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Foreword

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

The procedures used to develop this document and those
intended for its further maintenance are described in the
ISO/IEC Directives, Part 1. In particular, the different
approval criteria needed for the different types of ISO
document should be noted. This document was drafted in
accordance with the editorial rules of the ISO/IEC
Directives, Part 2 (see www.iso.org/directives).

ISO draws attention to the possibility that the
implementation of this document may involve the use of
(a) patent(s). ISO takes no position concerning the
evidence, validity or applicability of any claimed patent
rights in respect thereof. As of the date of publication of
this document, ISO had not received notice of (a) patent(s)
which may be required to implement this document.
However, implementers are cautioned that this may not
represent the latest information, which may be obtained
from the patent database available at www.iso.org/patents
ISO shall not be held responsible for identifying any or all
such patent rights.

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

For an explanation of the voluntary nature of standards, the
meaning of ISO specific terms and expressions related to
conformity assessment, as well as information about ISO's
adherence to the World Trade Organization (WTO)
principles in the Technical Barriers to Trade (TBT), see
www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/
TC 176, Quality management and quality assurance,
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Subcommittee SC 2, Quality systems, in collaboration with
the European Committee for Standardization (CEN), in
accordance with the Agreement on technical cooperation
between ISO and CEN (Vienna Agreement).

This sixth edition cancels and replaces the fifth edition
(ISO 9001:2015), which has been technically revised. It
also incorporates the Amendment ISO 9001:2015/Amd
1:2024.

The main changes are as follows:

e Inclusion of core ISO management system terms
and definitions: Clause 3 of the document now
includes a limited number of terms and definitions.
ISO 9000 remains the normative reference for all
quality management terms and definitions.

e Introduction of quality culture and ethical
behaviour: Quality culture and ethical behaviour
are now addressed within the requirements,
particularly in relation to leadership, awareness
and the environment for the operation of processes.

e Separation of risks and opportunities: Risks and
opportunities are more clearly distinguished, with
separate consideration of actions to address each.

e Strengthened management of change:
Requirements related to changes to the quality
management system have been reinforced to
support the achievement of intended results.

e Enhanced explanatory content in Annex A: It has
been revised to provide enhanced clarification of
the structure, terminology and intent ofthe
requirements as informative text, without
introducing additional requirements.

e Removal of Annex B: It previously provided
information on other ISO/TC 176 standards.
References to these standards are now included in
Annex A and on the ISO/ TC 176 website.

Any feedback or questions on this document should be
directed to the user's national standards body. A complete
listing of these bodies can be found at
Www.iso.org/members.html.
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Introduction
0.1 General

Establishing and implementing a quality management
system is a strategic decision for an organization that
supports improved performance, enhances customer
satisfaction, and provides a foundation for sustained
success and sustainable development initiatives.

The potential benefits to an organization of implementing
a quality management system based on the requirements in
this document are:

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

b) facilitating opportunities to enhance customer
satisfaction;

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

d) the ability to demonstrate conformity to quality
management system requirements.

This document can be used by internal and external parties.
This document does not imply the need for:

e uniformity in the structure of different quality

management systems;

alignment of documentation to the clause structure
of this document;

the use of the specific terminology of this
document within the organization.

The quality management system requirements in this
document are complementary to requirements for products
and services.

Consistently meeting requirements and addressing future
needs and expectations of customers and other relevant
interested parties poses a challenge for organizations in an
increasingly dynamic and complex environment. To
achieve this objective, the organization can pursue
continual improvement in various ways, such as
incremental or breakthrough change, innovation or
reorganization initiatives.

Annex A provides information and clarifications that can
support understanding of the structure, terms and clauses
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of this document. It does not contain any additional
requirements.

For guidance on the application of all clauses in this
document, see ISO 9002 UI.

0.2 Quality management principles

This document is based on the quality management
principles described in ISO 9000 121. 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
actions to improve the organization's performance when
applying the principle. The quality management principles
are:

e customer focus;

leadership;

engagement of people;

process approach;

improvement;

evidence-based decision-making;

relationship management.

0.3 Process approach
0.3.1 General

This document promotes the adoption of a process
approach when establishing, implementing and improving
the effectiveness of a quality management system, to
enhance customer satisfaction by meeting customer
requirements. Specific requirements considered essential to
the application of a process approach are included in 44.

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

The process approach involves the systematic
determination and management of processes, and their
interactions, so as to achieve the intended results in
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accordance with the quality policy and strategic direction
of the organization.

Management of the processes and the system as a whole
can be achieved using the Plan-Do-Check-Act (PDCA)
cycle (see 0.3.2) with an overall focus on risk-based
thinking (see A.6.1.2) aimed at preventing undesired
results, and opportunity-based thinking (see A.6.1.3) aimed
at pursuing desired results by taking advantage of
opportunities.

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

a) understanding and consistency
requirements;

in meeting

b) consideration of processes in terms of risk,
opportunity and added value;

¢) achievement of effective process performance;

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

Figure 1 gives a schematic representation of any single
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 process steps and related risks.

lStarting pointl

3 eslaiul b Wilgize JS S olgicds piuw 9 baihs copie
35505 b 9 (0.3.2 33) (PDCA) pla8louny prly2 50 ye0lyy ay2
@ Pliws Gao b g (A6.1.2 350) Sy g (S0 585 IS
Pl el 55 i)y 990 Gizo (A.6.1.3 1) §)9mocoyd
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End point

Sources of inputs Activities Receivers of outputs
PREDECESSOR MATTER, A MATTER, SUBSEQUENT
PROCESSES ENERGY, i ENERGY, PROCESSES
from internal or INFORMATION, INFORMATION, to internal or
external providers, such as such as external customers,
customers, other materials, products, other relevant
relevant interested resources, services, interested parties
parties decisions decisions

. -4 A\ J " S/ U J
L /
Possible controls and check
AN— points to monitor and —/

measure performance and
effectiveness

Figure 1 — Schematic representation of the elements of a single process
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0.3.2 Plan-Do-Check-Act cycle
The PDCA cycle can be briefly described as follows:

e Plan: Establish the objectives of the system and its
processes, and the resources needed to deliver
results in accordance with customer and other
relevant interested party requirements and the
organization's policies, and determine and address
risks and opportunities.

e Do: Implement what was planned.

e Check: Monitor and, as applicable, measure
processes and the resulting products and services
against policies, objectives, requirements and
planned activities, and report the results.

e Act: Take actions to improve the performance of
the quality management system.

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

o R —
e quality Managep, e, -
(¥ o ‘s}s

:-3(,0? DO
Support
= (7)

Operation

Organization
and its context

(4)

Customer

requirements 5> Planning

Needs and s
expectations of
relevant
interested
parties (4)

Plan-Do-Check-Actas,> o.W.Y
19)S S yj Wiz & wollS jgbdy lgise | PDCA a5y
oo g ol anhd g eliwaw Blaol :gjyacly e
ellll b @lao @l & sibiws ©ly jlisge ailio
Sobs 9 bl 28565 Gadb pluw g Gyl
9 Rlwlidd bocuoyd g oS 9 5950 (e Ylojluw
33550 ))8 Sy g0
239050 ol el 034 (§53)a0lp aziT sl @
wloas 9 UUQAO.QA ‘5),\)15 WHyguo )y «g LCD..\.'\.?')Q Wy N o
5 wlolyl (lanl dogdohs b dwlio )5 (Juols
9 0b (5505l g ik adbisi ey slacslled
igdize gl gl
Sleladl cudss cupie i 3)Shac dou Sl :|o|.)§| °
9450 Ll
Shp prizee g anld olad Gl vlgise ) PDCA a5
olio ¥ S o )5 4 IS S0 plgicdy codsS copde @i
a5y b L3yl olgise | Yo B € Glodi digSs 45 amdse
5,5 aiwog,S PDCA

le ) N

. Customer
satisfaction

CHECK Results
Performance A1 Oftll?e
evaluation <~ — quality

9) management
system

A»._Products and
- services

Improvement
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'\._/.

Figure 2 — Representation of the structure of this document in the PDCA cycle
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NOTE: Numbers in brackets refer to the clauses in this
document.

0.4 Relationship with other management
system standards

This document applies the harmonized approach as
published in the ISO/IEC Directives related to the
development of management system standards. The
intention is to support alignment and facilitate the
integration of the requirements and recommendations of
one or more management system standards into an
organization's management system.

For more information, see

https://www.iso.org/management-system-standards.html.

This document provides a basis for an organization to apply
the process approach, coupled with the PDCA cycle, risk-
based thinking and opportunity-based thinking, in order to
align or integrate its quality management system with the
requirements of other management system standards.

This document relates to the following standards:

e [SO 9000:provides the fundamental concepts and
vocabulary essential for understanding the
requirements of this document;

e SO 9002:provides guidance on the application of
the requirements of this document;

e ISO 9004:provides guidance on enhancing the
quality of an organization and its ability to achieve
sustained success.

This document does not include requirements specific to
other management systems, such as those for
environmental management, occupational health and safety
management, or asset management.

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

5518 o)Ll s ¢l sl o)les @ 3l &I slacl: aiss
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.l ULA)‘LAJ [SJERVY W).) Cydo W
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g4 a=zlyo ISO 009 5o

https://www.iso.org/management-system-standards.html.
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Quality management systems —
Requirements

1 Scope

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

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

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

All the requirements of this document are generic.

This document is applicable to any organization,
regardless of its type or size, or the products and services
it provides.

NOTE 1: In this document, the terms "product" or
"service" only apply to products and services intended
for, or required by, a customer.

NOTE 2: Statutory and regulatory requirements can be
expressed as legal requirements.

2 Normative references

The following documents are referred to in the text in
such a way that some or all of their content constitutes
requirements of this document. For dated references, only
the edition cited applies. For undated references, the latest
edition of the referenced document (including any
amendments) applies.

ISO 9000, Quality management — Fundamentals and
vocabulary

Wbl — cudsS ey yio Gl piuww

35,5 diols |

a0 U.)Lo)l.w LS')-.’ I) L.A.\.Q..\SLAJ)JM LV OTIEV L_i.) c.')Lo|}J| Aww C):?I
a5 .)..'xSU.o

Slas g Wigams yaiuwe Bl 5 Iy 395 (HUlgs 3l L5 (I
03)9lp |y Jleel bl Silyyde g (59958 wlall g (5 yisie wlall a5
(S wldl (S0

V20l 6550 Gapb I e coley pinliél G b (o

31 Olizabl g piluspes 35182 Sl @3V i alaz | (iuaus

(Jlacl b S0 9 (H58 wlalil g gyie wlall L Gl
QA (0908 L O,gl C)LOI}JI IolA.'S
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3 Terms and definitions Glei g wlbbeol W

For the purposes of this document, the terms and ¢ISO 9000 5 sausdslyl wayles g wloWhol (i oyl Slaol glp

definitions given in ISO 9000 and the following apply. it Jlacl B 15 dinyls g oloWaol o
ISO and IEC maintain terminology databases for use in

standardization at the following addresses: »> ol sl |y pubidipihol o> slaolly TEC 5 ISO

1S (50 (613855 ) oSl 53 (g5 wdlasliuwl
e [SO Online browsing platform: available at ’ g m e
https://www.iso.org/obp https://www.iso.org/obp : ISO (Wil ygy0 oyaily @

e IEC Electropedia: available at https://www.electropedia.orgl :IEC Electropedia e
https://www.electropedia.org

3.1 Organization ool .1

person or group of peopl.e that has 1ts.own ﬁJnctlons W1th hlg) 9 whlasl Ao
responsibilities, authorities and relationships to achieve
its objectives (3.6)

Note 1 to entry: The concept of organization includes, but ROI @ 39320 (g ) Ylge Jolds Ylojlw pgedo ) wadlashy
is not limited to, sole-trader, company, corporation, firm, «=S)lio (g Hlojluw D55 (Auundo Sy (531l U i
enterprise, authority, partnership, charity or institution, or k38,0 oyl | Sy b ol jl i b olgd b drpd dwwdo
part or combination thereof, whether incorporated or not,
public or private.

wiplby a5 S8l 5l og)S b path
(3.6). 305 50 cullad 395 Blasl @ (sLiiwd Glp g 315 1) 395 oo

b (sgs olgs g Al b il Sgd> cuuazid ghls aSwl i
. . . ‘uws‘m l:’
Note 2 to entry: If the organization is part of a larger
ity, th "organization" refers only to th f eWhol
entity, the term "organization” refers only to the part o
the larger entity that is within the scope of the quality i diold ;> a5 350 oLl Slgs Gl jl (w20 @ bbb (ylojlun

AL S g ol siso olojlw S P cdlasl

management system (3.4.1). (3.4.1).5)15 51,8 cudsS copie
3.2 interested party (stakeholder) g S,b V.Y

person or organization (3.1) that can affect, be affected
by, or perceive itself to be affected by a decision or
activity

EXAMPLE Customers, owners, people in an <OhRSL BSuael lojlw shél (ollle byido  Jlio
organization, providers, bankers, regulatory authorities, a5 claizl GlogyS L By doadl=dl (ilyybo ¢ (5938 golpo

unions, partners or society that can include competitors or A 3ylg ,Lid Wlie §loog,S b LS, 5 awlgi 0
opposing pressure groups.

1380 ;50 clled b praal SO p Blgige a5 Gilojlw b oz
10 o 51 Se 1) 392 b i 50 o
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3.3 top management

person or group of people who directs and controls an
organization (3.1) at the highest level

Note 1 to entry: Top management has the power to
delegate authority and provide resources within the
organization.

Note 2 to entry: If the scope of the management system
(3.4) covers only part of an organization, then top
management refers to those who direct and control that
part of the organization.

3.4 management system

set of interrelated or interacting elements of an
organization (3.1) to establish policies (3.5) and
objectives (3.6), as well as processes (3.8) to achieve
those objectives

Note 1 to entry: A management system can address a
single discipline or several disciplines.

Note 2 to entry: The management system elements
include the organization's structure, roles and
responsibilities, planning and operation.

Note 3 to entry: The management system elements can
include the organization's policies, practices, rules and
beliefs.

Note 4 to entry: An organization manages its interrelated
elements in an orderly manner to achieve its objectives.

Note 5 to entry: The scope of a management system can
include the whole of the organization, specific and
identified functions of the organization, specific and
identified sections of the organization, or one or more
functions across a group of organizations.

3.4.1 quality management system

part of the overall management system (3.4) of an
organization (3.1) related to quality

Ayl eoydo WLV

colse abaw 2550 )3 |y (3.1) glojlw a5 381 I (29)S b pazis
e S g

h) @lio el g colgime (aread Luisl i)l copie 1) eudlash
)1 glojlw =15 5o

So jl i ks (3.4) copie piwaw dieold JS1:Y el
Ol & cawnl 63L81 )l copio jl ke Wos g |y ¢lojlw
S0 S g welae |y glojl jl G

oy 30 Elnian v.e
skl gl (3.1) plojlu S Joleio b biyo yolic jl Glacgazo
slp (3.8) il Huzan ¢ (3.6) Slaal g (3.5) by sinks>

Sl o 4 (oloiws
L aoly eSS 0jg> So W Blgise Lo g 1) cwdlsb

D510 (i 0jg> iz

9 o yuds (lojlw )l Jold wupiw pliuww polic ¥ cuislaslb

.l glojlw wldac g (§52)a0Lyp (dedgiue

douiohs Jold dlgiso copio i polic P cuisladl
sl glojlw Gyl g aclgd oy,

Jopll wygod ) 395 b polic gl Sy I cuslash
b s 395 Blaol 1 B 35S 50 wupe

Wby glojlw IS Blgis0 cope plwaw Sy dield 10 cuslssh
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3.5 policy

intentions and direction of an organization (3.1) as
formally expressed by its top management (3.3)

3.5.1 quality policy
Policy (3.5) related to quality
Note 1 to entry: The quality policy:

e is generally consistent with the overall policy of
the organization (3.1);

e can be aligned with the organization's vision and
mission;

e provides a framework for the setting of quality
objectives.

Note 2 to entry: The quality management principles
presented in ISO 9000 can form a basis for the
establishment of a quality policy.

3.6 objective
result to be achieved

Note 1 to entry: An objective can be strategic, tactical or
operational.

Note 2 to entry: Objectives can relate to different
disciplines (e.g. finance, health and safety, environment).
They can be, for example, organization-wide or specific
to a project, product, service or process (3.8).

Note 3 to entry: An objective can be expressed in other
ways, such as an intended result, as a purpose, as an
operational criterion, as a quality objective (3.6.1) or by
the use of other words with similar meaning (e.g. aim,
goal, target).

Note 4 to entry: In the context of quality management
systems (3.4.1), quality objectives (3.6.1) are set by the
organization (3.1), consistent with the quality policy
(3.5.1), to achieve specific results.

3.6.1 quality objective
Objective (3.6) related to quality

Note 1 to entry: Quality objectives are generally based on
the organization's (3.1) quality policy (3.5.1).

Note 2 to entry: Quality objectives are generally specified
for relevant functions, levels and processes (3.8) in the
organization.

o ks V.0
Copde huwgi ey ;9ba &5 (3.1) plojlw o §pSegz g b
ol 034 ¢l of (3.3) sl
CaldasS (wino o> .0,
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leadsS b ) ewnlasb
el ;B glojlw IS siokas b logoc @
b Liwlyan lojlw wagole g jlalesz b Slgige @
S50 ol cadsS Blsal gl Gl elz @

gl 50 ISO 9000 )5 saindilyl cudsS copin Jaol ¥ cuilasb
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3.7 risk

effect of uncertainty

Note 1 to entry: An effect is a deviation from the expected
— positive or negative.

Note 2 to entry: Uncertainty is the state, even partial, of
deficiency of information related to, understanding or
knowledge of, an event, its consequence, or likelihood.

Note 3 to entry: Risk is often characterized by reference
to potential events and consequences, or a combination of
these.

Note 4 to entry: Risk is often expressed in terms of a
combination of the consequences of an event (including
changes in circumstances) and the associated likelihood
of occurrence.

Note 5 to entry: The word "risk" is sometimes used when
there is the possibility of only negative consequences.

3.8 process

set of interrelated or interacting activities that uses or
transforms inputs to deliver a result

Note 1 to entry: Whether the result of a process is called
an output, a product or a service depends on the context
of the reference.

Note 2 to entry: Inputs to a process are generally the
outputs of other processes and outputs of a process are
generally the inputs to other processes.

Note 3 to entry: Two or more interrelated and interacting
processes in series can also be referred to as a "process".

Note 4 to entry: Processes in an organization (3.1) are
generally planned and carried out under controlled
conditions to ensure that intended results can be achieved.

Note 5 to entry: A process where the conformity (3.15) of
the resulting output cannot be readily or economically
validated is frequently referred to as a "special process".

l.S.w,g) Y".V
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3.9 competence sl V.9

ability to apply knowledge and skills to achieve intended

results HBinge 205 & i ly eylge g Gy 55 2Ulgs

3.10 documented information 093 wleubl . lo

information required to be controlled and maintained by 9 g4 (5)13855 9 35 plojlw So bawgs wwl @3V oS Sleibl
an organization (34) and the medium on which it is 3513518 of §9) » wledbl ¢l a5 Gl
contained

3o 5l g slalwy g LB o 5 Algise 9o wlelbl 1 cuwslasb

Note 1 to entry: Documented information can be in any N )

format and media and from any source.
Note 2 to entry: Documented information can refer to: Al aidls o)Ll 5 3ylge 4y Blgize g wlelbl ¥ cadlssh

_ the management system (324), including related fcwol ool 3)lalul a2 axdwo > 2wl (pl ww)es asldl

processes (328); — information created in order for the & W/ 5)lg Guw g @S0 JoUS |y P/l (g3 iz 5 cplplo
organization to operate (documentation); — evidence of

results achieved (records). oot ==
3.11 performance 3ySlac .1\
measurable result EpSo51351 ol amis
Note 1 to entry: Performance can relate either to ) -

quantitative or qualitative findings. b bgoyo 505 b (505 laaidh & Blgie ) Hewdlssl

Note 2 to entry: Performance can relate to managing aphd  docolled copse @ Jlgice ySlec Pedlash
activities, processes (3.8), products, services, systems or AL boyyo glojlw b eiwiw wwlods wigamo
organizations (30).

3.12 continual improvement JU-LIVKVW.TR oN | o
recurring activity to enhance performance (3.11) sySlac il (gl 63ginlySH colled
3.13 effectiveness iyl PV

extent to which planned activities are realized and
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3.14 requirement

need or expectation that is stated, generally implied or
obligatory

Note I to entry: "Generally implied" means that it is
custom or common practice for the organization (321)
and interested parties (32) that the need or expectation
under consideration is implied.

Note 2 to entry: A specified requirement is one that is
stated, e.g. in documented information (300).

Note 3 to entry: A qualifier can be used to denote a
specific type of requirement, e.g. product requirement,
service requirement, quality management requirement,
customer requirement, quality requirement.

Note 4 to entry: Requirements can be generated by
different interested parties or by the organization itself.

Note 5 to entry: It can be necessary for achieving high
customer satisfaction to fulfil an expectation of a
customer even if it is neither stated nor generally implied
or obligatory.

3.15 conformity
fulfilment of a requirement (3.14)

Note 1 to entry: The term "conformance" is synonymous
but deprecated.

3.16 nonconformity

non-fulfilment of a requirement (3.14)

3.17 corrective action

action to eliminate the cause(s) of a nonconformity (3.16)
and to prevent recurrence

Note 1 to entry: Corrective action is taken to prevent
recurrence whereas preventive action is taken to prevent
occurrence.
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3.18 audit

systematic and independent process (38) for obtaining
evidence and evaluating it objectively to determine the
extent to which the audit criteria are fulfilled

Note 1 to entry: An audit can be an internal audit (first
party) or an external audit (second party or third party),
and it can be a combined audit (combining two or more
disciplines).

Note 2 to entry: An internal audit is conducted by the
organization (30) itself, or by an external party on its
behalf.

Note 3 to entry: "Audit evidence" and "audit criteria" are
defined in ISO 19011 UL

Note 4 to entry: The fundamental elements of an audit
include the determination of the conformity (3:15) of an
object according to a procedure carried out by people
selected to ensure impartiality and objectivity of the audit
process.

Note 5 to entry: Internal audits are conducted for
management review and other internal purposes and can
form the basis for an organization's declaration of
conformity. Independence can be demonstrated by the
freedom from responsibility for the activity being
audited.

Note 6 to entry: Second-party audits are conducted by
parties having an interest in the organization, such as
customers, or by other persons on their behalf. Third-
party audits are conducted by external, independent
auditing organizations such as those providing
certification or registration of conformity or
governmental agencies.

Note 7 to entry: An audit can also be a joint audit
conducted by two or more auditing organizations.

3.19 measurement

process (301) to determine a value

Note 1 to entry: According to ISO 3534-2:2006, 3.2.1,
the value determined is generally the value of a quantity.
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3.20 monitoring

determining the status of a system, a process (3,8) or an
activity

Note 1 to entry: To determine the status, there can be a
need to check, supervise or critically observe.

Note 2 to entry: Monitoring can also determine the status
of a product or a service,

Note 3 to entry: Monitoring is generally a determination
of the status of an object, carried out at different stages or
at different times.

4  Context of the organization

4.1 Understanding the organization and its
context

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

The organization shall determine whether climate change
is a relevant issue.

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

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

NOTE 2 Understanding the external context can be
facilitated by considering legal, technological,
competitive, market, cultural, political, social, economic
and environmental issues at the international, national,
regional or local level.

NOTE 3 Understanding the internal context can be
facilitated by considering issues related to the
organization's strategic direction, values, culture,
resources, knowledge and performance.
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4.2 Understanding the needs and expectations
of interested parties

The organization shall determine:

a) the interested parties that are relevant to the
quality management system;

b) the relevant requirements of these interested

parties;
¢) which of these requirements will be addressed
through the quality management system.

The organization shall monitor and review information
about these interested parties and their relevant
requirements.

NOTE Relevant interested  parties
requirements related to climate change.

can have

4.3 Determining the scope of the quality
management system

The organization shall determine the boundaries and
applicability of the quality management system to
establish its scope.

When determining this scope, the organization shall
consider:

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

b) the requirements referred to in 4.2;

c) the products and services of the organization.

The organization shall apply all the requirements of this
document if they are applicable within the determined
scope of its quality management system.

The scope shall state the types of products and services
covered.

The scope shall include justification for any requirement
of this document that the organization determines is not
applicable to its quality management system.

The scope shall be available as documented information.

Conformity to this document can only be claimed if the
requirements determined as not being applicable do not
affect the organization's ability or responsibility to ensure
the conformity of its products and services and the
enhancement of customer satisfaction.
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4.4 Quality management system

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

The organization shall:

a)

b)

d)

g)

h)

determine the processes needed for the quality
management system and their application
throughout the organization;

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

determine the sequence and interaction of these
processes;

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

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

assign the responsibilities and authorities for
these processes;

address the risks and opportunities as determined
in accordance with the requirements of 6+1;

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

improve the processes and the quality
management system.

4.4.2 Documented information shall be available to the
extent necessary:

a)

b)

to support the operation of the organization's
processes;

as evidence that the processes are being carried
out as planned.
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5 Leadership Sy O

5.1 Leadership and commitment .
295 g Sy 0.

LS 0.1.1

5.1.1 General

Top management shall demonstrate leadership and
commitment with respect to the quality management sge3 g (gum) «ainS Coypde Eimw W d>g3 b b L)l copio

system by: 12 s 5 dylge Gayb il 1) 39>
a) ensuring that the quality policy and quality Sl oS Glanl g oS iohs aSul 5l plsebl (Wl
objectives are established and are compatible T S TG SO

with the strategic direction of the organization; i B glojlw G3poly §Seg> b g diloas

b) ensuring the integration. of the_ quality |y 8,5 copse e ololl gjle az)LSa 51 olbisebl (0
management system requirements into the I o] d
organization's business processes; ‘olojlw ) BgcwsS slasnlhyd

c) ensuring that the resources needed for the quality = piwaw Gl jLidje0 gl H3g Guyiwd yd I plaebl (2
management system are available; S oy

d) communicating the importance of -effective o . o .
quality management and of conforming to the Ll L SLbil g codsS (a2l copie casal Jusl (5

quality management system requirements; S Coypdo el

e) ensuring that the quality management system w5 L . . S e
. . > douil U CudsS Cupdo aSul 51 luebl (o
achieves its intended result(s); G0 2 AR @ el Sonte el G0N (

(L0 Cuwd g5 ) 1h5S
f) directing and supporting persons to contribute to i 57 S50

the effectiveness of the quality management qiwue (i 2l 53 eSylie by 33l jl colas ¢ eolas (g

system,;
YR feadsS Copio
g) promoting continual improvement;

_ s S o5 (;

h) supporting other relevant roles to demonstrate ’ 942 2295
their lea.id.e?shlp, as it applies to their areas of = .5 L5 ol e b o ple jl coles (2
responsibility; _ ;

_ . . _ _ gl colgime §looje> S «(Syu)

1) promoting quality culture and ethical behaviour;

. . (SOUSI LSy g eadlS Koy 5 (b

j) promoting the use of the process approach; SIS, 9 oy 5 2299 (

k) promoting risk-based thinking and opportunity- 163hd 35S0g) il eslatiwl 2ugys (6
based thinking; ) a5 i T

1) taking accountability for the effectiveness of the 2 a4 &5
quality management system. S Capde el (05l JUS ) eSEuwly pidnds (J

NOTE 1 Reference to "business" in this document can be

interpreted broadly to mean those activities that are core : o . e
to the purposes of the organization's existence. 63929 Shal Gl a5 35 s lacglled slee @ o)

NOTE 2 An organization's quality culture and ethical
behaviour are reflected in its shared values, attitudes, o)l ;5 plojlw So BUSI LS, 9 oS Simyd P cwolasb

practices and actions. Nigidee LuSaio ol Syidie wlol a8l g lodyg) v 45,55
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5.1.2 Customer focus S yiwino 3 35505 O.1.Y

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

I eGyidi0 33 35500 ) ol 1) 395 285 9§y Wb W)l e
e gl pj lge jl olnebl Gyb
Jlecl b Silyie o igls wlelyl g (6o wlolyl (al
£35940(50 0390 i j9bds 9 0L D 0L (s

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

Vgazs Gkl » Algize &S locuoyd g oSy (@

b) the risks and opportunities that can affect o .
conformity of products and services and the I3 ;80 Gydo wls) ol (2Ll 9 wleas o
ability.to enhance customer satisfaction are {00515 50 )18 S A0y 3930 § (i
determined and addressed;

c) the focus on enhancing customer satisfaction is 940 o colidy G331 555e3 (2

maintained.

5.2 Quality policy CalsS (o b O.Y

5.2.1 Top management shall establish a quality policy S 13S slool 11+ g fobs b 1)l copie O.F.
: ol ) S o DL Syl cop .r.

that:
a) is appropriate to the purpose of the organization; bl gl casle g Vao L cuwlite (I
b) provides a framework for setting quality S @8 cadnS Blasl uss sl (wezle (0
objectives;
2L eel, LB eslolil (cilwodiain do . LS .
c) includes a commitment to meet applicable > Jlacldo ololill slwosgly 4 sas5 Jolis (&
requirements; Ll S oo i yolwo Soa 4 2g5 Jold (5
d) includes a commitment to continual _ | . ) o st
improvement of the quality management system; Ol Gl Sz jl 9 3050 B3 )0 1) plojlw diwey (o
e) takes into account the context of the organization S (s

and supports its strategic direction.

5.2.2 The quality policy shall:
a)
b)
c)
d)

be available as documented information;
be communicated within the organization;
be available to interested parties, as appropriate;

be implemented, understood and applied within
the organization.
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5.3 Roles, responsibilities and authorities

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

Top management shall assign the responsibility and
authority for:

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

b) reporting on the performance of the quality
management system to top management;

c) ensuring that the processes are delivering their
intended results;

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

e) reporting on opportunities for improvement to
top management;

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

6 Planning

6.1 Actions to address risks and opportunities

6.1.1 Determining risks and opportunities

When planning for the quality management system, the
organization shall consider the issues referred to in 4.1
and the requirements referred to in 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) prevent, or reduce, undesired effects;
¢) achieve continual improvement;

d) enhance desired effects.
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6.1.2 Actions to address risks

The organization shall determine, analyse and evaluate
risks that can have an undesired effect on its ability to
continually and consistently provide conforming
products and services and enhance customer satisfaction.

The organization shall plan:
a) actions to address these risks;
b) how to:

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

2) evaluate the effectiveness of these actions.

Actions taken shall be proportionate to the potential
impact of the risks on the intended results of the quality
management system.

NOTE 1 Determined risks can include risks related to
the ability to provide conforming products and services
during and after a disruption.

NOTE 2 Actions to address risks can include avoiding
risk, taking risk in order to pursue an opportunity,
eliminating the risk source, changing the likelihood or
consequences, sharing the risk or retaining risk by
informed decision.
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6.1.3 Actions to address opportunities

The organization shall determine, analyse and evaluate
opportunities that can have a desired effect on its ability
to continually and consistently provide conforming
products and services and enhance customer satisfaction.

The organization shall plan:
a) actions to address these opportunities;
b) how to:

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

2) evaluate the effectiveness of these actions.

Actions taken to address opportunities shall be
appropriate to the organization's context and support the
achievement of desired results.

NOTE Actions to address opportunities can include
adopting new practices, launching new products or
services, creating new partnerships, leveraging emerging
technologies, implementing initiatives, and other actions
to address the current and changing needs and
expectations of an organization's customers and other
relevant interested parties.

6.2 Quality objectives and planning to achieve
them

6.2.1 The organization shall establish quality objectives
at relevant functions, levels and processes.

The quality objectives shall:
a)
b)
¢)
d)
e)
f) be updated as appropriate;

g)
h)

be consistent with the quality policy;

be measurable;

take into account applicable requirements;
be monitored;

be communicated;

be available as documented information;

be relevant to the conformity of products and
services and the ability to enhance customer
satisfaction.
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6.2.2 When planning how to achieve its quality b ¢lojlw censsS Blaal 4 (oliws Sl Sjyaely pKin £.V.Y

objectives, the organization shall determine:

a)
b)
c)
d)
e)

what will be done;

what resources will be required;
who will be responsible;

when it will be completed;

how the results will be evaluated.
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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.

To ensure changes are implemented effectively to
achieve intended results, the organization shall consider:

a) the purpose of the changes and their potential
consequences;

b) the potential impact on the integrity of the quality
management system;

c) the availability of resources and information;

d) the allocation or reallocation of responsibilities
and authorities;

e) the communication of the changes;

f) how the effectiveness of the changes will be
monitored and evaluated;

g) how the results of the changes will be reviewed.

7 Support

7.1 Resources

7.1.1 General

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

The organization shall consider:

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

b) what needs to be obtained from external
providers.

7.1.2 People

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

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

NOTE For all types of work (e.g. on site, remote or a
combination thereof) infrastructure can include:

a) buildings and associated utilities;
b) equipment, including hardware and software;
¢) transportation resources;

d) information and communication technology.

7.1.4 Environment for the operation of processes

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

NOTE A suitable environment can include a combination
of factors, which can differ depending on the products
and services provided. Relevant factors can include:

a) social (e.g. non-discriminatory,
confrontational);

calm, non-

b) psychological (e.g. stress-reducing, burnout

prevention, emotionally protective);

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

Some factors can be influenced by the organizational
quality culture and ethical behaviour.
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7.1.5 Monitoring and measuring resources
7.1.5.1 General

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

The organization shall ensure that the resources provided:

a)

are suitable for the specific type of monitoring
and measurement activities being undertaken;

b)

are maintained to ensure their continuing fitness
for their purpose.

Appropriate documented information shall be available
as evidence of fitness for purpose of the monitoring and
measurement resources.

7.1.5.2 Traceability of measurement results

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

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

b) identified in order to determine its calibration or
verification status;
¢) safeguarded from adjustments, damage or

deterioration that can invalidate measurement
results.

When measuring equipment is found to be unfit for its
intended purpose, the organization shall determine
whether the validity of previous measurement results has
been adversely affected and shall take appropriate action
as necessary.
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7.1.6 Organizational knowledge

The organization shall determine the knowledge
necessary for the operation of its processes and to achieve
the intended results of its quality management system.

This knowledge shall be retained, applied and shared to
the extent necessary.

When addressing changing needs and trends, the
organization shall consider its current knowledge and
determine how to acquire or access any necessary
additional knowledge and required updates.

NOTE Organizational knowledge can take different
forms, such as:

experience-based knowledge held by people; knowledge
acquired through education, training and learning from
others; knowledge embedded in methods, processes and
products; knowledge represented in documented
information, digital systems and other media.

7.2 Competence
The organization shall:

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

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

experience;

where applicable, take actions to acquire the
necessary competence, and evaluate the
effectiveness of the actions taken.

Appropriate documented information shall be available
as evidence of competence.

NOTE Applicable actions can include, for example: the
provision of training to, the mentoring of or the
reassignment of currently employed persons; or the hiring
or contracting of competent persons.
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7.3 Awareness

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

a) the quality policy;

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

¢) the implications of not conforming to the quality
management system requirements;

d) relevant quality objectives;

e) the organizational quality culture and ethical
behaviour.

7.4 Communication

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

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

¢) with whom to communicate;
d) how to communicate;

e) who communicates.

7.5 Documented information

7.5.1 General

The organization's quality management system shall
include:

a) documented information required by this
document;

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:

e the size of organization and its type of activities,
processes, products and services;

e the complexity of processes and their
interactions;

e the competence of persons.
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7.5.2 Creating and updating documented information w9 wlelbl Hlw)je,a g slowl V.0.Y
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8 Operation

8.1 Operational planning and control

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

a) determining the requirements for products and
services (see 8.2);

b) establishing criteria for the acceptance of
products and services;

c) establishing criteria for the processes;

d) implementing control of the processes in
accordance with the criteria;

e) determining the resources needed to achieve
conformity to the product and service
requirements.

Documented information shall be available to the extent
necessary to have confidence that the processes have been
carried out as planned.

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

The organization shall ensure that externally provided
processes, products or services that are relevant to the
quality management system are controlled (see 84).

Documented information shall be available to the extent
necessary as evidence of the conformity of products and
services.
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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
changes;

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

d) handling or controlling customer property;

e) providing information related to contingency
actions, when relevant, including any related to
disruptions to the provision of products or
services.

NOTE Customer communication can include direct
contacts through meetings, emails and document
exchange or indirectly through website content,
publications, social media, responses to frequently asked
questions and training.

8.2.2 Determining requirements for products and
services

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

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

1) any applicable statutory and regulatory
requirements;

2) those considered necessary by the
organization;

b) it can meet the claims for the products and
services it offers.
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8.2.3 Review of requirements for products and
services

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

a) requirements defined by the customer, including
requirements for delivery and post-delivery
activities when applicable;

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

known;
¢) requirements specified by the organization;

statutory and regulatory requirements applicable
to the products and services;

e) contract or order requirements differing from
those previously expressed.

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

When the customer does not provide a documented
statement of their requirements, the organization shall
confirm the customer requirements before acceptance.

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

8.2.3.2 Documented information shall be available, as
applicable, as evidence of:
a) the results of the review;

b) any new or changed requirements for the
products and services.
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8.2.4 Changes to requirements for products
and services

When requirements for products and services are
changed, the organization shall ensure that the relevant
documented information is updated and communicated to
the relevant interested parties.

8.3 Design and development of products and
services

8.3.1 General

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

NOTE The design and development process can include
cycles of review, verification, validation and feedback,
allowing for an iterative approach throughout the design
and development stages.
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8.3.2 Design and development planning a2wgi 9 (s>hb (§j2ya0lp AWV
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In determining the stages and controls for design and
development, the organization shall consider:

a)

the nature, duration and complexity of the design
and development activities;

b) the required process stages, including applicable

design and development reviews;

c)

the required design and development verification
and validation activities;

d) the responsibilities and authorities involved in

the design and development process;

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

f) the need to control interfaces between persons
involved in the design and development process;

the need for involvement of customers and other
relevant interested parties in the design and
development process;

2

h) the requirements for the subsequent provision of

products and services;

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

the documented information needed as evidence that
design and development requirements have been met.
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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)
b)

functional and performance requirements;

information derived from previous similar design
and development activities;

c)
d)

statutory and regulatory requirements;

standards or codes of practice that it has
committed to implement;

e) the potential consequences of failure due to the
nature of the products and services. Inputs shall
be complete, unambiguous and adequate for

design and development purposes.

Conflicting design and development inputs shall be
resolved.

Documented information shall be available as evidence
of design and development inputs.

NOTE Design and development inputs are not always
fully defined or known initially. Instead, they can evolve
as the design progresses, through repeated cycles of
development activity.
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8.3.4 Design and development controls

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

a) the results to be achieved are defined;

b) reviews are conducted to evaluate the ability of
the results of design and development to meet
requirements;

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

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

e) necessary actions are taken to address problems
determined during the reviews, or verification
and validation activities;

f) documented information is available as evidence
of these activities.

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

8.3.5 Design and development outputs

The organization shall ensure that design and
development outputs:

a) meet the input requirements;

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

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

d) specify the characteristics of the products and
services, and the information on the products and
services, that are essential for their intended
purpose including their safe and proper
provision.

Documented information shall be available as evidence
of design and development outputs.
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8.3.6 Design and development changes

The organization shall determine, 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.

Documented information shall be available as evidence
of:

a) design and development changes;
b) results of reviews;
c) authorization of the changes;

d) actions taken to prevent adverse impacts.

8.4 Control of externally provided processes,
products and services

8.4.1 General

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

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

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

b) products and services are provided directly to
customers by external providers on behalf of the
organization;

¢) aprocess, or part of a process, is provided by an
external provider.

The organization shall determine and apply criteria for
the evaluation, selection, monitoring of performance, and
re-evaluation of external providers, based on their ability
to provide processes, products or services in accordance
with requirements.

Documented information shall be available as evidence
of these activities and any necessary actions arising from
the evaluations.
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8.4.2 Type and extent of control

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

The organization shall:

a)

b)

d)

ensure that externally provided processes are
within the control of its quality management
system,

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

take into account:

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

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

determine the verification, or other activities,
necessary to ensure that the externally provided
processes, products and services meet the
requirements.
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8.4.3 Information for external providers

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

The organization shall communicate its requirements to
external providers, as appropriate, for:

a) the processes, products and services to be
provided;

b) the approval of:
1) products and services;
2) methods, processes and equipment;
3) the release of products and services;

c) competence, including any required
qualifications;

d) the external providers' interactions with the
organization and, as applicable, its customers and
other relevant interested parties;

e) the control and monitoring it applies to the
performance of its external providers;

f) verification or validation activities that the
organization, or its customer, intends to perform
at the external providers' premises or other
location.
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8.5 Production and service provision oS Ayl g adgi ALD

8.5.1 Control of production and service provision ca035 dilyl g adgs JyisS A.O.)
The organization shall implement production and service

provision under controlled conditions. Sy 030005 Jalyd e |y oS Al g gl b plojle

The controlled conditions shall include, as applicable: 12 p5 ylge Joldd 330)l8 w)guo )5 b 0a S bnlys

a) the availability and wuse of documented ,u; 3lg0 aS (g0 wlelbl jl oslaiwl g (393 (wyiws ,3 (i
information that defines: L3S 5o e |
1) the -characteristics of the products or . <
. ‘wlbeas L Y >S9 ()
services: wloss b lga=o oS (
2) the activities to be performed; £33g4b plaail 1oL oS alwealles (¥
3) the results to be achieved; g Jrolm b oS ol (W
b) the availability and use of suitable monitoring g (Gioh cuwwlbe glio jl odliiwl ¢ 39 wyiwd )3 (o
and measuring resources; (SpSo51l
c) the implementation of monitoring and 6l cawolio Jolpo 35 (655551351 ¢ vl slaelles ol (
measurement activities at appropriate stages to )L; i N )O,) L La; ) L6 ? UMJ N h.u @rg a
verify that criteria for control of processes or 9 20! & 9> 2 SRS Jris sloy A O i
their outputs, and acceptance criteria for products fa3load 039l wlod> g Wlgazo iyl Slaylieo
and services, have been met; oaiolyd 5ol sy culio bumo g ciluog; jl o3kl (5
d) the use of suitable infrastructure and environment ) w L ;
for the operation of processes; 5Lodyge couslo digSe dlaz jl diunlis L8l (5,554 (&
¢) the appointment of competent persons, including  © 2w 2Ulg3 $l0)93 3azxe (5135 azuo g (5)liSamwo (o
any required qualifications; 63190 )3 cwoas Bl g 3dgs (loainhd 03LGHydely 2l
f) the validation, and periodic revalidation, of the G3% GxS65I8I L ik Goyb jl vlgises ) Jol> 29> &S
ability to achieve planned results of the processes 13,5 306
for production and service provision, where the 0 . .. . )
resulting output cannot be verified by subsequent ‘Pl slbs jlgpSisg sle Ll gh2! (5
monitoring or measurement; 02925 51 G 9 Jegs «swdlil slaelled lysl (a
g) the implementation of actions to prevent human
error;
h) the implementation of release, delivery and post-

delivery activities.
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8.5.2 Identification and traceability
The organization shall:

a) use suitable means to identify outputs when it is
necessary to ensure the conformity of products and
services;

b) identify the status of outputs with respect to
monitoring and  measurement  requirements
throughout production and service provision;

¢) control the unique identification of the outputs
when traceability is a requirement;

d) ensure that documented information necessary to
enable traceability is available as evidence.

8.5.3 Property belonging to customers or external
providers

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

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

When the property belonging to a customer or external
provider is lost, damaged or otherwise found to be
unsuitable for use, the organization shall report this to the
customer or external provider. Documented information
shall be available as evidence of what has occurred.

NOTE Property belonging to a customer or external
provider can include materials, components, tools and
equipment, premises, intellectual property and personal
data.

8.5.4 Preservation

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

NOTE Preservation can include identification, handling,

contamination control, packaging, storage, transmission or
transportation, and protection.
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8.5.5 Post-delivery activities

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

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

a) statutory and regulatory requirements;

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

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

d)

e) customer feedback.

customer requirements;

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

8.5.6 Control of changes

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

Documented information shall be available as evidence
of the results of the review of changes, the person(s)
authorizing the change and any necessary actions arising
from the review.

8.6 Release of products and services

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

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

Documented information shall be available as evidence
of the release of products and services. The documented
information shall include:

a) evidence of conformity to the acceptance
criteria;

b) traceability to the person(s) authorizing the

release.
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8.7 Control of nonconforming outputs

8.7.1 The organization shall ensure that outputs that do
not conform to requirements are identified and controlled
to prevent their unintended use or delivery.

The organization shall take appropriate action based on
the nature of the nonconformity and its effect on the
conformity of products and services. This includes
nonconformities detected after product delivery or during
or after service provision.

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

a) correction;

b) segregation, containment, return or
suspension of provision of products and
services;

¢) informing the customer;

d) obtaining authorization for acceptance under

concession.

When nonconforming outputs are corrected, the
organization shall verify conformity to the requirements.
8.7.2 Documented information shall be available as
evidence of:

a) the nature of the nonconformity;

b)

¢) any concessions obtained;

d)

the actions taken;

the authority deciding the action in respect of the
nonconformity.

Gubaiols gl ;29,5 Jyis AV

@lolill b aS b9y a5 1S Juols ¢lisabl b plojls ALV.
oo b oslatwl 5l B Sgdse JyisS o oolwlids 5yl @ldasl

394 (350l ol dinlgsb

Gl p of 50 5 Gkl pac conle Gulul » 2L Ylojlw

Jolis § 690 ¢l -2 plal cunbio pladl woless g wigame
il ose b dob ) b Jeazo J2923 5l a &S cwl (plo@ldail pac

.).ngb.o U_)l.wl.x.w CodS> 45|)|

TS 395 5 U9y 12 L S jl Gakiel Slo29y> b 2L plojlw

2ol (il

wwloas g Wigamo Gl Gales b cuiS;b lgo «SuSas (0

(e @y Slyglbl (2

BBl xS (ol jeme edlys (5

sl 3L plojle (g0 2ol Gubiol slosgys S ol

S 2l |y ol b

OO 53 15 dlge dwlgw lgicds 1L gde wlelbl AV.Y

(A}

oadplsl (gawy wleladl g loEldil pac cunlo (I
ts>Wol pla8l digSym 2ol (o
foadedlys @)l digSy (2

.l 449)5 (oouas Gl e L by ‘o|A§| 0,L)3 a5 2>y0 (>



[£) casy BPM

03w ;& Al wuyae | EasyBPM.ir

9 Performance evaluation

9.1 Monitoring, measurement, analysis
and evaluation

9.1.1 General
The organization shall determine:
a) what needs to be monitored and measured;

b) the methods for monitoring, measurement,
analysis and evaluation, as applicable, to ensure valid
results;

c¢) when the monitoring and measuring shall be
performed;

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

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

Documented information shall be available as evidence
of the results.

9.1.2 Customer satisfaction

The organization shall monitor customer satisfaction. The
organization shall determine the methods for obtaining,
monitoring and reviewing customer satisfaction
information.

NOTE Sources of information to support understanding
of customer satisfaction can include customer surveys,
customer feedback on delivered products and services,
meetings with customers, market-share analysis,
compliments, complaints, warranty claims, dealer reports
or social media.
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9.1.3 Analysis and evaluation

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

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

c) the performance and effectiveness of the
quality management system;

d) the effectiveness of
implementation;

planning

e) the effectiveness of actions taken to
address risks;

f) the effectiveness of actions taken to
address opportunities;

g) the performance of external providers;

h) the need for improvements to the quality
management system.

NOTE Methods to analyse data can include
statistical techniques.

9.2 Internal audit
9.2.1 General

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

a) conforms to:

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

2) the requirements of this document;

b) is effectively implemented and maintained.
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9.2.2 Internal audit programme G315 (S0 dolip 9.Y.Y

The organization shall plan, establish, implement and |, Uy «oilohd Jolis |y Gpaae lodaly b aaly b olojlw

maintain (an) audit programme(s), including the . e .
NSO . Iyl dlul o5 Ly« I} j Uy wloljl (el giumo
frequency, methods, responsibilities, planning 27 o7 GRILER G0N 35 9 Gryaely olely) g

requirements and reporting. S (512450 9

When establishing the internal audit programme(s), W) cousdl 2L Glojlw (513 Giaee aolpy Sloul PSus
the organization shall consider the importance of the a5 )5 Iy lojlw p 80 Wyl g L8 SaGiaoo ol (his)g0
processes concerned, the results of previous audits and 3550

changes affecting the organization,

The organization shall: 2L plojlw

a) define the audit objectives, criteria and scope LS Ly |) Saes yo dinld g o)lume Slaol (I

for each audit; 323 plol slaigSes | laisiuan 3 635 SLHl ) olisas (v

b) select auditors and conduct audits to ensure 3940 (paoudl (Sjaoo Al (85 ¢ wue a5

objectivity and the impartiality of the audit ) .

process; .bJu)..o OI),;.)..A 8] La:(_g)m a_)Lu as S d.:ob OW' (a
) A% I.’

c) ensure that the results of audits are reported to sdie OIS

relevant managers; Ss9p0p 13U 99w |y cunbio (oWl wleladl g 2ol (5

d) take appropriate correction and corrective Ao plel

actions without undue delay. 25 5 Sjaae by ©hal wled plgica b Haso wlelbl

chumented information shall. be available as b ey 53 Guee
evidence of the implementation of the audit

programme(s) and the audit results. ISO @ cwopse pimmw Siaao 0)b)3 laidl) glp  waudlasl
NOTE See ISO 19011 UI for guidance on auditing 94 aszle 19011

management systems.

9.3 Management review Sy 30 (65,5550 4. W
9.3.1 General LIS

Top management shall review the organization's

quality management system, at planned intervals, to Jolgd jo Iy plojlw cadsS copde i B bl copie

ensure its continuing suitability, adequacy, 9 sl wwgldS wwls jl U S 6S55b eakisyaely
effectiveness and alignment with the strategic Jrol> linebl plojlw Gou0l) §3Seug> b o yoiuo (liwlyon
direction of the organization. YW

or



@ Easy BPM 03lw 9bj 4 3l uyae | EasyBPM.ir

9.3.2 Management review inputs Cuydo (6,555b 69,9 4.1V

The management review shall include: 0L 15 3ylge Jold b copse ©,S5L
a) the status of actions from previous

: (G (6,555U 51 Juols @loladl sy (wall
management reviews; S copse S SL I Juole wleladl cusidg ()

b) changes in external and internal issues that ©2R3e Ehww b b (513 9 (2)l> Jilue @l (0

are relevant to the quality management feadnS

system: it b Bipe g6 londyb whlll o Wil ohas (2

c) changes in needs and expectations of ‘oS Coyda
interested parties that are relevant to the

quality management system; dloz jl weassS copie @i HSlac 4 bgiye wlelbl (o

QSLDJJQ)

d) information on the quality management
system performance, including trends in: ool Lol a8l g Lol pac ()
1) nonconformities and corrective actions; (eSo5lail g Lol gl (¥

2) monitoring and measurement results;

(S0 palis (W
3) audit results; &

thiye gD Gbdyb 3555l g Gyide ol (I
4) customer satisfaction and feedback £o BRES 6leSb 2525b 5 6 e (

from relevant interested parties; feaiS Slasl 1 (oliws Glie (O
5) the extent to which quality objectives (olods g elgans Gkl g aihd 3Slac (8
have been met; ) .
, (2B HBAS ol 3ySlac (V
6) process performance and conformity of CT= 0 o (
products and services; 90 Slocuoyd (o
7) the performance of external providers; ‘2lio colas (g

e) opportunities for improvement; Mo Sy @ (51550 (Sl oLl @loladl iy G

f) the adequacy of resources; . . )
Loy a4y sl sl sadelsul @loladl iyl (@
g) the effectiveness of actions taken to address

risks (see 6.1.2);

h) the effectiveness of actions taken to address
opportunities (see 6.1.3).

9.3.3 Management review results Coyde 65,5550 20l ..V

The results of the management review shall include Slocuo b hie olawas Jold b capie 6550 2l

decisions related to continual improvement S o o 5 el @ 3L WS s S
opportunities and any need for changes to the quality 9 T SHRR0 i 2 S R )7 > 90 &
b @il slojls

management system and resource needs.

Documented information shall be available as 2 Copie E)SSb s wled lgicdr b Hgae wlelbl
evidence of the results of management reviews. Al Gy

(ATA)
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10 Improvement g lo

10.1 Continual improvement .
odano 39489 10.)

The organization shall continually improve the .
suitability, adequacy and effectiveness of the quality D @S Copde @i ddoyl g coldS awld b glojlw
management system. ABD 39183 paiwno jgbdy

The organization shall consider the results of 5 bosls byl o Jukod «gpuSejlail (Linh @l Wb olojls

monitoring, measurement, analysis and evaluation of : “ <. .

'S \ ’ 3 euoyd g Sl |y capie 65550 2ol s g wlelbl

data and information, and the results of management * oo s Sl cane 630 @l paizen 9 :i.; s
.) EONY

review, to determine opportunities. The organization
shall address these opportunities as part of continual 3515y yaieane S5a2 3l éido Olgicds o ool & b olojs

improvement.
. . RS FETIRYY | Lo UL wlelasl
Actions shall include: Al ) ylge Jold 1L wlelad

a) improving processes, products and services; fwloas g wigamo doanl)d 9.8 (Al
b) addressing future needs and expectations; oail whlbail g ljls 4 Gisly (o

c) correcting, preventing or reducing gllaol )BT LialS b (g S 2Wol (2
undesired effects.

: 9195 (bl b (520)35 s G2pb 1 Wilgise d9ur adlasly
NOTE Improvement can be achieved through 9 ol ileel @il b

incremental or breakthrough change, innovation or
reorganization initiatives.

(A} 2
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10.2 Nonconformity and corrective action =>Wol |o|..\§| 9 §lbil pac lo.VY
:}(l)jl..l When a nonconformity occurs, the organization 130 plejles am3ge &) Bl pie Ky oS Golkio lo.P.)
a) react to the nonconformity, and as applicable: PR 090 53 19 323 LIS GASly Lkl pac @ (I
1) take action to control and correct it; £23S pladl ol 2ol g JyiS sl ()

2) deal with the consequences; S 3955 of sdeln L (Y

) ol for acion [ e 1o ), i e e bt 8
’ Ao 505 2y 05bgd Glail pac dS g > gluebl U xS

does not recur or occur elsewhere, by: 2 O 9292 O e . od o o
(@b jl g Sl g sl b

(@bl pac 6)S35L ()
2) determining the causes of the Glbail pae 63350 (
nonconformity; Sl pae Jle eyt (P

1) reviewing the nonconformity;

3) deFermining if similar nonconformities L 3513 3959 wlive Glo@llasl pac LT aSiul uuss (¥
exist, or can potentially occur; ximd ) 0silly Aiilgige

¢) implement any action needed; e . w o
‘.L\S).Q.MM ly ;Lu3y90 IOIJ“'QI CUSS)D (a

d) review the effectiveness of any corrective ) . ) .
action taken; 1335 6)S35b |y eaplail 2ol eIl o a)il (3

e) update the risks and opportunities loj 3 v RS Gluoyd g Sy w9 pd Wygo )3 (o
determined during planning, if necessary; S Sloyiy |y (§jayaoby

f) make changes to the quality management

Sleul eudsS Cuple @i D (sl wygpd >
system, if necessary. x| oy )20 Pl O (Plyaas (090 )50 ) (9

S
Corrective actions shall be appropriate to the effects

of the nonconformities encountered. 024wl Slaglbil pae BT L cunliie 2L >Wol wloladl

. . . hb
NOTE Customer complaints can be a source of —
nonconformities. P (Rl glbn jl o algine Gy Wbl wuwlssh

10.2.2 Documented information shall be available as = jopiws ;3 1) 3)lge Iolgds Glgicds VL oo wlelbl o P.Y

evidence of: e

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

b) the results of any corrective action. =>Wol pladl digSy 20l (o

o bplasl Ay pla8l BgSyo ¢ gl pac cunle (ll

oV



Annex A

(informative)

Clarification of structure, terminology and clauses

A.1 General

This annex provides clarification to assist users in
understanding the requirements in this document. This
information is consistent with these requirements, and
does not add to, subtract from or in any way modify
them.

This annex does not provide guidance for the
implementation of requirements, which is available in
ISO 9002 Ul, the ISO 9001 Handbook for small
enterprises or the other standards referenced in the
notes to the relevant paragraphs of this annex.

The requirements in this document are intended to be
considered from a systems perspective rather than in
isolation, as there are interrelationships between the
requirements in one clause with the requirements in
other clauses.

(Qloygubl)
o g eloMaiol Glisle jlobdlad

wlisA.\

Qo wlalil S5 50 HlhylS 4 SeS Gl Cawwg ¢l

A (50 il Siluogs

G332 el BgSaun 9wl )55l 3w (ol wlalil b wledbl ¢l
632 S5 ud g 1S (505 S ol wlolil 1 (asS 5ad adLsl T @
A (5ad yus |y ol

Rl S (505 Sl wlelil jhdsuwl sl (leasly cuvgn ¢l

L S2g5 ol sl ISO 9001 slaialy  ISO 90025 (oleinl,
Cawga ol by s laedlash ) a5 (sl st plw

B3 53 3,850 Wygod) A g (sadiww e 1 L Jw ol wlelyll

23 39290 wlolill g 250 S22 55 39290 WLl (g baj digab 4i9)S
..S)L\ .)9.?9 LL‘L&.LO .b.)ls) :LQ.\.'\,\ ).QLM)
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A.2 Structure and terminology

The clause structure of the requirements in this
document is not intended as a model for documenting
an organization's policies, objectives or processes. The
structure and content of documented information
related to an organization's quality management
system is more relevant to its users when it reflects the
terms and processes used within the organization.

Lists within clauses are provided for clarity and ease
of reference. The numbering of items in these lists is
intended solely to support identification and citation.
Unless expressly stated, the order of items in a list does
not indicate any prescribed sequence, priority or
relative importance. All listed items apply as written,
regardless of their position.

To prevent misunderstanding, the meanings of the
following words are clarified:

a) "Appropriate" and "applicable" are not
interchangeable. "Appropriate”  means
suitable for the organization's context and
involves judgement in determining what
meets the requirement. "Applicable"” means
that if the requirement is determined to be
relevant or possible, it applies to the
organization. "As applicable" means that a
requirement, even if generally applicable
under 43, can be determined as not applicable
in some situations.

b) "Consider" means the organization thinks
about the topic to determine if it will be
included in decisions or actions. "Take into
account" means thinking about a topic and
including it in decisions or actions.

c¢) "Continual" indicates duration that occurs
over a period of time, but with intervals of
interruption. The term "continuous" does not
appear in this document but indicates duration
without interruption. This difference is a
common source of misunderstanding.
"Continual" is the appropriate word to use
when referring to improvement in the context
of quality management.

d) "Ensure" means that there is a responsibility
for making a specified result exist or occur. It
refers to accountability for the result, and not
to performing every related activity directly.
Actions can be delegated and carried out by
persons under the organization's control.

wbihkol g L5l A.Y

Silwiime $lp 26501 plgicds diuw ol wllll Gl lisle
ol oS i8S 155 15 ol Slodighd b Blawl (losiobs
b Copdo phw b by g wlelbl Glgizo g )lisle
SABS puSio &S cawl Sikaiye o Pl Gl Sloj ol
6L Olojlo 43 03kl Hyg0 Sl g wlsUhel

Shl Lol wdog 9 299 Sl 3 )3 39290 Glacunygd
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e)

"Shall be available as documented
information" refers to availability of
information obtained, used or provided by the
organization. "Documented information shall
be available as evidence of" refers to the
retention of objective evidence. "As evidence
of' does not imply legal evidential
requirements.

"Strategic direction” refers to coordinated
decisions, plans and actions that guide the
organization towards achieving its objectives.

NOTE 1 See ISO 10013 El for guidance on
documented information.

NOTE 2 See the ISO 9000 Glossary LB for further
information on the terminology used in this document.

Q930 wlebh .l 0350 djl)l L) ctié)f)l)s o0&l d)90 00l
32lg.h (6)13855 @ (Abb pyiens > -l GIBIGD plgicdr 3L
3929 slwo @l (Gadlgd lgrcdm wylie .31 o)Ll (Suc
o Ablgdd g sl 5l SgE Lol
@lola8l g lbdoby wslowouas @ (g3l (GpuSeug=n (g
L (Pliwd caw @ 1) glojlw a5 315 o)Ll glosis Sl
.)..uSU.n &gl.).m L')T Slaol
ISO 10013 @ (g0 wlelbl 6)b)s (i) Gl @) cwplosh
15 o0l @loWasl 0l s elebl ¢l ¥ eublssl
S ae>le ISO 9000 aolisjly 4 cdiuw ¢yl
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A.3 Applicability

A requirement can be determined as not applicable to
the quality management system only if this does not
affect the organization's ability to ensure conformity
of products and services, enhance customer
satisfaction or fulfil applicable statutory and
regulatory obligations. The term "not applicable"
reflects that the organization has considered the
requirement and determined, with justification, that it
does not apply in the context of its quality
management system.

See 4.3 for requirements for applicability and scope.

A.4 Context of the organization

A.4.1 Understanding the organization and its
context

External and internal issues form part of the
organization's context. They can arise from factors that
influence the organization's purpose, strategic
direction or conditions under which it operates.
Understanding these issues can support how the
quality management system is established and
maintained to consistently achieve its intended results.

External and internal issues change over time.
Awareness of changes can support maintaining the
effectiveness of the quality management system.

.))g)lS CA:J.)@ A.WV
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A.4.2 Understanding the needs and expectations of
interested parties

Understanding the needs and expectations of
interested parties involves determining which
interested parties are relevant to the quality
management system and determining their relevant
requirements. When these requirements are considered
relevant by the organization, they are included within
the boundaries of the quality management system.
Where externally provided processes, products and
services are relevant, requirements of external
providers can also apply.

Interested parties and their requirements can change
over time, so awareness of these changes is part of
maintaining the effectiveness of the quality
management system.

Expectations relating to climate change can influence
interested party requirements in areas such as
regulatory compliance, customer requirements and
organizational =~ commitments. Where  these
expectations are relevant, they form part of the context
for planning and operating the quality management
system.

A.4.3 Determining the scope of the quality
management system

To enable clear determination, the scope of the quality
management system defines the types of activities,
products and services covered and related sites where
these activities are performed, noting that individual
sites can have specific scopes if applicable.

The boundaries of the quality management system can
be influenced by specific customer requirements.

If the organization is part of a larger entity, the
organizational boundaries of the system can be
defined. These boundaries can affect the quality
management system.

2583 Sld,b iyl g bjls s A. K.Y
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A.4.4 Quality management system

Subclause 4.4 is linked to the quality management
principle of "process approach" which incorporates the
PDCA cycle, risk-based thinking and opportunity-
based thinking.

The processes referred to in include all processes
necessary to form a coherent and aligned quality
management system that fulfils the requirements of
this document.

Each process has defined inputs, expected outputs,
responsibilities and authorities. Understanding the
sequence and interaction of quality management
system processes can support alignment with other
organizational processes.

Evaluation of processes addresses their continuing
suitability, adequacy and effectiveness, which can be
influenced by changes in objectives or internal and
external circumstances.

Processes and their interactions can be modified in a
controlled manner to maintain and improve quality
management system effectiveness.

Evidence that processes operate as intended can be
demonstrated through documented information,
although such documentation is not always necessary
to demonstrate conformity. The organization
determines which processes require documented
information and the level of detail.
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A.5 Leadership

A.5.1 Leadership and commitment

Visible support, involvement and commitment from
the organization's top management demonstrate the
organization's priority for quality and support the
effective implementation of the quality management
system.

Top management plays a key role in promoting quality
culture and awareness of the quality management
system across the organization.

Ethical behaviour can support confidence in the

organization's ability to meet the needs and
expectations of relevant interested parties.
Ethical behaviour in decisions, actions and

interactions can impact all aspects of quality.

Maintaining customer focus, as required in means
ensuring awareness and understanding of customer
requirements and that the quality management system
supports the organization in consistently meeting those
requirements and enhancing customer satisfaction.
NOTE See ISO 10010 for guidance on quality culture.

A.5.2 Quality policy

The quality policy expresses the organization's
approach to quality and can reflect its quality culture
and expectations for ethical behaviour, as appropriate
to its context.

The communication, understanding and application of
the quality policy by people at all levels of the
organization supports awareness of the organization's
intent to consistently meet quality requirements and

achieve its quality objectives and continual
improvement.
Communicating the quality policy to relevant

interested parties including customers and external
providers helps ensure understanding of its intent.

Srey A0

59 5y, AL0.

zLA.\.Q..\S" " '.. d:) ULO)LUU J.MJ)] ug),).xo .)9.@.4.4.\.40 J.e_ﬁ_)" 9 L’AS)LM:\.D ‘%LQD
Vil bl jl g esls Hlis | cad S ¢l plojle woglsl
A0 (Pl CadsS Copnie e

3 G2BT 9 CadnS Simyd 29y 53 (S35 (i Wyl copse
313 Olojlio jolyaw )5 CbsS oo el

L_gjl.«uos)gT).) Slp olojlw (Ulgs @ Sledcl 51 Llgs 50 L>_9\l_'>| )L'.i.é)
S ity by @i lacbyb wlhinl g bojls

IS 55 S (i

el 0345 (50l O/1/F 30 55 &S jblad (G yikio p 35yl Lo
C)T )'l UL:\:\A.bl 9 (G a0 OLOI}” 6).) 9 U.(bl.ﬁ )'| UL:\:\A.bI Slo @
pr-umy (5)’Luuo.))9T).) 3 glojlw jl cudsS copie S aS el
S50 iy Gpiine coloy pinliél g wlelil ¢yl

oS dabs A.D.Y

9 350 by |y cadsS 4 caws olojlw 3509) wadsS (Hiokhs
ol whlail g cauds :3...;:;)9 (lojlw diuoj L cawlitio Ailgi 50
yoduno L;)‘Lwo.))gT).) Slp plojlw 3uad a4 s b.a:lff 5l olojlw
GMM 39180 9 CadlS IRVY L U_)Luma eadsS C)LOI}JI
S (50

Olyiiie dlas j| dadye g SSyb b cahsS (sisalas bl
S50 SaS ol Baw Sy jl plsebl & (59,0 HB )l g

i



[£) casy BPM

03w ;& Al wuyae | EasyBPM.ir

A.5.3 Roles, responsibilities and authorities

Responsibilities and authorities are assigned to ensure
that the quality management system achieves its
objectives. These responsibilities and authorities can
be distributed across one or more roles to reflect how
the organization is structured.

Reporting on the performance of the quality
management system can provide information that is
useful when considering actions that preserve its
effectiveness when changes occur.

When changes to the quality management system are
planned or implemented, the effective assignment of
responsibilities can support the identification,
prevention or management of unintended
consequences or inconsistencies within the system.

Where technologies are wused to support the
management of the quality management system,
confidence in the ongoing integrity of the quality
management system is supported by: the availability
of reliable information on which decisions are based;
clarity regarding responsibilities and authorities for
those decisions.

A.6 Planning

A.6.1 Actions to address risks and opportunities

A.6.1.1 Determining risks and opportunities

In quality management, risk is frequently understood
as the effect of uncertainty that can have a negative
impact on the ability of the quality management
system to achieve its intended results, while
opportunity is understood as circumstances that make
it possible to achieve beneficial effects on the
performance of the quality management system.

Risk-based thinking and opportunity-based thinking
are concepts that can support how the organization
considers factors that influence the quality
management system.

When these concepts are used in planning and
decision-making, they can support consistency in the
quality management system at strategic, tactical and
operational levels.

Risks and opportunities are distinct; they can be
determined and addressed through separate processes.

NOTE See ISO 31000 for
management.

guidance on  risk
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A.6.1.2 Actions to address risks

When planning and implementing actions to address
risks, the application of risk-based thinking supports
decisions on how quality management system
processes are planned, implemented and controlled.

Risk-based thinking supports the organization in
maintaining a quality management system that
consistently achieves intended results, even during
disruptive  occurrences, by determining and
implementing  appropriate  actions.  Disruptive
occurrences are incidents that negatively impact the
planned provision of products and services.

The application of risk-based thinking does not imply
the use of formal risk management approaches or a
documented risk management process.

Organizations can choose to adopt more extensive risk
management approaches, for example, through the
application of other guidance or standards.

NOTE See ISO 31000 for
management.

guidance on  risk

A.6.1.3 Actions to address opportunities

Opportunities can be determined through assessment
of the organization's external and internal context,
including the needs and expectations of interested
parties, organizational capability, capacity and
competence, and the results of monitoring and
measurement activities and related performance
indicators.

Opportunity-based thinking can support consideration
of factors that can positively influence the intended
results of the quality management system and can help
the organization recognize where opportunities exist
that can have a beneficial effect on the performance of
the quality management system and its intended
results.

Opportunities can come from various sources such as
changes in market conditions, emerging technologies
or regulatory requirements. These circumstances can
enable the organization to improve its quality
management system performance.
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A.6.2 Quality objectives and planning to achieve
them

Quality objectives are part of the organization's overall
objectives and are aligned with the quality policy.

Objectives can be established at strategic, tactical and
operational levels and can be expressed in quantitative
or other suitable forms.

Measurable, documented objectives can aid clarity and
consistency in how objectives are communicated,
understood and reported.

Communication of objectives to those responsible for
achieving them, and to relevant interested parties
where appropriate, can help maintain awareness and
understanding of the quality management system.

When objectives are linked to other management
system objectives, the integration of management
systems can facilitate coherence in planning and
decision-making.

A.6.3 Planning of changes

Changes to the organization, including changes to its
quality management system, can affect the
organization in different ways, some of which can
adversely impact its ability to achieve its objectives,
and some of which can indicate a potential opportunity
that can drive improvements.

Changes can arise from external or internal issues,
decisions taken by the organization or changes in other
management systems.

Once the need for changes to the quality management
system is determined, planning approaches can differ
depending on the reasons for change, the complexity
of the changes to be made and the potential
significance of resulting impacts.

NOTE See ISO/TS 10020 [11] for guidance on how
to manage change.

A.7 Support

A.7.1 Resources
A.7.1.1 General

Determining and providing resources relates to what is
necessary and appropriate for achieving the intended
results of the quality management system. This can
include consideration of interactions between
resources and processes.
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A.7.1.2 People

The organization determines the people needed to
operate the quality management system effectively.

People can be internal or external to the organization,
with a permanent or temporary relationship.

When technologies are used to support people in
relevant roles, this can result in risks and opportunities
relevant to the quality management system.

NOTE See ISO 30201 [12] for information on human
resources management systems.

A.7.1.3 Infrastructure

Infrastructure includes physical resources and
software needed for the operation of the organization's
processes. Infrastructure interacts with other resources
and processes; its suitability can affect process
performance and customer satisfaction.

Infrastructure maintenance helps to ensure that
conformity to requirements is consistently achieved.

Hybrid and remote work, as well as emerging
technologies, can introduce risks and opportunities for
infrastructure management and control.

Customers and other relevant interested parties can
have specific requirements for infrastructure
management, including its disposal or recycling.

Infrastructure management can require integration
with other management systems, such as those for
environmental management, occupational health and
safety management, or asset management.
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A.7.1.4 Environment for the operation of processes

The environment for the operation of processes
comprises factors that influence the ability of the
organization to achieve conformity to applicable
statutory and regulatory requirements and enhance
customer satisfaction.

This environment can evolve due to changes such as
emerging technologies and working practices, and its
management can become more complex when not
under the organization's direct control. It can also be
critical from the customer perspective and affect the
perception of satisfaction.

Requirements for the environment for the operation of
processes under a quality management system can be
related to those in other management systems, such as
for occupational health and safety or environmental
management. While the needs arising from other
management systems are not addressed within the
scope of the quality management system, their
influence on quality management system processes
can be relevant.
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A.7.1.5 Monitoring and measuring resources

For many organizations, monitoring and measuring
resources are essential to demonstrate conformity of
their products and services or to ensure control of their
processes to achieve intended results. Requirements in
7.1.5 are intended to ensure that the resources provide
valid results.

Monitoring determines the status of something and can
involve observing, supervising or keeping under
review, especially to confirm control and the status of
conformity. Measurement is a process that determines
the value of a specified characteristic or parameter and
can be used for a physical quantity, magnitude or
dimension using measuring resources, especially
equipment. It can also apply to less tangible aspects,
such as customer satisfaction or process performance,
using appropriate methods and resources, including
information technology (IT) systems for data
collection and analysis.

Monitoring and measuring resources can include non-
equipment elements, such as defined criteria for
evaluation or the competence of people involved in
monitoring or measurement activities.

Depending on the specific circumstances, monitoring
or measuring equipment can be used for indication,
monitoring or measuring purposes. In some cases, the
same type of equipment can be used for any or all three
functions.

The level and extent of control applied to monitoring
and measuring resources depend on their intended use
and can vary according to the nature of processes, their
outputs, products, services and related risks. Control
can include activities such as verification or
calibration at suitable intervals, using a risk-based
approach.

Traceability of measurement results (see 7.1.5.2)
typically includes calibration or verification of
measuring equipment against recognized standards or
reference materials when necessary. Traceability can
apply to measurements performed by the organization,
its external providers or by its products when they
include measurement functions.

NOTE See ISO 10012 [13] for requirements for
measurement management systems.
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A.7.1.6 Organizational knowledge

Organizational knowledge relates to knowledge
maintained and applied to support the operation of
processes and achieve the intended results of the
quality management system.

Organizational knowledge is dynamic and evolves as
the organization's context changes and knowledge is
updated through use and experience. Management of
knowledge involves activities such as acquiring or
creating new knowledge, applying knowledge
appropriately, maintaining knowledge so it remains
valid and relevant, and retaining knowledge to reduce
risks associated with its loss.

NOTE See ISO 30401 [14]
management system requirements.

for knowledge

A.7.2 Competence

Subclause 7.2 applies to all persons whose work
affects the performance of the quality management
system, whether they are within the organizational
structure or working under the organization's control.

Competence requirements can evolve as the
organization's context changes and recognizing this
supports the achievement of intended results of the
quality management system.

Competence can influence risks related to process
performance and conformity of products and services.

NOTE 1 See ISO 10015 [15] for guidance on
competence management and people development,

NOTE 2 See ISO 19011 [4] for further
information on competence of auditors for
management system standards.

Vi

Sbojlw pls ALV.\.#

Shaljl Glaidn Glp &5 39850 baayo ald @ (Slojlw Gails
b e Eiunw Hh33)00 20LS @ liws 9 ]
29450 4i8)S j5a g (612450

SL0jos 9 plojlw dioj s b g cawl bigy (Slojlw Lasls
b JolSS (=i g oslatiwl G,k 51 Gasls

ol sleul b cuwS sle (ploeudled Jold (il cuypie

g yuine dS GlgSa isls bas ((Jild cunbno (685w i
b Bie sloSuuy G0l sy L1 6)lagSs ¢ Liles (5L b
ol O 18y cuwd

ISO 30401 @ «,iSls copiw piwaw wlolil Gl rewslssb

Sl AL V.Y

i 3Sloc p Gl )5 aS 315 3,5 3L31 plad gl V/Y 20
S eddled glojlw (J3iS eusd b Jowsb

9 30b JolSS plojlun diej 55 b 335lgise (Simplis wlaljll
oo @i yaisjg0 25 d) (w990 ol @ dzgl
Skl g Al 3ySloc b o Gl 5 lgi0 Sl
130 150 wleas g wga=eo

38l dowgs § Sl copie 5L (plawly Gl @) cwslasb
S de>le ISO 10015 @

Oljaan Sl 0,b)3 yidiw wlelbl ¢l ¥ cuslssb
S ae=lo ISO 19011 @ cenpso piawaw Go3)lastivl



[£) casy BPM

03w ;& Al wuyae | EasyBPM.ir

A.7.3 Awareness

People are aware when they understand their
responsibilities and authorities and how their actions
contribute to the achievement of the organization's
quality policy and objectives.

People doing work under the organization's control
can demonstrate awareness in their day-to-day
activities by recognizing whether their work meets
relevant requirements, and taking appropriate action
when processes, products or services do not achieve
intended results.

Awareness can help people respond appropriately to
nonconformities and incorporate risk-based thinking
and opportunity-based thinking in their daily
activities. Awareness can inform behaviours aligned
with the quality policy and objectives, contributing to
the organization's quality culture and ethical
behaviour.

NOTE 1
quality culture.

NOTE 2 See ISO 10018 [16] for guidance on
people engagement.

See ISO 10010 [9] for guidance on

A.7.4 Communication

Communication relevant to a quality management
system can relate to the objectives, process inputs and
outputs, responsibilities, resources and factors such as
risks, opportunities and feedback from internal and
external sources,

Communication can be planned and evaluated for
effectiveness, considering risks and opportunities that
affect intended results.

Communication can occur between people or through
automated interactions between devices.
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A.7.5 Documented information w9 wlebl A V.0

Thfe requirgment for' documeqted information applies huwgi &S el Giledbl Jolis oo «p9a0 wlelbl a5 bgiye oljll
to information required by this document, as well as

information determined by the organization as B} o o
necessary for the effectiveness of the quality cCanl 03)5 (iRl (§)930 CrdsS Coyde i (i)l

management system.
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Documented information can exist in any medium or b i8S Livo o)l b GLsls @b 1 Llgise

format and can originate from internal or external )

SOUrCes. oawlys a5 Jos s gadled ¢lgieds lgiso )gie wlelbl
. . . S loaus 1 wloljll g 335 50 Joc doliy (Gilao

Documented information can serve as evidence that o o3l wlelyll g ° whR &

processes operate as intended and that requirements Sy alizo Gy Jols Algise gae wledbl coypio

have been fulfilled. ol cwlio eblas 9 (9038w I8 (039 Uy I liwebl

The management of documented information can b

include various controls to ensure it remains available, . _ L

usable and suitably protected. Shzl g $i)deby §lp &S Gollid (2> Liie b 9o wlelbl

) . . D950 di8)S 115 5> (b blyo adsS Copde elwaw
Documented information of external origin is included shie 405 5 ) PO e e "

when it is relevant to the planning and operation of the el (ol JyiS Joauivo «5)l 2855 ©)ygu0 53 (Eguio (ygdo wlelbl
quality management system. 23S GSole o 51 wiuolgsl oolasiuwl I as
Obsolete documented information, if retained, is

subject to controls to prevent unintended use. re i )3 50 Joe Gl fmlw olgiee & 9o U,Lcubl
35450 bl jloopé b diwlgsl Wis Ly

Documented information that serves as evidence of

conformity is protected from unintended or @ dgde wledbh w)be b biye wlaMaol ¢l ) cwlssl
unauthorized alteration or deletion. AS deslhe on 3590 « A25%0
NOTE 1 See Clause A.2 e) for terminology 1ISO 10013 O (930 oleybl o)l,w).) L:-.‘.‘Ml) LSI)-.’ ¥ ewoladlb

relevant to the term "documented information".

NOTE 2 See ISO 10013 [7] for guidance on
documented information.
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A.8 Operation wllec A.A
A.8.1 Operational planning and control oildas J5iS g 30,400 AA.)

Operational planning and controls interact with ) ) ) ) ) . )
planning (see Clause 6) and support (see Clause 7) to (& 32 @ 345 £92)) Sjo)20lin b Sldac Glodyis g )20l
ensure processes achieve intended results. Juolo glinebl U a5)ls Joled (V a0 a0 355 € 92)) Sl 9

Controlled conditions for operational activities can be ile Cawd Jid50 ol @ il oF S9

established by applying risk-based thinking and S350 b algise sllac loeled (sl o yis Jlyd

opportunity-based thinking to identify and address lee 15 3500 Sloul cuord 2 o S
factors that can influence the organization's ability to Jolse 9b gl 0,8 ) e S5 o 2 2 e 545

achieve intended results. Criteria in this context can 9 Ll Jidy90 2lS & b sl plojl U9 52 350
refer to objective, measurable conditions used to 555 )18 Sy 390
confirm process effectiveness and conformity of
products and services. Resources can include people,
infrastructure and information required for process
operation. Control of externally provided processes by disls o)ll
means the organization remains accountable for . . R .
outputs, eveng when activities are outsourced. GU7! G iuge ©ledbly clup; sl Jold wilgie &’lm
Documented information can be appropriate as L
evidence of conformity and demonstrate that processes
operate as intended and that requirements have been
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A.8.2 Requirements for products and services

Requirements can originate from customers, statutory
and regulatory bodies, or other relevant interested
parties.

Requirements for products and services can include
those that are mandatory and those defined by the
organization.

Communication with the customer within 8.2.1 refers
to the exchange of information needed to determine
requirements for products and services and their
associated needs and expectations.

Customer communication can include information
about the organization's ability to fulfil agreed
requirements, information related to contingency
actions when relevant, and any claims made regarding
product or service performance or characteristics.

NOTE 1 See ISO 10001 [19] for guidance on codes of
conduct for organizations relevant to customer
communication (see 8.2.1)

NOTE 2 See ISO 10002 [20] for guidance on
complaints handling.

A.8.3 Design and development of products and
services

Design and development of products and services are
the set of activities that transform initial requirements
for products and services into detailed, defined
characteristics.

These characteristics can include physical, functional
or other attributes relevant to meeting customer needs
and expectations.

The approach to design and development can differ
depending on whether the outputs are services,
physical products or a combination of both.

Controls applied to the design and development
process can include review, verification and
validation. These controls have distinct purposes in
confirming the ability of design and development to
meet requirements, the conformity of design and
development outputs with input requirements, and the
suitability of resulting products and services for their
intended use or application.

NOTE See ISO 10007 [18] for guidance on
configuration management relevant to design and
development changes (see 8.3.6).
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A.8.4 Control of externally provided processes,
products and services

Control in 824 means measures applied to ensure
externally provided processes, products and services
conform to agreed requirements.

Externally provided processes, products and services
refer to activities or outputs supplied by a provider that
is not included within the scope of the organization's
quality management system. This includes purchased
products or services, arrangements with an associate
organization, or processes performed at the interface
between the provider and the organization or
customer.

Accountability for conformity remains with the
organization, even when provision is outsourced.

For externally provided processes, products and
services, the organization's competence requirements
can include specific qualifications, which are
communicated to external providers when relevant.

NOTE See ISO 37500 [21]
outsourcing.
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A.8.5 Production and service provision

Controlled conditions for production and service
provision can depend on the extent to which
supporting elements of the quality management
system relevant to production and service provision
are already established and effective. When outputs
cannot be fully verified by monitoring or measurement
of the output itself, process validation can provide
confidence that the output will conform to
requirements. Validation can be repeated when
conditions change.

Identification and traceability are closely related
because traceability requires outputs to be uniquely
identified when it is necessary to determine previous
stages of processing or post-delivery status.
Identification can show the status of control of outputs
at each stage, such as whether planned checks have
been completed or whether action is still required.

Traceability can be required by the organization,
customers or statutory and regulatory requirements.
Traceability can enable previous stages of processing
or post-delivery status to be determined and
communicated to relevant interested parties when
required.

Provision of products or services can involve the use
of property belonging to the customer or external
provider such as materials, information, tools or
places.

Preservation relates to maintaining conformity of
products and services during production, service
provision and delivery, and applies to tangible and
intangible items.

Post-delivery activities can relate to requirements
arising from laws, contractual arrangements or
customer needs and expectations and can include
activities that maintain the conformity of products or
services after delivery.

Changes to planned arrangements can occur due to
new circumstances, requests or identified risks and
opportunities.

Documented information can enable decisions and
responsibilities to be traced and can support the
management of consequences.
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A.8.6 Release of products and services

Controls for the release of products and services relate
to confirming that the product or service meets
requirements before delivery. This confirmation can
take place during production or service provision as
well as prior to release and can relate to the conditions
under which the product or service is delivered.
Confirmation can occur at different stages to enable
progression to the next stage.

A.8.7 Control of nonconforming outputs

Even when processes operate as planned, outputs can
still fail to meet requirements.

Nonconforming outputs can relate to the final product
or provided service, as well as those found during
intermediate stages of production and service
provision. They can be detected during planned
controls, when accidental events occur, or when
reported by customers or other interested parties.
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A.9 Performance evaluation

A.9.1 Monitoring, measurement, analysis and
evaluation

Monitoring and measurement provide data and
information that can be used for analysis and
evaluation. The approach to monitoring and
measurement can be influenced by changes in external
and internal issues, interested party requirements and
the organization's strategic direction.

Customer satisfaction, as referenced in 94, relates to
how customers perceive the organization's ability to
meet their needs and expectations. Information about
customer satisfaction is used as input for improvement
actions and supports the purpose of the quality
management system.

NOTE 1 See ISO 10004 [22] for guidance on
monitoring and measuring customer satisfaction.

NOTE 2 See ISO 10003 [23] for guidance on dispute
resolution external to organizations.

NOTE 3 See ISO 10009 [24] for guidance for quality
tools and their application.

NOTE 4 See ISO 10017 [25] for guidance on
statistical techniques.
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A.9.2 Internal audit

Internal audit, as referenced in 92, involves a
programme through which the organization evaluates
the status of its processes and their contribution to
achieving the objectives of the quality management
system. Internal audit applies to all processes within
the quality management system.

The determination of audit frequency and scope is
influenced by the organization's evaluation of relevant
risks and changes in external and internal issues.
Internal audits can provide information about the
effectiveness of the quality management system.

Internal audit can highlight aspects of the quality
management system that require correction or
improvement and can identify opportunities. Internal
audit results are considered by top management when
making decisions related to the quality management
system.

NOTE 1 See ISO 19011 [4] for guidance on auditing
management systems.

NOTE 2 See the ISO 9001 Auditing Practices Group
[26] for guidance.

A.9.3 Management review

Management review is a process through which top
management obtains information on the status of the
quality management system and considers this
information when making decisions.

Trends in audit results refer to all audits, including
first-, second- and third-party audits of the
organization's quality management system.

The intervals between management reviews are
determined by the organization and can be influenced
by risks, opportunities and changes in the external and
internal context.

Management review is used by top management to
support evidence-based decision-making related to the
quality management system, including resource needs
and improvement opportunities.
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A.10 Improvement

A.10.1 Continual improvement

Continual improvement aims to enhance the
organization's performance and the effectiveness of its
quality management system.

Improvement can result from changes in context, risks
or opportunities, or the adoption of technologies.

The nature and extent of improvement can be
influenced by developments such as increased reliance
on data and the integration of technologies within and
between organizations.

Improvement activities can involve adapting
processes, knowledge and resources in response to
internal and external changes.

A.10.2 Nonconformity and corrective action

The requirements for nonconformity and corrective
action address how the organization responds to
nonconforming outputs and other nonconformities
identified within the quality management system.

The organization determines the approach to address
nonconformities, including the extent of investigation
and the methods used, based on its context and needs.

The organization considers risk of recurrence,
potential or actual impact, and requirements of
customers and other relevant interested parties when
deciding if corrective action will be applied.

NOTE See ISO 10002 [20] for guidance on
complaints handling.
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