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Foreword

ISo [the International organization for Standardization) is a worldwide federation of national standards
bodies (lSo member bodies). The work_of preparing International Standards is lormaiiy carried out
through IS0 technical committees. Each mem-ber body interested in a subject for which a technical
committee has been established has the right to be represented on that cornmittee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission [lEC) on a]l matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needecl for the
different types of ISO documents should be noted. This document was drafted in accorciance with the
editorial rules of the IS0/lEC Directives, part2 

[see www.iso.org/clirectives)

Attention is drawn to-the possibility that some of the elements of this document may be tle subject of
patent rights' ISO shall 

l1o! be held responsible for identifying any or all such pat"nt rights. Details of
anypatent rights identified during the development of the document will be in ihe Introluction and/or
on the ISo list of patent declarations received fsee www.iso.org/patents).

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 ISO specific terms ancl expressions related to confornrity assessment,
as well as information about ISO's adherence to the World Trade organization [WTO) principles i. the
Technical Barriers to Trade [TBT) see the following URL: www.iso.org/iso/foreworcl.himl.

The committee responsible for this document is Technical Committee ISO/TC 176, Quality manogement
and quality assurance, Subcommittee SC 2, Quality systems.

This fifth edition cancels and replaces the fburth edition (lSO 9001:2008J, which has been technically
revised, through the adoption of a revised clause seqllence and the adaptation of the revisecl qlality
}ln-agement principles and of new concepts. It also cancels and replaces the Techtrical Corrigenclum
IS0 9 001:20 0B / Cor.L:2O09.

O ISO 2015 - All rights reserved
V
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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 developmetlt initiatives.

The potential benefits to an organization of implementing a quality management system based on this

International Standard are:

a) the ability to consistently provide products and services that meet cllstomer and applicable

statutory and regulatory reqttirements;

b) facilitating opportunities to enhance customer satisfaction;

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

dl the ability to demonstrate conformity to specified quality 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:

uniformity in the structure of different quality Inanagement systems;

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

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

The quality 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

IPDCA) cycle and risk-based thinking.

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

The PDCA cycle enables an organization to ensure that its processes are adequately resourced ar-rd

managed, and that opportunities for improvement are determined and acted on.

Risk-based thinking enables an organization to determine the factors that could cause its processes and

its quality management system to deviate from the planned results, to put in place preventive controls

to minimize negative effects and to make maximum use of opportunities as they arise [see 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 objectirre, the

organization might find it necessary to 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 following verbal forms are used:

"shall" indicates a requirement;

"should" indicates a recommendation;

"rrray" indicates a perrnission;

"can" indicates a possibility or a capability.

Information marked as "N0TE" is for guidance in understanding or clarifying the associated reqttirement.

IS0 201-5 - All rights reservedvi
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0,2 Quality management principles

This International Standard is based on the quality management principles describecl in ISO 9000. The
descriptions include a statement of each principle, a rationale of why the principle is important fbr the
organization, son"Ie 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

0.3.1 Genei'al

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

Understanding and rnanaging interrelated processes as a system contributes to the organization's
effectiveness and efficiency in achieving its intended results. This approach enables the organization
to control the interrelationships and interdependencies among the processes of the system, so that the
overall performance of the organization can be enhanced.

The process approach involves the systematic definition and management of processes, and their
interactions, so as to achieve the intended results in accordance with the quality policy and strategic
direction of the organization. Management of the processes and the system as a whole can be achieved
using the PDCA cycle (see 0.3.2) with an overall focus on risk-based thinking [see 0.3.3) aimed at taking
advantage of opportunities and preventing undesirable results.

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

a] understanding and consistency in meeting requirements;

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

cJ the achievement of effective process performance;

dl improvement of processes based on evaluation of data and information.

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

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

0.3.2 Plan-Do-Check-Act cycle

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

NOTE Numbers in brackets ref'er to the clauses in this International Standard.

Figure 2 - Representation of the structure of this International Standard in the PDCA cycle
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The PDCA cycle can be briefly described as foliows:

Plan: establish the objectives ofthe 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;

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

Act:take actions to improve performance, as necessary.

0.3,3 Risk-based thinking

Risk-based thinking (see Clause A.4) is essential for achieving an effective quality management system,
The concept of risk-based thinking has been implicit in previous editions of this International Standard
including, for example, carrying out preventive action to eliminate potential nonconformities, analysing
any nonconformities that do occur, and taking action to prevent recurrence that is appropriate for the
effects of the nonconformity.

To conform to the requirements of this International Standard, an organization needs to plan and
implement actions to address risks and opportunities. Addressing both risks and opportunities
establishes a basis for increasing the effectiveness of the qr"rality management system, achieving
improved results and preventing negative effects.

Opportunities can arise as a result of 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 arnong its
Intemational Standards for management systems (see Clause A.1).

This International Standard enables an organization to use the process approach, coLrpled with the
PDCA cycle and risk-based thinking, to align or integrate its quality management system with the
requirements of oLher management system standards.

This International Standard relates to ISO 9000 and ISO 9004 as follows:

IS0 9000 Quality monogement systems - Fundamentals and vocabulary provides essential
background for the proper understanding and implementation of this International Standard;

ISO 9004 Managing for the sustained success of an organization - A quality management approach
provides guidance for organizations that choose to progress beyond the requirements of this
International Standard.

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 rnanagement, occupational liealth and safety managentent, or
financial management.

Sector-specific quality nlanagement system standards based on the requirements of this International
Standard have been developed for a nunrber of sectors. Some of these standarcls specify adclirional
quality management systent requirements, while others are limited to proviciing-guidance to the
application of this International standard within the particular sector.

O IS0 2015 - All rights reservecl
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A matrix showing the correlation between the clauses of this edition of this International Standard and

the previous edition (lSO 9001:2008) can be found on the ISO/TC 176/SC 2 open access web site at:

www. iso.or s / tc17 6 / sc02 /oubl ic.

ISO 2015 - All rights reservedx
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Quality management systems - Requirements

t Scope

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

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

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

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

N0TE 1 In this International Standard, the terms "product" or "service" only apply to products and service.s
intended for, or required by, a customer.

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

2 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.

IS0 9000:2015, Quality management systems - Fundamentals and vocabulary

3 Terms and definitions

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

4 Context of the organization

4.t Understanding the organization and its context

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

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

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

Understanding the extertral context can be facilitated lly considering issues arising lrorn legal,
ogical, competitive, market, cultural, social ancl economic environments, whether international, natioial,
.l or local.

NOTE 3 Understanding the internal context can be facilitated by consiclering issues relatecl to values, cultur-e,
knowledge and performance of the organization.

NOTE 1

NOTE 2

technol,

regiona

1O ISO 2015 - All rights reservecl
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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 cnstomer and applicable statutory and regulatory requirements, the organization
shall determine:

a) the interested 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 organization shall monitor 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 boundaries and applicability of t)re quality rnanagement system
to establish its scope.

When 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 ofthe 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 rnanagement systenl shall be available and be maintained as
documented information. The scope shall state the types of products and services covered, and provide
justification for any requirement of this International Standard that the organization determines is not
applicable to the scope of its quality management system.

Conformity to this International Standard may only be claimed if the requirements deterrnined as not
being applicable do not affect the organization's ability or responsibility to ensLlre the conformity of its
products and services and the enhancement of customer satisfaction.

4.4 Quality management system and its processes

4.4.L 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 organization shall determine the processes needed for the quality management system and their
application throughout the organization, and shall:

a) determine the inputs required and the outputs expected from these processes;

b) determine the sequence and interaction ofthese processes;

c) determine and apply the criteria and methods (including rnonitoring, measurements and related
performance indicators) needed to ensrrre the effective operation and control ofthese processes;

d) determine the resources needed for these processes and ensure their availability;

e) assign the responsibilities and anthorities for tltese processes;

0 address the risks and opportunities as determined in accordance with the requirements of 5.1;

g) evaluate these processes and implement any changes needed to ensure that these processes achieve

their intended results;

ISO 2015 - All rights reservecl2
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hl improve the processes and the quality management systent.

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.

5 Leadership

5.1.1 General

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

aJ taking accountability for the effectiveness of the quality management system;

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

0 ensnring the integration of the quality management systeni requirements into the organization's
business processes;

cl)

e)

0

promoting the use ofthe process approach and risk-based thinking;

ensuring that the resources needed for the quality management system are available;

communicating the importance of effective quality management and of conforming to the quality
management system requirements;

gl ensuring that the quality management system achieves its intended results;

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

il promotingimprovement;

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

NOTE Reference to "business" in this International Standard can be interpreted broadly to mean those
activities that are core to the purposes of the organization's existence, whether the organization is public, private,
for profit or not for profit.

5.L.2 Customer focus

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

a) customer and applicable statutory and regulatory requirements are cletermined, understoocl and
consistently met;

b) the risks and opportunities that can affect conformity ol proclucts and services and the ability to
enhance customer satisfaction are determined and addressecl;

c) the focus on enhancing custotner satisfaction is maintained.

1J
O ISO 2015 - AII rights reserved
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5.2 Policy

5.2.t Establishing the quality policy

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

a) is appropriate to the purpose and context ofthe organization and supports its strategic direction;

b) provides a framework for setting quality objectives;

c) includes a commitment to satisfy applicable requirements;

d) includes a cornmitment to continual improvement of the quality management systeln.

5.2.2 Communicating the quality policy

The quality policy shall:

a) be available and be maintained as documented inforrnation;

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

cJ 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 organization.

Top management shall assign the responsibility and authority for:

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

b) ensuring that the procesbes are delivering their intended outputs;

c) reporting on the performance of the quality management systenl and on opportunities for
improvement [see 10.1), in particular to top managemenU

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

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

6 Planning

6.L Actions to address risks and opportunities

6.1.L When planning for the quality managemerlt system, the organization shall consider the issues

referred to in 4.L and the requirements referred to in 4.2 and determine the risks and opportunities that

need to be addressed to:

a)

b)

c)

d)

give assurance that the quality management system can achieve its intended result[sJ;

enhance desirable effects;

prevent, or redttce, rtndesired effects;

achieve improvement.

4 ISO 2015 - All rights rcscrved
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6.L.2 The organization shall plan:

a) actions to address these risks and opportunities;

b) howto:

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

2) evaluate the effectiveness ofthese actions.

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

NOTE 1 Options to address risks can include avoiding risk, taking risk in orcler to pursue an opportunity,
eliminating the risk source, changing the likelihood or consequences, sharing the risk, or .etulning risk by
informed decision.

NOTE 2 Opportunities can Iead to the adoption of new practices, launching new products, opening new
markets, addressing new customers, br"rilding partnerships, using new technology ancl otirer desirabl-e anci viable
possibilities to address the organization's or its customers' needs.

6.2 Quality obiectives and planning to achieve them

6,?.1 The organization shall establish quality objectives at relevant functions, levels and processes
needed for the quality management system.

The quality objectives shall:

a) be consistent with the quality policy;

b) be measurable;

O take into account applicable requirements; 
:

cl) be relevant to conformity of products.ancl services and to enhancement of customer satisfactiop.

eJ be monitored;

0 be communicated;

g) be updated as appropriate.

The organization shallmaintain documented information on the quality objectives.

6.2.2 When planning how to achieve its qr-rality objectives, the organization shall determine:

al what will be done;

b) what resources will be required;

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 cSanges
shall be carried out in a planned manner [see 4.4).

5
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The organization shall consider:

a) the purpose ofthe changes and their potential consequences;

b) the integrity of the qr.rality management system;

cJ the availability ofresources;

d) the allocation or reallocation of responsibilities and authorities,

7 Support

7.L Resources

7,1.L General

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

The organization shall consider:

a) the capabilities of, and constraints on, existing internal resources;

bl what needs to be obtained from external providers.

7.1.2 People

The organization shall determine and provide the persons necessary for the effective implementation
of its quality management system and for the operation and control of its processes.

7,L.3 Infrastructure

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

NOTE Infrastructure can include:

aj buildings and associated utilities;

b) equipment, including hardware and software;

c) transportation resources;

d) information and communication technology.

7,L,4 Environment for the operation of processes

The organization shall determine, provide and maintain the environment necessary for the operation
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 protectiveJ;

c) physical (e.g. temperature, heat, humidity,liglrt, airflow, Iiygiene, noiseJ.

These factors can differ substantially depending on the products and services provided.

6 ISO 2015 - All rights reservecl
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7.L,5 Monitoring and measuring resources

7.l.S.L General

The organization shall determine and provide the resources needed to ensure valid and reliable
results when monitoring or measttring 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 undertaken;

b) are maintained to ensure their continuing fitness for their purpose.

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

7.L,5.2 Measurementtraceability

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

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

b) identified in order to determine their status;

c) safeguarded from adjustments, damage or deterioration [hat would invalidate the calibration
status and subsequent measurement results.

The organization shall deterrnine if the validity of previous measurement results has been aclversely
affected when measuring equipment is found to be unfit for its intended purpose, anci shall tal<e
appropriate action as necessary.

7.L.6 Organizationalknowledge

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

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

W\"1 addressing changing needs and trends, the organization shall consider its current l<nowledge
and determine how to acqtrire or access any necessary additional I<nowledge and requirecl updates.

NOTE 1 organizational knowleclge is knowleclge specific to the organization; it is generally gainecl by
experience. It is information that is used and shared to jchieve the organiiation,s objectives.

NOTE 2 Organizational knowledge can be based on:

a] itrternal sources. (e.g' intellectual property; knowledge gained from experience; lessons learnecl frourfailures and successful projects; capturing and sharlng undoiuriented knowledge and experience; the results ofimprovements in processes, products and servicesJ;

b) external sources [e.g' standarcls; acaclemia; conf'erences; gathering knowledge from customers orexternal providers).

t-;
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7.2 Competence

The organization shall:

aJ determine the necessary competence of person[s) doing work under its control that affects the

performance and effectiveness of the quality lnanagement systeln;

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

experience;

c) where applicable, take actions to acquire the necessary competerlce, and evalttate the effectiveness

ofthe actions taken;

d) retain appropriate documented information as evidence of competence.

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

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

7.3 Awareness

The organization shall ensure that persons doing work under the organization's control are aware of:

a) the quality policy;

b) relevant quality objectives;

c) their contribution to the effectiveness of the quality management system, including the benefits of
improved performance;

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

7.4 Communication

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

aJ on what it will communicate;

b) when to communicate;

4 with whom to communicate;

d) how to communicate;

e) who communicates.

7.5 Documented information

7.5.1 General

The organization's quality management system shall include:

aJ clocumented information reqtrired 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 systeln can differ front <lne

organization to another due to:

- the size oforganization ancl its type ofactivities, processes, products and services;

ISO 2015 - All rights rcserved
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- the complexity of processes and their interactions;

- the competence ofpersons.

7.5.2 Creating and updating

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

a) identification and description [e.g. a tit]e, date, author, or reference number);

b) format [e.g.language, software version, graphics) ancl media [e.g. paper, electronic);

c) review and approval for suitability and aclequacy.

7.5.3 Control of documented information

7.5.3.L Documented information required by the quality management system and by this International
Standard shall be controlled to ensure:

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

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

7.5'3.2 For the control of documented information, the organization shall address the following
activities, as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including preservation of legibility;

c) control ofchanges [e.g. version control);

d) retention and disposition.

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

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

NOTE Access can imply a decision regardingthe permission to view the documented information only, or
the permission and authority to view and change the clocumented information.

B Operation

8.1 Operational planning and control

The organization shall plan, implement and control the processes [see 4.4) neeclecl to meet the
requirements for the provision of products ancl services, and to implement the actions determined in
Clause 6, by:

a) determining the requirements for the proclucts and services;

bl establishing criteria for:

1) the processes;

2) the acceptance ofproducts and services;

c) determining the resources needed to achieve conformity to the procluct and service requirenrents;

O IS0 2015 - All rights reserved g
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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:

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

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

The output of this planning shall be suitable for the organi.zation's operations.

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

taking action to rnitigate 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 Customercommunication

Communication with customers shall include:

a) providing information relating to products and services;

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

c) obtaining customer feedback relating to products and services, including customer complaints;

d) handling or controlling customer property;

e) establishing specific requirements for contingency actions, 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, the
organization shall ensure that:

aJ the requirements for the products and services are defined, including:

1) any applicable statutory and regulatory requirements;

2) those considered necessary by the organization;

b) the organization can meet the claims for the products and services it offers.

8.2.3 Review of the requirements for products and services

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

a) requirements specified by the customer, including tl-re 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 requirenrents differing from those previously expressed.

10 ISO 2015 - All lights reserved
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The organization shall ensure that contract or order requirements differing from those previously
defined are resolved.

The custotner'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.

4,2,3.2 The organization shall retain documented information, as applicabre:

a) on the results of the review;

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

8.2.4 Changes to requirements for products and services

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

8.3 Design and development of products and services

8.3.1 General

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

8.3.2 Design and development planning

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

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

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

c) the required design and development verification and validation activities;

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

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

0 the need to control interfaces between persons involved in the design ancl development process;

gl the need for involvement of customers and users in the design and clevelopment process;

h) the requirements for subsequent provision of products and services;

D the level of control expected for the design and developnrent process by customers and other
relevant interested parties;

j) the documented information needed to demonstrate that design ancl 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:

aj functional and performance requirenlents;

O ISO 2015 - All rights reserved
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bl 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 offailure due to the nature ofthe products and services.

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

Conflicting design and development inputs shall be resolved.

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

8.3.4 Design and development controls

The organization shall apply controls to the design and development process to ensure that:

a) the results to be achieved are defined;

b) reviews are conducted to evaluate the ability of the results of design and developrnent to meet

requirements;

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

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

4 any necessary actions are taken on problems determined during the reviews, or verification and

validation activities;

0 documented information of these activities is retained.

NOTE Design and" development reviews, verification and validation have distinct purposes. They can be

conducted separately or in any combination, as is suitable fbr the proclucts and services ol the organization.

8.3.5 Design and development outputs

The organization shall ensure that design and development outputs:

a) meet the input requirements;

b) are adequate for the subsequent processes for the provision ofproducts and services;

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

d) specify the characteristics ofthe products and services that are essential for their intended purpose

and their safe and proper provision.

The organization shall retain documented information on design and development outputs.

8.3.6 Design and development changes

The organization shall iclentify, review and control changes made during, or strbsequent to, the clesign

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:

4 design and development changes;

b) the results of reviews;
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c) the authorizatior-t 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 provicled processes, products and services conform to
requirements.

The organization shall deterrnine the controls to be applied to externally provided processes, products
and services when:

aJ products and services from external providers are intended for incorporation into the organization's
own products and services;

bl products and services are provided directly to the customer(sJ by external providers on behalf of
the organization;

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

The organization shall determine and apply criteria for the evaluation; selection, mopitoring of
performance, and re-evaluation of external providers, based on their ability to provide p.o..rru! o.
products and services in accordance with requirements. The organization'shail retain documented
information of these activities and any necessary actions arising frorn the evaluations.

8.4.2 Type and extent of control

The organization shall ensure that externally provided processes, products and services clo not
adversely affect the organization's ability to consistently deliver confoiming products anci services to
its customers.

The organization shall:

a) enstlre that extertrally provided processes remain within the control of its quality management
system;

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

cl take into consideration:

1l the potential impact of the externally provided processes, products and services on the
organization's ability to consistently meet customer and appliiable statutory ancl regulatory
requirernents;

2) the effectiveness ofthe 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 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 providecl;

O IS0 2015 - All rights reservecl 
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cl

d)

e)

0

the approval of:

1,) products and services;

2) methods, processes and equipment;

3l the release ofproducts and services;

competence, including any required qualification.of persons;

the external proviclers' interactions with the organization;

control and monitoring of the external providers' performance to be appliecl Uy tf,. organization;

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

8.5 Production and service provision

8.5.1 Control of production and service provision

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

Controlled conditions shall include, as applicable:

a) the availability of documented information that defines:

L) the characteristics ofthe products to be produced, the services to be provided, or the activities
to be performed;

2) the results to be achieved;

bl the availability and use of suitable monitoring and measuring resources;

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

d) the use of suitable infrastructure and environment for the operation of processes;

e) the appointment of competent persons, including any required qualification;

0 the validation, and periodic revalidation, of the ability to achieve planned results of the processes

for production and service provision, where the resulting output cannot be verified by subsequent
monitoring or measurement;

g) the implementation of actions to prevent human error;

h) the irnplementation 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 rnonitoring and measurenlent

requirements throughor"rt 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.

t4 ISO 2015 - All rights reserved
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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
it is under the organization's control or being used by the orglnization.

The organization shall identify, verify, protect and safeguarcl customers' or external proviclers, 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
documented information on what has occuried.

NoTE A custotner's or external provider's property can include materials, components, tools and equiprnent,
premises, intellectual property and personal data.

8.5.4 Preservation

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

N0TE Preservation can include identification,
transmission or transportation, and protection.

handling, contamination control, packaging, storage,

8.5.5 Post-deliveryactivities

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

In determining the extent of post-delivery activities that are required, the organization shall consider:

4 statLltory and regulatory requirements;

b) the potential undesired consequences associated with its products ancl services;

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

dl customerrequirements;

eJ customer feedback.

NoTE Post-delivery activities can include actions under warr-anty provisions, contractual obligations sgch
as maintenance services, and supplementary services such as recycling or final disposal.

8.5.6 Control of changes

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

The organization shall retain documented information describing the results of the review of changes,
the person[sJ allthorizing the change, and any necessary actions ,rising from the review.

8.6 Release of products and services

The organization shall implement plannecl arrangements, a[ appropriate stages, to verify that theproduct and service requirements hive been met.

The release of products and services to the customer shall not proceed until the planned arrangemelts
have been satisfactorily completecl, unless otherwise approved by a relevant authority ancl, asapplicable, by the customer.

O ISO 2015 - All rights reserved
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The organization shall retain documented inforrnation 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.ofnonconformingoutputs

8.7.1 The organization shall ensure that outputs that do not conform to their requirements are

identified and controlled to prevent their unintended use or delivery.

The organization shall take appropriate action based on the nature of the nonconformity and its effect
on the conformity of products and services. This shall also apply to nonconforming products and

services detected after delivery ofproducts, during or after the provision ofservices.

The organization shall deal with nonconfonning olltputs in one or rnore of the following ways:

a) correction;

b) segregation, containment, return or suspension ofprovision ofproducts and services;

c) informing the customer;

d) obtaining authorization for acceptance under concession

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

8.7.2 The organization shall retain documented information thatr

a) describes the nonconformity;

c] describes any concessions obtained;

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

9 Performance evaluation

9.L Monitoring, measurement, analysis and evaluation

9.L.L General

The organization shall determine:

a) what needs to be monitored and measured;

b) tlie methods for monitoring, measurement, analysis and evaluation needed to ensure valid results;

c) when the monitoring and measuring shall be performed;

dl when the results from monitoring and measurement shall be analysed and evaluated.

The organization shall evaluate the performance and the effectiveness of the quality managemelrt system,

The organization shall retain appropriate documented information as evidence of the results.
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9.L.2 Customersatisfaction

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

N0TE- Examples of monitoring customer perceptions can include customer surveys, custourer feedback
on delivered products and services, meetings with customers, market-share analysis, compliments, warranty
claims and dealer reports.

9.1.3 Analysis and evaluation

The organization shallanalyse and evaluate appropriate data and infonnation arising from monitori,g
and measurement.

The results of analysis shall be used to evaluate:

aJ conformity of products and services;

b) the degree of customer satisfaction;

cJ the performance and effectiveness of the quality management system;

d) if planning has been implemented effectively;

e) the effectiveness ofactions taken to address risks and opportunities;

0 the performance of external providers;

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

NorE Methods to analyse data can include statistical techniques.

g.2 Internal audit

9.?.7 The organization shall conduct internal audits at planned intervals to provide information on
whether the quality management system:

a) conforms to:

1) the organization's own requirements for its quality management system;

2) the requirements of this International Stanclard;

bl is effectively implemented and maintained.

9.2.2 The organization shall:

aJ plan, establish, irnplement and maintain an audit programme[s) including the frequency, methods,
responsibilities,_planning requirements and repbrti-ng, which shall take into consideration the
importance of the processes concerned, changls afreiting the organization, and the results ofprevious audits;

b) clefine the audit criteria ancl scope for each audit;

c) select auditors and conduct audits to ensure objectivity and the impartiality of the audit process;

d) enstlre that the resuits of the audits are reported to relevant managernent;

e) take appropriate correction and corrective actions without undue delay;
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0 retain documented information as evidence of the inrplementation of the audit programme and the
audit results.

NOTE See ISO 19011 forguidance.

9.3 Management review

9.3.1 General

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

9,3.2 Management review inputs

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

a) the status of actions from previous management reviews;

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

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

6l audit results;

7) the performance of external providers;

d) the adequacy ofresources;

e) the effectiveness of actions taken to address risks and opportunities [see 6J);

0 opportunities for improvement.

9.3.3 Management review outputs

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

a) opportunities for improvement;

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

c) resource needs.

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

a) improving products and services to meet requirements as well as to address future neecls and
expectations;

b) correcting, preventing or reducing undesired effects;

c) improving the performance and effectiveness of the quality management system.

}OTF Examples of improvement can include correction, corrective action, continual improvement,
breakthrough change, innovation and re-organization.

10.2 Nonconformity and corrective action

LO,2.l When a nonconformity occurs, including any arising from complaints, the organization shall:

aJ react to the nonconformity and, as applicable:

1) take action to control and correct it;

2) dealwith the consequences;

b) evaluate the need for action to elirninate the cause[sJ of the nonconfornrity, in orcler that it cloes not
recur or occur elsewhere, by:

1) reviewing and analysing the nonconformity;

2) determining the caises of the nonconformity;

3) determining if similar nonconformities exist, or could potentially occur;

cJ implement any action needed;

d) review the effectiveness of any corrective action taken;

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

0 make changes to the quality management system, if necessary.

Corrective actions shall be appropriate to the effects of the nonconformities encountered.

10.2.2 The organization shallretain documented information as evidence of:

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

b) the results ofany corrective action.

10.3 Continual improvement

The organization shall continually improve the suitability, aclequacy and effectiveness of the qualitymanagement system.
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The organization shall consider the results of analysis and evaluation, and the outputs from
nlanagement 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
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A.1 Structure and terminology

The clause structure 
- 
[i.e. clause sequence) and some of the terrninology of this edition of this

Internatiot.talstandard, in comparisonwith the previous edition (lSO 900i;i0OBJ, have been chanled
to improve alignment with other management systems standarcls.

The.re is no requirement in this International Standard for its structure and terminology to be applied
to tlte documented information of an organization's quality management system.

The structure of clauses is intended to provide a coherent presentation of requirements, rather than a
model for documenting an organization s policies, objectives and processes. Tie stnlcture ancl content
of documented information related to a quality *rnrge*.nt system can often be more relevant to its
users if it relates to both the processes operaied by the organization and ir:formation maintained for
other purposes.

There is no requirement for the terms used by an organization to be replaced by the terms Lrsed in tliis
lnternational standard.to specify quality management system requirements. 0iganizations can clroose
to use terms which suit their operations [e.g. using "records", "documentationi or ,,protocols,, 

raiher
than "documented informatiol'j o. "suppliei', "parlner" or "vendor" rather than,,exter..al provider,,J.
Table A'1 shows the major differences in terminology between this edition of this lnternational
Standard and the previous edition.

Table A.1 - Maior differences in termirrology between ISo 9001:2008 and ISo 9001:201S

4.2 Products and services

ISo 9001;2008 used the term "product" to include all output categories. This edition of this lnter.ationalStandard uses "products and services"- "Proclucts and seivices" include all oLrtput categories [harclware,services, software and processed materialsJ.

ISO 9001:2008 ISO 9001:2015
Products Products atrd services
Exclusions

[See Clause A.5 for clarification of

Not used

applicability)
Management representative Not used

(Sirnilar responsibilities and authorities are assigneci
but no requirement for a single management repre_
sentativeJ

Documentation, quality manual, documented pro_
cedures, records

Documented inforrnation

Work environment Environmeut for the operation ofprocesses
Monitori ng and measurin g equlpment Monitoring and nteasuri ng resources
Purchased product Externally ded products and services
Su lier External provider
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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 i.ntangible product can have some associated service or a service can have sonle
associated tangible or intangible product.

A.3 Understanding the needs and expectations of interested parties

Sr,rbclause 4.2 specifies requirements for the organization to determine the interested parties that
are relevant to the quality management system and the requirements of those interested parties.
However, 4.2 does not imply extension of quality managernent systern requirements beyond the scope
of this International Standard. As stated in the scope, this International Standard is applicable where
an organization needs to demonstrate its ability to consistently provide products and services that
meet customer and applicable statutory and regulatory requirenrents, and aims to enhance customer
satisfaction.

There is no requirement in this International Standard for the organization to consider interested
parties where it has decided that those parties are not relevant to its quality management system. It is
for the organization to decide if a particular requirernent of a relevant interested party is relevant to its
quality management system.

A.4 Risk-basedthinking

The concept of risk-based thinking has been implicit in previous editions of this International Standard,
e.g. through requirements for planning, review and improvement. This International Standard
specifies requirements for the organization to understand its context fsee 4It) and determine risks as
a basis for planning (see 6,1). This represents the application of risk-based thinking to planning and
implementing quality management system processes [see 4:!) and will assist in determining the extent
of documented information.

One of the key purposes of a quality management system is to act as a preventive tool. Consequently,
this International Standard does not have a separate clause or subclause on preven[ive action. The
concept of preventive action is expressed through the use of risk-based thinl<ing in formulating quality
management system requirements.

The risk-based thinking applied in this International Standard has enabled some reduction in
prescriptive requirements and their replacement by performance-based requirements. There is greater
flexibility than in IS0 9001:2008 in the requirements for processes, documented information and

organizational responsibilities.

Although 6.1 specifies that the organization shall plan actions to address risks, there is no requirement
for formal methods for risk management or a documented risk management process. 0rganizatiolls can

decide whether or not to develop a more extensive risk managemerlt 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 rnanagement systern 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 satne 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 docttmented

information as evidence of its determination of risks.
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A.5 Applicability

This International Standard does not refer to "exclusions" in relation to the applicability of itsrequirements to the organization's quality- management system. However, an organization can reviewthe applicability of requirements dtie to ihe size"or comilexity of the organization, the managemenrmodelit adopts, the range of the organization's activities ana trre nature oitr," risks and opportunitiesit encounters.

The requirements for. applicability are addressed in 4.3, which defines conditions under which anorganization can decide that a requirement cannot ue appiiea to 3ny of the pro..rr", within the scope
of its quality management system. The organization .rn bnty decide ihrt , ..iri....nt is not applicable
if its decision will not result in failure to ichieve conformity of products and iervices.

A.6 Documented information

As-part of th,e alignment with other management system standards, a comrlon clause on 
,,documentecl

information" has been adopted without significant change or addition [see ZlJ. where .pp.opiirt",
text elsewhere in this International stanclird has been aiignecl with its reqri..,r-,.rtr. consequently,
"documented information" is used for all document requirements.

Where ISo 9001:2008 used specific terminology such as "document" or "documented procedures,,,"quality manual" or "quality plan", this edition of tnis International Standard defines requirements to"maintain documented information',.

Where ISo 9001:2008 used the term "records" to denote documents needed to provide evidence
of-conformity with requiremettts, this is now expressed as a requirement to "retain doctrmented
information"' The organization is responsible for determining what documented information needs to
be retained, the period of time for which it is to be retained and the media to be used for its retention.

A requirement to "maintain" documented information does not exclude the possibility that the
organization might also need to "retain" that same documented information for a particular purpose,
e.g. to retain previous versions of it.

Where this International Standard refers to "information" rather than "documentecl information,, (e.g. in
4'1: "The organization shall monitor and review the information about these external and internai issues,,),
there is no requirement that this information is to be documented. In such situations, the organizatio,
can decide whether or not it is necessary or appropriate to maintain documented information.

4.7 Organizational knowledge

ln 7'L'6' this International standard addresses the need to determine ancl manage the knowledgemaintained by the organization, to ensllre the operation of its processes and tliat it can achieveconformity of products and services.

Requirements regarding organizational knowledge were introduced for the purpose of:

a) safeguarding the organization from loss of knowledge, e.g.

through staff turnover;

failure to capture and share information;

bl encouraging the organization to acquire knowledge, e.g.

learning from experience;

mentoring;

benchmarking.

O ISO 2015 - All rights reservecl
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A.B Control of externally provided processes, products and services

AII forms of externally provided processes, prodLtcts and services are addressed in 8.4, e.g. whether

through:

aJ purchasing from a supplier;

b) an arrangement with an associate company;

c) outsourcing processes to an external provider.

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

The controls required for external provision can vary widely depending on the nature of the processes,

products and services. The organization can apply risl<-based thinking to determine the type and extent

of controls appropriate to particular external providers and externally provided processes, prodttcts

and services.
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Annex B

[informativeJ

Other International Standards on quality management and quality
management systems developed by ISO/TC LT 6

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 for organizations that choose to progress beyoncl its requirentents. Guidance or requiiements
contained in the documents listed in this annex do not adcl to, or modify, the requiremeirts of this
International Standard.

Table 8.1 shows the
International Standard

relationship between these standards and the relevant clauses of this

This annex does not include reference to the sector-specific quality management system standards
developed by ISO/TC 176.

This International Standard is one ofthe three core standards developed by ISO/TC 176.

IS0 9000 Quality management systems - Fundamentals and vocabulary provides an essential
background for the proper understanding and implemenLation of this International Standard.
The quality management principles are described in detail in ISO 9000 and have been taken into
consideration during the development of this lnternational Standard. These principles are not
requirements in themselves, but they form the foundation of the requirementi specifiea by this
International Standard. ISO 9000 also defines the terms, definitions and .on..ptr used in this
International Standard.

IS0 9001 [this International Standard) specifies requirements aimed primarily atgiving confidence in
the products and services provided by an organization and thereby eirhancing c,.,itoprer satisfactio,.
Its proper implementation can also be expected to bring othei organizational benefits, such as
improved internal communication, better understanding and control of tne organization's processes.

IS0 9004 Managing for the sustained success of an organization 
- A quality management approach

provides guidance for organizations that ctroose to progress beyond the requirementj of this
International Standard, to address a broader range of topics that can lead to improvement of the
organization's overall performance.-lSO 9004 includes guidance on a self-assessment rnethodology
for an organization to be able to evaluate the Ievel of miturity of its quality rnanagemenr system.

The International Standards outlinecl below can provide assistance to organizations when they are
establishing or seeking to improve their quality -anrg"-ent systems, their p"rocesses or their activities.

Iso 10001 Quality management 
- Customer satisfdction 

- Guidelines for codes of conduct fororganizations provides guidance to an organization in determining that its custonrer satisfaction
provisions meet customer needs and expectations. Its use can enhance customer confidence in an
organization and improve custorner understanding of what to expect from an organizatiop, lhereby
reducing the likelihood of misunderstandings andlomplaints.

IS0 10002 Quality management 
- customer satisfaction 

- Guidelines for complaints handlingin organizafions provides guidance on the procesi of hanclling .ornptrints by iecognizing anci
addressing the needs and expectations of cbmplainants and r&olving any complaipts receivect.
IS0 10002 provides an open, effective and easy-to-use complaints prJcess, inclucling training ofpeople. It also provides guidance for small businesses.

IS0 10003 Quality managemettt 
- cust_onter sotisfaction 

- Guicletines for dispute resolution externalto organizafions provides guidance for effective ancl efficient external clispute resolution for
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product-related complaints. Dispute resolution gives an avenue of redress when organizations

io ,rot remedy a complaint inteinally. Most complaints can be resolved successfully within the

organization, withottt adversarial procedures.

IS0 10004 Quality mdnagement - Customer satisfoction - Guidelines for monitoring and measuring

provides grid.lir.r for a"ctions to enhance customer satisfaction and to determine opportunities for

i-p.or.ni.nt ofproducts, processes and attributes that are valued by customers. Such actions can

strengthen ctlstomer loyalty and help retain customers'

ISO 10005 Quatity manogement systems - Guidelines for quality p/ans provides guidance on

establishing and using qr"rtity plans as a means of relating reqttiremetlts of the process, prodttct,

project or contract, tJ work methods and practices that support product-realization' Benefits of

Lrtibtirt irg a quality plan are increased confictence that requirements will be met, that processes

are in control and the motivation that this can give to those involved'

IS0 10006 Quatity management systems - Guidelines for quality management in proiects is applicable

to projects i.o.nih. r*itt to large, from simple to complex, from an individual project to being part

of a portfolio of projects. ISO 10b06 is to be usecl by personnel Inanaging projects and who need to

.nrrr. that their oiganization is applying the practices contained in the IS0 quality management

system standards.

IS0 10007 Quality monogement systems - Guidelines for configuration management is to assist

organizationsapfityirg c6nfiguraiion management for the technical and administrative direction

ov[r the Iife cycie of"a prod'uct. Configttrition management can be used to meet the product

identification and traceability requirements specified in this International Standard.

ISO 10008 euatity manogement - Customer satisfaction - Guidelines for business-to-consumer

electronic commerce traniactions gives guidance on how organizations can implement an effective

and efficient business-to-consurier electronic comnterce transaction IBZC ECTJ system, and

thereby provide a basis for consumers to have increased confidence in B2C ECTs, enhance the ability

of orgalizations to satisfy consumers and help reduce cornplaints and disputes.

ISO 10012 Measurement monagement systems - Requirements for measurement processes and

measuring equipment provides'guidance for the management of measurement processes and

metrologlcal'confirmafion of meisuring equipment used to support and demonstrate compliance

with me[rological requirements. ISO 10012 provides quality management criteria for a measurement

management system to ensure metrological requirements are met.

ISO/TR 10013 Guidelines for quatity manogement system documentation provides guidelines for

the development and maintenance of the documentation necessary for a quality management

system. lSb/TR 10013 can be used to document managelnent systems other than those of the

I5O quality management system standards, e.g. envirottmental management systems and safety

management systems.

IS0 10014 Quality management - Guidelines for realizing financiql and economic benefits is addressed

to top managemenl. ft p"ro"iaes guidelines for realizing financial and economic benefits through the

application 6f quality management principles. It faciiitates application 
-of 

management principles

and selection of methods and tools that enable the sustainable success of an organization.

ISO 10015 Quality management- Guidelinesfor training provides guidelines to assist organizations

in addressing issues ..i"rt.d to training. Iso 10015 can be applied whenever gtridance is required

to interpret ieferences to "ectucation" ind "training" within the lS0 quality management system

standards. Any reference to "training" includes all types ofeducation and training'

ISO/TR 10017 Guidance on statistical techniques for lso 9001.:2000 explains statistical techniques

which follow from the variability that can bL obierved in the behaviour and results of processes,

even under conditions orappurent stability. statistical techniques allow better ttse of available data

to assist in decision -rf.i"g, and thereby help to continually improve the quality of products and

processes to achieve customer satisfaction'
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Table B'1 - Relationship between other Internationar standards
quality management systems and the clauses of this Inte
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ISo 10018 Quality management 
- Gui,clelines on people involvement and competence provicresguidelines which influence people involvemenr;l;;;;;,etence. A quariry management sysremdepends on the involvement. oi .o*p.tent people ancl ihe way that they are introcluced a.clintegrated into the organization. It is critical to deternrine, cleveiop ,na 

"urriirte 
tle k^owledge,skills, behaviour and work environment required.

ISo 10019 Guidelines.for.the se.lection of quality manogementsystem consultants and use of their servicesprovides guidance for the selection or quatity .r;;g;;;nl'system consulrants ancr the use of theirservices' It gives guidance on the p.o..r, r*.rrl,,li*g;h; competence of a quality managemertsystem consultant and provides confidence that ttle o.g"rniratiofs needs and expectatio,s for theconsultant's services will be met.

IS0 19011 Guidelines for auditing management systems provides guidance on the managenrent of anaudit progranime, on the plannlng aniconduc[ing or al audit of a management system, as wel ason the competence and evaluation of an auditor u,id u, ,uJit t.rnr. ISo 19011 is intended to apply toauditors' organizations implementing managernent systems, and organizations needing to conductaudits of management systems.

35
ISO 9001:2015[E)

on quality management anrl
rnational Standard

CIause in this International Standarrl
Other Interna-
tional Standard

4 5 6 B 9 10
rso 9000 Ail All Ail Ail Alt Au Ail
rso 9004 Ail AII AII All All Ail AII
ISO 10001

8.2.2,8.5.1 91)
IS0 10002

8.2.1, 9.1.2 10.2.1
rso 10003

9.7.2
IS0 10004

9.1.2,9.1.3
IS0 10005 5-3 6.1,6.2 Alt All 9-1 14.2
rso 10006 All Atl All All AIt All Ail
rso 10007 ora

O.J. L

IS0 10008 AII Alt A11 AtI All AII All
ISO 10012

7.1.5

ISO TR 10013 75
rsO 10014 AII Alt Ail All Alt AtI All
rso 10015

Z2
ISO TR 10017 6J- 7.7.5 9_L
rso 10018 AII AtI AII All All Ail AII
ISO 10019

&4
IS0 19011

9.2
'All" indicates that all the subclauses in the

ational Standard.
this International Standard are related to the other

specific clause of
NOTE
Intern
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