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National foreword

The adoption of the ISO Standard as a Malaysian Standard was recommended by the
Technical Committee on Quality Management and Quality Assurance -“FE%2 on Quality
Systems under the authority of the Industry Standards Committee on Quairty Management
and Quality Assurance. #

This Malaysian Standard is identical with 1SO 9001:2015, Quai’;r}@\ éﬂagemenf systems -
Requirements, published by the Internatlonal Organization fér Standardlzatlon (ISO).
However, for the purposes of this Malay5|an Standard, the fo!lowmg ‘apply:

-

d hfs Malaysian Standard";

a) in the source text, "this International Standard" should r :

b) the comma which is used as a decimal sign (if any) as a point; and

¢) reference to International Standards should be ‘ed by corresponding Malaysian
Standards as follows:

Referenced International Standards £ %’pondinq Malaysian Standards

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

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

This Malaysian Standard cancels and rre"pi@,ces MS ISO 9001:2008, Quality management
systems - Requirements (First revision

Compliance with a Malaysian Stardard does not of itself confer immunity from legal
obligations.
NOTE. IDT on the front cover in san identical standard i.e. a standard where the technical content,
structure, and wording (or is amdt*ﬁﬁcal translation) of a Malaysian Standard is exactly the same as in
an International Standard or ts;ldantical in technical content and structure although it may contain the
minimal editorial changes fiéd in clause 4.2 of ISO/IEC Guide 21-1.

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 IS0, also take part in the work.
I1SO collaborates closely with the International Electrotechnical Commissign (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended.
described in the ISO/IEC Directives, Part 1. In particular the different ani
different types of ISO documents should be noted. This document,
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.orgdi

j:further maintenance are
aroval criteria needed for the
,r}rafted in accordance with the

Attention is drawn to the possibility that same of the elemengs of
patent rights. ISO shall not be held responsible for identifyi
any patent rights identified during the development of thes
on the IS0 list of patent declarations received (see www

s document may be the subject of
¥ or all such patent rights. Details of
wlent will be in the Introduction and/or
patents).

Any trade name used in this document is informatio
constitute an endorsement.

for the convenience of users and does not

For an explanation on the meaning of ISO specific
as well as information about 1S0’s adherence f
Technical Barriers to Trade (TBT) see the follow

nd expressionsrelated to conformity assessment,
e World Trade Organization (WTO) principles in the
TJRL: www.iso.org/iso/foreword.html.

The committee responsible for this docug 15 Technical Committee 1SO/TC 176, Quality management
and quality assurance, Subcommittee SC 2,'§uality systems.

This fifth edition cancels and replac

revised, through the adoption of a
management principles and of ng
1SO 9001:2008/Cor.1:2009. °

9 fourth edition (ISO 9001:2008), which has been technically
Swised clause sequence and the adaptation of the revised quality
ncepts. It also cancels and replaces the Technical Corrigendum

© STANDARDS MALAYSIA 2015 - All rights reserved
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Introduction

0.1 General

The adoption of a quality management system is a strategic decision for an organization that can help
to improve its overall performance and provide a sound basis for sustainable development initiatives.

The potential benefits to an organization of implementing a quality management sys em based on this
International Standard are:

a) the ability to consistently provide products and services that meet mt&mm and applicable
statutory and regulatory requirements;

b) facilitating opportunities to enhance customer satisfaction;
c) addressing risks and opportunities associated with its context andpohjé"

d)

— uniformity in the structure of different quality man:
— alignment of documentation to the clause structuretfihis [nternational Standard;

T sl " :
ig&ngi Standard within the organization.

pecified in this International Standard are

The PDCA cycle enables an organi
managed, and that opportunities {t

d‘ewate from the p]anned results, to put in place preventive controls
to minimize nega.tive effec to make maximum use of opportunities as they arise (see Clause A.4).

Consxstently meetmg r
for organizations in
organization might f Ncg necessary to adopt various forrns of 1mprovement in addmon to correctlon
and continual im nvmnent such as breakthrough change, innovation and re-organization.

— "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.

Wi © 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 guality management principles are:
— customer focus;

— leadership;

— engagement of people;

— process approach;

— improvement;

— evidence-based decision making;
— relationship management.

0.3 Process approach

0.3.1 General

This International Standard promotes the®gdwption of a process approach when developing,
implementing and improving the effectivenéss ofta quality management system, to enhance customer

satisfaction by meeting customer requicé ietits. Specific requirements considered essential to the
adoption of a process approach are inc Iudefd

Understanding and managing interrélafisd processes as a system contributes to the organization’s
effectiveness and efficiency in achigvingits intended results. This approach enables the organization
to control the interrelationships ay erdependencies among the processes of the system, so that the
overall performance of the organiZation can be enhanced.

The process approach involges-the systematic definition and management of processes, and their
interactions, so as to achievs.{he intended results in accordance with the quality policy and strategic
direction of the organizatjen, Management of the processes and the system as a whole can be achieved

using the PDCA cycle (t;gg .‘2 2) with an overall focus on risk-based thinking (see 0.3.3) aimed at taking
advantage of opportuml);g@,and preventing undesirable results.

n

The application of tﬁa@ Geess approach in a quality management system enables:
4) umlvrstandﬂg and consistency in meeting requirements;

b) the L{)l]&&d Lmn of processes in terms of added value;

¢) the .«,u;hrammcnt of effective process performance;

d) nnp: d‘a@_,ment of processes hased 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 Vil
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0.3.2 Plan-Do-Check-Act cycle s :

The PDCA cycle can be applied to all processes and tgf ﬁ_! ;quahty management system as a whole.
Figure 2 illustrates how Clauses 4 to 10 can be grouped ﬁ'elatmn to the PDCA cycle.

i N R
4 /-/ “Quality Mmaggﬂaeﬁ‘ts;rsmm (4) gé%i |

fs ; w:% % i&%%?”
{ N

Or;gan!?alinn
anc_l_ltq contexy

Performance
evaluation

)

gl Leadership |
Gustomer;iass
requireiments

Needs ﬁ‘mﬁ-’
cxpr.ci..umns\m
pelevant 3
interested \

parties (il |\,
S

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

o © 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 repart 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 elimingte potential nonconformities, analysing
any nonconformities that do occur, and taking action to ppevent fecurrence that is appropriate for the
effects of the nonconformity.

To conform to the requirements of this [nternationdl Stdndard, an organization needs to plan and
implement actions to address risks and oppnrtyﬁ%ﬁﬁfs?&Addressing both risks and opportunities
establishes a basis for increasing the effectiveriess’ of the quality management system, achieving
improved results and preventing negative effect

Opportunities can arise as a result of a sitifafién favourable to achieving an intended result, for
example, a set of circumstances that allow tfieorganization to attract customers, develop new products
and services, reduce waste or improve pg duictivity. Actions to address opportunities can also include
consideration of associated risks. Risk is #ig effect of uncertainty and any such uncertainty can have
positive or negative effects. A positivesdayiation arising from a risk can provide an opportunity, but not
all positive effects of risk result in oppo i

0.4 Relationship with other management system standards

This International Standard ajspliés the framework developed by ISO to improve alignment among its
International Standards for Afagement systems (see Clause A.1}.
' &
This International Stand frables an organization to use the process approach, coupled with the
PDCA cycle and risk-!};__;,;séﬁ. thinking, to align or integrate its quality management system with the
requirements of othef mandgement system standards.
e 2,

This Internationa¥Stanc

ard relates to 1ISO 9000 and 1SO 9004 as follows:

— 150 900

Huality management systems — Fundamentals and vocabulary provides essential
backgr ¢

the proper understanding and implementation of this International Standard;

— IS0 gqm Managing for the sustained success of an organization — A quality munagement approach
pravidés“guidance for organizations that choose to progress beyond the requirements of this
Intéxnational Standard.

£

Annex B provides details of other Internatiopal 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
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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 1SO/TC 176/SC 2 open access web site at:
www.iso.org /tc176/sc(2 /public.

© STANDARDS MALAYSIA 2015 - All rights reserved
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Quality management systems — Requirements

1 Scope

This Inlernational Standard specifies requirements for a quality m.',mngement system when an
organization:

a) needs to demonstrate its ability to consistently provide product, :

§ervices that meet customer
and applicable statutory and regulatory requirements, and

b) aims to enhance customer satisfaction through the effective Apg lication of the system, including
processes for improvement of the system and the assurané®& of conformity to customer and
applicable statutory and regulatory requirements. &

All the requirements of this International Standard are gehgrfeand are intended to be applicable to any
organization, regardless of its type or size, or the pr odu{ri zumd services it provides.

NOTE1 In this International Standard, the terms “pr
intended for, or required by, a customer.

4t “service” only apply to products and services

NOTE 2  Statutoryand regulatory requirements c,g;ij.:n‘_._}:ue,:.a«m)ressed as legal requirements.

2 Normative references

The following documents, in whole or in isa,lt are normatively referenced in this document and are
indispensable for its application. Fry‘*cmtcd references, only the edition cited applies. For undated
references, the latest edition of the Ircrts;?u;f-d document (including any amendments) applies.

The organjzatton shall determine external and internal issues that are relevant to its purpose
and its sti," tegic direction and that affect its ability to achieve the intended result(s) of its quality
sistem.

The orgatiization shall monitor and review information about these external and internal issues.
NOTE1 Issues caninclude positive and negative factors or conditions for consideration.

NOTE 2 Understanding the external context can be facilitated by considering issues arising from legal,
technological, competitive, market, cultural, social and economic environments, whether international, 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 ma"::' 1gement system.

The organization shall monitor and review information about these inter gsted parties and their
relevant requirements,

4.3 Determining the scope of the quality management system.

The organization shall determine the boundaries and applicability nf__thé
to establish its scope.

When determining this scope, the organization shall consider:

¢

&

a) the external and internal issues referred to in 4.1; &%
3‘§ #
b) the requirements of relevant interested parties referredtp THd.2;

¢ the products and services of the organization.

The organization shall apply all the requirements of thig taternational Standard if they are applicable
within the determined scope of its quality manageriie

The scope of the organization’s quality manage ght system shall be available and be maintained as
documented information. The scope shall staLe,Lhe t7pes of products and services covered, and provide
)ustlflcatlon for any requlrement ofthls Inte; nat&;nﬂ Standard that the organization determines is not

Conformity to this International Standg?\mm

being applicable do not affect the organ, 3&: On's ability or responsibility to ensure the conformity of its
products and services and the enhangemént of customer satisfaction.

1

4.4.1 The organization glial
management, system, inclgg ng, the processes needed and their interactions, in accordance with the
requirements of this [nLe: natitnal Standard.

determine the processes needed for the quality management system and their
he organization, and shall:

The organization shaj
application through

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

b} determine tle;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 cé
management system by:

a) laking accountability for the effectiveness of the quﬁ

b) ensuring that the quality policy and quality oly@g tves are established for the quality management
system and are compatible with the context afid Strategic direction of the organization;

c) ensuring the integration of the quallty m! 0
business processes;

d)

f)

g)
h)

j)  supporting otliet '\glevanl management roles to demonstrate their leadership as it applies to their
areas oflespﬁrr\slbtlity .

NOTE Refg’F?ce to “business” in this International Standard can be in\terpreted broadly to mean those
L

activities that"ﬁ%:ﬁ’f"e to the purposes of the organization’s existence, whether the organization is public, private,
for profit opiog [or profit.

ublumer 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;
¢) includes a commitment to satisfy applicable requirements;

d) includes a commitment to continual improvement of the quality manage system.

522 Communicating the quality policy

The quality policy shall: :
a} be available and be maintained as documented information; L
b) be communicated, understood and applied within the org

) beavailable to relevant interested parties, as appropr

5.3 Organizational roles, responsibilities and, orities

Top management shall ensure that the resp011sibilg:’_r:_f3§._,lq\;d authorities for relevant roles are assigned,
communicated and understood within the organigaifuril“'

Top management shall assign the respmlsihi]ityaandwfﬁ!L'erity for:
i o

a) ensuring that the quality manag ent /System conforms to the requirements of this
International Standard;

b) ensuring that the processes are det Vi g their intended outputs;

¢) reporting on the performancg
improvement (see 10.1), in parti
3

}:.
d} ensuring the promotion of.eus

the quality management system and on opportunities for
ar to top management;

mer focus throughout the organization;

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

6 Planning

6.1 Actions tg-address risks and opportunities

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;
¢) prevent, or reduce, undesired effects;

d) achieve improvement.

4 © STANDARDS MALAYSIA 2015 - All rights reserved
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6.1.2 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 of these actions.

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

NOTE1 Options to address risks can include avoiding risk, taking risk™:
eliminating the risk source, changing the likelihood or consequences,. &
informed decision.

order to pursue an opportunity,
the risk, or retaining risk by

NOTEZ  Opportunities can lead to the adoption of new practtﬁf:{s slll!l(.hln}:, new products, opening new
markets, addressing new customers, hmidmg partnerships, using nes mulngy and other desirable and viahle
possibilities to address the organization’s or its customers’ needs’

<.

6.2 Qualily objectives and planning to achieve t}

6.2.1 The organization shall establish guality 0131 #jves 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;

¢) take into account applicable requj
d) berelevant to conformity of 'j('}azj cts and services and to enhancement of customer satisfaction;
e} be monitored;

f) be communicated;

g) beupdated as appr %31 l"tﬁl

Thie organization sh:},Li rﬁm\rt.nn documented information on the quality objectives,
& E:

g

6.2.2  When plapning how to achieve its quality objectives, the organization shall determine:

4) what will | e done;
b) what 1,59‘@.; _1'(;,%3*; will be required;
¢) who Mil)e 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).
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The organization shall consider:

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

¢} the availability of resources;

d) the allocation or reallocation of responsibilities and authorities.

7 Support

7.1 Resources

Y

7.1.1 Genex:al

teeded for the establishment,
fy management system.

The organization shall determine and provide the resourges
implementation, maintenance and continual improvement of the gua

The organization shall consider:

a) the capabilities of, and constraints on, existing intern

P

b) what needs to be obtained from external providers;

7.1.2 People

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

7.1.3 Infrastructure

The organization shall determine, provit
of its processes and to achieve confor

¢ and maintain the infrastructure necessary for the operation
fproducts and services.

NOTE Infrastructure can include:

The organizatiof shall determine, provide and maintain the environment necessary for the operation
of its processes anthto 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 preventian, 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 specitic type of monitoring and measurement actiyities being undertaken;
oo ., T

the monitoring and measurement resources.

7.1.5.2 Measurement traceability

’J
i ,/

a) calibrated orverified, or both, at specified inter Uf‘f(&(th prior to use, against measurement standards
traceable to international or national measur; .'&t;t standards; when no such standards exist, the
basis used for calibration or verification shalf bgwetained as documented information;

b) identified in order to determine their stafus;

or deterioration that would invalidate the calibration

¢) safeguarded from adjustments, damgg
céhlts.

status and subsequent measurement re?
.p'\'
\e validity of previous measurement results has been adversely
sfound to be unfit for its intended purpose, and shall take

The organization shall determine if
affected when measuring equipmeis
appropriate action as necessary.

7.1.6 Organizational knowledge

iine the knowledge necessary for the operation of its processes and to
‘and services.

The organization shall def
achieve conformity of prodyg

This knowledge shall ¥ fitained and be made available to the extent necessary.
o

When addressing ¢hinging needs and trends, the organization shall tonsider its current knowledge
and determine haw to acquire or access any necessary additional knowledge and required updates.

NOTE1 Or i(;-i-la] knowledge is knowledge specific to the organization; it is gencrally gained by

‘mation that is used and shared to achieve the organization’s objectives.

W
%

=}
@
o
@
=1
o
Iy
e

NOTE 2 £ izational 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 educatmn, training, or
experience;

¢) where applicable, take actions to acquire the necessary competence, and evaliate 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 train ng to; the mentoring of, or the re-
assignment of currently employed persons; or the hiring or contracting of competedt persons.

7.3 Awareness

rganization’s control are aware of:
a) the quality policy;
b) relevant quality objectives;

c) their contribution to the effectiveness of the qual ihagement system, including the benefits of

improved performance;

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

7.4 Communication

The organization shall determine the mtel ﬁai and external communications relevant to the quality
management system, including: »xﬁww*g*

a) on what it will communicate;
b) when to communicate;

c) with whom to communicate

7.51 (‘eneral
The or gdﬂl.ﬂa[ldﬂ'ﬁ 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, authar, or reference numbgr);

b) format (e.g. language, software version, graphics) and media (e.g. papef; €léetronic);

@) review and approval for suitability and adequacy.

7.5.3 Control of documented information

753.1 Documented information required by the quality manggement system and by this International
Standard shall be controlled to ensure:

ed;

a) itis available and suitable for use, where and when it isae

b} itis adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).

7.5.3.2 For the control of documented informat
activities, as applicable:

. the organization shall address the following

a) distribution, access, retrieval and use;
b) storage and preservation, including pggsgrvation of legibility;

0 !
9

&

¢) control of changes (e.g. version com

d) retention and disposition.
Documented information of ext origin determined by the organization to be necessary for the
planning and operation of thé*gyiality management system shall be identified as appropriate, and
be controlled. gl

i

Documented information ;;ﬁhed as evidence of conformity shall be protected from unintended

alterations.

tgly a decision regarding the permission to view the documented information only, or
y to view and change the documented information,

NOTE Access car.

3

8.1 Opge!%mjég_mal planning and control

g, lf. . n
The m‘gaﬁl,_g,atmn 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

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, naintaining and retaining documented information to the extent necessary:
1) to have confidence that the processes have been carried out as planned;
2) todemonstrate 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-efynintended changes,

taking action to mitigate any adverse effects, as hecessary.

The organization shall ensure that outsourced processes are controlled (s
8.2 Requirements for products and services

8.2.1 Customer communication

Communication with customers shall include:
a) providing information relating to products and services
b) handling enquiries, contracts or orders, including (:hJ
¢} obtaining customer feedback relating to products ¢l sérvices, including customer complaints;
d) handling or controlling customer property;

€) establishing specific requirements for conting ‘actions, when relevant.

8.2.2 Determining the requirements for produtts and services

When determining the requirements for (} wproducts and services to be offered to customers, the

organization shall ensure that:

a) the requirements for the products. hg services are defined, including:

1) any applicable statutory aj ulatory requirements;
2) those considered necess y the organization;

. 5 i T . P
b) the organization can m:}étﬁue@tlmms for the products and services it offers.

8.2.3 Review of the requirgments for products and services

8.2.3.1 The organizgtioiisshall ensure that it has the ability to meet the requirements for products and
services to be offergd4o‘eustomers, The organization shall conduct a review before committing to supply

Lo

products and services th a customer; to include:

a) requireme’ﬁ_” 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:

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

e) contractor 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,

P

8.2.3.2 The organization shall retain documented information, as applicabte: P

a} onthe results of the review;

b) onany new requirements for the praducts and services.

5:;:”

8.2.4 Changes to requirements for products and services %*‘m:;sﬁ’"
i
~ - 2N
The organization shall ensure that relevant documented infggmation is amended, and that relevant
persons are made aware of the changed requirements, #hei réthe requirements for products and
: i
services are changed. o E

%

8.3.1 General

The organization shall establish, implement ar
appropriate to ensure the subsequent provisic

In determining the stages and control&fof

:i-i':g%zof the design and development activities;

i} the ls}vcl f control expected for the design and development process by customers and other
relevast interested parties;

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

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

Conflicting design and development inputs shall be resolved.

The organization shall retain documented information on design and developmen

8.3.4 Design and development controls

the results to be achieved are defined;

b) reviews are conducted to evaluate the ability of the results of,
requirements; -

¢) verification activities are conducted to ensure that the de;s?f:
input requirements;

d) validation activities are conducted to ensure that the 1
requirements for the specified application or intend

e) any necessary actions are taken on problems deg
validation activities;

f)  documented information of these activities is etﬁi@md.

NOTE Design and development reviews, vu%@ﬁg\nand validation have distinct purposes. They can be

conducted separately or in any combination, as i

"-Eﬁ;ﬂlﬂe for the products and services of the organization,

-

b) are adequate for the subseqg 'lt\?}'l‘UCESSCS for the-provision of products and services;

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

d) specify the characteri {'e_;§q‘of‘-the products and services that are essential for their intended purpose
and their safe and pfopé provision.

The organization shafl petdin documented information on design and development outputs.

8.3.6 Design and devélopment 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

nd services conform to

The organization shall ensure that externally provided processes, producg
requirements.

The organization shall determine the controls to be applied to externalf _ vided processes, products

and services when:

a) productsand services from external providersarc intended fogincogporation into the organization’s
own products and services;

b) products and services are provided directly to the cust
the organization;

() by external providers on behalf of

¢) aprocess, or part of a process, is provided by an e
organization.

provider as a result of a decision by the

The organization shall determine and apply critesfa for the evaluation, selection, monitoring of
performance, and re-evaluation of external praviders, based on their ability to provide processes or
products and services in accordance with regiiements. The organization shall retain documented
information of these activities and any nece 'har"'s"f"\gc‘"tions arising from the evaluations.

8.4.2 Type and extent of control

. . it 8 .
The organization shall ensure thal’g?‘&;lﬁ&gnally provided processes, products and services do not
adversely affect the organization’s ;1\ litysto consistently deliver conforming products and services to
its customers. :

The organization shall:

a) ensure that externally:pts ded processes remain within the control of its quality management
system,

b) define both the copty {s that it intends to apply to an external provider and those it intends to apply
to the resulting outptit;

P
&

st
¢) takeinto congidérgtion:

1) the ;&@ft intial impact of the externally provided processes, products and services on the
organ| "St\ion'S ability to consistently meet customer and applicable statutory and regulatory
reguirgments;

2) ‘the cifectiveness 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 Imformation 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)

8.5 Production and service provision

8.5.1  Control of production and service provision

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; %
the external providers' interactions with the organization; -
control and monitoring of the external providers' performance to be applied@?\ﬁi@f‘grganization;

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

The organization shall implement production and service provisiol fer controlled conditions.

Controlled conditions shall include, as applicable;

a)

b)

8.5.2 ldentifica

the availability of documented information that defines

1) the characteristics of the products to be produced
to be performed;

2) the results to be achieved:

the availability and use of suitable monitori measuring resources;

the implementation of monitoring and migsm®ment activities at appropriate stages to verify that
criteria for control of processes or outputs, and acceptance criteria for products and services,
have been met;

the use of suitable infrastructure an#herivironment for the operation of processes;

s, including any required qualification;

the validation, and periodicsrtslidation, of the ability to achieve planned results of the processes
for production and servicg/prgvision, where the resulting output cannot be verified by subsequent
monitoring or measurement;

the implementation ofigctiaiis to prevent human error;
Bt g

the implementatios of rgléase, delivery and post-delivery activities.

nd 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.

14
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8.5.3 Property belonging to customers or external providers

The organization shall exercise care with property beloenging to customers or external providers while
it is 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 gxternal provider and retain
documented information on what has occurred. :

NOTE A customer's or external provider’s property can include mater 131?%*;
premises, intellectual property and personal data. ;

8.5.4 Preservation

necessary to ensure Lonformlty to requirements. ,w{
i
33 £
NOTE Preservation can include identification, hﬂn}“@.}é ,.(;éfntammatlon control, packaging, storage,
transmission or transportation, and protection. i %
,J&&%-&"
8.5.5 Post-delivery activities . 9 %..s

The organization shall meet requirements foﬁegﬂ%ﬁ"”dehvely activities associated with the products
and services. -

g

v

In determining the extent of post-deliver ;ﬁ Ln?rﬁ)u that are required, the organization shall consider:

a) statutory and regulatory r equu emen ff%

b) the potential undesired consec associated with its products and services;

¢) the nature, use and inlendeddifetiine of its products and services;
d) customer requirements;
¢) customer feedback.
NOTE Post-delivery ac

as maintenance services,
<.

es can include actions under warranty provisions, contractual obligations such
nd supplementary services such as recycling or final disposal.

¥ ’
8.5.6 Control of thanges v

The organuagsﬁ shall review and control changes for production or service provision, to the extent
necessary to (- AU e continuing conformity with requirements.

8.6 Releélse 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 nongornformity and its effect
on the conformity of products and services. This shall also apply to no ‘onfarming products and
services detected after delivery of products, during or after the provision of séeyites.

The organization shall deal with nonconforming outputs in one or more %_tﬁﬁef;fuilnwmg ways:
P _ﬂ_’“a\@:ﬁ
£ A
5
__{.-5.’!.33:,_;:,’_ S

b) segregation, containment, return or suspension of provision ogprd:@ucts and services;

a) correction;

¢) informing the customer;

d) obtaining authorization for acceptance under concessio,
i e T

1coRfdrming outputs are corrected.

bl

I
G

8.7.2  The organization shall retain documented inf'ui%{}ﬁ'tit)rl that:

o
e

Conformity to the requirements shall be verified when ny

s

a) describes the nonconformity;
b) describes the actions taken;

¢) describes any concessions obtained;

d) identifies the authority deciding the agtiosiin respect of the nonconformity,

. ¢
9 Performance evaluation

9.1.1 General

The organization shall dege
a) what needs to be fed and measured;
b) the methods for itoring, 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 analygls compliments, warranty
claims and dealer reports.

9.1.3 Analysis and evaluation

The organization shall analyse and evaluate appropriate data and infi
and measurement.

The results of analysis shall be used to evaluate:
a) conformity of products and services;

b) the degree of customer satisfaction;

c) the performance and effectiveness of the quality [;;‘[“
d) ifplanning has been implemented effectively; N
e) the effectiveness of actions taken to addresg’

f) the performance of external providers; %%%'
iy li‘t‘andgemeni system.

s$'and opportunities;

g) theneed for improvements to the qug 3’“

NOTE Methods to analyse data can include tatistical techniques.

9.2 Internal audit

9.2.1 The organization shall
whether the quality manage

mduct internal audits at planned intervals to provide information on
a) conforms to:
1) the organizatjoy §§Wl] requirements for its quality management system;

2) the requirgméhts of this International Standard;

b) is effectively implémented and maintained.

9.2.2 T 11(, qﬁlgﬁmmtlon shall:

(& gtl;ﬁsh implement and maintain an audit programme(s) including the frequency, methods,
spufisibilities, 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;

¢) 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 g%a.png;i intervals, to
ensure its cantinuing suitability, adequacy, effectiveness and alignment with the %% gic direction of
the organization. e

9.3.2 Management review inputs

a) the status of actions from previous management reviews;
b) changesin external and internal issues that are relevant to theiquality management system;

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

trends in:

1) customer satisfaction and feedback from relevant: ted parties;

2) the extent to which quality objectives have bee,a:jﬁza :

i

3) process performance and conformity of prodﬁ"ﬁfég&and services;

4) nonconformities and corrective actions;

5) monitoring and measurement results;

6) audit results;

7) the performance of external 1Jl'@$fi

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

a) opportunities fof imptovement;
b) any need for change’ to the quality management system;
¢) 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 te=d¢gdress [uture needs and
expectations;

b) correcting, preventing or reducing undesired effects;

D . o = P
¢) improving the performance and efiectiveness of the quality r%ﬁnc dment system.
B A
NOTE Examples of improvement can include correction, ‘:ct;m're?t‘i%e action, continnal improvement,

breakthrough change, innovation and re-organization.

10.2 Nonconformity and corrective action
™

sin

10.2.1 When a nonconformity occurs, including an g?ﬁ'mu complaints, the organization shall:
a) reactto the nonconformity and, as applicah I
1) take action to control and correct it; -
2) deal with the consequences;

b) evaluate the need for action to elimin
recur or occur elsewhere, by:

* the cause(s) of the nonconformity, in order that it does not

1) reviewing and analysing the ngnconformity,

2) determining the causes; nonconformity;

3) determining if similgg ndnconformities exist, or could potentially occur;

c) implement any action ne
d) review the effectivaness of any corrective action taken;

e) update risks agil Gpportunities determined during planning, if necessary;

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

Corrective actigi%hall be appropriate to the effects of the nonconformities encountered.

10.2.2 Ehagrganization shall retain documented information as evidence of:
a) theHature of the nonconformities and any suhsequent actions taken;

b) theresults 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

Mmanagement 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 temmsim ugy of this edition of this
International Standard, in comparison with the previous edition [#§£™001:2008), have been changed
+o improve alignment with other management systems standard

There is no requirement in this International Standard for itg ';tJ ucture and terminology to be applied
to the documented information of an organization’s quality mahﬁumvnt system.

The structure of clauses is intended to provide a coher 9!1{ ﬁreéentatlon of requirements, rather than a
model for documenting an organization's policies, objeftiV s “and processes. The structure and content
of documented information related to a quality mang Ip};@ﬁt system can often be more relevant to its

users if it relates to both the processes operated ly the organization and information maintained for
other purposes.

There is no requirement for the terms used by:ah#) anization to be replaced by the terms used in this
International Standard to specify quality 111411.;1;,&1;1{.1& system requirements. Or gammtlonf; can choose

to use terms which suit their operatlons (ﬁ{gi:.mng ‘records”, “documentation” or “protocols” rather

than “documented information”; or “supgiliet”, “partner” or “vendor” rather than “external provider”).
Table A1 shows the major differences

i #derminology between this edition of this International
Standard and the previous edition. #

Table A.1 — Major differ eng./g?iﬁierminology between [SO 90081:20068 and IS0 9001:2015

150 9001: Zf}ﬁﬂ -

1S0 9001:2015

Products Products and services

Not used !

Exclusions
(See (,lause A5 f01 clarification of appllcablllty)

Not uscd <

Management repre‘?é}

(Similar responsibilities and authoritics are assigned
butno requirement for a single maiagement repre-
sentative)

Documented information

Environment for the operation of processes

Monitoring and measuring equlpment Momtormg and measuring resources

Purchased product Externally pr ov1ded 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 "seryvices” 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 autput is realized at the interface with the customer, Thig means, for example, that conformity to
requirements cannot necessari Iy be confirmed hefore 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, inclhude both products and services. For
example, a tangible oy intangible product can have some associated service or a servige can have some

AR,

associated tangible or intangible product. 9

A3 Understanding the needs and expectations of interested parties

Subclaugse 4.2 specifies requirements for the organization to determine *heﬁmﬁer'estf:d parties that
are relevant to the quality management system and the 1¥quirements ofthse interested parties.
However, 4.2 does not imply extension of quality management system gequirements beyond the scope
of this nternational Standard. As stated in the scope, this International-Staghdard is 2 pplicable where
an organization needs to demonstrate ils ability to consistently pravidéproducts and services that
meetl customer and applicable statutory and regulatory requirements, and aims to enhance customer
satisfaction,

Janization to consider interested
its quality management system. It is
it interested partyisrelevant to its

There is no requirement in this International Standard for_giie
parties where it has decided rhat those parties are not relev: it
for the organization to decide if 2 particular requirement o §

quality management s yslem,

A.4 Risk-based thinking

The concept of risk-based thinking has been impligit in pievious editions of Lhis International Standard,
e.g. through requirements for planuing, review ind improvement. This International Standard
specifies requirements for the organization towlderstand its context (see 4.1) and determine risks as
a basis for planning (see 6.1). This represents.thie application of risk-based thinking to planning and
implementing quality management systemprdegsses (see 4.4) and will assist in determining the extent
of documented information. '

]

One of the key purposes of o quality miagasement system is to act as a preventive tool. Consequently,
this International Standard does neyh@%ﬁ’} a separate clause or subclause on preventive action. The
concept of preventive action is expres: g;d through the use of risk-based thinking in formulating quality

management system requiremen

The risk-based thinking apgl%g i this International Standard has enabled some reduction in
preseriptive requirements and their replacement by performance-based requirements. There is greater
flexibility than in 150 9002008 in the requirements for processes, documented information and

+ i

organizational respunsih‘ﬂi{_g

Although 6.1 specifies fhat ae organization shall plan actions to address risks, there is no requirenient
for formal methods gﬁz'_g‘?ﬁk‘ﬁumagr-rm'r:nt ora documented risk ma nagement process. Organizations can
decide whether or fiotito develap a more extensive risk management methodology than is required by

this Internationa) Standird, 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
erganization’s ability to meet its objectives, and the effects of uncertainty are not the same for all
urganizations. Under the requirements of 6.1, the organization is responsible for ity 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 c‘ﬁ;nditlons under which an
organization can decide that a requirement cannot be applied Lo any of lhwqa%t_mses within the scope
of its quality management system. The organization can only decide that, A 1qu! ement is not applicable
if its decision will not result in failure to achieve conformity of product Services.

A.6 Documented information

text elsewhere in this International Standard has been align With its requncments Consequently,

“documented information” is used for all document reqmﬁelfle’yts

R

Where [SO 9001:2008 used specific terminology s‘ufgm asi‘document” or “"documented procedures”,
“quality manual” or “quality plan”, this edition of rh‘f’%Jﬁl" national Standard defines requirements to
“maintain documented information”. Bl

Where 1S0 9001:2008 used the term record&-_.
of conformity with requirements, this is now:
information”. The organization is responsibl
be retained, the period of time for which i

0 denote documents needed to provide evidence
pressed as a requirement to “retain documented
letermining what documented information needs to
‘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 * :(.tam t"’thr;t same documented information for a particular purpose,
e.g. to retain previous versions of it %

ers to "information” rather than “documented information” (e.g. in
nd revxewthe mformatlon aboutthese external and internali issues “,

In 7.1.6, this Integnatiornal Standard addresses the need to determine and manage the knowledge
maintained by the organization, to ensure the operation of its processes and that it can achieve
conformity of praducts and services.

Requireme

a)

sarding organizational knowledge were introduced for the purpose of:

-:d:mg 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.p.
— 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 84, e.g. whether
through:

a) purchasing from a supplier;

b) anarrangement with an associate company;

) outsourcing processes to an external provider.

L2

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

t one activity

. The controls required for external provision can vary widely depending on the nawi'e of the processes,
products and services, The organization can apply risk-based thinking to determine the type and extent
of controls appropriate to particular external providers and externally provided processes, products
and services. g
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Annex B
(informative)

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

i :«3:‘

The International Standards described in this annex have been develdped by 1SO/TC 176 to provide
supporting information for organizations that apply this Internati standard, and to provide
guidance for organizations that choose to progress beyond its requi Guidance or requirements
contained in the documents listed in this annex do not add to,ZOr ‘indiify, the requirements of this
International Standard. " 5:4:

Table B.1 shows the relationship between these stanc
International Standard.

ds .and the relevant clauses of this

This annex does not include reference to the Qerrnr-;} whnality management system standards

developed by 1ISO/TC 176.

This International Standard is one of the three corg/stzandards developed by ISO/TC 176.

— 1SO 9000 Quality management systems —; Fgndamentals and vocabulary provides an esseutial
background for the proper understanding and implementation of this International Standard.
The quality management principles arezdescgibed in detail in 1S0 9000 and have been taken into
consideration during the developmept:pltiis International Standard. These principles are not
requirements in themselves, but thes form the foundation of the requirements specified by this
International Standard. ISO 9000 alsoHefines the terms, definitions and concepts used in this
International Standard.

d) specifiesrequirements ailmed primarily at giving confidence in
Jed by an organization and thereby enhancing customer satisfaction.

Hlso be expected to bring other arganizational benefits, such as
sion, better understanding and control of the organization’s processes.

— 1509001 (this International S
the products and services pg
[ts proper implementation.
improved internal comnussic

— IS0 9004 Managing f sustained success of an organization — A quality management approach
provides guidance f¢ i franizations that choose to progress beyond the requirements of this
International Stapdard l:to address a broader range of topics that can lead to improvement of the
vrganization’s gves ffpel formance. ISO 9004 includes guidance on a self-assessment methodology
for an organizat pn b be able to evaluate the level of maturity of its quality management system.

The Internatiogal Sl.d[ldd[db outlined below can provide assistance to organizations when they are
establishing ng to improve their quality management systems, their processes or their activities.

— 150 1g§001 Quality management — Customer satisfaction — Guidelines for codes of conduct for
mgammﬁﬂ’m provides guidance to an organization in determining that its customer satisfaction
pr(mt%ions meet customer needs and expectations. Its use can enhance customer confidence in an
or gan\f"zgltlon and improve customer understanding of what to expect from an organization, thereby
reducing the likelihood of misunderstandings and complaints.

— 150 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.
SO 10002 provides an open, effective and easy-to-use complaints process, including training of
people. It also provides guidance for small businesses.

— [S0 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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productrelated 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.

SO 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 prm&lc_;; guidance on
establishing and using quality plans as a means of relating requirements of the pocess, product,
project or contract, to work methods and practices that support product #&gitizition. Benefits of
establishing a quality plan are increased confidence that requirements wi met, that processes
are in control and the motivation that this can give to those involved. °

[50 10006 Quality management systeras — Guidelines for quality mang, ":E'gpentin projectsis applicable
to projects from the small to large, from simple to complex, from an fhdllvitiual project to being part
of a portfolio of projects. ISO 10006 is to be used by personnel mgnagin

aging projects and who need to
ensure that their organization is applying the practices contai inthe ISO quality management
system standards. :

IS0 10007 Quality management systems — Guidelines fo;g figuration management is to assist
organizations applying configuration management for Q;Q;"tﬁghrlical and administrative direction
over the life cycle of a product. Configuration management can be used to meet the product
identification and traceability requirements specified#y this International Standard.

1SO 10008 Quality management — Customer satisfiietion — Guidelines for business-to-consumer
electronic commerce transactions gives guidancen how organizations can implement an effective
and efficient business-to-consumer electronic commerce transaction (B2C ECT) system, and
thereby provide a basis for consumers to hav 2ased confidence in B2C ECTs, enhance the ability
of organizations to satisfy consumers and het reduce complaints and disputes.

¢ms — Requirements for measurement processes and
fﬁr the management of measurement processes and
rquipment used to support and demonstrate compliance
12 provides quality management criteria for a measurement

1cal requirements are met.

ISO 10012 Measurement management
measuring equipment provides guidan
metrological confirmation of measuri
withmetrologicalrequirements. 1S0.]
management system to ensure met

ISO/TR 10013 Guidelines for quality management system documentation provides guidelines for
the development and mainte ATCE of the documentation necessary for a quality management
system. ISO/TR 10013 caw be tised to document management systems other than thase of the

ISO quality management System standards, €.g. environmental management systems and safety
management systems.

IS0 10014 Quality mag { 1ent — Guidelines for realizing financial and economic benefitsis addressed
to top management{ It ppvides guidelines for realizing financial and economic benefits through the
application of quality.sdanagement principles. It facilitates application of management principles

and selection ofmgthods and tools that enable the sustainable suecess of an organization,

50 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 180 quality management system
standards. Any reference to “training” includes all types of education and Lraining,

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.

— 15010019 Guidelines for the selection of quality managementsystem 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 competencg of a quality management
system consultant and provides confidence that the organization’s negg$.and expectations for the
consultant’s services will be met. #

~ IS0 19011 Guidelines for auditing management systems provides g ‘¢ on the management of an
audit programme, on the planning and conducting of an audit of® agement system, as well as
on the competence and evaluation of an auditor and an audit tei ) 19011 is intended to apply to
auditors, organizations implementing management systems, dgd ot ganizations needing to conduct

audits of management systems.

F ga\hﬂards on quality management and
f this International Standard

Table B.1 — Relationship between other Internation
quality management systems and the clause

Other Interna- Fnational Standard

tional Standard B 4 3 9 10

1S0 9000 Al All All
1S09004 | lau All All

150 10001 |8.2.2,85.1 |9.1.2

1S0 10002 8.2.1, 91.2 10.2.1

150 10003 loz

1S0 10004 loa2,913

1SO 10005 ~ |an 9.1 102
IS0 10006 All All All

1SO 10007 852

1S0 10008 All All All

1SO 10012

ISO/TR 10013

1SO 10014 | an o an |an
lisoto0ts | | | 72 '

1SO/TR 10017 _ 6.1 7.5 B 91
15010018 fAn  [an s |an [an |an |an
IS0 10019 i 1 se ||

1S0 1901 I - 9.2

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