability.

Information marked as “NOTE” is for guidance in understanding or clarifying the associated requirement.

Vi
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0.2 Quality management principles

This International Standard is based on the quality management principles described in ISO 9000. The
descriptions include a statement of each principle, a rationale of why the principle is important for the
organization, some examples of benefits associated with the principle and examples of typical actions

to improve the organization’s performance when applying the principle.
The quality management principles are:

— customer focus;

—+ leadership;

—+ engagement of people;

-+ process approach;

- improvement;

—+ evidence-based decision making;
—+ relationship management.

0.3 Process approach

o

.3.1 General

—

his International Standard promotes the adoptiof. of a process approach when dey
mplementing and improving the effectiveness of a quality management system, to enhance
ptisfaction by meeting customer requirements. Specific requirements considered essentiz
doption of a process approach are included in 4.4.

v —-

nderstanding and managing interrelated processes as a system contributes to the organ
ffectiveness and efficiency in achieving-its intended results. This approach enables the orga
b control the interrelationships and interdependencies among the processes of the system, so
verall performance of the organization can be enhanced.

o o @

he process approach involves the systematic definition and management of processes, a
nteractions, so as to achieve-the intended results in accordance with the quality policy and i
irection of the organization. Management of the processes and the system as a whole can be
sing the PDCA cycle (see-0.3.2) with an overall focus on risk-based thinking (see 0.3.3) aimed :
dvantage of opportunities and preventing undesirable results.

L o o =

—

he applicationefthe process approach in a quality management system enables:
a) understanding and consistency in meeting requirements;
b) theconsideration of processes in terms of added value;

c) Cthe achievement of effective process performance;

reloping,
ustomer
1 to the

ization’s
nization
that the

nd their
trategic
ichieved
it taking

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

Figure 1 gives a schematic representation of any process and shows the interaction of its elements. The

monitoring and measuring check points, which are necessary for control, are specific to each
and will vary depending on the related risks.

© ISO 2015 - All rights reserved
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Figure 1 — Schematic representation of the elements of a single{process

Jan-Do-Check-Act cycle

A cycle can be applied to all processes and to the quality, management system as a wholeg.

Figure 2illustrates how Clauses 4 to 10 can be grouped in relation®o the PDCA cycle.
N
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Numbers in brackets refer to the clauses in this International Standard.

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

viii
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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 identify
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.

.3.3 Risk-based thinking

he concept of risk-based thinking has been implicit in previous editions of this-International Jtandard
including, for example, carrying out preventive action to eliminate potential nonconformities, apalysing
y nonconformities that do occur, and taking action to prevent recurrenee that is appropriatg for the
fects of the nonconformity.

a
Risk-based thinking (see Clause A.4) is essential for achieving an effective quality management system.
T
i

plement actions to address risks and opportunities. Addressing both risks and oppoytunities
tablishes a basis for increasing the effectiveness of the,qtiality management system, arhieving
proved results and preventing negative effects.

conform to the requirements of this International Standard, an-organization needs to {lan and

pportunities can arise as a result of a situation favourable to achieving an intended re¢sult, for
ample, a set of circumstances that allow the organization to attract customers, develop new products
d services, reduce waste or improve productivityZ;Actions to address opportunities can alsq include
cpnsideration of associated risks. Risk is the effect of uncertainty and any such uncertainty ¢an have
ositive or negative effects. A positive deviatioi‘arising from a risk can provide an opportunity, but not
1 positive effects of risk result in opportunities.

0.4 Relationship with other management system standards

—3

his International Standard applies.the framework developed by ISO to improve alignment among its
hternational Standards for management systems (see Clause A.1).

et

his International Standafd)enables an organization to use the process approach, coupled with the
DCA cycle and risk-based thinking, to align or integrate its quality management system with the
pquirements of otherl management system standards.

= g 3

—3

his InternationdalStandard relates to ISO 9000 and ISO 9004 as follows:

—+ ISO 9000< Quality management systems — Fundamentals and vocabulary provides ¢ssential
background for the proper understanding and implementation of this International Standdrd;

—+ 1509004 Managing for the sustained success of an organization — A quality management qpproach
provides guidance for organizations that choose to progress beyond the requirements$ of this

| B b 1 C4 | |
ITILCT IIdt1UlIdl otdalludIl U.

Annex B provides details of other International Standards on quality management and quality
management systems that have been developed by ISO/TC 176.

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

Sector-specific quality management system standards based on the requirements of this International
Standard have been developed for a number of sectors. Some of these standards specify additional
quality management system requirements, while others are limited to providing guidance to the
application of this International Standard within the particular sector.

© 1S0 2015 - All rights reserved ix
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A matrix showing the correlation between the clauses of this edition of this International Standard and
the previous edition (ISO 9001:2008) can be found on the ISO/TC 176/SC 2 open access web site at:
www.iso.org/tc176/sc02/public.
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Quality management systems — Requirements

1 Scope

This International Standard specifies requirements for a quality management system when an

sauibatiuu.
;T) needs to demonstrate its ability to consistently provide products and services that nmreet c
and applicable statutory and regulatory requirements, and

b) aims to enhance customer satisfaction through the effective application of the system, i

applicable statutory and regulatory requirements.

o~y

organization, regardless of its type or size, or the products and services\it provides.

—

ptended for, or required by, a customer.

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

DD

Normative references

—3

he following documents, in whole or in part, are normatively referenced in this document
ndispensable for its application. For dated-teferences, only the edition cited applies. For
pferences, the latest edition of the referenced document (including any amendments) applies.

—_ =

et

50 9000:2015, Quality management systems — Fundamentals and vocabulary

3 Terms and definitions

s

or the purposes of this document, the terms and definitions given in ISO 9000:2015 apply.

4 Context of the’organization

4.1 Understanding the organization and its context

The organization shall determine external and internal issues that are relevant to its

anagement system.

ustomer

ncluding

processes for improvement of the system and the assurance of conformity to customer and

1l the requirements of this International Standard are generic and are inténded to be applicable to any

NOTE 1 In this International Standard, the terms “product” or “seryice” only apply to products and services

and are
undated

purpose

z:Fd its’strategic direction and that affect its ability to achieve the intended result(s) of itg quality

The organization shall monitor and review information about these external and internal issues.

NOTE 1 Issues can include positive and negative factors or conditions for consideration.

NOTE 2 Understanding the external context can be facilitated by considering issues arising from legal,

technological, competitive, market, cultural, social and economic environments, whether international,
regional or local.

national,

NOTE 3  Understanding the internal context can be facilitated by considering issues related to values, culture,

knowledge and performance of the organization.

© ISO 2015 - All rights reserved
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4.2 Understanding the needs and expectations of interested parties

Due to their effect or potential effect on the organization’s ability to consistently provide products and
services that meet customer and applicable statutory and regulatory requirements, the organization
shall determine:

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

b) the requirements of these interested parties that are relevant to the quality management system.

The org
relevant

4.3 Dq

The org
to estab

arTization shrattmonitor amd-Teview mformatiomabouttheseimterested—parties amd—the
requirements.

rtermining the scope of the quality management system

hnization shall determine the boundaries and applicability of the quality manag@ement syster
ish its scope.

=1

When d¢termining this scope, the organization shall consider:

a) the external and internal issues referred to in 4.1;

b) the requirements of relevant interested parties referred to in 4.2;

c) the products and services of the organization.

The organization shall apply all the requirements of this International Standard if they are applicable
within the determined scope of its quality management system:

The scope of the organization’s quality management sysStem shall be available and be maintained ds
documented information. The scope shall state the types of products and services covered, and provide
justificafion for any requirement of this InternationalStandard that the organization determines is nqt
applicablle to the scope of its quality management system.

Confornjity to this International Standard may only be claimed if the requirements determined as nqt
being aplplicable do not affect the organization’s ability or responsibility to ensure the conformity of iffs
product$ and services and the enhancemént of customer satisfaction.

4.4 Quality management system and its processes

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

The organization shall determine the processes needed for the quality management system and their

applicat

a) dete

on throughout the organization, and shall:

rinine 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;

g) evaluate these processes and implement any changes needed to ensure that these processes achieve
their intended results;

© ISO 2015 - All rights reserve
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h) improve the processes and the quality management system.

4.4.2 To the extent necessary, the organization shall:

a) maintain documented information to support the operation of its processes;

b) retain documented information to have confidence that the processes are being carried out as

planned.

Leadership

.1 Leadership and commitment

.1.1 General

p management shall demonstrate leadership and commitment with\ respect to the
anagement system by:

taking accountability for the effectiveness of the quality management system;

b) ensuring that the quality policy and quality objectives are established for the quality man
system and are compatible with the context and strategie direction of the organization;

c) ensuring the integration of the quality management{system requirements into the organ|
business processes;

d) promoting the use of the process approach and@isk-based thinking;
e) ensuring that the resources needed for thetquality management system are available;

f) communicating the importance of efféctive quality management and of conforming to th¢
management system requirements;

g) ensuring that the quality management system achieves its intended results;

h) engaging, directing andtsupporting persons to contribute to the effectiveness of the
management system,;

i] promoting improyement;

j] supporting otherrelevant management roles to demonstrate their leadership as it applies
areas of resporisibility.

=z

OTE Reference to “business” in this International Standard can be interpreted broadly to mg
ctivitiesthat are core to the purposes of the organization’s existence, whether the organization is publi
r profitor not for profit.

=

quality

hgement

ization’s

b quality

quality

to their

an those
, private,

12 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;

b) the risks and opportunities that can affect conformity of products and services and the ability to

enhance customer satisfaction are determined and addressed;

c) the focus on enhancing customer satisfaction is maintained.

© ISO 2015 - All rights reserved
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5.2 Policy

5.2.1 Establishing the quality policy

Top management shall establish, implement and maintain a quality policy that:

a)

is appropriate to the purpose and context of the organization and supports its strategic direction;

b) provides a framework for setting quality objectives;

<)
d)

inclfides a commitment to satisfy applicable requirements;

inclides a commitment to continual improvement of the quality management system.

5.2.2

The quality policy shall:
a) be available and be maintained as documented information;
b) be cpommunicated, understood and applied within the organization;

c) be ayvailable to relevant interested parties, as appropriate.

5.3 Organizational roles, responsibilities and authorities

Top manjagement shall ensure that the responsibilities and authorities for relevant roles are assignedl,
commuificated and understood within the organization.

Top marfagement shall assign the responsibility and authority for:

a)

b)
‘)

d)

6

6.1 Actions to address risks and opportunities

ensfyiring that the quality management .syStem conforms to the requirements of this
International Standard;

ens

rep

improvement (see 10.1), in partieular to top management;

ens

ens

quality management-System are planned and implemented.

Plapning

Communicating the quality policy

Wiring that the processes are delivering their intended outputs;

—

¢rting on the performance of the quality management system and on opportunities fa

:[ring the promotion of customer focus throughout the organization;

ring that the integrity of the quality management system is maintained when changes to thie

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

a)
b)
‘)
d)

give assurance that the quality management system can achieve its intended result(s);

enhance desirable effects;

prevent, or reduce, undesired effects;

achieve improvement.

© ISO 2015 - All rights reserved
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6.1.2 The organization shall plan:
a) actions to address these risks and opportunities;

b) how to:

1) integrate and implement the actions into its quality management system processes (see 4.4);

2) evaluate the effectiveness of these actions.

ctions taken to address risks and nppnrhlnifipc shall be prnpnrﬁnnafn to the pnfnnfia] impa

t on the

pnformity of products and services.

(@)

=z

OTE1 Options to address risks can include avoiding risk, taking risk in order to pursue an opg
e]liminating the risk source, changing the likelihood or consequences, sharing the risk, or|retainin
nformed decision.

—

NOTE 2  Opportunities can lead to the adoption of new practices, launching new_products, ope
nparkets, addressing new customers, building partnerships, using new technology ahd other desirable
plossibilities to address the organization’s or its customers’ needs.

(@

.2 Quality objectives and planning to achieve them

nleeded for the quality management system.
The quality objectives shall:

a) be consistent with the quality policy;

b) be measurable;

c) take into account applicable requirements;
d) be relevant to conformity of produets and services and to enhancement of customer satisf3
e) be monitored;

f) be communicated;

g) be updated as appropriate.

Tlhe organization shall maintain documented information on the quality objectives.

6.2.2 Whenyplanning how to achieve its quality objectives, the organization shall determine:
a) whatyvill be done;

bl) ~what resources will be required;

ortunity,
b risk by

1ing new
d viable

6.2.1 The organization shall establish quality objectives at relevant functions, levels and pfrocesses

Iction;

c) who will be responsible;
d) when it will be completed;

e) how the results will be evaluated.

6.3 Planning of changes

When the organization determines the need for changes to the quality management system, the
shall be carried out in a planned manner (see 4.4).

© ISO 2015 - All rights reserved
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The organization shall consider:

a) the purpose of the changes and their potential consequences;
b) the integrity of the quality management system;

c) the availability of resources;

d) the allocation or reallocation of responsibilities and authorities.

7 Support
7.1 Re¢sources

7.1.1 [General

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

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

b) whdat needs to be obtained from external providers.

7.1.2 People

=]

The orggnization shall determine and provide the persgnsnecessary for the effective implementatio
of its quality management system and for the operation and control of its processes.

7.1.3 [nfrastructure

The orggnization shall determine, provide.and maintain the infrastructure necessary for the operatiopn
of its pr¢cesses and to achieve conformity of products and services.

NOTE Infrastructure can include:

a) buildings and associated utilitiés;

b) equipment, including hardware and software;
c) transportation resousces;

d) inforpnation and ¢emmunication technology.

7.1.4 Environment for the operation of processes

The organiza sha OI'C a ainta
of its processes and to achieve conformity of products and services.

NOTE A suitable environment can be a combination of human and physical factors, such as:
a) social (e.g. non-discriminatory, calm, non-confrontational);

b) psychological (e.g. stress-reducing, burnout prevention, emotionally protective);

c) physical (e.g. temperature, heat, humidity, light, airflow, hygiene, noise).

These factors can differ substantially depending on the products and services provided.
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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 verify 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 undertalen;
b) are maintained to ensure their continuing fitness for their purpose.

Thhe organization shall retain appropriate documented information as evidence of fitness for pyrpose of
the monitoring and measurement resources.

7.1.5.2 Measurement traceability

When measurement traceability is a requirement, or is considered by the organization to be an ¢ssential
part of providing confidence in the validity of measurement resultsymeasuring equipment shall be:
al

calibrated or verified, or both, at specified intervals, or priort¢-use, against measurement stfandards
traceable to international or national measurement staridards; when no such standards gxist, the
basis used for calibration or verification shall be retained as documented information;

b) identified in order to determine their status;

c) safeguarded from adjustments, damage or.déterioration that would invalidate the calibration
status and subsequent measurement results.

—]

he organization shall determine if the validity of previous measurement results has been afdversely
fected when measuring equipment isCfound to be unfit for its intended purpose, and shall take
propriate action as necessary.

7.1.6 Organizational knowledge

—~3

he organization shall deteymine the knowledge necessary for the operation of its processes and to
chieve conformity of products and services.

job)

his knowledge shall‘be maintained and be made available to the extent necessary.

T
When addressiig changing needs and trends, the organization shall consider its current knowledge
and determine how to acquire or access any necessary additional knowledge and required updptes.

Z.

OTE 1 .\0rganizational knowledge is knowledge specific to the organization; it is generally gpined by
kperiénce. It is information that is used and shared to achieve the organization’s objectives.

[¢)

NOTE 2  Organizational knowledge can be based on:

a) internal sources (e.g. intellectual property; knowledge gained from experience; lessons learned from
failures and successful projects; capturing and sharing undocumented knowledge and experience; the results of
improvements in processes, products and services);

b) external sources (e.g. standards; academia; conferences; gathering knowledge from customers or
external providers).
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7.2 Competence

The organization shall:

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

b) ensure that these persons are competent on the basis of appropriate education, training, or
experience;

C) Wh [C dpp]ibd‘UIU, Ldkt! dLLiUllb Lo dLLluil [S] Lhtﬂ HECES5dl'y COIIPCLCIILE, dlld ﬁleudLﬁ LhU BrfULLiVUllUbb
of the actions taken;

d) retdin appropriate documented information as evidence of competence.

NOTE Applicable actions can include, for example, the provision of training to, the mentoring-of, or the r¢-

assignmgnt of currently employed persons; or the hiring or contracting of competent persons.

7.3 Ayareness

The orggnization shall ensure that persons doing work under the organizationis control are aware of:

a) the guality policy;

b) releyant quality objectives;

c) theif contribution to the effectiveness of the quality management system, including the benefits ¢f
impfoved performance;

d) the |mplications of not conforming with the quality management system requirements.

7.4 Cgmmunication

The orgpnization shall determine the internal*and external communications relevant to the qualitly

management system, including:

a) on what it will communicate;

b) when to communicate;

c) with whom to communicate;

d) how to communicaté;

e) whdcommunicdtes.

7.5 Documénted information

7.5.1 [eneral

The organization’s quality management system shall include:

a) documented information required by this International Standard,;

b) documented information determined by the organization as being necessary for the effectiveness
of the quality management system.

NOTE

The extent of documented information for a quality management system can differ from one
organization to another due to:

— the size of organization and its type of activities, processes, products and services;
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— the complexity of processes and their interactions;

— the competence of persons.

7.5.2 Creating and updating

When creating and updating documented information, the organization shall ensure appropriate:

a) identification and description (e.g. a title, date, author, or reference number);

formart (€.2- fanguage, Software Version, grapiics) and media (6.8- Paper, electronic);

c) review and approval for suitability and adequacy.

7.5.3 Control of documented information

~)

.5.3.1 Documented information required by the quality management systeni‘and by this Intej
j)tandard shall be controlled to ensure:

it is available and suitable for use, where and when it is needed;

o

it is adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrit

|

.5.3.2 For the control of documented information, the~0rganization shall address the f
ctivities, as applicable:

o8]

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 necessar
planning and operation of the quality management system shall be identified as appropri
ble controlled.

Documented informatiom retained as evidence of conformity shall be protected from uni
allterations.

NOTE Access ean.imply a decision regarding the permission to view the documented informatio
he permission arid,atithority to view and change the documented information.

ot

8 Operation

§.1, Operational planning and control

national

).

bllowing

y for the
ate, and

ntended

h only, or

The organization shall plan, implement and control the processes (see 4.4) needed to meet the
requirements for the provision of products and services, and to implement the actions determined in

Clause 6, by:
a) determining the requirements for the products and services;
b) establishing criteria for:

1) the processes;

2) the acceptance of products and services;

c) determining the resources needed to achieve conformity to the product and service requir

© ISO 2015 - All rights reserved
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d) implementing control of the processes in accordance with the criteria;

e) determining, maintaining and retaining documented information to the extent necessary:

1y
2)

to have confidence that the processes have been carried out as planned;

to demonstrate the conformity of products and services to their requirements.

The output of this planning shall be suitable for the organization’s operations.

The organization shall control planned changes and review the consequences of unintended changes,

taking a

The org:
8.2 R

8.2.1

Commuipication with customers shall include:

a) proy
b) han
c) obtg

d) han

e) establishing specific requirements for contingency a¢tions, when relevant.

8.2.2

When d
organizd

a) the
1y
2)

b) the

8.2.3

8.2.3.1
services

Ction to mitigate any adverse effects, as necessary.

inization shall ensure that outsourced processes are controlled (see 8.4).
rquirements for products and services

Customer communication

riding information relating to products and services;
ling enquiries, contracts or orders, including changes;
ining customer feedback relating to products and servieges,including customer complaints;

1ling or controlling customer property;

Determining the requirements for products and services

btermining the requirements for the products and services to be offered to customers, the
tion shall ensure that:

requirements for the products and services are defined, including:
any applicable statutory dnd regulatory requirements;
those considered ne¢éssary by the organization;

prganization canmjeet the claims for the products and services it offers.

Review of the requirements for products and services

o

Thetetganization shall ensure that it has the ability to meet the requirements for products an
to-be offered to customers. The organization shall conduct a review before committing to suppl

<

product

and services toa customer toinclude:
>

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

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

c) requirements specified by the organization;

d) statutory and regulatory requirements applicable to the products and services;

e) contract or order requirements differing from those previously expressed.

10
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The organization shall ensure that contract or order requirements differing from those previously
defined are resolved.

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

NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead, the
review can cover relevant product information, such as catalogues.

8.2.3.2 The organization shall retain documented information, as applicable:

on the results of the review;

b) onany new requirements for the products and services.

§8.2.4 Changes to requirements for products and services

The organization shall ensure that relevant documented information is amended, and that [relevant
persons are made aware of the changed requirements, when the requdirements for products and
services are changed.

8.3 Design and development of products and services

4.3.1 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.

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

b) therequired process stages, including applicable design and development reviews;
c) therequired design and.development verification and validation activities;

d) the responsibilities.and authorities involved in the design and development process;
e) theinternal and external resource needs for the design and development of products and dervices;
f) the needto control interfaces between persons involved in the design and development process;
g) the need for involvement of customers and users in the design and development process;

h) theTtequirements for subsequent provision of products and services;

i AN | 1 £ 4 1 tad £ £l | 3 = 2 | 1 4 L s d th
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relevant interested parties;

j) the documented information needed to demonstrate that design and development requirements
have been met.

8.3.3 Design and development inputs

The organization shall determine the requirements essential for the specific types of products and
services to be designed and developed. The organization shall consider:

a) functional and performance requirements;
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b) information derived from previous similar design and development activities;

c) statutory and regulatory requirements;

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 adequate for design and development purposes, complete and unambiguous.

Conflict ng dpqign and dpvp]npmpn’r inputs shall he resolved

The orggnization shall retain documented information on design and development inputs.

8.3.4 Pesign and development controls
The orggnization 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 megt
requirements;

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

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

e) any|necessary actions are taken on problems determied during the reviews, or verification and
valiglation activities;

f) doctimented information of these activities is.retained.

[¢)

NOTE Design and development reviews, verifieation and validation have distinct purposes. They can b
conducteld separately or in any combination, as iS;suitable for the products and services of the organization.

8.3.5 Pesign and development outputs

The orggnization shall ensure thatdesign and development outputs:

a) medtthe input requirements;

b) are pdequate for the Subsequent processes for the provision of products and services;

c) incliide or reference monitoring and measuring requirements, as appropriate, and acceptance criterig;

[}

d) speg¢ify thescharacteristics of the products and services that are essential for their intended purpos
and|their Safe and proper provision.

: b 111 PR 1 PR B — 1 . 11 1 - - -
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8.3.6 Design and development changes

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

The organization shall retain documented information on:
a) design and development changes;

b) the results of reviews;
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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
I :qui[ CIIICIILS.

Tlhe organization shall determine the controls to be applied to externally provided processes, products
:Lnd services when:

products and services from external providers are intended for incorporation inte the organlization’s
own products and services;

b) products and services are provided directly to the customer(s) by external providers on behalf of
the organization;

c) aprocess, or part of a process, is provided by an external provider as a result of a decisign by the
organization.

The organization shall determine and apply criteria for ¢he evaluation, selection, monitpring of
performance, and re-evaluation of external providers, based on their ability to provide prodesses or
products and services in accordance with requirements: The organization shall retain docfimented
information of these activities and any necessary actious arising from the evaluations.

8.4.2 Type and extent of control

The organization shall ensure that externally provided processes, products and service§ do not
dversely affect the organization’s abilityyto consistently deliver conforming products and sefvices to
ifs customers.

o8]

—3

he organization shall:

a) ensure that externally provided processes remain within the control of its quality manpgement
system,;

b) define both the cantrols that it intends to apply to an external provider and those it intends|to apply
to the resulting output;

c¢) takeintoeonsideration:

1) the,potential impact of the externally provided processes, products and service§ on the
erganization’s ability to consistently meet customer and applicable statutory and regulatory
requirements;

) SN ££ 3 £l i 1 Lodlo sl ’'S ] A |
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d) determine the verification, or other activities, necessary to ensure that the externally provided
processes, products and services meet requirements.

8.4.3 Information for external providers

The organization shall ensure the adequacy of requirements prior to their communication to the
external provider.

The organization shall communicate to external providers its requirements for:

a) the processes, products and services to be provided;

© IS0 2015 - All rights reserved 13
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b) the approval of:
1) products and services;
2) methods, processes and equipment;
3) therelease of products and services;
c) competence, including any required qualification of persons;

d) the external prnvidprq' interactions with the organization;

e) confrol and monitoring of the external providers’ performance to be applied by the organization;

f) verification or validation activities that the organization, or its customer, intends to perfornt at the
extgrnal providers’ premises.

8.5 Production and service provision

8.5.1 [Lontrol of production and service provision

The orggnization shall implement production and service provision undercontrolled conditions.
Controlled conditions shall include, as applicable:

a) the pvailability of documented information that defines:

1) [the characteristics of the products to be produced, theservices to be provided, or the activitigds
to be performed;

2) [the results to be achieved;

b) the pvailability and use of suitable monitoring-and measuring resources;

(i

c) the|mplementation of monitoring and measurement activities at appropriate stages to verify th3
criteria for control of processes or.otitputs, and acceptance criteria for products and services,
hav¢ been met;

d) the pse of suitable infrastructure‘'and environment for the operation of processes;
e) the pppointment of competent persons, including any required qualification;

f) the palidation, and periedic revalidation, of the ability to achieve planned results of the processq
for production and service provision, where the resulting output cannot be verified by subsequer
morjitoring or measurement;

—+ U

g) the Implementation of actions to prevent human error;

h) the Implementation of release, delivery and post-delivery activities.

8.5.2 Identification and traceability

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

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

The organization shall control the unique identification of the outputs when traceability is a
requirement, and shall retain the documented information necessary to enable traceability.
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8.5.3 Property belonging to customers or external providers

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

The organization shall identify, verify, protect and safeguard customers’ or external providers’ property
provided for use or incorporation into the products and services.

When the property 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 retain
ocumented information on what has occurred.

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

.5.4 Preservation

he organization shall preserve the outputs during production and servide_provision, to thie extent
ecessary to ensure conformity to requirements.

OTE Preservation can include identification, handling, contamidation control, packaging,| storage,
transmission or transportation, and protection.

.5.5 Post-delivery activities

he organization shall meet requirements for post-delivery activities associated with the products
d services.

p—

n determining the extent of post-delivery activities‘that are required, the organization shall cgnsider:

a) statutory and regulatory requirements;

o

the potential undesired consequences,associated with its products and services;
c) the nature, use and intended lifetime of its products and services;
d) customer requirements;

e) customer feedback.

z.

OTE Post-deliveryactivities can include actions under warranty provisions, contractual obligatlons such
5 maintenance services,and supplementary services such as recycling or final disposal.

QO

8.5.6 Controlef changes

—

he organization shall review and control changes for production or service provision, to the extent
ecessdfy'to ensure continuing conformity with requirements.

=

he-organization shall retain documented information describing the results of the review of thanges,
€ PErSOI(S) authoriZing the Tiange, and any Mecessary actions ariSing fTonT the Teview.

o

8.6 Release of products and services

The organization shall implement planned arrangements, at appropriate stages, to verify 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 satisfactorily completed, unless otherwise approved by a relevant authority and, as
applicable, by the customer.
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The organization shall retain documented information 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(s) authorizing the release.

8.7 Control of nonconforming outputs

8.7.1 Fheor gaTTiZation statemnmsure—that outputs that—domot—conform—to—their— equirerents—ar
identified and controlled to prevent their unintended use or delivery.

The orggnization shall take appropriate action based on the nature of the nonconformity and its effec
on the ¢onformity of products and services. This shall also apply to nonconforming products an
services|detected after delivery of products, during or after the provision of services.

[oTapes

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

b) segiegation, containment, return or suspension of provision of products:and services;

c) informing the customer;

d) obtdining authorization for acceptance under concession.

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

8.7.2 The organization shall retain documented informdtion that:
a) desgribes the nonconformity;

b) desgribes the actions taken;

c) desgribes any concessions obtained;

d) idertifies the authority deciding the action in respect of the nonconformity.

9 Performance evaluation
9.1 Mpnitoring, measurement, analysis and evaluation

9.1.1 [eneral

The orggnization'shall determine:

a) whqt needs to be monitored and measured;

b) the methods for monitoring, measurement, analysis and evaluation 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.

The organization shall retain appropriate documented information as evidence of the results.
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9.1.2 Customer satisfaction

The organization shall monitor customers’ perceptions of the degree to which their needs and
expectations have been fulfilled. The organization shall determine the methods for obtaining,
monitoring and reviewing this information.

NOTE Examples of monitoring customer perceptions can include customer surveys, customer feedback
on delivered products and services, meetings with customers, market-share analysis, compliments, warranty
claims and dealer reports.

.1.3  Analysis and evaluation

he organization shall analyse and evaluate appropriate data and information arising from mdnitoring
d measurement.

Tlhe results of analysis shall be used to evaluate:

a) conformity of products and services;

b) the degree of customer satisfaction;

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;
f) the performance of external providers;

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

Z.

OTE Methods to analyse data can include statistical techniques.

9.2 Internal audit

\0

.2.1 The organization shall canduct internal audits at planned intervals to provide informption on
hether the quality managemerit system:

<

a) conforms to:
1) the organization’s own requirements for its quality management system;
2) the requirements of this International Standard;

b) is effectively implemented and maintained.

9.2.2 The organization shall:

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

b) define the audit criteria and scope for each audit;
c) selectauditors and conduct audits to ensure objectivity and the impartiality of the audit process;
d) ensure that the results of the audits are reported to relevant management;

e) take appropriate correction and corrective actions without undue delay;
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f) retain documented information as evidence of the implementation of the audit programme and the
audit results.
NOTE See ISO 19011 for guidance.

9.3 Management review

9.3.1 General

z‘gls)ur;leai s continuing suitability, adequacy, effectiveness and alignment with t'he strategic directior’1 (Of
the orgaization.
9.3.2 Management review inputs
The marnjagement review shall be planned and carried out taking into consideration:
a) the ftatus of actions from previous management reviews;
b) changes in external and internal issues that are relevant to the quality nianagement system;
c) information on the performance and effectiveness of the quality management system, includinlg
trends in:
1) |customer satisfaction and feedback from relevant intereSted parties;
2) [the extent to which quality objectives have been met;
3) |process performance and conformity of products.and services;
4) [nonconformities and corrective actions;
5) [monitoring and measurement results;
6) laudit results;
7) [the performance of external providers;
d) the pdequacy of resources;
e) the gffectiveness of actions taken to address risks and opportunities (see 6.1);
f) oppprtunities for impnovement.
9.3.3 Managemeént review outputs

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

a)

opp

brtunities for improvement;

b) any need for changes to the quality management system;

<)

resource needs.

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

18
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10 Improvement

10.1 General

The organization shall determine and select opportunities for improvement and implement any

necessary actions to meet customer requirements and enhance customer satisfaction.

These shall include:

al improving prndnr‘fc and services to meet requirements as well as to address future needs and

expectations;
b) correcting, preventing or reducing undesired effects;
c) improving the performance and effectiveness of the quality management system:

OTE Examples of improvement can include correction, corrective action, \Continual impr
reakthrough change, innovation and re-organization.

o Z.

10.2 Nonconformity and corrective action

0.2.1 When a nonconformity occurs, including any arising from‘complaints, the organization 3
:1) 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 thé cause(s) of the nonconformity, in order that it
recur or occur elsewhere, by:

1) reviewing and analysing the noneconformity;

2) determining the causes of'the'nonconformity;

3) determining if similag nenconformities exist, or could potentially occur;
c) implement any actionneeded;

d) review the effectiveness of any corrective action taken;

e) update risks.aid opportunities determined during planning, if necessary;

f) make chanhges to the quality management system, if necessary.

(orrective actions shall be appropriate to the effects of the nonconformities encountered.

ovement,

hall:

does not

10:2:2 The organization shall retain documented information as evidence of:

a) the nature of the nonconformities and any subsequent actions taken;

b) the results of any corrective action.

10.3 Continual improvement

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

management system.
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The organization shall consider the results of analysis and evaluation, and the outputs from
management review, to determine if there are needs or opportunities that shall be addressed as part of
continual improvement.
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Annex A
(informative)

Clarification of new structure, terminology and concepts

A.1 Structure and terminology

—3

he clause structure (i.e. clause sequence) and some of the terminology of this 'edition

o —

b improve alignment with other management systems standards.

here is no requirement in this International Standard for its structure and, terminology to bg
b the documented information of an organization’s quality management systém.

|

—3

he structure of clauses is intended to provide a coherent presentatien of requirements, rathg
odel for documenting an organization’s policies, objectives and processes. The structure and

documented information related to a quality management system can often be more relevz
sers if it relates to both the processes operated by the organization and information mainta
her purposes.

b use terms which suit their operations (e.g. using;“records”, “documentation” or “protocols

» o«

3 ot ot —

Standard and the previous edition.

of this

hternational Standard, in comparison with the previous edition (ISO 9001:2008), have been changed

applied

r than a
content
nt to its
ined for

here is no requirement for the terms used by an organization to be replaced by the terms usgd in this
hternational Standard to specify quality managementssystem requirements. Organizations cah choose

” rather

han “documented information”; or “supplier”, “partner” or “vendor” rather than “external provider”).
able A.1 shows the major differences in tetminology between this edition of this Interjnational

Table A.1 — Major differences in-terminology between 1SO 9001:2008 and ISO 9001:2015

1S0 9001:2008 IS0 9001:2015

Products Products and services

Exclusions Not used

(See Clause A.5 for clarification of applicabfility)

Management representative Not used

(Similar responsibilities and authorities are 3
but no requirement for a single managemer
sentative)

trepre-

ssigned

IDocunmentation, quality manual, documented pro-|Documented information
¢edures, records

Work environment Environment for the operation of processes
Monitoring and measuring equipment Monitoring and measuring resources
Purchased product Externally provided products and services
Supplier External provider

A.2 Products and services

IS0 9001:2008 used the term “product” to include all output categories. This edition of this International

» o«

Standard uses “products and services”. “Products and services” include all output categories (hardware,

services, software and processed materials).
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The specific inclusion of “services” is intended to highlight the differences between products and
services in the application of some requirements. The characteristic of services is that at least part of
the output is realized at the interface with the customer. This means, for example, that conformity to
requirements cannot necessarily be confirmed before service delivery.

In most cases, products and services are used together. Most outputs that organizations provide to
customers, or are supplied to them by external providers, include both products and services. For
example, a tangible or intangible product can have some associated service or a service can have some
associated tangible or intangible product.

A.3 Understanding the needs and expectations of interested parties

=

Subclauge 4.2 specifies requirements for the organization to determine the interested partiés thd
are releyant to the quality management system and the requirements of those interestéd partieg
However, 4.2 does not imply extension of quality management system requirements beyond the scop|
of this International Standard. As stated in the scope, this International Standard is,applicable wher
an orgahization needs to demonstrate its ability to consistently provide productstand services the
meet cuptomer and applicable statutory and regulatory requirements, and aims40 enhance customg
satisfactlion.

= =+ ®© @ 7

o

There i no requirement in this International Standard for the organization to consider intereste
parties yhere it has decided that those parties are not relevant to its quality management system. It i
for the ofrganization to decide if a particular requirement of a relevant interested party is relevant to it
quality(:t;anagement system.

" n

A.4 Risk-based thinking

The congept of risk-based thinking has been implicit inprevious editions of this International Standard|,
e.g. through requirements for planning, review.@@nd improvement. This International Standard
specifies requirements for the organization to understand its context (see 4.1) and determine risks ds
a basis for planning (see 6.1). This represents‘the application of risk-based thinking to planning and
implemgnting quality management system priocesses (see 4.4) and will assist in determining the extent
of docurhented information.

One of the key purposes of a quality'management system is to act as a preventive tool. Consequently,
this Intgrnational Standard does(npt have a separate clause or subclause on preventive action. The
concept of preventive action is expressed through the use of risk-based thinking in formulating qualit]
management system requirements.

<

The risk-based thinkinghapplied in this International Standard has enabled some reduction i
prescriptive requirements and their replacement by performance-based requirements. There is greatd
flexibiliy than in SO 9001:2008 in the requirements for processes, documented information an
organizgtional résponsibilities.

-

Q=

Although 64 specifies that the organization shall plan actions to address risks, there is no requiremernt
for formplmethods for risk management or a documented risk management process. Organizations cap
decide whether or not to develop a more extensive risk management methodology than is required by
this International Standard, e.g. through the application of other guidance or standards.

Not all the processes of a quality management system represent the same level of risk in terms of the
organization’s ability to meet its objectives, and the effects of uncertainty are not the same for all
organizations. Under the requirements of 6.1, the organization is responsible for its application of risk-
based thinking and the actions it takes to address risk, including whether or not to retain documented
information as evidence of its determination of risks.

22 © IS0 2015 - All rights reserved


https://standardsiso.com/api/?name=01803ff3a2c807f4ab9ab44b2753a9e4

	Foreword
	Introduction
	1	Scope
	2	Normative references
	3	Terms and definitions
	4	Context of the organization
	4.1	Understanding the organization and its context
	4.2	Understanding the needs and expectations of interested parties
	4.3	Determining the scope of the quality management system
	4.4	Quality management system and its processes
	5	Leadership
	5.1	Leadership and commitment
	5.1.1	General
	5.1.2	Customer focus
	5.2	Policy
	5.2.1	Establishing the quality policy
	5.2.2	Communicating the quality policy
	5.3	Organizational roles, responsibilities and authorities
	6	Planning
	6.1	Actions to address risks and opportunities
	6.2	Quality objectives and planning to achieve them
	6.3	Planning of changes
	7	Support
	7.1	Resources
	7.1.1	General
	7.1.2	People
	7.1.3	Infrastructure
	7.1.4	Environment for the operation of processes
	7.1.5	Monitoring and measuring resources
	7.1.6	Organizational knowledge
	7.2	Competence
	7.3	Awareness
	7.4	Communication
	7.5	Documented information
	7.5.1	General
	7.5.2	Creating and updating
	7.5.3	Control of documented information
	8	Operation
	8.1	Operational planning and control
	8.2	Requirements for products and services
	8.2.1	Customer communication
	8.2.2	Determining the requirements for products and services
	8.2.3	Review of the requirements for products and services
	8.2.4	Changes to requirements for products and services
	8.3	Design and development of products and services
	8.3.1	General
	8.3.2	Design and development planning
	8.3.3	Design and development inputs
	8.3.4	Design and development controls
	8.3.5	Design and development outputs
	8.3.6	Design and development changes
	8.4	Control of externally provided processes, products and services
	8.4.1	General
	8.4.2	Type and extent of control
	8.4.3	Information for external providers
	8.5	Production and service provision
	8.5.1	Control of production and service provision
	8.5.2	Identification and traceability
	8.5.3	Property belonging to customers or external providers
	8.5.4	Preservation
	8.5.5	Post-delivery activities
	8.5.6	Control of changes
	8.6	Release of products and services
	8.7	Control of nonconforming outputs
	9	Performance evaluation
	9.1	Monitoring, measurement, analysis and evaluation
	9.1.1	General
	9.1.2	Customer satisfaction
	9.1.3	Analysis and evaluation
	9.2	Internal audit
	9.3	Management review
	9.3.1	General
	9.3.2	Management review inputs
	9.3.3	Management review outputs
	10	Improvement
	10.1	General
	10.2	Nonconformity and corrective action
	10.3	Continual improvement
	Annex A (informative)  Clarification of new structure, terminology and concepts
	Annex B (informative)  Other International Standards on quality management and quality management systems developed by ISO/TC 176
	Bibliography

