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Foreword

ISO (the International Organization for Standardization) is a worldwide tederation of national standards
bodies (ISO 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
commniillee has been established has the right Lo be represenLed on thal commitlee. International
organizalions, governmental and non-governmental, in liaison with IS0, also Llake part in Lhe work.
ISO collaborates closely with the Inlternational Electrotechnical Commission (IEG) on all matters ol
eleclrolechnical standardizalion.

The procedures used to develop this document and those intended for its further maintenance are
described in Lhe ISO/IEC Direclives, Parl 1. [n particular Lhe dillerent approval criteria needed f(or Lhe
different Ltypes of 1SO documents should be noted. This documenl was dralled in accordance with the
editorial rules of the ISQ/ILC Direclives, Parl 2 (see www.iso.org/directives).

Attention is drawn to the possihility that some ot the elements of this document may he -he subject of
patent rights. ISQ shall not be held respons ble for identifying any or all such palent riphts, Details of
any patent rights identilied during Lhe development of the document will be in the Introduction and/or

on the ISO list of patent declarations received (see www.iso.org /palents).

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

For an explanation on the meaning of 15O specific Lerms and expressions relaled Lo conformily assessment,
as well as information about [S(’s adherencs to the World Trade Organization (WTO0) principles in the
Technical Barriers to Trade (TRT) see the fol owing URL: www.iso.org fiso/foreword html.

The committee responsible for this document is Technical Committee 1SO/TC 176, Quality management
and quality assurance, Subcommitlee SC 2, Qualily systems.

This fifth edition cancels and replaces the fourth edition (1S0O 9001:2008), which has heen technically
revised, through the adaption of a revised clause sequence and the adaptation of the revised gualily
management principles and of new concepts. It also cancels and replaces the Technical Corrigendum
ISO 9001:2008/Cor,1:2009.

@ 150 2015 - All rights reserved v
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Introduction

0.1 General

The adoption ol a qualily managemenL system is a slralegic decision [or an organizalion that can help
to improve its overall performance and provide a sound hasis for sustainable development initiatives.

The polential benefiLs Lo an organization of implementing a quality management system based on Lhis
International Standard are:

a) tLhe abilily Lo consistently provide producls and services thalt meel customer and applicable
slalutory and repulatory requirements;

1) facilitating apportunities to enhance customer satisfaction;

€) addressing risks and opportunities assoclated with its context and objectives;

d) the ahility to demonstrate conformity to specified qualily management system requirements.
This International Standard can be used by internal and external parties.

It is not the intent of this International Standard to imply the need for:

— uniformily in Lhe structure of different quality management systens;

— alighment of documentation to the clause structure of this International Standard;

— the use of the specific terminology of this International Standard within the organization.

The gquality management system requirements specified in this International Standard are
complementary to requirements for products and services.

This International Standard employs the process approach, which incorporates the Plan-Do-Check-Act
(PDCA]) cycle and risk-based thinking.

The process approach enables an orpanization Lo plan its processes and Lheir inLeractions.

The PDCA cycle enables an organization to ensure that its processes are adequately resourced and
managed, and that opportunities for improvement are determined and acted on.

Risk-based thinking enables an organization Lo delermine the faclors Lhat could cause its processes and
iLs qualiLy managemenl system Lo deviale (rom the planned results, to putin place prevenlive controls
Lo minimize negative effects and lo make maximum use of opportunities as they arise [sez Clause A.4).

Consistently meeting requirements and addressing future needs and expectations poses a challenge
for organizations in an increasingly dynamic and complex environment. To achieve this objective, the
organization mipht find it necessary Lo adopt various forms of improvement in addition to correction
and continual improvement, such as breakthrough change, innovation and re-organization.

In this International Standard, the lollowing verhal forms are used:
— “shall” indicales a requirement;

— “should” indicates a recommendation;

— “may” indicales a permission;

— “can” indicates a possibility or a capability.

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

vi © 150 2015 - Alrights reserved
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0.2 Quality managenient principles

This International Standard is hased 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 nrganization’s performance when applying the principle.

The gualily management principles are:
— cuslomer [ocus;

— leadership;

— engapemenl ol people;

— process approach;

— improvement;

— evidence-based decision making;
— relationship management.

0.3 Process approach

0.3.1 General

This Intecrnational Standard promiotes the adoption of a proccss approach when developing,
implemenling and improving Lhe eflecliveness of a qualily management system, Lo enhance customer
satisfaction hy meeting customer requirements. Specific requirements considered essential to the
adoption of a process approach are included in 4.4.

Understanding and managing interrelated processes as a system contributes to the arganizatinn’s
effectiveness and efficiency in achieving its intended results. This approach enahles the organization
Lo control the inlerrelationships and interdependencies among the processes of the system, so Lhal Lthe
overall performance ol Lhe organizalion can be enhanced.

The process approach involves the systematic detinition and management ot process=s, and their
inleractions, so as Lo achieve Lhe inlended resulls in accordance wilh Lhe gualily policy and slralegic
directinn of the arganization. Management of the processes and the system as a whole can he achieved
using the PDCA cycle (see D.3.2) with an overall focus on risk-based thinking (see 0.3.3) aimed at taking
advanlape of opporlLunilies and prevenling undesirable results.

The application of the process approach in a quality management system enables:
a) understanding and consistency in meeting requirements;

b) Lhe consideration of processes in terms of added value;

¢) theachievenment ot ettective process pertormance;

d) improvement ol processes hased nn evalualion of dala and information.

Tipure 1 gives a schemalic representLalion ol any process and shows Lthe interaction of ils elements. The
monitoring and measuring check poinls, which are necessary for control, are specific Lo each process
and will vary depending on the related risks.

© 150 2015 - All rights reserved vii
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Figure 1 — Schematic representation of the elements of a single process

0.3.2 Plan-Do-Check-Actcycle

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

/-/ = Quality Management System [4)

Organization
and its context
€)]

Q“‘x

-l

Custgmer
satisfaction

Customer
requirements

Products and

o services

x’..{. aal
-
Needs and
expectations of |
relevant K
interested \

parties (4)

Improvement
(10)

\\

NOTE Nuwmbers in brackets reler Lo the clauses in this lnternational Standard.

Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
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The PDCA cycle can be brielly described as follows:

— Plan: eslablish Lthe objeclives ol Lhe system and its processes, and the resources needed tn deliver
resulls in accordance wilh customers’ requirements and the organization's policies, and identity
and address risks and opportunities;

— Do: implement what was planned;

— Check: monilor and [where applicable) measure processes and Lhe resulling products and services
against policies, objectives, requiremerts and planned activities, and report the results;

— Act: take actions ta improve performarnce, as necessary.
0.3.3 Risk-based thinking

Risk bascd (hinking (sce Clausc A4) is cssential [or achieving an effeclive qualily management system,
The concepl of risk-based thinking has been implicil in previous editions of this Internalional Standard
including, lor example, carrying oul preventive action to eliminate potential nonconformities, analysing
any nonconformities that do occur, and taking aclion Lo prevent recurrence Lhal is appropriate for Lhe
effects of the nonconformity.

To conform to the requirements of this International Standard, an orpganization needs to plan and
implement aclions Lo address risks and opportunities. Addressing both risks and opportunities
eslablishes a basis [or increasing Lhe eflzctiveness of the quality management system, achieving
improved resulls and prevenling negalive effects.

Opporlunilies can arise as a resull ol a situation favourable to achieving an intended result, for
example, a set of circumstances that allow the organization to attract customers, develop new products
and services, reduce waste or improve productivity. Actions to address opportunities can also include
consideration of associated risks. Risk is the effect of uncertainty and any such uncertainty can have
positive or negative effects. A positive deviation arising from a risk can provide an opportunity, but not
all positive effects of risk result in opportunities.

0.4 Relationship with other management system standards

This International Standard applies the framework developed by IS0 to improve alignment among its
International Standards for management systems (see Clause A.1).

This International Standard enables an organization to use the progess approach, coupled with the
PDCA cycle and risk-based Lhinklng, Lo align or integrate its quality managenient system with the
requirements of other management system standards.

This International Standard relates to 1SO €000 and ISO 9004 as follows:

— IS0 9000 Quality management systens — Iundamentals and vocabulary provides essential
background for the proper understanding and implementatinn of this International Standard;

— IS0 9004 Managing jor the sustained sucecess of an organization — A quality management approach
provides pguidance [or orpanizations thal choose Lo progress lieyond Lhe requirements of this
International Standard.

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

This Inlernational Standard does nol include requirements specific lo other management syslems,
such as those for environmental manapement, occupational health and safety management, or
[inancial managemendt.

Sector-specific quality management syster standards based on the requirements of this Internatinnal
Standard have heen developed for a number of sectors. Some of these standards specify additinnal

quality management system requirements, while olhers are limiled Lo providing guidance to the
application of this International Standard within the particular sector.

© 180 2015 Al rights reserved ix
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A matrix showing Lhe correlalion belween Lae clauses of Lhis edition of Lhis Internalional Standard and
the previous edition (ISO 9001:2008) can be found on the 1SO/TC 176/SC 2 open access web site at:
www.iso.org/tel76/sc02 /public,

% © 180 2015 Alrights reserved
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Quality management systems — Requirements

1 Scope

This International Standard specifies recuirements for a quality management system when an
organivalion:

a) needs lo demonstrate its abilily Lo consislently provide products and services thal meet customer
and applicable staltulory and regulalory requirements, and

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

All the requirements of this International Standard are generic and are intended to be applicable to any
organizalion, regardless of ils Lype or size, or Lhe products and services it provides.

NOTE 1 Lu this lnternational Standard, the terms “product” or “service” vnly apply o products and services
mmtrended for, or required hy, a customer.

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

Z Normative references

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any amendments) applies.

[SO 9000:2015, Quality management systems — undamentals and vocabulary

3 Terms and definitions

For the purposes of this document, the terms and detinitions given in I1SO 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 purpose
and ir< straregic direction and thar affect ils ability Lo achieve the inlended resuli(s) of its quality
management system.

The arganizalion shall monitor and review information about these external and internal issues.
NOTE 1 Issues can include positive and nepative factors or conditions for consideration.

NOTE 2 Understanding the external context can be facilitated by considering 1ssnes amsing [rom lepal,
technological, competitive, market, cultural, social and economic environments, whether international, national,
rcgional or local.

NOTE 3 Understanding the internal context can be facilitated by considering 1ssues related to values, culture,
knowledge and performance of the organizarion.

@150 2015 All rights rescrved 1
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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 customar and applicable statutory and regulatory requirements, the organization
shall determine:

a) theinterested parties that are relevant tn the quality management system;
h) the requirements of these interested parties thal are relevant ta Lhe qualily management system.

The organizalion shall monilor and review information about these interested parties and their
relevant requirements.

4.3 Determining the scope of the quality management system

The organization shall determine the houncaries and applicahility of the quality management system
to establish Its senpe.

Wten determining 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 ot the organization.

The orpanizalion shall apply all the requirements of this Internatinnal Standard it they are applicable
within the determined scope of its quality management systeni.

The scape of Lthe organizalion’s gualily management system shall be available and he mainlained as
documented information. ‘The scope shall state the types of products and services cavered, and provide
jus.iflication for any requirement of this International Standard that the organization determines is nol
applicahle Lo Lhe scope of its gualily management system.

Conformily Lo this Inlernalional Standard may only be claimed il the requirements determined as nol
heing applicahle do not affect the organization’s ahility or respansihility to ensure the conformity of its
products and scrvices and the enhancement of customer satisfaction.

4.4 Quality management system and its processes

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

The orpganization shall determine the processes needed for the quality management system and their
application throughoul Lthe orpganization, and shall:

a) determine the inputsrequired and the oulpuls expected [rom Lhese processes;
b) determine the sequence and interaction of these processes;

¢] determine and apply the criteria and methods (including monitoring, measuremenlts and related
performance indicalors) needed Lo ensure Lhe elfeclive operalion and control of these processes;

d) determine the resources needed for these processes and ensure their availability;
e) assignthe responsibilities and authorities for these processes;
M address the risks and aopportunities as determined in accordance with the requirements of 6.1;

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

2 © 180 2015 - Al rights reserved
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Ih) improve the processes and Lthe qualily management system.

4.4.2 Tothe extent necessary, the organization shall:
a) maintain documented information to supporl Lthe operalion of ils processes;

b) retain documented information to have confidence that the prncesses are heing carried out as
planned.

5 Leadership

5.1 Leadership and commitiment

5.1.1 General

Top management shall demonstrate leadership and commitment with respect to the quality
manapgenient system hy:

a) takingaccountability for the effectiveness of the quality management systeny;

b) ensuring Lhal Lhe gualily policy and quality ohjectives are established for the quality managementl
system and are compatible with the context and strategic direction of the organization;

c) ensuring Lthe inlegralion nf Lthe gualily management system requirements into the organization’s
business processes;

d) promoling Lthe use of Lhe process approach and risk-hased thinking;
e) ensuring thatthe resources needed for Lhe qualily managemenl syslem are available;

) communicating the importance of effective quality management and of conforming to the quality
management syslem regquirements;

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

h) engaging, directing and supporting persons to contribute to the effectiveness of the quality
Hianagemnenl syslerry

i) promoling improvement;

j)  supporting other relevant managemernt roles to demanstrate their leadership as it applies to their
areas of responsibility.

NOTE Reference to “busmess” 1 this International Standard can be interpreted broadly to mean those

activities thatare core to the purpases of the organization's cxistence, whether the organization is pubhie, private,
for ymrofit.or nat for profit.

5.1.2 Customer focus

Top management shall demonstrale leadership and commitment with respect to customer [ocus by
ensuring that:

a) cuslomer and applicable stalulory and regulalory requirements are determined, underslood and
consistently met;

b) the risks and opportunities that can affect conformity of products and services anc the ability to
enhance customer satisfaction are delermined and addressed;

c) the focus on enhancing customer satisfaction is maintained.

©1S0 2015  All rights reserved 3
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5.2 Policy

5.2.1 Establishing the quality policy

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

a) is appropriate to the purpose and context of the organization and supports its strategi- direction;
b) provides a framework for setting quality objectlives;

¢) includes a commitment to satisty applicable requirements;

d) includes a commitment to continual improvement of the quality management systent.

5.2.2 Communicating the quality policy

The qualily policy shall:

a) bhe available and he maintained as documented infarmatiaon;

b) be communicated, understood and applied within the organization;

c€) be available to relevant interested parties, as appropriate.

5.3 Organizational roles, responsibilities and authorities

Top management shall ensure that the responsibilities and authorities for relevant roles are assigned,
communicated and understood within the organizalion.

Top management shall assigh the responsibility and authority for:

a) ensuring that the quality management system conforms to the requirements of this
International Standard;

Iy) ensuring thatthe processes are delivering their intended outputs;

€) reporling on the performance of Lhe gualily managemenl system and on opportunities for
improvement (see 10.1), in particular to top management;

d) ensuring the pronotion of customer focus throughout the organization;

e) ensuring that Lhe integritly of Lhe qualily management syslem is maintained when changes to the
quality management system are planned and implemented.

6 Planning
6.1 Actions to address risks and opportunities

6.1.1 When planming for the quality manapement system, Lhe organizalion 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 he addressed ta:

a) pgive assurance that the quality management system can achieve its intended result(s);
b) enhance desirable ef(ecls;
¢) prevent, or reduce, undesired effects;

d) achieve improvement.
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6.1.2 The organization shall plan:
a) actions to address these risks and oppartunities;
b) how to:

1) integrale and implemenl the aclions into its gualily managemenl system processes (see 4.4);

2) evaluate the effectiveness of these actions.

Actions taken to address risks and opportunities shall be proportionate to the potential impact on the
conformily of products and services.

NOTE 1 Options Lo address risks can mcluce avording risk, taking risk in order to pursue unn opportunity,
eliminating the risk sowrce, changing the likelihood or vonsequences, sharing the risk, or relaining risk by
inlormed decisior.

NOTE 2 Oppor.uwatties can lecad to the adostion of new practices, lawnching new products, opening new
markets, addressing new customers, huilding partnerships, using new technologyv and other desirable and viahle
possibulities to ud:lress the organization’s orils customers’ needs.

6.2 Quality abjectives and planning to achieve them

6.2.1 The organization shall establish quality objeclives al relevant [unctions, levels and processes
needed for the quality management system.

The quality ohjectives shall:

a) be consistent with the quality policy;

b) be measurable;

c) take into account applicable requirements;

d) berelevanL .o conformity of products and services and Lo enhancement ol cusLlomer salisfaclion;
e) bemonitored;

) be communicated;

g) beupdated as appropriate.

The orpanization shall maintain documented information on the quality objectives.

6.2.2 When planning how to achieve its quality objectives, the organization shall determine:
a) whal will be done;

1)  whal resoutces will e required;

¢)  who will he respansible;

d) when it willbe completed;

e¢) how Lhe resulis will be evalualed.

6.3 Planning of changes

When Lhe organization determines Lhe need lor changes Lo the quality management system, Lhe changes
shall be carried out in a planned manner (see 4.4).
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The organization shall consider:

a) Lhe purpose of the changes and Lheir polential consequences;
b) theinlegrily of the gualily manageinent system;

¢) the availability of resources;

d) the allocation or reallocation of responsihilities and authorities.

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 nn, existing inlernal resources;

)  what needs to he obtained from externa providers.

7.1.2 People

The organization shall decermine and provide Lhe persons necessary for the efleclive implementation
of its quality management systeni and for the operation and control of its processes.

7.1.3 Infrastructure

The organization shall determine, provide and maintain the infrastructure necessary for the operation
ol'ils processes and Lo achieve conformily of producls and services.

NOTE Infraslruclure can wclude:

a) buildings and associated utilitics;

b) cquipment, including hardwarce and soltware
€) transpertation resources;

d) information and communication technology.

7.1.4 Environment for the operation of processes

The organization shall determine, provide and maintain Lhe environmenl necessary [or Lhe operation
of its processes and to achieve conformity of products and services.

NOTT. A suitable environment can be a combimation of human and physical factors, such as:
a) social {e.g. non-discriminatory, calin, non-confrontationall;

b) psychalogical (e.g: stress-reducing, burnaut preventran, emotianally pratective);

¢) physlcal (e.g. temperaturs, heat, humidity, light, alrflow, hyglene, noise).

These factnrs can differ substantially depending an the products and services provided.
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7.1.5 Monitoring and measuring resources

7.1.5.1 General

The organizalion 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 Lhat Lhe resources provided:
a) are suitable for the specific type of monitoring and measurement activities being undertaken;
b) are maintained to ensure their continuing fitness for their purpose.

The organization shall retain appropriate documented information as evidence of tfitness [or purpose of
the monitoring and measurement resources.

7.1.5.2 Measurement traceability

When measurement traceability is areguirement, or is considered by Lhe arganizalion Lo he an essential
part of providing conlidence in Lhe validily of measurement resulls, measuring equipment shall be:

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

b) identificd in order to determine their slatus;

) safeguarded from adjustments, damage or deterioration that would invalidate the calibration
slatus and subsequent measurement results.

The organization shall determine if the validiLy of previous measurement results has been adversely
affected when measuring equipment is found to he unfit for its intended purpose, and shall take
appropriate action as hecessary.

7.1.6 Organizational knowledge

The organization shall determine the knowledge necessary for the operation of Its processes and to
achieve conformity of products and services.

This knowledge shall he maintained and he made available to the extent necessary.

When addressing changing needs and Lrends, the organization shall consider its currenlt knowledge
and delermine how Lo acquire or access any necessary additional knowledge and required updates.

NOTE 1 Organmizational knowledge is knowledge specific to the orgamization: it 15 gencrally gained by
experience. It1s nformation that is used and shared Lo achicve the organization’s ob cctives.

NOTE 2  Organizational knowledge can be based on:
u)  internal sourves (e.g. uitellectual pruperty; knowledge gained from experience; lessons learned from
fallures and successful projects; capturing and sharimg undacumented knawledpe ind experience; the results of

mprovements in processes, pradusts and services);

b) external scurces (e.g. standards; academia; conferences; gathering knowledge from customers or
cxternal providers).
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7.2 Competence
The organization shall:

a) determine the necessary competence of person[s) doing work under ils conlrol that affects the
perlormance and effectiveness of Lhe quality management systeni;

b) ensure Lhal Lhese persons are compelent on the hasis of appropriate education, Lraining, or
experience;

€) where applicable, Lake actinns Lo accuire Lhe necessary competence, and evaluate Lhe effectiveness
of the actions taken;

d) retain apprapriate documented information as evidence of competence.

NOTE Apphecable actions can mclude, for example, the provision af training to, the mentoring of, ur the re-
assignment of currently employed persons; or the hiring or contracting of competent persans.

7.3 Awareness

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

b) relevant qualily objeclives;

¢) their contribution to the effectiveness of the qualily management system, including the benellls ol
improved performance;

d) the implications of not conforming with the quality managemen: system requirements.

7.4 Communication

The organization shall delermine Lhe internal and exlernal communicalions relevant to the quality
management system, including:

a) on what it will communicate;
b) when Lo communicale;

¢) wilth whom Lo communicale;
d) how to communicate;

e) who communicates.
7.5 Documented information

7.51 General
The organization’s gualily management system shall include:
a) documented information required by this International Standard;

b) documented information determiined by Lhe organizalion as being necessary or the eltfectiveness
of Lhe qualily managementL system.

NOTE The extent of documented mformation for a qualily manugement system can dilfer [rom one
organization to another duc to:

— rhe size of orgamzation and its tvpe of activities, processes, products and services;
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— the complexity al processes and their interactians;

— rthe competence of persons.

7.5.2 Creating and updating

When creating and updating documented information, the organization shall ensure approprinte:
a) identlilication and descriplion (e.g. a litle, dale, aulhor, or reference number);

b) format (e.g.languape, soltware version, graphics) and media (e.g. paper, electronic);

c) review and approval for suitahility and adequacy.
7.5.3 Control of documented information

7.5.3.1 Documenled informalion reguired by the qualily management system and by Lhis International
Standard shall he controlled Lo ensure:

a) it isavailahle and suitahle for use, where and when it is needed;

h) itis adequately protected (e.g. from loss of confidentiality, improper use, or Toss of integrily).

7.5.3.2 For the control of documented information, the organizatinn shall address the [ollowing
activities, as applicable:

a) distribution, access, retrieval and use;

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

d) retention and dispasition.

Documented information of external origin determined by Lhe organizalion to be necessary for the
planning and operation of the qualily managemenl system shall be identilied as appropriate, and
be controlled.

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

NOTE Access can imply a deaision regarding the permission to view the dacumented mfarmation anly, or

the permission and authority Lo view and chunge the dociunented inlurmation.

8 Operation

8.1 Operalional planning amld control

The organization shall plan, implement and control the processes (see 4.4) needed to meet the
requirements for the provision ol producls and services, and Lo implement the aclions determined in

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

1) the procesges;

2) Lhe acceplance of producls and services;

¢) determining the resources needed tn achieve conformity to the product and service requirements;
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d) implementing control of the processes in accordance with the criteria;

e) delermining, maintaining and relaining documented information to the extent necessary:
1) tohave confidence that the processes have heen carried out as planned;
2) tademanstrate Lhe conformily of products and services to their requirements,

The output of this planning shall be suitable [or the organization's aperations.

The organization shall control planned changes and review the consequences of unintended chanpes,
taking action to mitigate any adverse effects, as necessary.

The organization shall ensure that outsourced processes are controlled (see 8.4).
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;

) handling enquiries, eontracls or nrders, including changes;

¢) oblaining customer [eedback relaling Lo products and services, including customer complaint s;
d) handling or controlling custorier property;

e) establishing specific requirements for contingency aclions, when relevant.

8.2.2 Determining the requirements for products and services

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

a) the requirements for the products and services are definad, including:
1) any applicable statutory and regulatory requirements;
2) those cansidered necessary hy the organization;

) Lhe organization can meel Lhe claims lor the products and services it nlfers.
8.2.3 Review of the requirements for products and services

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

a) requirements specilied hy the customer, including the requirements for delivery and pnst-
delivery activities;

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

c) requirements specified hy the arganization;
d) statutory andregulatory requirements applicahle to the products and services;

e) contracl or order reguiraments differing from Lhose previously expressed.
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The organizalion shall ensure that conlracl or order requirements differing from Lhose previously
defined are resolved.

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

NOTE In some situations, such as internet sales, a formal review is impractica. for each order. Instead, the
review can cover relevant praductinfarmatian, such as calalogacs.

8.2.3.2 The organization shall retain documented informaltion, as applicable:
a) on the results of the review;

b) onany new requirements [or Lhe products and services.

8.2.4 C(Changes to requirements for products and services

The organizalion shall ensure Lhat relevant documentec information is amended, and Lhal relevant
persons are made aware of the changed reguirements, when the requirements for praducts and
services are changed.

8.3 Design and development of products and services

8.3.1 General

The organization shall establish, implement and mainLain a design and development process thal is
appropriale Lo ensure the subsequent provision of products and services.

8.3.2 Designand development planning

In determining the stages and controls [or design and development, Lhe organization shall consider:

a) thenature, duration and complexity of the design and development activities;

1) therequired process stages, including applicable design and development reviews;

¢) Lherequired design and development verificalion and valldatlon actlvilles;

d) theresponsibilities and authorities involved in the design and development process;

e) Lheinternal and external resource needs for the design and developmenl of products and services;
f] theneed to control interfaces hetween persons involved in Lthe design and developnent process;
g) heneed for involvement ol customers and users in the design and development process;

h) therequirements for subsequent provision of products and services;

i) the level of control expected for the design and develapment process iy cuslomers and other
relevant interested parties;

j)  the documented information needed to demanstrate that design and desvelopment requirements
have been mel.

8.3.3 Designand development inputs

The organizalion shall determine the requirements essential [or 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 [rom previous similar design and development activities;

c) statutory and regulatory requirements;

d) standards or codes of practice Lhal the crganization has committed to implement;

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

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

The organization shall retain documented information on design and cevelopment inputs.

B.3.4 Design and development controls
The organization shall apply controls to the design and development process to ensure that:
a) the resultsto be achieved are defined;

) reviews are conducled to evaluale Lhe ahiliLty of the resulls of design and development to meet
requirements;

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

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

e) any necessary actinns are taken on prablems determined during the reviews, or veritication and
validation activities;

f) documented information of these activities is retained.

NOTE Design and development reviews, verification and validation have distinct purposes. They can be
conducted scparately or in any combination, as is suitable for the products and services of the organization.

8.3.5 Design and development outputs

The organization shall ensure that design and development outputs:

a) meet the input requirements;

) are adequate for the subsequent processes for the pravision of products and services;

¢) include orreference monitoring and measuring requirements, as appropriate, and acceptance criteria;

d) specity the characteristics of the producls and services thal are essential (or their intended purpose
and Lheir safe and proper provision.

The organization shall retain dncumented information oh desigh and cevelopmenlt oulpuls.

8.3.6 Design and development changes

The organization shall identity, review and zontrol changes made during, or subsequent to, the design
and developmenl of producls and services, Lo Lthe exlent necessary to ensure Lhat there is no adverse
impact on conformity Lo requirements.

The organizalion shall retain documented informalion on:
a) design and development changes;

b) the results of reviews;
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¢) theauthorization of the changes;

d) the aclions taken Lo prevenlLadverse impacts.
8.4 Control of externally pravided processes, products and services

84.1 General

The organization shall ensure that externally provided processes, producls and services conform Lo
requirements.

The organization shall delermine Lhe controls to be applied Lo exlernally provided processes, products
and services when:

a) products and services (rom exlernal providers are inlended for incorporation into the organization’s
own products and services;

I) products and services are provided directly to the customer(s) hy external providers on hehalf of
the organization;

¢) aprocess, or part of a process, is provided by an external provider as a resull of a decision by the
organization.

The orpanization shall determine and apply criteria for Lhe evaluation, selection, monitoring ol
performance, and re-evaluation of external providers, based on Lheir abilily lo provide processes or
products and services in accordance wilh requirements. The organization shall retain documented
informalion of Lhese activilies and any necessary actions arising from the evaluations,.

8.4.2 Type and extent of control

The organizalion shall ensure that exlernally provided processes, products and services do not
adversely affect the organization’s ahihity to consistently deliver conforming products and services ta
its customers.

The organization shall:

a) ensure Lhatl exlernally provided processes remain within Lthe control of its gualily management
system;

k) define both the controls thatit intends to apply to an external provider and those it in.ends Lo apply
Lo Lthe resulling oulpul;

¢)  lake intv consideralion:

1) the potential impact of the externally provided processes, producls and services on the
organizalion’s abilily Lo consistently meet customer and applicable statutory and regulatory
reyuirements;

2) the effectiveness of the controls applied by the external provider;

d) determine the verification, or other activities, necessary to ensure that the externally provided
processes, products and services meet requirements.

8.4.3 Informalion for external providers

The organization shall ensure Lhe adequacy of requirements prior Lo Lheir communication to the
exlernal provider.

The organization shall communicate to external providers its requirements for:

a] the processes, products and services to be provided;
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b) the approval of:
1) products and services;
2) methods, processes and equipment;
3) the release of products and services;
¢) competence, including any required qualification of persons;
d) the external providers’ interactions with Lthe organizalion;
e) control and monitoring of Lthe exlernal providers’ performance Lo be applied by Lhe organization;

f) wverification 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 concitions.
Controlled conditions shall include, as applicable:

a) the availahility of documented information that defines:

1) the characteristics of the products to be produced, the services Lo be provided, or the activities
to be performed;

2) the results to he achieved;
b) the availabilily and use of suilable moniloring and measuring resources;

c) theimplementation of monitoring and measurement activities at appropriate stages to verify that
criteria for control of processes or outputs, and acceptance criteria for products and services,
have been met;

d) the use of suitable infrastructure and environment for the operation of processes;
e) the appointment of compeltent persons, including any required qualiflication;

f) the validation, and periodic revalidation, of the ahility to achieve planned results of the processes
for production and service provision, where the resulting output cannot be verified by suhsequent
monhnitoring or measurement;

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 Lo idenlifly oulpuls when il is necessary Lo ensure Lhe
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 organizalion shall conlrol the unigue identiflication of the nulpuls when Lraceability is a
requirement, and shall retain the documenled information necessary to enable traceability.

14 © 180 20715 - All rights reserved



aan, 90012559
ISO 9001:2015(E)

8.5.3 Property belonging to customers or external providers

The organization shall exercise care with property helonging Lo cuslomers or external providers while
il is under the organizalion’s control or being used by the organization.

The organization shall identity, verify, protecl and saleguard customers’ or exlernal providers’ property
provided for use or incorporalion into Lthe products and services.

When the property of a customer or external provider jis lost, damaged or otherwise found Lo be
unsuitable for use, tke organization shall report this to the customer or external provider and retain
documented information on what has occurred.

NCTE A customer’s or external provider's property can include materials, components, loolsand equipmenr,
premisces, intellectual property and personal data.

8.5.4 Preservation

The organizalion shall preserve Lhe oulpuls during produclion and service provision, Lo the exienl
necessary Lo ensure conformily Lo requirements.

NCTE Preservation can 1include identification, handling, centamimation contraol, packaging, storage,
transmission or transportation, and protection.

8.5.5 Post-delivery activities

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

In determining the extent of post-delivery aclivilies Lthal are required, Lhe organizalion shall eonsider:
a) statutory and regulatory requirements;

b) Lhe potential undesired conseguences associaled with its products and services;

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

d) customer requirements;

e) customer [eedback.

NCTE Post-delivery activities can include achions under warranty pravisions, contractual obligations such
a8 maintenance services, and supplemenlary services such as recycling or Tinal disposil.

8.5.6 Control of changes

The arganization shall review and contrnl changes for productlion or service provision, to the extent
necessary to ensure continuing conformity with requirements.

The organization shall retain documented informa.ion describing the resulls of Lhe review of changes,
the person(s) authorizing the change, and any necessary aclions arising [rom the review.

8.6 Release of products and services

The organization shall implement plarned arrangements, at appropriate stages, to verify that the
producl and service requirements have been mel.

The release of products and services to the customer shall not proceed until the planned arrangements
have Deen salisfaclorily compleled, unless olherwijgse approved by a relevant aulhority and, as
applicable, by the cuslonier.
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The organization shall retain documented information on the release of products and services. The
documented information shall include:

a) evidence ol conformily with the acceplance criteria;

1) traceability to the person(s) authorizing Lhe release.
8.7 Control of nonconforming outputs

8.7.1 The organization shall ensure Lhal outputs that do not conform to their reqiirements 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 delecled aller delivery ol products, during or aller Lhe provision ol services.

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

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

c) informing the customer;

d) obtaining authorization for acceptance under concession.

Conformily Lo the requirements shall be verified when nonconforming outputs are correcled.

8.7.2 The organization shall retain documenled information thal:
a) describes the nonconlormily;

b) describes the actions taken;

c) describes any concessions obtained;

d) ideoplilies Lhe aulhorily deciding the aclion In respect of Uie nonconfornuty.

9 Performance evaluation

9.1 Monitoring, measurement, analysis and evaluation

9.1.1 General

The organization shall determine:

a) what needs to be monitored and measured;

b) the methods for monitoring, measurement, analysis and evalualion needed Lo 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 organisation shall retain appropriate documented information as evidence of Lhe results.
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9.1.2 Customer satisfaction

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

NOTE Examples of monitoring customer pereeptions can include customer surveys, cusromer feedhack

on delivered products and services, mecetings wilth customers, market-sharce analysis, compliments, warranty
claims and dealer reports.

9.1.3 Analysis and evaluation

The organization shall analyse and evaluale appropriate dala and informalion arising {rom monitoring
and measurement,

The results of analysis shall he used Lo evaluale:

a) conformity of products and services;

b) the degree of customer salislaclion;

c) the performance and effecliveness ol Lhe qualily management system;
d) il planning has been implemented effeclively;

e) the effectiveness of actions taken to address risks and opportunities;
) the performance of exlernal providers;

g) theneed for improvements to the quality management system.

NOTE Methads ta analyse data can includz statistical techniques.
9.2 Internal audit

9.2.1 The organization shall conduct internal audits at planned intervals to provide information on
whether the quality managemient system:

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

b) is effectively implemented and maintained.

9.2.2 The organization shall:

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

h) 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 managenment;

e) take appropriate correction and corrective actions without undue delay;
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) relain documented informatlion as evidence of the implementation of the audit programme and Lhe
audit results.

NOTE

See ISO 19011 for guidance.

9.3 Management review

9.3.1

General

Top managemenl shall review Lhe organization’s qualily managemenl system, at planned intervals, to
ensure ils canlinuing suilabilily, adequacy, effecliveness and alignmenl with the slrategic direction of
the nrganizalion.

9.3.2

Management review inputs

The management review shall be planned and carried out taking into consideration:

a) the status of aclions (rom previous management reviews;

b) changes in exlernal and internal issues thal are relevanl to Lthe gualily manapemenl syslem;

c) information on the performance and effectiveness of the quality management system, including

trends in:

1) customer satisfaction and feedback f-om relevant inleresied partlies;
2) the extent to which quality objectives have been met;

3) process performance and conformity of products and services;

4) nonconfarmities and corrective actions;

5) moniloring and measurement results;

6) audil results;

7) the performance of external providers;

d) the adequacy ol resources;

e) the effectiveness of actions taken to addrass risks and opportunities [see 6.1);

f) opportunities for improvement.

9.3.3

Management review outpuis

The outputs of the management review shall include decisions and aclions relaled to:

a) opporlLunities (or improvement;

b) any need (or chanpes Lo Lhe gualily management system;

€) resource needs.

The organization shall retain documented infarmation as evidence of the results of managementreviews.

18
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10 Improvement

10.1 General

The organization shall determine and sclect opportunities for improvement and implement any
necessary aclions Lo meel customer requirements and enhance customer satisfaction.

These shall include:

a) improving products and services to meet requirements as well as to address futare needs and
expeclalions;

h) correcting, preventing or reducing undesired effects;
) improving the performance and effecliveness of Lthe quality management system.

NOTE Fxamples of 1mprovement can mclude correchion, corrective action, continuar improvement,
breakithrouph change, innovation and re-organmalion.

10.2 Nonconformity and corrective action

10.2.1 When a nonconformity occurs, including any arising from complaints, the organization shall:
a) reacl Lo the nonconformitly and, as applicahle:

1) take action to control and correct it;

2) deal with the consequences;

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

1) reviewing and analysing the noncontormity;
2) determining the causes of the honconformity;
3) determining il similar noncanlprmilies exist, or could polentially oceur;
c) implemenl any aclion needed;
d) review the effectiveness of any corrective action taken;
e) updalerisksand npportunilies delermined during planning, if necessary;
f) make changes to the quality management system, if necessary.

Correclive aclions shall be appropriale Lo Lhe effects of the nonconformities encounterec.

10.2.2 The arganization shall retain documented information as evidence of:
a) the nature of the nonconformities and any subseqguent aclions taken;

b) Lheresults ol any correclive action.

10.3 Continual improvement

The orpanization 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 cutputs from
managenient review, to determine if there are needs nr apportunities that shall be addressed as part of
conlinual improvement.
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Annex A
(informative)

Clarification of new structure, terminology and concepts

A.1 Structure and terminology

The clause structure (i.e. clause sequencz) and some of the terminology of this edition of this
International Standard, in comparison with the previous edition (ISO 9001:2008), have seen changed
to improve alignment with other management systems standards.

There Is no requirement in this International Standard for its structure and terminology to he applied
Lo the documented information of an organization’s quality management system.

The structure of clauses is inlended Lo provide a coherent presentation of requirements, rather than a
niodel for documenting an organization’s palicies, anbhjectives and processes. The structure and content
of documented information related to a quzlily management system can often be more relevant Lo ils
users if it relates to hoth the processes operated by the organization and information maintained for
other purposes.

There is no requirement for the terms used by an organization to be replaced by the ternis used in this
Inlernational Standard Lo specily qualily managemenl system requirements. Qrpanizalions can choose
Lo use Lerms which suil their operations (e.g. using “records”, “documentation” or “protocols” rather
than “documented information”; or “supplier”, “partner” or “vendaor” rather than “external provider”).
Table A1 shows Lhe major dilferences in terminology belween this edilion of Lhis Inlernalional
Standard and the previous edition.

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

1S0 9001:2008 1SO 9001:2015
Producls Products and services
Exclusions Not used

(See Clause A.5 for clarilicalion ol applicability)

ManapgementL representatlive Not used

(Stmilar responsibilities and authorities are assigned
bul no reguirement for a single management repre-
senlative)

Documenlation, guality manual, documentad pro-|Documented informatinn
cedures, records

Work environment Environment for the operation of processes
Moniloring and measuring equipment Moniloring and measuring resnurces
Purchased producl Externally provided products and services
Supplier External provider

A.2Z Products and services
IS0 9001:2008 used the Lerm “producl” Lo inzlude all oulpul categories. This edition of this Inlernalivnal

Slandard uses “producls and services”. “Producls and services” include all oulpul categories (hardware,
services, software and processed niaterials).
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The specilic inclusion of "services” is intended Lo highlight the dilferences belween producls and
services in the application of some requirements. The characteristic of services is that at least part of
the oulpul is realized at the interface with the customer. This means, for example, that contormity to
requirements cannot necessarily be confirmed hefore service delivery.

In mosl cases, producls and services are used together. Most outputs that organizations provide to
customers, or are supplied to them by external praviders, include bhoth products and services. For
example, a tangihle ar intangible product can have some associaled service o1 a service can have some
assaciated tangihle or intangible product.

A.3 Understanding the needs and expectations of interested parties

Subclause 4.2 spacifies requirements for the organization to determine the interested parties that
are relevant to the gquality management system and the requirements of those interested parties.
Howevel, 4,2 does not imply extension of gualily managenienl system reculrenients beyond the scope
of this International Standard. As stated in the scope, this International Standard is applicable where
an orpanizalion needs Lo demonstrale ils abilily Lo consistenlly provide products and services that
meel customer and applicable slatutory and regulatory reguirements, and aims to enhance customer
satisfaction.

There iIs no requirement in this Inlernalional Standard for Lhe organization Lo consider inlerested
parties where it has decided that those parties are not relevant to its gualily managemenl system. IL is
for the organization Lo decide il a particular requirement of a relevant interested party is relevant to its
quality management systent.

A4 Risk-based thinking

The concept ntrisk-hased thinking has heen implicil in previous edilions of Lhis International Standard,
eg. through requirements for planning, review and improvement. This International Standard
specifies requirements (or the organizalion to understand its context (see 4.1) and determine risks as
a basis for planning (see 6.1). This represents the application of risk-hased thinking to planning and
implenenting qualily managemenLsyslem processes (see 4.4) and will assist in determining the extent
of documented information.

Onc of Lhe key purposes of a quality managemenl system is Lo acl as a prevenlive Lool. Consequently,
this Internalional Standard does nnl have a separale clause or suhclause on preventive action. The
enneept of preventive action is expressed through the use of risk-based thinking in formulating quality
management system requirements.

The risk-based lhinking applied in this Inlernalional Standard has enabled some reduction in
prescriptlive requirements and their replacement by performance-based requirements. There is greater
flexibility than in 1SO 9001:2008 in the requirements for processes, documented information and
organivzational responsibililies.

Although 6.1 specifies Lthal the organizalion shall plan actions to address risks, there is no requirement
for formal methods (or risk management or a documented risk management process. Organizations can
decide whelher or nol Lo develop a more extensive risk management methodology than is required by
this International Standard, e.g. through the application of other puidance or standards.

Not all the processes of a quality managementl system represent the same level of risk in Lerms of the
organization’s ability to meet its objectives, and Lhe eflecls ol uncertainly are not the same for all
organizations. Under the requirements of 6.1, the organization is responsible [or ils 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.
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A.5 Applicability

This Inlernalional Standard does nol refer to “exclusions” in relation to the applicability of its
requirements Lo the organizalion’s gualily management system. However, an organization can review
the applicability of requirements due to the size or complexity of the organization, the management
model it adopts, the range of the organization’s activilies and the nalure of the risks and opportunities
il encounlers.

The requirements for applicability are addressed in 4.3, which deflines conditions under which an
organization can decide that a requirement cannot be applied to any of the processes within Lhe scope
of its quality management system. The organization can only decide that a requirement is not applicable
il its decision will nol resull in f[ailure lo achieve conformily of producls and services.

A.6 Documented information

As parl ol Lhe alipnment wilh olher managemenl sysLem standards, a common clause on “documented
information” has been adopted without significant change or addition (see 7.5). Where appropriate,
text elsewhere in this [nternational Standard has been aligned with its requirements. Consequently,
“documented information” is used for all document requirements.

Where 150 9001:2008 used specific terminology such as "documenl” or “documented procedures”,
"gualily manual” or “qualily plan”, this edilion of this International Standard defines requirements to
“maintain documented information”.

Where [SO 9001:2008 used the term “records” to denote documents needed to provide evidence
of conformity with requirements, this is now expressed as a requirement to “retain documented
information”. The organization is responsible for determining what documented information needs to
he retained, the period of time for which it is to be retained and the media to be used for its retention.

A requirement Lo “maintain” documentled information does not exclude the possibility that the
organization mighl also need Lo “relain” Lhat same documented informaltion for a particular purpose,
e.g. to retain previous versions of it.

Where Lhis Internalional Standard refers to “informatlion” rather than "documented information” (e.g. in
4.1:“The organization shall mnnitor and review the information ahoutthese external and internal issues™),
there is no requirement that this information is to be documented. In such situations, the organizalion
can decide whether or not it is necessary or appropriate to maintain documented information.

A.7 Organizational knowledge

In 71.6, Lhis Inlernalional Standard addresses the need to determine and manage the knowledge
maintained by Lhe organizalion, Lo ensure the operation of its processes and that it can achieve
conformity of products and services.

Reqguirements regarding orpanizalional knowledge were introduced for the purpose of:
a) safeguarding the organization from loss of knowledpe, e.p.

— Lhrough staffl lurnover;

— failure to capture and share informatian;
IY)  encouraging the organization Lo acquire knowledge, e.g.

— learning (rom experience;

— mentoring;

— benchmarking.
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A.B Control of externally provided processes, products and services

All forms of exlernally provided processes, products and services are addressed 1n 8.4, e.g. whether
through:

a) purchasing from a supplier;
b) an arrangement with an assoclate company;
(_':] outsr)urcing processes to an external provider.

Outsourcing always has the essential characteristic of a service, since it will have at least one acliviLy
necessarily performed al the interface belween Lthe provider and Lhe orpganization.

The controls required for external provision can vary widely depending on Lhe nalure of the processes,
products and services. The arganization can apply risk-hased thinking ta determine the type and extent
ol conlrols appropriale Lo parlicular external providers and externally provided processes, producls
and services.
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Annex B
(informativce)

Other International Standards on quality management and quality
management systems developed by ISO/TC 176

The International Standards described in this annex have been developed by ISO/TC 176 to provide
supporting information for organizations that apply this International Standard, and to provide
guidance tor organizations that choose to progress heyond its requirements. Guidance or requirements
contained in the documents listed in this annex do not add to, or modify, the requirements of this
International Standard.

Tahle B.1 shows the relationship between these standards and the relevant clauses of this
International Standard.

This annex does notl include reference Lo he seclor-specilic quality management system slandards
developed by 1SO/TC 176.

This International Standard is one of Lhe Lhree core standards developed by ISO/TC 176.

— IS0 9000 Quolity management systems — Fundomentals and vocobulary provides an essenlial
background for the proper understanding and implementation of this International Standard.
The quality management principles are described in detail in 1SO 9000 and have bzen taken into
consideration during Lhe development of Lthis Inlernational Standard. These principles are not
requirements in themselves, but they ‘orm the foundalion of the requirements specified by this
International Standard. 1SO 9000 also defines the terms, definitions and concepts used in Lhis
International Standard,

— 1809001 (this International Standard) specifies requirements aimed primarily at giving confidence in
the products and services provided by aa organization and thereby enhancing customer satisfaction.
Its proper implementation can also be expected to bring other organizational benefits, such as
improved internal communicalion, belter understanding and control of Lhe organizalion’s processes.

— IS0 9004 Managing for the sustained success of an orgonization — A quality management approach
provides guidance for organizations that choose to progress beyond the requirements of this
International Standard, to address a broader range of topics that can lead to improvement of the
organizalion’s overall performance. ISC 9004 includes guidance on a self-assessment melhodology
for an organization to he able to evaluaze the level of maturity of its quality managemenl syslen.

The International Standards outlined helow can provide assistance to organizations when they are
establishing or seeking to improve their qualily management systems, Lheir processes or Lheir activities.

— 150 10001 Quality management — Custome) satisfaction — Guidelines for codes of conduct for
organizalions provides guidance Lo an organization in delermining Lhat its customer satisfaction
pravisions meet customer needs and expectations. Its use can enhance customer canfidence in an
orpanizalion and improve customer understanding of what Lo expectl from an organization, thereby
reducing the likelihood of misunderstandings and complaints.

— IS0 10002 Quality monagement — Customer satisfaction — Guidelines for complaints handiing
in organizations provides guidance or the process of handling complaints by recognizing and
addressing the needs and expectations of complainants and resolving any complaints received.
ISO 10002 provides an open, elleclive and easy-lo-use complainls process, including Lraining of
peaple. It alsn pravides guidance for small husinesses.

— IS0 10003 Quality management — Customer satisfaction — Guidelinzs foy dispute resolution external
to organizations provides guidance for effective and efficient external dispute resolution for

@ ISD 2015 - All rights reserved 25

37—



uan, 9001-2559
ISO 9001:2015(E)

26

product-related complaints. Dispute resolution pives an avenue of redress when orpanizations
do notl remedy a complainl internally. Most complaints can he resolvad successtully within the
organization, without adversarial procedures.

ISO 10004 Quality management — Customer satisfaction — Guidelines for monitoring ond measuring
provides guidelines (or aclions Lo enhance customer satisfaction and to determine oppaortunities for
improvementl of productls, processes and attributes that are valued hy castomers. Such actions can
strengthen customer loyally and help retain customers.

ISO 10005 Quolity management systems — Guidelines for quality plans provides puidance on
establishing and using quality plans as a nieans of relating requirements of the process, product,
projecl or conlract, Lo work methods and practices that supporl producl realization. Benefits of
establishing a quality plan are increased confidence that requirements will be met, thal processes
are in control and the motivation thas: this can give to those involved.

ISO 10006 Quality management systems — Culdelines for qualily management in projecits is applicable
to projects from the small to large, from simple to complex, from an individual project to being part
of a partfolia of projects. ISO 10006 15 to be used by personnel managing projects anc whe need to
ensure that their organization is applying the practices contained in the ISO quality management
syslem slandards.

ISO 10007 Quality management systems — Guidelines for configuration management is Lo assist
organizations applying configuration management for Lthe technical and administrative direction
over the life cycle of a product. Configuration management can be used to meet the product
identification and traceability requirements specified in Lhis Inlernational Standard.

ISO 10008 Quality management — Customer sotisfoctinn — Guidelines for business-to-consumer
electronic commerce transactions gives puidance on how organizations can implement an eftective
and ellicient business-lo-consumer electronic commerce transaction (B2C ECT) system, and
thereby provide a basis [or consumers Lo have increased confidence in B2C ECTs, enhance the ahility
of organizations to satisfy consumers and help reduce complainls and dispules.

ISO 10012 Measurement management systems — Requirements for measuyrement processes and
measuring equipment provides guidance tor the management of measurement processes and
meltrological confirmation of measuring equipment used Lo supporl and demonstrate compliance
with metrologicalrequirements.150 10012 provides gualily management criteria [or ameasurement
management system Lo ensure metlrnlogical requirements are met.

ISO/TR 10013 Guidelines for quality monagement system documentation provides guidelines for
the development and maintenance of the documentation necessary for a quality nmanagement
system. ISO/TR 10013 can be used to document management systems other than those of the
ISO quality managenient system standards, e.g. environmental management systems and safety
ma nagement systems.

ISO 10014 Quality management — Guidelines for realizing finoncial and economic benefitsis addressed
to top managenient. It provides guidelines for realizing financial and economic henefits through the
application of quality management principles. Il [acilitales applicalion of management principles
and selection of methods and tools that enable Lhe sustainalle success of an organization.

ISO 10015 Quality management — Guidelines for trainmg provides guidelines to assist organizations
in addressing issues relaled Lo Lraining. ISO 10015 can be applied whenever guidance is required
Lo inlerprel reflerences Lo “educalion” and “training” within the 1SO quality management system
standards. Any reference to “training” includes all types of education and training.

ISO/TR 10017 Guidance on stalistical techniques jor ISO 9001:2000 explains stalislical technigues
which (ollow [rom the variability that can be observed in Lthe behaviour and results of processes,
even under conditions of apparent stahility. Statistical techiniques allow better use of available data

to assist in decision making, and thereby help to continually improve the quality of producls and
processes Lo achieve cuslomer satisfaclion.
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— IS0 10018 Quality management — Guidelines on people involvement and compel2nce provides

guidelines which influence peaple involvement and competence. A gualily management syslem
depends on the involvement of compelent people and Lhe way that they are introduced and
inteprated into the organization. It is critical to determine, develop and evaluate the knowledge,
skills, behaviour and work environment required.

IS0 10019 Guidelines for the seleclion of quality managementsystem consuitants and use of thelr services
provides guidance lor Lhe seleclion of quality management system consultants and the use of their
services. It gives guidance on the process for evaluating the competence of a quality management
system cansultant and provides confidence Lhial Lhe organization's needs and expec.ations for the
consultant’s services will be met.

IS0 19011 Guidelines for auditing management systems provides guidance on the management of an
audil propramme, on Lhe planning and conducling of an audil of a managemenl syslem, as well as
on the competence and evaluation of an auditor and an audit team. ISO 19011 is intended to apply Lo
auditors, organizations implementing management systems, and organizations needing to conduct
audits nf management systems.

Table B.1 — Relationship between other International Standards on quality management and
quality management systems and the clauses of this International Standard

Other Interna- Clause in this International Standard

tional Standard 4 s - q 9 10
[S0 9000 All All All All All All All
IS0 9004 All All All All All All All
IS0 10001 8.2.2,8.5.1 (9.1.2

[S0 10002 4.2.1, 9.1.2 10.2.1
[SO 10003 9.1.2

1SQ 10004 9.1.2,9.1.3

1SO 10005 5.3 6.1,6.2 All All 9.1 10.2
[SO 10006 All All All All All All All
1SQ 10007 8.5.2

[SO 10008 All All All All All All All
IS0 10012 715

[SO/TR 10013 7.5

ISQ 10014 All All All All All All All
IS0 10015 7.2

ISO/TR 10017 6.1 7.1.5 9.1

ISO 10018 All All All All All All All
IS0 10019 8.4

[SO 19011 9.2

NOTIE
Internatianal Standard.

“All” indirates that all the subclauses in the specific clause of this International Standard are related to the other
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