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The Department of Standards Walaysia (STANDARDS MALAYSIA} is the nationai
standards and accreditation body of Malaysia.

The main function of STANDARDS MALAYSIA is to foster and promote standards,
standardisation and accreditation as a means of advaneing the national econemy, promoting
industrial efficiency and development, benefiting the health and safety of'the-puhﬁe,_;protecﬁng
the consumers, facilitating domestic and international frade and furthefiegs#giérnational
cooperation In relation fo standards and standardisation.

Malaysian Standards (MS) are developed through consensus by commmiifige th comprise
balanced representation of producers, users, consumers and others wift ant interests, as
may be appropriaté to the subject at hand. To the greatest &g séible, Malayslan
Standards are aligifed to or are adeption of internatlonal standards. Asgpeval of a standard as
a Malaysian Signdard is governed by the Standards of Malaysia éﬁﬁtl 1686 [Act 549]. Malaysian
Standards are reviewed periodically. The use of Malaysian Stan 4ards Is voluntary except in so
far as they are made mandatory by regulatory authorities bygm%a’a@?’éf reguiations, local by-

laws or any other simiiar ways. Wl
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For the purposes of Malaysian Standards, the folowing @ raﬁi%xs apply:
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Revision: A process where existing Malaysian S dard is reviewed and updated which
resulted in the publication of a new edition of the Ma a‘?ﬁiaﬁetandard.

Confirmed MS: A Malaysian Standard that has)z‘ﬁeéﬁ‘vreviewed by the responsible commitiee

and confirmed that its contents are current. %, #
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Amendment: A process where a provisiarﬁg@f existing Malaysian Standard is altered. The

changes are indicated in an amendme%;aageﬁaich is incorporated into the existing Malaysian
Standard. Amendmenis can be of 1echﬁiaa}"§\dior editorial natura,
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Technical corrigendum: A comegied-deprint of the current edition which is issued 1o corrept
elther & technical error or ambiguity“ina Malaysian Standard inadvertently introduced either in

drafting or in printing and which dox _g“#e'éd to incorrect or unsafe application of the publication.
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of the M8, for example minor priqﬂgg{.gﬁ‘ors.
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National foreword

The adoption of the ISO Standard as a Malaysian Standard was reqomr?ignded by the
Technical Committee on Quality Management and Quelity Assurance -*TE%, on Quality
Systems under the authority of the Industry Standards Commiittee on Q#g:gg Management
and Quality Assurance. g ef

This Malaysian Standard is identical with ISO 9001:2015, Quality: Q7%4‘!}7:@,'_cgr."'amianf syslems -
'1%}8ndardizaﬁon (IS0).
HY.

Requirements, published by the International Organization for
However, for the purposes of this Malaysian Standard, the fﬂlomng%}a

3

£,

a)  in the source text, "this International Standard” should Lg’agftps Malaysian Standard";
rar
by  the comma which is used as a decimal sign (if any&_&%ﬁéﬁ as a point; and
W gy

¢) reference to International Standards should be T%g}lgged by corresponding Malaysian
Standards as follows: 5,

Referenced International Standards *g;%’__gﬁnp%ﬁnndinu Malayston Standards

SO 9000:2015, Quality managemen] Q’H\QS' 1SO 90002015, Quality managemen!
systems - Fundamentals and vocabulary ﬁﬁ;*%mﬁ.s‘ifstems - Fundamentals and vocabulary

3

This Malaysian Standard cancels and re”ﬁ%ces MS I1SO 8001:2008, Quality management
systems - Requirements (First revisigh}: 5,

4
Compliance with a Malaysian Siafj’&ia’% does not of itself confer immunity from legal
abligations. g
(\‘\\ﬁ‘{;::\‘ét"z
]%"E’can identical standard i.e, @ slandard where the technical content,

NOTE. |DT on the front cover ind;ffia ;
structure, and wording (or Is Si{jtightical transliation) of a Malaysian Standard is exac':tly the same as in
an International Standard or'i Jinfical in technical confent and structure although it may contain the

minimal editorial changes @eg@éd in clause 4.2 of ISO/IEC Guide 21-1.

v © STANDARDS MALAYSIA 2015 - Al rights reserved
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Faoreword

150 (the International Organization for Standardization) isa worldwide federation of national standards
bodies {ISO member bodies). The work of preparing International Standards is normally carried out
through 1SO 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 Haison with 180, aalso take part in the work.
IS0 collaborates closely with the International Electrotechnical Commissign {IEC) on all matters of
electrotechnical standardization. ey

The procedures used to develop this document and those intendedg.%}a;jtg?further maintenance are
described in the ISO/IEC Direclives, Part 1. In particular the di-ffere&gg;jymvzﬂ criteria needed for the
different types of 1SO documents should be noted. This documen s drafted in accordance with the
editorial rules of the [SO/IEC Directives, Part 2 [see www.isp.orgfdiregtives).

N l&".\".’:?.
Attention is drawn to the possibility that same of the elemengs.of this-document may be the subject of
patent rights. ISO shall not be held responsible for identify-i%&%igy or all such patent rights, Details of

C any patent rights identified during the development of t;;;g;ﬁgg:fgigm will be in the Introduction and /or
on the IS0 list of patent declarations received (see wﬂﬁﬁgé [patents).
. e

Any trade name used in this decument is 1nformatm13ég1v§n for the convenience of users and does not
N

constitute an endorsement. i%

o

For an explanation on the meaning of 150 specificgttinsnd expressionsrelated to conformity assessment,
as well as information about 1S0s adherence ¥&ufe World Trade Organization (WT0) principles in the

Technical Barriers to Trade (TBT) see the foQgiﬁaﬁ‘i‘JRL: www.isp.org fiso/foreword.himl

- %&ﬁ . - .

The committee responsible for this _doeug_?é; it 1S Technical Committee {SO/TC 176, Quality management
and quality assurgnce, Subcommittee SC Z5% ‘ygﬁ‘_iy systems,

This fifth edition cancels and replacés '&“ﬁ’g fourth edition (1S0 9001:2008), which has been technically
revised, through the adoption of axéwiséd clause sequence and the adaptation of the revised quality
manapgement principles and of n_i@@a%ﬂcepts. It also cancels and replaces the Technical Corrigendum

B,

© STANDARDS MALAYSIA 2015 - Al rights reserved
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Introduction

0.1 General

The adoption of a quality management system is a strategic decision for an crganization 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 sy&rem based on this

International Standard are: A

a) the ability to consistently provide products and services that meet cuéihg;ﬁ“r and applicable
statutory and regulatory requirements; -

b} facilitating opportunities to enhance customer satisfaction; £ %

2 o

c) addressing risks and opportunities associated with its context anrggq'bjeé ves;

d) the ability to demonstrate conformity to specified quality mangg fhedt system requirements.

W

& -"?f’ )
This International Standard can be used by internal and exterial: “’ﬁ'ﬁ;}s
1
It is not the intent of this International Standard to imply the &éggﬁgé’r

— uniformityin the structure of different quality man ;:: E\at systams;
' 1

— alignment of documentation to the clanse structurg e ﬁf‘? International Standard;

— the use of the specific terminology of this Intm;g”‘q&ig&gi Standard within the organization.

The quality management system requiremerifsg specified in this International Standard are
complementary to requirements for products gad serriees.

g
This International Standard employs the pm‘é@,&fgproach, which incorporates the Plan-Do-Check-Act

(PDCA) cycle and risk-based thinking.

e ) - -
The process approach enables an organiz#tiGh to plan its processes and their interactions.

The PDCA cycle enables an Drganj-;c:a’ig{@ ‘to ensnre that its processes are adequately resourced and

managed, and that opportunities {o - ﬁ?‘ovemelit are determined and acted on,
- £

RS
Risk-based thinking enables ap'erganization to determine the factors that could cause its processes and
its quality taanagement systein {t“deviate from the planned resulls, to put in place preventive controls
to minimize negative eﬁe%ﬁf;"\and:‘sic make maximum use of opportunities as they arise (see Clause A.4].
= Ty .
Consistently meeting rpguirements and addressing future needs and expectations poses a chailenge
for organizations in a3 ippseasingly dynamic and complex environment. To achieve this objective, the
organization might, ;;iﬂa@g necessary to adopt various forms of improvement in addition to correction

and continual jmp: cnvei'igcn't, such as brealthrough change, innovation and re-organization.

In this Intematgi@?‘éﬁndard, the following verbal forms are used:
—  "shall" indica:;’b(:\?s a requirement;

— "should" indicates a recormmendation;

— “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 2075 - 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;

— imprevement;

— evidence-based decision making;
— relationship management.

0.3 Process approach

0.3.1 General

This International Standard promotes the%ss @twn of a process approach when developing,
implementing and improving the effectivenéss ofia quality management system, to enhance customer
satisfaction by meeting customer. requigg 'sa?ft*é Specific requirements considered essential to the
adoption of a process approach are incliy in 4.4.

Understanding and managing Iul.crrfﬁ iyl processes as a system contributes to the organization's
effectiveness and efficiency in aclnex}‘ﬁ%_ﬁ 's intended results. This approach enables the organization
to control the interrelationships an lj}%@grdependenmes among the processes of the system, so that the
overall performance of the orgaxmi:!an can be enhanced.

«

The process approach Imrolwﬁsﬁﬂae systematic definition and management of processes, and their
interactiouns, 50 as to ach:eﬁa % intended results in accordance with the quality policy and strategic
direction of the orgamm&;a Jranagement of the processes and the system as a whole can be achieved
using the PDCA cycle (see ‘f}‘& ,z} with an overall focus on risk-based thinking (see 0.3.3) aimed at taking
advantage of ﬂppnrturﬁl Egzind preventing undesirable results,

The application cfﬁﬁn@;e”ccss approach in a quality management system enables:
4] understang;ﬁ a‘nd consistency in nieeting requirements;

b) the ¢ong Agl(;}:ghnn of processes in terms of added value;

Q the hmment of effective process performance;

d) lmprdir,gm‘eut 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 vil
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Sources of Inputs
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Receivers of Outputs f2

T
Figure 1 — Schematic representztion of the elerﬁéﬁ‘éﬁﬁf a single process

0.3.2 Plan-Do-Check-Act cycle

O

The PDCA cycle can be applied to all processes and tgf&?%na]ity management system as a whole.
Figure 2 jllustrates how Clauses 4 to 10 can be groupe@a@?ﬁﬁpn to the PDCA eycle.

Jinprovemenl
{713,

,,-“.ﬁ, R

f Perfommance

evaluation

@)

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 tights 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 resulfing products and services
against policies, objectives, requirements and planned activities, and repegt the resulls;

— Act: take actions to improve performance, as necessary.

PR

0.3.3 Risk-based thinking %,

. e
Risk-based thinking (see Clause A4) is cssential {or achieving an é%gﬁive guality management system.
The concept of risle-based thinking has been imlicit in previous editfons of this International Standard

includiing, for example, carryingout preventive actipnto e}il_ll’f;%ﬁeél otential nonconformities, analysing

any nonconformitivs.thal do octur, and taking action 1o preveRtfecnrrence that is appropriage for the
effects of the nonconformity. W
l '%‘:‘rgmé

To conform to the requirements of this Interr‘m‘jziﬁnaél’_‘ St3ndard, an organization needs to plan and
implement actions to address risks and oppo '\" x5$ Addressing both risks and opportunities
establishes a basis for increasing the effectivéregs® of the guality management system, achieving
improved results and preventing negative effecf# ’}Ww '
i, s

Opportunities can arise as a resull of a sxt“‘}f‘]‘a %én. favourable to achieving an intended result, for
example, a set of circumstances that allow tHe, _r%imi‘zatinn to attract customers, develop new products
and servites, reduce waste or improve pgbufictivity. Actions to address opportunities can aise include
consideration of associated risks. Risk is§¥e effect of uncertainty and any such uncertainty can have
Dositive or negative effects. A positivesteyiation arising fromarisk can provide an opportunity, but not
all positive effects of risk result in vy§ m“?tp'ﬁnities.

0.4 Relationship with other %na@mmt system standards

This International Standard aﬁpﬁﬁz ?t_‘he framework developed by 1SD to improve alignment among its
International Standards fu%i@ﬁﬁﬁ“ement sysiems (see Clause A.T).
i,

%

This International Stand?:;g,ﬁﬁable:; an organization to use the process approach, coupled with the

PDCA cycle and risk—g 5% thinking, to align or integrate its quality management system with the

requirements of othe’ anfgement system standards.
e N i .

. 'Q'-.k:;.;:‘
This ]nter-nationa}‘f’stg;ga’;’ird relates to 1SO 9000 and IS0 9004 as follows:

— 18D 9(3,{39;"-”’{%1}13.’:‘13; management systems — Fundamentals and vocabulary provides essential
br:mkgi.'of:‘i:}ﬁ;sgf‘1 5 the proper understanding and implementation of this International Standard;
ot

— 150 Qéidl%}%apagifgg for the sustained success of an organization — A quality munagement approach
prg@iﬁ?ﬁ‘uidancé' for organizations that choose to progress beyond the requirements of this

bi*@iﬁgtiqﬁal Standard.

Annex B provides details of other International Standards on quality management and quality
management systems that have been developed by 150/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, o
financial management.

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

© 5TANDARDE MALAYSIA 2015 - All righis reserved - i
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A matrix showing the correlation between the clauses of this edition of this International Sta-ndar‘d and
the previous edition (ISO 9001:2008) can be found on the 1S0/TC 176/SC 2 open access web site at:
WWwW s [ 7645t ic. .
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Quality management systems — Requirenients

1 Scope

£,

This International Standard specifies requirements for a quality manggement system when an
organization: A
a) needs to demonstrate its ability to consistently provide products ang Services that meet custormer

g

and applicable statutory and regulatory requirements, and =%

b} aims to enhance customer satisfaction through the effecti_-vg.&ggﬁi_icatiqn of the systenm, including
processes for improvement of the system and the asgprant® of conformity to customer and

applicable statutory and regulatory requirements, ff‘%’fé- -
. ".- ) .«:-' ) )
All the requirements of this International Standard are g@%ﬁ%ﬁ%d are intended to be applicable to any

organization, regardless of its type or sizg, or the prodg%aﬂé--services it provides.
g

=
NOTE1 In this International Standard, the terms pmﬁb{gf;ﬁ' “seryice” only apply to products and services

.
i

intended for, or required by, a customer. ;ﬁ’w,

NOTE2  Statutory and regulatory requirements ¢ %Mpressed as legal requirements.
ﬁi?%‘ /%2"

2 Normative references ﬁwf;%j‘

4@’ i
The following documents, in whole or u’f‘ﬁ%;t, are normatively referenced in this document and are
indispensable for its application. Foi*ilgted references, only the edition cited applies. For undated
references, the latest edition of thg;_frfe;fgxi% iced document (including any amendments) applies.
g

150 9000:2015, Quality mmmgegf@%?’ﬁtems — Fundamentals and vocabulary

. By g

%;i%
3 Terms and definiti688™"

-9':'7_-‘ R

For the purposes of this ilﬁ'@;ﬁ:;%u[,, the terms and definitions given in 150 9000:2015 apply.

g
]
B K’

7 e

4 * Context of flic"érganization

5.
=]

2% & "1;:&\ e

% | Undergjsap&ing the organization and its context

L

Do,
breses g

The orgatgi&;f}%g shall determine external and internal issues that are relevant to its purpose
and its 'st%teﬁic direction and that affect its ability to achieve the intended result(s) of its quality
£

managgfhelitsistem,
DETINE)

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

NOTE1  Issues caninclude 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, socidl and economic environments, whether inlernational, 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
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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) the interested parties that are relevant to the guality management system;
b} the requirements of these interested parties that are relevant to the quzlity ma\‘}agﬁment system,

The organization shall monitor and review information about these inter gsted partles and their
relevant requirements, %
%%fw

4.3 Determining the scope of the quality management s;mtemf“%.,

The organization shall determine the boundaries and apphcablhty -ﬂf,lhe qﬁahty management SYS'CEITI
to establish its scope.

When determining this scope, the organization shall consider:

-‘M

a) the externaland internal issues referred to in 4.1; §

i

b) therequirements of relevant interested parties réferrgﬁéa

The organization shall apply all the requirements ofﬁmﬂﬂtemataonal Standard if they are applicable
within the determined scope of its quality managcrﬁw %ﬁstem

¢) the products and services of the organization.

The scope of the organization's quality managéﬁqaﬁt system shall be available and be maintained as
documented information, The scope shall state,the Tipes of products and services covered, and prmnde
justification for any requirement of this Ime nafl a] Standard that the organization determines is not
applicable to the scope of its quality manag%y Ysystemn.

Conformity to this International Stanxia ay only be claimed if the requirements determined as not
being applicable do not affect the ar g;-mgz‘agan s ability or responsibility to ensure the conformity of its
products and services and the enbangem®nat of customer satisfaction.
#, ,__
4.4 Quality meanagement sj%‘gaw" and its processes
i.;! £

4.4.1 The organization siaai% establlsh implement, maintain and contmually improve a quality
management, system, incii; mg"{he processes needed and their interactions, in accordance with the

requirements of this Internatibnal Standard,

J"v‘b
The organization shaﬂg | determine the processes needed for the quality management system and their
application throu ghfmf’*me organization, and shall:

1,
a} determine the{inpms required and the outputs expected from these processes;
b) determine ﬁ’f’e%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;
€) assign the responsibilities and authorities for these processes;
f) address therisks 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;
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n) improve the processes and the quality management system.

4,4.2 Tothe 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 a
planned.

5 Leadership

5.1 Leadership and commitment '
fuﬂ"'e
g

5.1.1 General A

i

By

Top management shall demoustrate leadership and c«ﬁg}ﬁn‘gnem with respect to the gnalit
management system by: a2

LW 1;5
4) laking accountability for the effectiveness of the qmaiit&hmanagement system;

b) ensuring that the quality policy and quality ohj twes ‘are established for the quality managemen
system and are compatible with the context 4%, %gtrategxc direction of the organization;

»’A:,.

¢) ensuring the integration of the guality m ggﬁment system requirements into the organization’

business processes;
d) promoting the use of the process apgﬁgfaa»ﬁnd risk-based thinking
g) ensuring that the resoureces needed fé{%m guality management system are available;

f) communicating the impor tancé@{ setive quality management and of conforming to the qualit
mana gement system reqmrem i

£

g) ensuring that the qualiky 3 ﬁirgem ent system achieves its intended results;

h) engaging, directing. % pm’tmg persons to contribute to the effectiveness of the gualit
management system, '

) promoting :mpmm:mﬁm:
Lmma

j)  supporting otlsfet}i'@ gvant management roles to demonstrate their leadership as it applies to the
areas of 1esp§‘n>s;.hxhty s

NOTE Refg’ﬁe"‘hce ta “business” in this International Standard can be 1nterpreted broadly to mean tho
activities thatg#G8F to the purposes of the organization’s existence, whether the organization is public, privat
for profit ngﬂfa ér profit.

.r"

g Cﬁsi‘émer focus

512

Top manaﬁement shall demonstrate leadership and commitment with respect to customer focus |
ensuring that:

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

b} the risks and opportunities that can affect conformity of products and services and the ability
enharnce customer satisfaction are determined and addressed;

€) the focus on enhancing customer satisfaction is maintained.
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5.2 Policy

5.2.1 Establishing the guality pelicy
Top management shell establish, implement and maintain a quality policy that:
) isappropriate to the purpose and context of the organization and supports its strateglc direction;

b} provides a framework for setting quality objectives; “’“‘“‘s’\

¢} includesa commitment to satisfy applicable requirements;

i
d) includesa commilment to continual improvement of the quality managgmﬁnt systermn.
. ¢ §
2%"“'-;".-&-:&5{"‘

5.2.2 Communicating the quality policy

-

The guality policy shall:

a) beavailable and be maintained as documented information; {»f;‘e'
i, A
b) be communicated, understood and applied within the org@lzfa%on'
ae o
c¢) beavaijlable to relevant interested parties, as approprid
ﬁ“"‘i‘a g
5.3 Organizational roles, responsibilities anﬁéﬁzﬁamhes

Top management shall ensure that the responszbals eﬁ'ayd authorities for relevant roles are assigned,
communicated and understood within the organ;%af:mn

Top management shall assign the respan s:luhig,aand "Mthurtty for:

5‘7 /-’

a) ensuring that the quality managmn‘en ﬂysystem conforms to the requirements of this
International Standard;

£ WWW//“'

b} ensuring that the processes are deﬁﬁ*ﬁr@‘g their intended outputs;

Y-u:,’"

¢) reporting on the performance
improvement (see 10.1}, in pag

Nz;ﬂm guality management system and on opportunities for
12 to top management;

d) ensuring the promotion oﬁ,eg.s\?fjﬁ}er focus throughout the organization;

,,"" o
e} ensuring that the mtegmtyw@f the quality management system is maintained when changes to the
quality management sﬁ'fs"tmn are planned and implemented. .
ot -
= g i
6 Planning Sag
3"‘""% S

6.1 Actionstg aﬁdréss risks and opportunities

/7'13'

6.1.1 When planﬁ*ing 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:

d) 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.

4 & STANDARDS MALAYSIA 2015 - All rights reserved
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6.1.Z 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 4.43;

2) evaluate the effectiveness of these actions. %
Actions taken to address risks and opportunities shall be proportionate to tﬁ&kﬁoténﬁa] impact on the

conformity of products and services, &%fj

NOTE1 Options to address risks can include avoiding risk, taking )!1'51??%%91‘ to pursue an opportunity,
eliminating the risk source, changing the likelihood or consequences,&hﬁ‘r%z the risk, or retaining risk by

informed decision. . Qo

NOTEZ Opportunities can lead o the adoption of new pragtigﬁsﬁ-eel;;‘um:hing néw products, opeuing new

markets, addressing new customers, building partnerships, us_{ngﬁ, gﬁn{% )ffm ology and other desiralie and vishle

&
B,
6.2 Quality obiectives and planning to achieve é};e%
R -.,\g?‘{:.

possibilitips to address the organization’s or its cstomers” need

6.2,1 The organization shall establish quality objéetjves at rélevant functions, levels angd processes
negded for the quality management systeny, ¥ A

The guality sbjectives shall:
a) begonsistent with the guality palicy; | g
b}  be measurablé; L
¢) take into account applicable requ;%mggts,
d} berelevant to conformity of p”‘g?f s
¢) be monitored; 0

f]) be communicated;

) Dbe uvpdated as app::g;agd £:

iy . . .
The organization shaﬂt}{ﬁggﬂain documented information on the quality objectives.

L
6.2.2 When planging how to achieve its guality objoctives, the organization shall determine:
a) what willhdtone;

H) whan;;ﬁ@gﬁs will be required;
. §: A ,..::. "

¢) who fﬁvﬂ@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 outina planned manner (see 4.4).
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The organization shall consider:

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

cJ the availability of resources;

d) the allocation or reallocation of responsibilities and authorities.

7 Support
7.1 Resources | it Z:"'
an %\%- '&
7.1.1 Generzl .-'5' '
) & #

L

The organization shall determine and provide the resour§§$ feeded for the establishment,
it

. . s N . - I
implementation, maintenance and cantinual improvement of the ¢ lgy'm anagement system.

The organization shall considers £ W}

-]

a} the capabilities of, and constraints o, existing internaf rekources;

b} whatneeds to be obtained from external pmvid'ers.;;{'& s
B ‘Q;:h
LY
7.1.2 People ,;;;;‘*?w’;

The organization shall determine and provide th{%ﬂ{érsons necessary for the effective implementation

of its quality management system and for the aperativn and control of its processes.
oF Py .

£

7.1.3 Infrastructure

The organization shall determine, pruiﬁﬁéﬁ;ﬁaﬂ maintain the infrastructure necessary for the operation

of its processes and to achieve conformity 6fproducts and services.
::{f_j:ﬁt‘mrﬁ

NOTE Infrastructure can include:

a) buildings and associated utilities
e
7 Bl
b) eguipment, including hardwakgSid software;
& "-"a{-j#

o
c} transportation resources’ S

d} infermation and con}p?q;fyggtiﬂn technnlogy.
».-,._‘::, 5:‘ e

O
7.14 Environmgnt ﬁ%r the operation of processes

o Gy A
: Lo S . . . ' . .
The orgamzatm;;;ghall determine, provide and maintain the environment necessary for the operation
of its processes anfto achieve conformi ty of products and services.

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

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

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

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

6 & STANDARDS MALAYSIA 2015 - All rights reserved
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7.1.5 Monitoring and measuring resgurces

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 producis and services to
requirements.

The organization shall ensure that the resources provided: . '3&%

a) aresuitable for the specific type of monitoring and measurement actjyities being undertaken;
W
Zo

b) aremaintained to ensure their continuing fitness for their purpoggvm@s

The organization shall retain appropriate documented mformanon: as ewlden ce of fitness for purpose of
the monitoring and measurement resources. e

A
7.1.5.2 Measurement traceability . %féf fﬂ

Wheén measurement traceabilityisa requlrement oris coqg&emd by the orgamzatlon to be an essential
part of providing confidence in the validity of measureaien ;esults, measuring equipment shall be:

; «gr prxor to use, agalnst measurement standards
; it standards; when no such standards exist, the
atained as documented information;

a) calibrated orverified, or both, at specified inter
traceable to international or national measux;%

basis used for calibration or verification sha}{
d'!!'l.

b) identified in order to determine their stdgus

£) safeguarded from adjustments, ﬂsmg‘%or deterioration that would invalidate the calibration
status and subsequent measurement res s

The organization shal) determine if t!ge %iadxty of previgus measurement results lias baen adversely
affected when measuring equipmehl_ ound to be unfit for ils intended purpose, and shall take
appropriate action as hecessar Ve Mm.k

7.6 Organizational Imoug a”ga

n‘s‘n;e The knawladge necessary for the aperaticn of its processes and to
gand sexvices.

The brganization shall day;
Achigve conformity of pr o&

This knowledge sha}l he t&‘r‘:ﬁﬁl ained and be mide avaitable to the egtent necessary.

When addressing ﬁ’haﬁz,gmg needs and trends, the organization shall consider-its cirrent knowledge
1nd determine hg} w10 acquire oy accegs any hecessary additional fnowledge and required updates,

_.,lita_nal knowledge is knowledge specific to the organization; it is generally gained by

NOTE1 Ol’{,'t
AFmation that is used and shared to achieve the organization’s shjectives,

experience, ]ﬁs
NOTE 2 ‘*D,; mmz‘:tmnal knowledge can be based on:

a) mterna!"*snnrccs (e.g. Intellectual propérty; knowledge gained from experience; lessons learned from
failures and successful projects; capturing and sharing undecumented knowledge and experience; the results of
improvements in processes, products and servicesj;

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 werk 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; 3

¢} where applicable, take actions to acquire the necessary competence, and eviRiidte the effectiveness
of the actions taken;

d) retainappropriate documented information as evidence of competenc%*m

-h‘:'}"-‘ S
NOTE Applicable actions can include, for example, the provision of trainfng tu; the mentoring of, or the re-
as¥ignment of currently employed persans; or the hiring or contracting of comua;;gﬁtpersons

7.3 Awareness
The organization shall ensure that persons doing work under Lgﬁ?%fggéx}ization’s control are aware of: (

a) the quality policy;

b) relevant quality objectives;

) their contribution to the effectiveness of the quajﬁgﬁw Shagement system, including the benefits of
improved performance;

d) the implications of not conforming with t]:gﬁ%li%iﬂnanagement system requirements.

7.4 Communication g« 5,
The organization shall determine the infey h‘a'f- “and external communications relevant to the guality
management system, including: %ﬁmgﬁ
g g
5 b
2) on whatitwill communicate;

b} when to communicate;

¢ withwhomto commuui(ﬁt g
5,
& B B
d] howio commumcate, ,‘*e ;:‘f (
‘3{1 —
&) who communicates?

7.5 Documenteéﬁn iToFmation

£
751 Generg %/;5
g, &
The organizaﬁ'ﬁ“hié quality management system shall include:
a) documented information reguired by this International Standard;

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

NQTE The extent of documented information for a guality 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. 2 title, date, author, or reference number);

b) format (e.g. language, software version, graphics) and media (e.g, papeﬁ‘%"l@rzqtronic);
o

¢) review and approval for suitability and adequacy.

7.5.3 Control of documented information g"*’ N
. 3 -
‘\‘:%i:“:;;.-: ¢
7.5.3.1 Documented information required by the quality manggement system and by this international
Standard shali be controlled to ensure: %ﬁ* 5
g
a) itisavailable and suitable for use, where and when it is’:a'aﬁ%ff&ed;
ﬁ%%@’ -
b) itis adequately protected (e.g. from loss of confidedtiality, improper use, or loss of integrity),
et

a) distribution, access, retrievaland use; o "%
) storage and preservation, including p;%;:@'v’gti o of legibility;
¢} control of changes {e.g. version t@yﬂ%}’)i%

d)} retention and disposition. z«r:a?@f
g . N

Documented information of exterf a,;i: origin determined by the organization to be necessary for the

planning and operation of thé@g_ g&é,i v management system shall be identified as appropriate, and

be controlled. igecon

spd as evidence of conformity shall be protected from unintended

g ¥
Documented informatim@,m;é;
alterations. o

755
NDTE Access cﬂng{f%gj;?gﬁdedsion regarding the permission to view the documented information only, or
the permission and ﬁéﬁﬁt}\:’x‘u” {-to view and change the documented information.

=

8 Operatid) -

S

A

8.1 ﬁp:e:ﬁgg%al planning and control

The srgdhization shall plan, implement and control the processes (see 44) needed lo 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) theprocesses;

2) the acceptance of products and services;

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

e) determining, Inaintaining and retaining documented information to the extent necessary:
1} tohave confidence that the processes have been carried outas 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 consequencesmﬁ&%intended changes,
taking action to mitigate any adverse efferts, as necessary.

The organization shali ensure that outsourced processes are controlled (sée G1%

8.2 Reguirements for products and services

8.21 Customer communication
Communication with customers shali include: £
o

a) providing information relating to praducts and scrvicesgk@?;w

r

b) handling enguiries, contracts or orders, including r-:'hgi’l ;
gl
c) obtaining custemer feedback relati ngto products_gﬁ‘;‘gi sBrvices, including customer complaints;
V: s
d) havdling or controlling customer property; B,

¥
€) establishing specific requirements for contingengyactions, when relevant,
& F

~E
8.22 Determining the requirements for produtts and services

PN
When determining the requirements Toy, the, products and services to be offered to customers, the

organization shall ensure that: "

a) the requirements for the products ahg Services are defined, including:

1) anyapplicable statutory aaﬁ” _eg’ﬁklatnry requirements;

2) those considered neces&ityby the organization;

Py s .
b) the organization can megt ;%a:i‘.lalms for the products and services it offers.

Y
& i
2 2,
£

B.2.3 Review of the ref Uhigments for products and services

8.2.3.1 The organiZatiofishall ensure that it has the ability to meet the requirements for products and
services to be offerﬁdx%%usmmers. The organization shall conduct a review before cominitting to supply

products and'ser_vii‘es \é‘a a customer, to include:

Wi
a) requirementd specified by the customer, including the requirements for delivery and post-
delivery actiVities;

) requirements not stated by the customer, hut 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;

€¢) contractor order requirements differing from those previously expressed,
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The organization shall ensure that contract or srder requirements differing from those previonsly
defined are resaolved.

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 applicadle,
%, \
a} ontheresults of the review, &, %%;f

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

¢
8.2.4 Changes to requirements for products and services %&9‘}

&

- F e L .
The organization shall ensure that relevant documented inft -‘f_z;tmn is amended, and that relevant
persons are made aware of the changed requirements,@}%%he requirements for products and

services are chanped.
E 4

£ 3

8.3 Design and development of products angsz?mées
Yo d

ﬁ%‘%

8.3.1 General o

The organization shall establish, implement‘a%ﬁﬁgﬁmtaiﬁ a design and development process that is
appropriate to ensure the subsequent pm%%%gﬁgggqmducts and services.
‘ x

8.3.2 Designand development planni:%‘az;;
%
In determining the stages and contro]&%f}}ésign and development, the organization shall consider:
a) the nature, duration and comﬁi@ﬁ §of the design and development activities;
-3

o by
b) the required process stages%&?lﬁﬁing applicable design and development reviews:

‘?ﬁ" 4 - £ W)
) therequired design and’c?.ﬂ:gklp;amﬂnt verification and validation activities;
d) the responsibilities anaaau%ﬁm'iiies involved i{n the design and developnient process;

'_'.f:'\‘:i:'c .%?

e) theinternal and g_ﬂ@rfﬁé“‘f'resource needs for the design and development of products and services;

f} themneedto cmfg-é‘i’ei;{iterfaces between persons involved in the design and development process;
s ) ‘

g} the need fq_{ﬁgﬁﬁ@yement of customers and users in the design and development process;

h) the r-«aqgﬁ'eﬁa it for subsequent provision of products and services;

i} the I%E;{;*_hgl%ﬁf%ontro] expected for the design and development process by customers and other
relevaitinterested parties;

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

8.3.3 Design and development inputs

The prganization 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 desj gn and development activities;

¢} statutoryand 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 unambiguiggls.

Conflicting design and development inputs shall be resolved. e

The organization shall retain documented information on design and deve]opmenﬁt:gﬂ‘ s,

8.3.4 Design and development controls {M %

The organization shall apply controls to the design and development procgss to Znsure that:

a) the resultsto be achieved are defined; F,ﬁé‘&i F

b) reviews are conducted to evaluate the ability of the results ?@éﬁ% and development to meet
. rel U

requirements; £ %

. le;-"
c) verification activities are conducted to ensure that the deﬁf@and development outputs meet the
input requirements; -

B

W .

d) validation activities are conducted to ensure that ﬂagz:té;plting products and services meet the
requirements for the specified application or intended us :'4

.

o, F
€} any necessary actions are taken on problems de&iiﬁamed during the reviews, or verification and
validation activities; %@L

f) decumented information of these activities isg:iéf”ﬁped.

. Pﬁ,’_ Vg L. .,
NOTE Design and development reviews, ver‘g‘_;';@'g;@ and validation have distinet purposes. '.Ihe)_r can be
condncted separately or in any combination, as is%’ﬂi{,%b]e for the products and services of the erganization.

g

W,

8.3.5 Design and development oulpug-ae

Ry

- The organization shall ensure that desjgmnaid development outputs:
b
a) meet the input reguirements; é«””?
i e
Processes for theprovision of products and services;

b} areadequate for the subsag{iﬁ?nt
T PRy .
¢} include or reference monjtoring and measuring requirements, as appropriate, and acceptance criteria;

Fu i

d) specify the characterichids of the products and services that are essential for their intended purpose

and their safe and pfopéy provision.

. : ¢ % Su £ i . s
The organization s]_lgﬁ E_e-tafn documented information on design and development outputs.
gt
b

8.3.6 Designand devélopm ent changes

The organization shall identify, review and control changes made during, or subsequent 1o, the design
and development of products and services, to the extent necessary to ensure that there is no adverse
impact on conformity to requirenents.

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

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

d} the actions taken to prevent adverse impacts.
8.4 Confrol of externalily provided processes, products and services

8.4.1 General

requ:rements

%

' A
The organization shall determine the controls to be applied to external’f}@mwded processes, products

znd services when: AR
Lo

a) productsand services from external providersarcintended fog mcog:pura tion into the organization’s
own products and services; 2 S

k) products and services are provided directly to the custdﬁé’r@ by external providers on behalf of
the organization; A

Ly

£) a process, or part of a process, is provided by an e;(t“é*’ﬁ@af provider as a result of a decision by the

organization. %

P ”‘*&y
The organization shall determine and apply crié':’; for the evaluation, selection, monitoring of
performance, and re-evaluation.of external pr -é, based on their ability to provide processes or
products and services in accordance witly regif¥ements. The organization shall retain documented
information of these activities and any necesg&rﬁﬁchans arising from the evsluations.
p&? ot
8.4.2 Type and extent of control *\.sg&

The organization shall ensure tha nally provided processes, products and services do not
adversely affect the organjzation’s % @ consistently deliver conforming products and services to
its customers.

p."‘ﬁ{ﬂ' H‘Np\—v—

The organization shall:

a) ensure that exter nally»:,gﬁ‘ﬁmded processes remain within the control of its quality management
system,; ey,
i

b) define both the cgm nﬁ,lhat it intends to apply to an external provider and those it intends to apply
to the resultmg &%p"i‘ft'

¢ takeinto conmé’%?ﬁnﬁn

1} the ﬂtﬁ};@ﬂl impact of the externally provided processes, products and services on the
organt Etlons ability to consistently meet customer and applicable statutory and regulatory
reqml‘égnenu;,

2) g‘ti}e effectlveness of the controls applied by the external provider;
5,1,.

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

8.4.3 Information for external providers

The organization shall ensure the adequacy of reguirements prior to their communication to th
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 organization shall implement produoction and service provisip b, 13
: = e "

Controlled conditions shall include, as applicable:

a)

b}

g)
)

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; N
) .tb’.‘ 3 . -
control and monitoring of the external providers' performance to be appliec%‘?@%rgamzamﬁn;
23

verification or validation activities that the organization, or its n:usm'me1r'f§r'maﬂ;)q ds to perform at the
external providers' premises. %, }
L.

.

) .
5

g
der comrolled conditions.

the availability of documented information hat defingss
",

1) thecharacteristics of the products to be produceg, {\§ services to be provided, or the activities
to be performed; st

2} the results 10 be achieved;

LT

0
the availability and use of svitable nlonitoriﬁ%aﬁg?measuring resources;
gy m

the implementation of monitoring and msssufement activities at appropriate stages to verify that
criteria for contro] of processes or o;;;‘i'“jé;ﬁ’s; and acceptance criteria for products and services,
have been met; _ "f:"“

",

. , B Ry, :
the use of suitable infrastructure anﬁ-e;gpmronment for the operation of processes;

ke

the appointment of competent ﬁ{:ﬁ i1 5, including any required qualification;
bp}"’ .

the validation, and pETiDdigﬁ%\lgﬁzl ation, of the ability to achieve planned results of the processes
for production and ser\rir:;;_af"ﬁuz,gviﬁion, where the resulting output cannot be verified by subsequent
monitoring or measurement;

the implementation -of‘a&é’uﬁs to prevent hman error;
the implementatiozi of rglease, delivery and post-delivery activities.

‘;‘-\ Sy iz

#or )
8.5.2 Identificatfiirfand 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 menitoring and measurement
requirements throughout production and service provision.

The organization shall conirol the unigue 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 belonging to custorners 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 ot ext*frnal provider and retain

documented information on what has aceurred.
f;

NOTE 4 customer’s or external provider's property can include matena]%é?nﬁ%nents tools and equipment,
premises, intellectual property and personal data.
gﬁ&"‘n%

8.5.4 Preservation  Hy mf?

The organization shall preserve the cutputs during prudugﬂtm gnd service provision, to the extent
necessary to ensure conformity to requirements.

transmission or transportzation, and protection.

NOTE Preservation can include identification, an%) tApﬂntz:t.::nmatmn control, packaging, storage,
"#“-1

8.5.5 Post-delivery activities

\;_.\

The srganization shall meet requirements fo%fﬂehvery activities associated with the products
and services. ‘%

ﬁ% 4
In determining the extent of pDSt—dEliVﬁlgfﬂt’;t Yifies that are required, the organization shall consider:
g) statutory and regulatory reqmrementg
b} the potential undesived cunsequglgceé-aqsacmlad with its products and services;

c) thenature, use and miersdegi' r&?_e{‘fme of its progucts and services;

g} customer feedbasl.

RNOTE Postilelivery :;cftfues can include aciions under war lanty provisions; contractual obligations such
as maintenande services, ¢ Elgg%uppi( m-:mtary st.rumm. such as vecycling or final dlspnsal.

8.5.6 Contrs! a-‘f chan;,eb -

The nrganu.a}m)ﬁ shall review and contml changes for production or service provision, to the extent
vecessary tg ’E”h@an o continuing conformity with requirements.

The erg ‘?zatlﬁh shall retain documented information describing the results of the review of changes
the pe;;‘%;{éj' 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
productand service requirements have been met.

The release of products and services to the customer shall not proceed until the planned arrangement:
have been satisfactorily completed, unless otherwise approved by a relevant authority and, a
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 Contrel of nonconforming outputs :
.mm':&“;%%

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. g, g
g

The organization shall take appropriate action based on the niituse of the nnpgggfﬁgmity and its effect
on the conformity of products and services, This shall also apply te nqgéf_;nffg}m’mg prexduels and
services detected after delivery of products, during or after the provision of s@iudtes.

The organfzation shall deal with nenconforming outputs in one or more {Qﬂiﬁﬁ%@ﬂmﬂng ways:
Py

a) correction; £ ﬁfj}z "

ity
b) segregation, containment, return or suspension of provision gﬁf;ni;?_ucts and services;

. . ;‘_ﬁ’ﬁ”\ i
¢ informingthe customer; & F
S
d) obtaining autharization for acceptance under t:onccssmggf’ A

W oy,
Conformity to the requirements shail be verified when :g;né%ufé'rming outputs are corrected.

. W:ﬁ**’ﬁf-.

8.7.2 The organization shall retain documented infp gnation that:

&)

e
al deseribes the nonconfermily; 5 ',

L K7
b} describes thie actions taken; RN
c) describes any concessians obtained: R
T,

K.
d) identifies the authority deciding the .azggm?%i respect of the nonconformity.

3 Performance evaluation
F Y

£ %

. . . o e . .
9.1 Moriloring, measm‘ex;;gﬁ‘i:%@nalys:s and evaluation

9.1.1 General : £

e

The organization shall d ep&g&pe

a) whatneedstohe Jgn%q&gq%ed and measured;

b) the methods fnr‘ar%‘?gi;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 resuits.
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8.1.2 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. %
-w-sr.-:‘..:.-'.‘
9.1.3 Analysis and evaluation

e %
The organization shall analyse and evaluate appropriate data and 111&3_1_ @_aﬁmn arising from monitoring
and measurement.

The results of analysis shall be used to evalnate:

a) conformity of products and services;

b} the degree of customer satisfaction;
c) the performance and effectiveness of the quality %ﬁanﬁge:lent systen;
d) ifplznning has been implemented effectively; ¢ %"’-‘*-”q
e) the effectiveness of actions taken o addre%'%l;%‘and opportunities;
f} the performance of external providers;

g} theneed for improvements to the qugﬁ%g; %agemenl sysiem.

NOTE Methods to analyse data can mciude ’.ﬁatxstxca] techniques.

£ e
9.2 Internal audit % m‘g

ﬁ%&‘m(e
9.2.1 The organization shall, géﬂ%udt internal audits at planned intervals to provide information on
whether the quality mauage%gﬁﬁgrstem

g

a} conformsto:

1} the organmagwu-s%wn requirements for its quality tnanagement system;
-

2) therequif, ﬁn%’%‘mws of this International Standard;

..c""’i.

b} isef fecuve]y :Impltfmeubed and maintained.
e

f -
9.2.2 The},ua mmuou shalh

a) pl;u;, es{al;gsh implement and maintain an andit programme(s) including the frequency, methods
It.s;ggﬁ';lhihtles, planning requirements and reporting, which shall take into consideration the
1mpm>:lance of the processes concerned, changes affecting the organization, and the results o
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 zudit programme and the
audit results.

NOTE SeelS0 19011 for guidance.

3.3 Manapgement review

9.3.1 General

w"f}“"{:r%}

Top management shall review the organization’s quality management system, at pﬁ-aﬁnq,d mterva]s, to

ensure its csntmumg suitability, adequacy, effectiveness and alignment with the sﬁi‘fq&’ﬁgic direction of
the organization.

-9.3.2 Management review inputs

a) the status of actions from previous management reviews; # %
\wb S
b) changesin external and internal issues that are relevant to the”"qua'taty management system;
#40 ‘wse% .
€) information on the performance and effectiveness of the,-é{i plity management systern, including
trends in: iy
F e

1) customer satisfaction and feedback from relevantqg,tﬁ;psted parties;

2) the extent to which quality objectives have been jne;f
3) process performance and conformity of pr oduﬁ*ts and services;
4) nonconformities and corrective actions; ;;5' o

%
i 5o
By Vit

b) meonitering and measurement resultsgﬁm s

6] auvdit results;

7) the perfarmance of external prqﬁ'f T

d) the adequacy of resources:

€) theeffectiveness of actions taée&tﬂ%ddress risks and opportunities (see 6.1);
4“-

) agaportumtles for i tmpraw:me_ )
9.3.3 Management re‘viéﬁ Fputputs

The outputs of the manﬁg&%nt review shall include decisions and actions related to:

) opportunities fu?m‘ﬁ vement;
b) anyneed for dmnge% to the quality management system;

€) resource needs,

The erganization shall retain documented information as evidence of the results of management reviews,
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© 10.2.1 When a nonconformity occurs, including an;;}g;\% ;
. £ F ’
Y

d} review the effecms}cm"

7S 1SO 9001:2015

10 Improvement

10.1 General

The organization shall determine and select opportunities for improvement and implement any
necessary actions to meet customer requirerments znd enhance customer satisfaction.

These shall include: 3
%
g) Improving preducts and services to meet requirements as well as 4w-agddress [ulure needs and
expectations;

h) correcting, preventing or reducing undesired effects;

) improving the performance and effectiveness of the quality rgén‘ﬁ b dmernt system.

L

NOTE Examples of improvement can include correction, hmmﬁ e action, continual improvement,
breakthrough change, innavation anil re-organization. é

% f&,&?
10.2 Nonconformity and corrective action {;i' 3

e

b} evaluatethe need for action to e]uméa@c the cause(s) of the nenconformity, in order that it does not

recur or occur elsewhere, by: ,és‘“” )
) fh}tﬁ
1) reviewing and analysing thg nmafanform ity;

2} determining the causr:'ié)‘%ﬁjﬁm nongn nfﬂrmlty

3) determining if similay, -1;;3,@011[' b mities exist, or could potentially occur;

€) implement any action, ne‘éﬁ;d
¢ i

s of any corrective action taken;

e) updaterisks '1;,3%1 ﬁ‘iﬂmz mmttes determined during planning, if necessary;
ét‘tu
f) imake rh?nges 1. the quality managernent system, if necessary.

Correciive arﬁla;iizs $hall bie appropriate bn the éifects of the noncoi{ormities encountered.
‘5‘ HE AL

10.2.2 'Eh mn;ganmallrm shall retain documented information as eviderice oft
& F

0—
a) thel nmu: e of the nenconformities and any subsemient actipns 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 ootputs from

management review, to determine if there a
continual improvement.

20

re needs or pppertunities that shall be addressed as part of
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