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National foreword

The adoption of the 1ISO Standard as a Malaysian Standard was recommended by the
Technical Committee on Quality Management and Quality Assurance - TC 2 on Quality
Systems under the authority of the Industry Standards Committee on Quality Management
and Quality Assurance.

This Malaysian Standard is identical with 1ISO 9001:2015, Quality management systems -
Requirements, published by the International Organization for Standardization (ISO).
However, for the purposes of this Malaysian Standard, the following apply: &

a) inthe source text, "this International Standard" should read "this %gﬁ%la%‘ Standard";

b)  the comma which is used as a decimal sign (if any), to read as%%gbmt and

c) reference to International Standards should be replacgbiﬁcorresponding Malaysian

Standards as follows:

Referenced International Standards Correspo Malaysian Standards

ISO 9000:2015, Quality ~management M%ﬁ% 9000:2015, Quality management
systems - Fundamentals and vocabulary . 5 - Fundamentals and vocabulary

This Malaysian Standard cancels and regif?s S 1SO 9001:2008, Quality management

systems - Requirements (First revision).

:Er” es not of itself confer immunity from legal

obligations. o, &

mi%entical standard i.e. a standard where the technical content,
«_;, ’translation) of a Malaysian Standard is exactly the same as in

NOTE. IDT on the front cover indicat
structure, and wording (or is an idel

iv © STANDARDS MALAYSIA 2015 - All rights reserved
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

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 needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directive }

%&%
Attention is drawn to the possibility that some of the elements of this @gnment may be the subject of
patent rights. ISO shall not be held responsible for identifying any o all Such patent rights. Details of
any patent rights identified during the development of the document w} ill be in the Introduction and/or

on the ISO list of patent declarations received (see www.iso.org ZQatent s).

Any trade name used in this document is information glven @}*ghe convenience of users and does not
constitute an endorsement. %@ %

re st
For an explanation on the meaning of ISO specific terms an e%presswns related to conformity assessment,

as well as information about 1SO’s adherence to the \@’f%ﬁd Trade Organization (WTO) principles in the
Technical Barriers to Trade (TBT) see the following, U@%ﬁ&wwmo org/iso/foreword.html.

The committee responsible for this documenkfi"’ﬁ‘”ﬁ‘%@hnlcal Committee ISO/TC 176, Quality management
and quality assurance, Subcommittee SC 2, QLIM;Q/ systems.

This fifth edition cancels and replaces thea‘fmeu*th edition (ISO 9001:2008), which has been technically
revised, through the adoption of a reVIgé {ause sequence and the adaptation of the revised quality
management prmc1ples and of new %&gzz@ ts. It also cancels and replaces the Technical Corrigendum

© STANDARDS MALAYSIA 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 development 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 customer and applicable
statutory and regulatory requirements;

b) facilitating opportunities to enhance customer satisfaction;
¢) addressing risks and opportunities associated with its context and objectivesi

‘

em requirements.

b,

d) the ability to demonstrate conformity to specified quality management

This International Standard can be used by internal and external parties,
¢

It is not the intent of this International Standard to imply the need fox???& :

. - . . 2
— uniformity in the structure of different quality management systéms;

— alignment of documentation to the clause structure of thj érnational Standard;

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

The quality management system requirementsggﬁgj%” ed in this International Standard are
complementary to requirements for products and ser ices.

This International Standard employs the procesﬁ%ﬁéﬁ%oach, which incorporates the Plan-Do-Check-Act
(PDCA) cycle and risk-based thinking. o I

The process approach enables an organigagi@%f% plan its processes and their interactions.

4
The PDCA cycle enables an organizag@?«%}% ensure that its processes are adequately resourced and

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

Risk-based thinking enables an orgar\ﬁzation to determine the factors that could cause its processes and
its quality management systemfgf%;g deviate from the planned results, to put in place preventive controls
to minimize negative effe%gs gﬁ‘“d@f‘b make maximum use of opportunities as they arise (see Clause A.4).
F

Consistently meeting reing ements and addressing future needs and expectations poses a challenge
for organizations in an incr%asingly dynamic and complex environment. To achieve this objective, 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;

— “may” indicates a permission;

— “can” indicates a possibility or a capability.

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

vi © STANDARDS MALAYSIA 2015 - All rights reserved
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0.2 Quality management principles

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

The quality management principles are:
— customer focus;
— leadership;

— engagement of people;

— process approach; 4
P oty \
R . o, W,
Improvement; &g% #
e, By,
. .. . Y
— evidence-based decision making; : §

— relationship management.
0.3 Process approach

0.3.1 General

This International Standard promotes the adop of a process approach when developing,
implementing and improving the effectiveness of a,( a?‘i%ty management system, to enhance customer
satisfaction by meeting customer requlrememg\ %}eaﬁc requirements considered essential to the
adoption of a process approach are included ify 4.4,

Ty
Understanding and managing mterrelate«d&\grocesses as a system contributes to the organization’s
effectiveness and efficiency in achlevm&l ritended results. This approach enables the organization
to control the interrelationships and4 I %pendenaes among the processes of the system, so that the
overall performance of the orgamza orircan be enhanced.

The process approach involves Systematic definition and management of processes, and their
interactions, so as to achleve th ended results in accordance with the quality policy and strategic
direction of the organizati n anagement 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 ghe 6 Ess approach in a quality management system enables:
a) understandmg aagd consistency in meeting requirements;

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

¢} the achievement of effective process performance;

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

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

© STANDARDS MALAYSIA 2015 - All rights reserved vii
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T : T .
| Starting point | | End point |
L boL i}
T

]
|
|

Sources of Inputs Activities Outputs Receivers of Outputs
|PREDECESSOR | : MATTER, I MATTER, } SUBSEQUENT :
EPROCESSES : : ENERGY I ENERGY | PROCESSES |
|e.g. at providers | | INFORMATION, | INFORMATION, } e.g. at customers :
| (internal or external) | le.g. in the | e.g.in the | (internal or external),|
|at customers, I !form of materials,} form of product, lat other relevant :
| at other relevant | | resources, 1 service, | interested parties i
!interested parties I | requirements } decision | |
L ] r i L !

Possible controls and
check points to monitor

and measure performance

Figure 1 — Schematic representation of the elements of a

0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be applied to all processes and to the q
Figure 2 illustrates how Clauses 4 to 10 can be grouped in rela

P]anﬁing i Leadership Performance

(5) evaluation

©

Improvement
(10)

NOTE Numbers in brackets refer to the clauses in this International Standard.

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

viii © STANDARDS MALAYSIA 2015 - All rights reserved
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The PDCA cycle can be briefly described as follows:

— Plan: establish the objectives of the system and its processes, and the resources needed to deliver
results in accordance with customers’ requirements and the organization’s policies, and identify
and address risks and opportunities;

— Do: implement what was planned;

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

— Act: take actions to improve performance, as necessary.
0.3.3 Risk-based thinking

Risk-based thinking (see Clause A.4) is essential for achieving an effective qality management system.
The concept of risk-based thinking has been implicit in previous edition%«f’“ fthis International Standard
including, for example, carrying out preventive action to eliminate potefitialnénconformities, analysing
any nonconformities that do occur, and taking action to prevent re »wgwce that is appropriate for the
effects of the nonconformity. C%g

o
To conform to the requirements of this International Stanqy@g@n organization needs to plan and
implement actions to address risks and opportunities. A%ﬁ?ssing both risks and opportunities
establishes a basis for increasing the effectiveness of thesquality management system, achieving

improved results and preventing negative effects. gf’%%"’

Opportunities can arise as a result of a situation, rable to achieving an intended result, for
example, a set of circumstances that allow the orgagiizatien to attract customers, develop new products
and services, reduce waste or improve produ%j&%, \ctions to address opportunities can also include
consideration of associated risks. Risk is theg?geg?*ect of uncertainty and any such uncertainty can have
positive or negative effects. A positive deviatiorrarising from a risk can provide an opportunity, but not

all positive effects of risk result in opport ﬁ"%g_es.
ggy\g%xgégg

ént'System standards

e

0.4 Relationship with other manage

the framework developed by ISO to improve alignment among its

This International Standard applie
ent systems (see Clause A.1).

International Standards for man %215@
%&\

This International Standard ¢ \ables an organization to use the process approach, coupled with the
PDCA cycle and risk-baséd "t linking, to align or integrate its quality management system with the
requirements of other management system standards.

This International Sta Ad d relates to ISO 9000 and ISO 9004 as follows:

— IS0 9000 QZI ity management systems — Fundamentals and vocabulary provides essential
background for the proper understanding and implementation of this International Standard;

— IS0 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 management, occupational health and safety management, or
financial management.

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

© STANDARDS MALAYSIA 2015 - All rights reserved ix
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A matrix showing the correlation between the clauses of this edition of this International Standard and
the previous edition (ISO 9001:2008) can be found on the ISO/TC 176/SC 2 open access web site at:

www.iso.org/tc176/sc02 /public.

© STANDARDS MALAYSIA 2015 - All rights reserved



MS ISO 9001:2015

Quality management systems — Requirements

1 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 apphcat of the system, including
processes for improvement of the system and the assurance o%g: grmlty to customer and
applicable statutory and regulatory requirements. § s@

All the requirements of this International Standard are generic and %ﬁntended to be applicable to any
organization, regardless of its type or size, or the products and %@rV1ces it provides.

NOTE1 In this International Standard, the terms “product” o %@me only apply to products and services
intended for, or required by, a customer. 'y o

NOTE 2  Statutory and regulatory requirements can be expfgs ed as legal requirements.

2 Normative references

The following documents, in whole or in pa"%’;t re 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 refere ‘%e&document (including any amendments) applies.

Qﬁ "AA
Y

m$ — Fundamentals and vocabulary

IS0 9000:2015, Quality management §

3 Terms and definitions

Y W,

For the purposes of this do “gmeﬁt the terms and definitions given in ISO 9000:2015 apply.

g

4.1 Understandi ng 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 quality
management system.

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

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

NOTE2 Understanding the external context can be facilitated by considering issues arising from legal,
technological, competitive, market, cultural, social and economic environments, whether international, national,

regional or local.

NOTE3  Understanding the internal context can be facilitated by considering issues related to values, culture,
knowledge and performance of the organization.

© STANDARDS MALAYSIA 2015 - All rights reserved 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 customer and applicable statutory and regulatory requirements, the organization
shall determine:

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

The 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 the quah;g’%nagement system
to establish its scope.

When determining this scope, the organization shall consider:

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

757
b) therequirements of relevant interested parties referred to in ﬂ;,ﬁ%m
(%0 )
¢} the products and services of the organization. "“‘j} =
»<>'°»\>

The organization shall apply all the requirements of this In tﬁ%tlonal Standard if they are applicable
within the determined scope of its quality management syﬁ

The scope of the organization’s quality managemeg{?@sfﬁn shall be available and be maintained as
documented information. The scope shall state the ty&%? of products and services covered, and provide
justification for any requirement of this Internatlgﬁ%] Standard that the organization determines is not
applicable to the scope of its quality managemegn‘% ystem

L 4
Conformity to this International Standard m%%’}%%mly be claimed if the requirements determined as not
being applicable do not affect the orgamgat@g%{% ability or responsibility to ensure the conformity of its
products and services and the enhancemangof customer satisfaction.
é’ J

4.4 Quality management sys%%% nd its processes

4.4,1 The organization shaLl”‘gestabllsh implement, maintain and continuaily improve a quality
management system, incly dl@g he processes needed and their interactions, in accordance with the
requirements of this Intesy tional 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 of these processes;

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

d) determine the resources needed for these processes and ensure their availability;
e} assign the responsibilities and authorities for these processes;
f) address the risks and opportunities as determined in accordance with the requirements of 6.1;

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

2 © STANDARDS MALAYSIA 2015 - All rights reserved
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h) improve the processes and the quality management system.

4.4.2 To the extent necessary, the organization shall:
a) maintain documented information to support the operation of its processes;

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

5 Leadership
5.1 Leadership and commitment

5.1.1 General

Top management shall demonstrate leadership and Commltmen’c’ With respect to the quality
management system by: %@

a) taking accountability for the effectiveness of the quality maﬁagement system;

b) ensuring that the quality policy and quality objectives é@;@estabhshed for the quality management
system and are compatible with the context and strate@ﬁ%ﬁ]rectmn of the organization;

c) ensuring the integration of the quality management /stem requirements into the organization’s
business processes;

d) promoting the use of the process approac
e) ensuring that the resources needed for th

f} communicating the 1mportance of §ff’ WQ’%ae quality management and of conforming to the quality

g) ensuring that the quality manag;&e??r%?lt system achieves its intended results;
’%

h) engaging, directing and s&“
management system; g %ix b

x»\%%

i) promoting 1mprovement N

j) supporting other ;ze” zant management roles to demonstrate their leadership as it applies to their
areas of respo "S}ﬁ}h&%’

NOTE Reference fo “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.

5.1.2 Customer focus

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

a) customer and applicable statutory and regulatory requirements are determined, understood and
consistently met;

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

¢) the focus on enhancing customer satisfaction is maintained.

© STANDARDS MALAYSIA 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 maintain a quality policy that:

a) isappropriate to the purpose and context of the 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 commitment to continual improvement of the quality management system.

5.2.2 Communicating the quality policy

&Q\
i%

*2

The quality policy shall:

a) be available and be maintained as documented information;

b) be communicated, understood and applied within the organizations

G @
c) beavailable to relevant interested parties, as appropriate. %

SHa
s %
S, E

5.3 Organizational roles, responsibilities and authorlﬁes

Top management shall ensure that the responsibilities and%%%tb}orltles for relevant roles are assigned,

communicated and understood within the organization., %,
£ e

Top management shall assign the responsibility andg‘a%gjorlty for:

&

a) ensuring that the quality management ¢ fs\gem conforms to the requirements of this

International Standard; A |
& ‘§ B W
b) ensuring that the processes are de}iver;’»r;%tsﬁeir intended outputs;

¥ o
¢} reporting on the performance off@ﬁ% quality management system and on opportunities for
improvement (see 10.1), in partlcgl f £0 top management;

%
d) ensuring the promotion of customer focus throughout the organization;

’%
e) ensuring that the integrit&af the quality management system is maintained when changes to the
quality management gfgséérf%are planned and implemented.

K

6.1 Actions to address risks and opportunities

6 Planning

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

a) give assurance that the quality management system can achieve its intended result(s);
b) enhance desirable effects;
c) 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 opportunities;

b) how to:
1) integrate and implement the actions into its quality management system processes (see 4.4);
2) evaluate the effectiveness of these actions.

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

NOTE1 Options to address risks can include avoiding risk, taking risk in order to pursue an opportunity,
eliminating the risk source, changing the likelihood or consequences, sharing the risk, or retaining risk by
informed decision. %

NOTE2  Opportunities can lead to the adoption of new practices, laun néw products, opening new
markets, addressing new customers, building partnerships, using new tech
possibilities to address the organization’s or its customers’ needs.

6.2 Quality objectives and planning to achieve them

6.2.1 The organization shall establish quality ob]ectlve {
needed for the quality management system.

The quality objectives shall:

a) be consistent with the quality policy;
b) be measurable;
J
d)
e) be monitored; %% 5
f) be communicated;

g) beupdated as approprla:@\

The organization shallm\%iptam documented information on the quality objectives.
C%*g\\? r ; &xﬁ%’

6.2.2 When p]am’ﬁ;ng how to achieve its quality objectives, the organization shall determine:
a) what will be done;

b) whatresources will be required;

¢) 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 changes
shall be carried out in a planned manner (see 4.4).

© STANDARDS MALAYSIA 2015 - All rights reserved 5



MS ISO 9001:2015

The organization shall consider:

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

c) the availability of resources;

d) the allocation or reallocation of responsibilities and authorities.

7 Support

7.1 Resources

7.1.1 General %f@%

o8

The organization shall determine and provide the resources need %r the establishment,
implementation, maintenance and continual improvement of the quahty ngn ement system.

The organization shall consider:

b) whatneeds to be obtained from external providers.

7.1.2 People %ﬁl

M,

%
The organization shall determine and prov1de the pﬁf*“ @%&necessary for the effective implementation
of its quality management system and for t {

7.1.3 Infrastructure

a) buildings and associated utilitiesf
b) equipment, including hardwar%md software;
P

¢) transportation resourceg g%‘”g

d) information and communi@ation technology.

7.1.4 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 protective);

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

These factors can differ substantially depending on the products and services provided.
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7.1.5 Monitoring and measuring resources

7.1.5.1 General

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

The organization shall ensure that the resources provided:
a) are suitable for the specific type of monitoring and measurement activities being 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. A

7.1.5.2 Measurement traceability

When measurement traceability is a requirement, or is conadere@by the organization to be an essential
part of providing confidence in the validity of measurement regt éfsﬁi‘ measuring equipment shall be:

a) calibrated or verified, or both, at specified intervals, or gﬂg §0 use, against measurement standards
traceable to international or national measurement sta ndards; when no such standards exist, the
basis used for calibration or verification shall be ret au;l,ed as documented information;

affected when measuring equlpment is’ i:%?m‘

&

appropriate action as necessary.

achieve conformity of prod’%&&@s and services.

This knowledge shall be*%rixg%glntamed and be made available to the extent necessary.

@

When addressm ﬁg&hg needs and trends, the organization shall consider its current knowledge
and determine h o acquire or access any necessary additional knowledge and required updates.

NOTE1 Organizational knowledge is knowledge specific to the organization; it is generally gained by
experience. It is information that is used and shared to achieve the organization’s objectives.

NOTE 2  Organizational knowledge can be based on:
a) internal sources (e.g. intellectual property; knowledge gained from experience; lessons learned from
failures and successful projects; capturing and sharing undocumented knowledge and experience; the results of

improvements in processes, products and services);

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

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

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

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

d) retain appropriate documented information as evidence of competence.

NOTE Applicable actions can include, for example, the provision of training to, t}le&rg ntoring of, or the re-
assignment of currently employed persons; or the hiring or contracting of competent persoHs.

%§
AN

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 magr
improved performance; %\

% 3

afiagement system requirements.

d) the implications of not conforming with the qua&gﬁ%

%

7.4 Communication

management system, including:

a} on what it will communicate;
b) when to communicate;
¢) with whom to communicate;
d) howto communicate;g

: L7
e) who communicates. %g%%

7.5 Documented information

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

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

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

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

— the competence of persons.

7.5.2 Creating and updating

When creating and updating documented information, the organization shall ensure appropriate:
a) identification and description (e.g. a title, date, author, or reference number);

b) format {e.g. language, software version, graphics) and media (e.g. paper, electronic);

¢) review and approval for suitability and adequacy.

7.5.3 Control of documented information 4

7.5.3.1 Documented information required by the quality managemen
Standard shall be controlled to ensure:

il and by this International

a) itisavailable and suitable for use, where and when it is needﬁd

2
proper use, or loss of integrity).

b) itisadequately protected (e.g. from loss of confidentiality, i

jrganization shall address the following
activities, as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including presg V‘r\A/ tion of legibility;
&,

¢) control of changes (e.g. version control}&

d} retention and disposition.

Documented information of exter igin determined by the organization to be necessary for the
planning and operation of the q ality management system shall be identified as appropriate, and
be controlled. '

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

y%?”
NOTE Access can 1rg~rpz¥ya decision regarding the permission to view the documented information only, or
the permission and aﬁthmgﬁl to view and change the documented information.

\?

R

8 Operation

8.1 Operational planning and control

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

a) determining the requirements for the products and services;
b) establishing criteria for:

1) the processes;

2) the acceptance of products and services;

¢} determining the resources needed to achieve conformity to the product and service requirements;
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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 organization’s operations.

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

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

8.2 Requirements for products and services %"‘&%

y%j;%
A
O

F

4

b} handling enquiries, contracts or orders, including changes; %ﬁj@
i e

8.2.1 Customer communication
Communication with customers shall include:

a) providing information relating to products and services;

c) obtaining customer feedback relating to products and sewi} s, including customer complaints;
3
d) handling or controlling customer property; &%E;%

ns, when relevant.

e) establishing specific requirements for continger

%
8.2.2 Determining the requirements for prodiiets and services

5

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

a)

b)
8.2.3 Review of the requirements for products and services

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

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

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

c) requirements specified by the organization;
d) statutory and regulatory requirements applicable to the products and services;

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

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

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

8.2.3.2 The organization shall retain documented information, as applicable:
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 %ﬁg%
Foo, W

The organization shall ensure that relevant documented mformaté;g‘ «is amended, and that relevant

persons are made aware of the changed requirements, when t}x% r'equn“emen’cs for products and

services are changed.
g"}’&

8.3 Design and development of products and servwaﬁig

W’%

8.3.1 General

The organization shall establish, implement and m@m’&%n a design and development process that is

appropriate to ensure the subsequent provision of%gducts and services.
b By

&

b) therequired process stages, ineluding applicable design and development reviews;

Né%@ipment verification and validation activities;
thorities involved in the design and development process;

¢) therequired design and.dé

d) the responsibilities and “

e) theinternal and

i

nal resource needs for the design and development of products and services;

ol Tnterfaces between persons involved in the design and development process;
iy
g) the need for involvement of customers and users in the design and development process;

f) theneedto ce

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

i) the level of control expected for the design and development process by customers and other
relevant interested parties;

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

8.3.3 Design and development inputs

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

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

¢} statutory and regulatory requirements;

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

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

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

g\

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

a) theresults to be achieved are defined;

b) reviews are conducted to evaluate the ability of the results of de@glgn‘ and development to meet
requirements; wﬁ%

\

evelopment outputs meet the

c) verification activities are conducted to ensure that the desigg‘
input requirements; 5

d) wvalidation activities are conducted to ensure that the x ’@% ing products and services meet the
requirements for the specified application or intendedﬁé‘%

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

i

f) documented information of these activities 1%‘3@1%(1

NOTE Design and development reviews, V@rl %on and validation have distinct purposes. They can be
conducted separately or in any combination, a i@ ble for the products and services of the organization.

8.3.5 Design and development outpf“ﬁ%@
The organization shall ensure tha&deﬁ%ﬁ and development outputs:
AN

a) meet the input requirements;

« :i%),&
(g
b) are adequate for the s bﬁg&%ent processes for the provision of products and services;

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

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

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

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

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

8.4.1 General

The organization shall ensure that externally provided processes, products and services conform to
requirements.

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

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

b) products and services are provided directly to the customer(s)}bé:;xternal providers on behalf of
the organization;

a( 7

¢) aprocess, or part of a process, is provided by an external &%der as a result of a decision by the
organization. R ﬁ

gt
The organization shall determine and apply criteria 5&@(3 evaluation, selection, monitoring of
performance, and re-evaluation of external prOVIders E»a,ged on their ability to provide processes or
products and services in accordance with requlr nts. The organization shall retain documented
information of these activities and any necessary a f\:&%amsmg from the evaluations.

Ve 0
4

y

its customers.
The organization shall:

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

b) define both the contrpls that it intends to apply to an external provider and those it intends to apply

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

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 Information for external providers

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

The organization shall communicate to external providers its requirements for:

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

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

external providers’ premises. %
g
8.5 Production and service provision g‘ “‘%&;\% ¢
&“‘”%:%
8.5.1 Control of production and service provision - N/
o M

The organization shall implement production and service provision wﬁygw%ontrolled conditions.

e

Controlled conditions shall include, as applicable:

“%
a) the availability of documented information that defines: &i;

1) the characteristics of the products to be produced, %e ervices to be provided, or the activities

to be performed;
2) theresults to be achieved;

b) the availability and use of suitable monitorin\k

¢} theimplementation of monitoring and n m yrement activities at appropriate stages to verify that
criteria for control of processes or, 0@3\%&1’6’5 and acceptance criteria for products and services,
have been met; N

4
d) the use of suitable 1nfrastruCtg;re\anﬁeenwronment for the operation of processes;
P
e) the appointment of competent é%‘%sons, including any required qualification;

N?’

f) the validation, and periodi \?%evahdatlon of the ability to achieve planned results of the processes
for production and se;s"i/lc‘gjqu ovision, where the resulting output cannot be verified by subsequent
monitoring or meaSU?«%rflent

g) theimplementation of actions to prevent human error;

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

8.5.2 Ildentification and traceability

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

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

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

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

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

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

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

8.5.4 Preservation @gw%

necessary to ensure conformity to requirements.

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

8.5.5 Post-delivery activities

The organization shall meet requirements for post i \fey activities associated with the products
and services. %@

% %
In determining the extent of post-delivery acﬁyw‘% Tas.that are required, the organization shall consider:
a) statutory and regulatory requirements; %
b) the potential undesired consequenc&@@:%si@ciated with its products and services;

c) thenature, use and intended lif ¢ of its products and services;

d) customer requirements;
e) customer feedback.

NOTE Post-delivery actlvmes can include actions under warranty provisions, contractual obligations such
as maintenance services, supplementary services such as recycling or final disposal.

8.5.6 Control of chaiiges

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(s) authorizing the change, and any necessary actions arising from the review.

8.6 Release of products and services

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

The release of products and services to the customer shall not proceed until the planned arrangements
have been satisfactorily completed, unless otherwise approved by a relevant authority and, as
applicable, by the customer.
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The organization shall retain documented information on the release of products and services. The
documented information shall include:

a) evidence of conformity with the acceptance criteria;

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

8.7.1 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 nonconfog’mmg products and
services detected after delivery of products, during or after the provision of sei N

The organization shall deal with nonconforming outputs in one or more of th ;‘\%*8@ i%’wmg ways:
'

;

a} correction;

& SR
b) segregation, containment, return or suspension of provision of pr §ﬂf§ts and services;

Y
¢) informing the customer; g0 e

&
d) obtaining authorization for acceptance under concession. S
@“@\%&

Conformity to the requirements shall be verified when no g{(\%@&mmg outputs are corrected.

8.7.2 The organization shall retain documented mﬁ@?r@%kmn that:

4

a) describes the nonconformity; @%

%@

b) describes the actions taken;

c) describes any concessions obtained; g&&
‘Q“

d) identifies the authority deciding theg%ﬁon in respect of the nonconformity.

A &%
9 Performance evaluatiof ™ B,
%ht, analysis and evaluation

9.1 Monitoring, measur
& o
7

9.1.1 General Y

The organization shall determine:

a) what needs to be monitored and measured;

b) the methods for monitoring, measurement, analysis and evaluation needed to ensure valid results;
¢) when the monitoring and measuring shall be performed;

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

The organization shall evaluate the performance and the effectiveness of the quality management system.

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

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

NOTE Examples of monitoring customer perceptions can include customer surveys, customer feedback

on delivered products and services, meetings with customers, market-share analysis, compliments, warranty
claims and dealer reports.

9.1.3 Analysis and evaluation

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

The results of analysis shall be used to evaluate: %f%&
W, &
P 4
a) conformity of products and services; ’@% e
g N
b) the degree of customer satisfaction; S
ro”
c) the performance and effectiveness of the quality manageg&@ﬁf@}ystem;
& Fa
§
d) ifplanning has been implemented effectively; & t%w
@‘@a”\ E
e) the effectiveness of actions taken to address risksﬁgﬁ@wé portunities;
f) the performance of external providers; ;%% %
iy,

g) the need for improvements to the qualitx@gﬁ?}ﬁf gement system.
&/
NOTE Methods to analyse data can includeit;t%tical techniques.
N

9.2 Internal audit

9.2.1 The organization shall C(}h@%«g%t“‘intemal audits at planned intervals to provide information on
whether the quality managemen yStem:

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

lemented and maintained.

b) is effectivelyi

9.2.2 The organization shall:

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

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

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

NOTE See ISO 19011 for guidance.
9.3 Management review

9.3.1 General

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 considera@@n: 4
a) the status of actions from previous management reviews; g%%
S
b) changesin external and internal issues that are relevant to the qua@i@%management system;
# 5

c) information on the performance and effectiveness of the qu%;?j%g;ﬁqanagement system, including

trends in: 0]

%, 8

1) customer satisfaction and feedback from relevant ing&q@%«@gd parties;
@M y ;

2) the extent to which quality objectives have been ‘%é%& %

3) process performance and conformity of pr%gjigis and services;

4‘) nonconformities and corrective actions; ) \’
e £

5} monitoring and measurement results;g“%
6) audit results;
7) the performance of external pr.

d) the adequacy of resources;

f) opportunities for impro
v
i,

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 needs and
expectations;

b) correcting, preventing or reducing undesired effects;
¢) improving the performance and effectiveness of the quality managemeﬁ% system.
By, Wity

NOTE Examples of improvement can include correction, correctivesa @ig%, continual improvement,
breakthrough change, innovation and re-organization.

10.2 Nonconformity and corrective action

10.2.1 When a nonconformity occurs, including any arisingé scomplaints, the organization shall:

a) reactto the nonconformity and, as applicable:
1) take action to control and correctit;
2) deal with the consequences;

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

i
1) reviewing and analysing the nofce;
2) determining the causes of

3) determining if similar ng1
2

¢) implement any action gaéd,

~H

d) review the effectiveness of any corrective action taken;
W,
%,

4

pp rtunities determined during planning, if necessary;

e) update risks and
f) make changes te.the quality management system, if necessary.

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

10.2.2 The organization shall retain documented information as evidence of:
a) the nature of the nonconformities and any subsequent actions taken;

b) the results of any corrective action.

10.3 Continual improvement

The organization shall continually improve the suitability, adequacy and effectiveness of the quality
management system.
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The organization shall consider the results of analysis and evaluation, and the outputs from

management review, to determine if there are needs or opportunities that shall be addressed as part of
continual improvement.
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Annex A
(informative)

Clarification of new structure, terminology and concepts

A.1 Structure and terminology

The clause structure (i.e. clause sequence) and some of the terminology of this edition of this
International Standard, in comparison with the previous edition (ISO 9001%?2008) have been changed

to improve alignment with other management systems standards. Y
o, %%

There is no requirement in this International Standard for its structuggég" 1)

nd f‘éermmology to be applied
to the documented information of an organization’s quality managema@&system

The structure of clauses is intended to provide a coherent presantatlon of requirements, rather than a
model for documenting an organization’s policies, objectives a;q%&? focesses. The structure and content
of documented information related to a quality managemenﬁi /$tem can often be more relevant to its
users if it relates to both the processes operated by the o gﬂﬁlzatlon and information maintained for

other purposes. =

G By
There is no requirement for the terms used by an organ %atlon to be replaced by the terms used in this
International Standard to specify quality managem; m‘system requirements. Organlzatlons can choose
to use terms which suit their operatlons (e.g..using¥records”, “documentation” or “protocols” rather
than “documented information”; or supphexﬁ "%artner or “vendor” rather than ’ external provider”).
Table A.1 shows the major differences in te?mmology between this edition of this International
Standard and the previous edition.

IS0 9001:2015

Products Products and services
Exclusions Not used

» (See Clause A.5 for clarification of applicability)
Management represeﬁﬁagﬁve Not used

(Similar responsibilities and authorities are assigned
but no requirement for a single management repre-
sentative)

Documentation, quality manual, documented pro-|Documented information
cedures, records

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

A.2 Products and services
IS0 9001:2008 used the term “product” to include all output categories. This edition of this International

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

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

A.3 Understanding the needs and expectations of interested parties

Subclause 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 management system requirem@nts beyond the scope
of this International Standard. As stated in the scope, this International Standar@ is’' applicable where
an organization needs to demonstrate its ability to consistently provide products and services that
meet customer and applicable statutory and regulatory requirements, an¢ aims to enhance customer
satisfaction.

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

S

A.4 Risk-based thinking @%Q~

The concept of risk-based thinking has been 1mpllc1t\1 revious editions of this International Standard,
e.g. through requirements for planning, rev1ew§an improvement. This International Standard
specifies requirements for the organization to urgi?gwg tand its context (see 4.1) 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 dsses (see 4.4) and will assist in determining the extent
of documented information.

2 "%\
One of the key purposes of a quality m §§§ement system is to act as a preventive tool. Consequently,
this International Standard doe tthave a separate clause or subclause on preventive action. The
concept of preventive action is ex*pr@ssed through the use of risk-based thinking in formulating quality
management system requiremepts.

The risk-based thinking paly
prescriptive requlrement‘% and their replacement by performance-based requirements. There is greater
flexibility than in ISO 9OBL2008 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. Organizations can
decide whether or not to develop a more extensive risk management methodology than is required by
this International Standard, e.g. through the application of other guidance or standards.

Not all the processes of a quality management system represent the same level of risk in terms of the
organization’s ability to meet its objectives, and the effects of uncertainty are not the same for all
organizations. Under the requirements of 6.1, the organization is responsible for its application of risk-
based thinking and the actions it takes to address risk, including whether or not to retain documented
information as evidence of its determination of risks.
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A.5 Applicability

This International Standard does not refer to “exclusions” in relation to the applicability of its
requirements to the organization’s quality 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 activities and the nature of the risks and opportunities
it encounters.

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

A.6 Documented information %
As part of the alignment with other management system standards, a gonix oh clause on “documented

information” has been adopted without significant change or addig@ isee 7.5). Where appropriate,
text elsewhere in this International Standard has been aligned with its requirements. Consequently,
“documented information” is used for all document requiremem@w B

R S

Where 1SO 9001:2008 used specific terminology such as “dofument” or “documented procedures”,
“quality manual” or “quality plan”, this edition of this Intepfiafiénal Standard defines requirements to
“maintain documented information”. @% L
.%%wg% . .
ehote documents needed to provide evidence

Where I1SO 9001:2008 used the term “records” to@f"

of conformity with requirements, this is now eg}ﬁg;%{%%;d as a requirement to “retain documented
information”. The organization is responsible for,d

mining what documented information needs to

Where this International Standard réfersto “information” rather than “documented information” (e.g. in
4.1: “The organization shall monito rfd review the information about these external and internal issues”),
there is no requirement that this jrifo

Sl

. NP ag & . N . :
can decide whether or not itds °T?’l%gés‘sary or appropriate to maintain documented information.

4‘
%,

,
A.7 Organizationalknowledge

%

In 7Z.1.6, this Inteégﬁ itferial Standard addresses the need to determine and manage the knowledge
maintained by th@“%‘iﬁ%rganization, to ensure the operation of its processes and that it can achieve
conformity 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;
b) encouraging the organization to acquire knowledge, e.g.

— learning from experience;

— mentoring;

— benchmarking.
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A.8 Control of externally provided processes, products and services

All forms of externally provided processes, products and services are addressed in 8.4, e.g. whether
through:

a) purchasing from a supplier;
b) anarrangement 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 risk-based thinking to deterp\ﬁg%@he type and extent
of controls appropriate to particular external providers and externally provi%@ kocesses, products
and services.
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Annex B
(informative)

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 for organizations that choose to progress beyond 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. %%%9

w, By 4
Table B.1 shows the relationship between these standards anduthe relevant clauses of this

International Standard. %1?% M
This annex does not include reference to the sector- spec1f1c Qsﬁfgty management system standards
developed by ISO/TC 176. 4

ol

This International Standard is one of the three core stan%%%?ﬁdeveloped by ISO/TC 176.

k-

— IS0 9000 Quality management systems — Fun ritals and vocabulary provides an essential
background for the proper understanding a mplementation of this International Standard.
The quality management principles are descrrbeé it detail in 1SO 9000 and have been taken into
consideration during the development g&fe&@internanonal Standard. These principles are not
requirements in themselves, but they form the foundation of the requirements specified by this
International Standard. ISO 9000 also, de%es the terms, definitions and concepts used in this
International Standard. ¢

— 1509001 (this International Stand:
the products and services proyi
Its proper implementation
improved internal communi

spec1fles requirements aimed primarily atgiving confidence in
¥y an organization and thereby enhancing customer satisfaction.
so be expected to bring other organizational benefits, such as
, better understanding and control of the organization’s processes.

— IS0 9004 Managing forthe sustained success of an organization — 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
orgamzatlon s gvel performance. ISO 9004 includes guidance on a self-assessment methodology
for an organiza Lené% be able to evaluate the level of maturity of its quality management system.

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

— IS0 10001 Quality management — Customer satisfaction — Guidelines for codes of conduct for
organizations provides guidance to an organization in determining that its customer satisfaction
provisions meet customer needs and expectations. Its use can enhance customer confidence in an
organization and improve customer understanding of what to expect from an organization, thereby
reducing the likelihood of misunderstandings and complaints.

— 1SO 10002 Quality management — Customer satisfaction — Guidelines for complaints handling
in organizations provides guidance on 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, effective and easy-to-use complaints process, including training of
people. It also provides guidance for small businesses.

— IS0 10003 Quality management — Customer satisfaction — Guidelines for dispute resolution external
to organizations provides guidance for effective and efficient external dispute resolution for
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product-related complaints. Dispute resolution gives an avenue of redress when organizations
do not remedy a complaint internally. Most complaints can be resolved successfully within the
organization, without adversarial procedures.

ISO 10004 Quality management — Customer satisfaction — Guidelines for monitoring and measuring
provides guidelines for actions to enhance customer satisfaction and to determine opportunities for
improvement of products, processes and attributes that are valued by customers. Such actions can
strengthen customer loyalty and help retain customers.

ISO 10005 Quality management systems — Guidelines for quality plans provides guidance on
establishing and using quality plans as a means of relating requirements of the process, product,
project or contract, to work methods and practices that support product realization. Benefits of
establishing a quality plan are increased confidence that requirements will be met, that processes
are in control and the motivation that this can give to those involved.

ISO 10006 Quality management systems — Guidelines for quality managemems fﬁ« xojects is applicable
to projects from the small to large, from simple to complex, from an 1nd1v1§°@% oject to being part
of a portfolio of projects. ISO 10006 is to be used by personnel managing &O]eCtS and who need to
ensure that their organization is applying the practices contained in theSO quality management

system standards. e
£

o
ISO 10007 Quality management systems — Guidelines for conf?[rﬁtwn management is to assist

organizations applying configuration management for the te chin) 1 and administrative direction
over the life cycle of a product. Configuration management -€an be used to meet the product
identification and traceability requirements specified in this.International Standard.

e

ISO 10008 Quality management — Customer satisfa -— Guidelines for business-to-consumer
electronic commerce transactions gives guidance on rganizations can implement an effective
and efficient business-to-consumer electronicg ferce transaction (B2C ECT) system, and
thereby provide a basis for consumers to have inctéased confidence in B2C ECTs, enhance the ability

of organizations to satisfy consumers and helpsgeduce complaints and disputes.

ISO 10012 Measurement management Sé&grw Requirements for measurement processes and
measuring equipment provides gu]danﬁg the management of measurement processes and
metrological confirmation of measu,mig ?&qulpment used to support and demonstrate compliance
withmetrological requirements. ISQ ,ﬁ?@aﬁ provides quality management criteria forameasurement

management system to ensure m %t;?fglcal requirements are met.
§ !

ISO/TR 10013 Gutdelmesfor‘%ﬁgézty management system documentation provides guidelines for
the development and mams;enance of the documentation necessary for a quality management
system. ISO/TR 10013 caﬁ‘“be used to document management systems other than those of the
ISO quality managemenésyfstem standards, e.g. environmental management systems and safety
management systents.#

ISO 10014 Quality mana;ement- Guidelines for realizing financial and economic benefits is addressed
to top management. It provides guidelines for realizing financial and economic benefits through the
application of quality management principles. It facilitates application of management principles
and selection of methods and tools that enable the sustainable success of an organization.

ISO 10015 Quality management — Guidelines for training provides guidelines to assist organizations
in addressing issues related to training. ISO 10015 can be applied whenever guidance is required
to interpret references to “education” and “training” within the ISO quality management system
standards. Any reference to “training” includes all types of education and training.

ISO/TR 10017 Guidance on statistical techniques for ISO 9001:2000 explains statistical techniques
which follow from the variability that can be observed in the behaviour and results of processes,
even under conditions of apparent stability. Statistical techniques allow better use of available data
to assist in decision making, and thereby help to continually improve the quality of products and
processes to achieve customer satisfaction.
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— IS0 10018 Quality management — Guidelines on people involvement and competence provides
guidelines which influence people involvement and competence. A quality management system
depends on the involvement of competent people and the way that they are introduced and
integrated into the organization. It is critical to determine, develop and evaluate the knowledge,
skills, behaviour and work environment required.

— 1S0 10019 Guidelines for the selection of quality management system consultants and use of their services
provides guidance for the selection 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 consultant and provides confidence that the organization’s needs and expectations for the
consultant’s services will be met.

— IS0 19011 Guidelines for auditing management systems provides guidance on the management of an
audit programme, on the planning and conducting of an audit of a management system, as well as
on the competence and evaluation of an auditor and an audit team. ISO 1%011 isintended to apply to
auditors, organizations implementing management systems, and orgaftizations needing to conduct
audits of management systems. &éi%@ ,g

%

Table B.1 — Relationship between other International Standards on quality management and
quality management systems and the clauses of tlg;& nternational Standard

o

Other Interna- Clause in this Integﬁfiﬁnal Standard

tional Standard 4 5 6 w% 8 9 10
1SO 9000 All All All gs.wwﬁ All All All
1S0 9004 All All N All All All
1S0 10001 % 8.2.2,8.51(9.1.2

1S0 10002 8.2.1, 9.1.2 10.2.1
1SO 10003 9.1.2

IS0 10004 9.1.2,9.1.3

150 10005 All All 91 10.2
1SO 10006 All All All All All
1SO 10007 8.5.2

IS0 10008 All All All All All
1SO 10012 7.5

ISO/TR 10013 75

1SO 10014 All All All All All All
1SO 10015 72

1SO/TR 10017 6.1 715 9.1

150 10018 All All All All All All All
1SO 10019 8.4

1SO 19011 9.2

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