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Introduction

0.1 General

The adoption of a quality
system is a strategic decns|on L
organization that can help to 1mprove its
overall performance and provide a sound
basis for sustainable development initiatives.
The potential benefits to an organization of
implementing a quality management system
based on this International Standard are:

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

statutory and regulatory requirements;

b) facilitating opportunities to enhance
customer satisfaction;

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

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

This International Standard can be used by
internal and external parties.

It is not the intent of this International

Standard to imply the need for:

— uniformity in the structure of different
quality management systems;

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

— the use of the specific terminology of this
International Standard within the organization.
The quality management system
requirements specified in this International
Standard are complementary to requirements
for products and services.

This International Standard employs the
process approach, which incorporates the
Plan-Do-Check-Act (PDCA) cycle and risk-
based thinking.

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

The PDCA cycle enables ar- organization to
ensure that its processes are adequately
resourced and  managed, and  that
opportunities for improvement are determined
and acted on.

Risk-based thinking enables an organization
to determine the factors that could cause its
processes and its quality management
system to deviate from the planned resulits, to
put in place preventive controls to minimize
negative effects and to make maximum use of
opportunities as they arise (see Clause A.4).
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Consistently meeting
addressing future needs and exp
poses a challenge for organizations
increasingly dynamic and
environment. To achieve this objective, the
organization might find it necessary to adopt
various forms of improvement in addition to
correction and continual improvement, such
as breakthrough change, innovation and re-
organization.

In this International Standard, the following
verbal forms are used:

— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

— “can” indicates a possibility or a capability.

Information marked as “NOTE" is for guidance
in_understanding or clarifying the associated
requirement.

0.2 Quality management principles

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

when applying the principle.

The quality management principles are:
— customer focus;

— leadership;

— engagement of people;

— process approach;

— improvement;

— evidence-based decision making;

— relationship management.

0.3 Process approach

0..3.1 General ==

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

in4.4.
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Understanding and managing interre Ww A8 Alsluall sllesdl 3lsls o3
processes as a system contributes to
organization's effectiveness and efficiency in
achieving its intended results. This approach i Ton b s . Eapy
enables the organization to control the Loy lly Wolalt BBl o6 42 Brball pa 2soeld
interrelationships  and  interdependencies  as o &elaill ¢lsl ppanms Jf @38 Les pllaidl cilelos o
among the processes of the system, so that
the overall performance of the organization ple
can be enhanced.
The process approach involves the Leblelasy oldeald 8lsls Loxqin Linpad Slilosdl Gmpia puds
systematic definition and management of ) i o o
processes, and their interactions, so as to drsilly Bosll Awlewd Lady Byl gl Gudms 24
achieve the intended results in accordance <., S8 allaidly cllesdl Bls] of Helaioll sl
with the quality policy and strategic direction
of the organization. Management of the
processes and the system as a whole can be i e aSall" e aladl 3841 go (¥-2¥ L)) (PDCA)
achieved using the PDCA cycle (see 0.3.2) )
with an overall focus on risk-based thinking -+ @l g dl e @il (1.7 Jlasl) el puds
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(see 0.3.3) aimed at taking advantage of ,LV__;,%L;‘"
opportunities and preventing undesirable T
results.

The application of the process approach ina  cls gl sase bylsf plas § Sllesdl fumiie plusiul wie
quality management system enables:

a) understanding and consistency in meeting
requirements; S| &y &yl atuwly ped (1
b) the consideration of processes in terms of

added value; Alall Rosall pohay cilglanll J LN o
c) the achievement of effective process Sleenll Jlab clsf gudms (g
performance; ) :
d) improvement of processes based on
evaluation of data and information.

Figure 1 gives a schematic representation of .y Jeleul jdas aloe ¥ Jodass i Jesy (V) JSa
any process and shows the interaction of its i '

elements. The monitoring and measuring sl Sgppill el WS gulily diegy Lagislic
check points, which are necessary for control, aladl ofdybleelt los calins Wiy dee S 2ol
are specific to each process and will vary ) '
depending on the related risks.
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Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
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The PDCA cycle can be briefly desc -'3 oSes "lall Akl pazbl-dai-dalas” Lexeie o)

follows:

— Plan: establish the objectives of the
system and its processes, and the
- resources needed to deliver results in

accordance with customers’ reguirements
and the organization’s policies, and identify
and address risks and opportunities;

— Do: implement what was planned,

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

— Act; take actions to improve performance,

as necessary. ;

0.3.3 Risk=based thinking

_Risk-based thinking (see Clause A4) is
essential for achieving an effective quality
management system.

The concept of risk-based thinking has been
implicit in  previous editions of this
International Standard including, for example,
carrying out preventive action to eliminate
potential nonconformities, analyzing any
nonconformities that do occur, and taking
action to prevent recurrence that s
appropriate  for the effects of the
nonconformity.

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

Opportunities can arise as a result of a
situation favourable to achieving an intended
result, for example, a set of circumstances

that allow the organization to attract
customers, develop new products and
services, reduce waste or improve

productivity. Actions to address opportunities
can also include consideration of associated
risks. Risk is the effect of uncertainty and any
such uncertainty can have positive or
negative effects. A positive deviation arising
from a risk can provide an opportunity, but not
all  positive effects of risk result in
opportunities.
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Compatibility with

0.4
management system standards

This International Standard applies
framework developed by ISO to improve
alignment among its International Standards
for management systems (see Clause A.1).
This International Standard enables an
organization to use the process approach,
coupled with the PDCA cycle and risk-based
thinking, to align or integrate its quality
management system with the requirements of
other management system standards.

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

— ISO 9000
provides

essential background for the proper
understanding and 1mplementatton of th|<
International Standard;

ISO 9004

provides guidance
for organizations that choose to progress
beyond the requirements of this
International Standard.

Annex B provides details of other International
Standards on quality management and quality
management systems that have been
developed by ISO/TC 176.

This International Standard does not include
requirements specific to other management
systems, such as those for environmental
management, occupational health and safety
management, or financial management.
Sector-specific quality management system
standards based on the requirements of this
International Standard have been developed

for a number of sectors. Some of these
standards specify additional quality
management system requirements, while

others are limited to providing guidance to the
application of this International Standard
within the particular sector.

A matrix showing the correlation between the
clauses of this edition of this International
Standard and the previous edition (ISO
9001:2008) can be found on the ISO/TC
176/SC 2 open access web site at:
www.iso.org/tc176/sc02/public.
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— Requirements

1 Scope

This  International  Standard  specifies
requirements for a quality management
system when an organization:
a) needs to demonstrate its ability to consistently
provide product or service that meets customer
and applicable  statutory and  regulatory
requirements, and
b) aims to enhance customer satisfaction through
the effective application of the system, including
processes for continual improvement of the
system and the assurance of conformity to
customer and applicable statutory and regulatory
requirements.
All requirements of this International Standard are
__generic and are intended to be applicable to all
organizations, regardless of type, size and product
provided.

In_this International Standard, the terms “product” or
“service” only apply to products and serv

2 Normative references

The following documents, in whole or in part,
are normatively referenced in this document
and are indispensable for its application. For
dated references, only the edition cited
applies. For undated references, the latest
edition of the referenced document (including
any amendments) applies. ..

ISO 9000:2015,

3 Terms and definitions

For the purposes of this document, the terms and
definitions given in 1ISO 8000:2015 apply.
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4 Context of the organization \f\x
4.1 Understanding the organization ana\rts.___/ (Bl Aokl o \o¢

-context
The orgamzatlon shall determine external and & W‘-’-’b G sl Sile gl sums of Aelaall e

internal issues that are relevant to its purpose o i o -
and its strategic direction and that affect its e i3 @l Bl Llersty Ll 2331

ability to achieve the intended resuli(s) of its .1 Bsszl Bylaf plasd B gumall milidl Gednd e Lgyus
guality management system.

' The organization shall monitor and review the  Jyo cleglall ayaiud / g2y oy ol dalaill e
information about these external and internal s 115 )] Elegisll Ll

issues.
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expectations of interested parties ' ‘ dbb%q ‘—'Luyj Sl i 1-¢
Due to their impact or potential impact on the (e alaill 5u8 e Jezmll o g5l el it
organisation’s ability to consistently provide . )
products and services that meet customer and  =tHete go @5 S Lelaasy Lelaiie s Hlietul
applicable statutory and regulatory Lo gdat & decdandly dagslall oldlazlly eMeadl
requirements, the organization shall determine: R

a) the interested parties that are relevant to fpthe st LBl e 2y
the quality management system; Bagsedl Byls) allay ABSa)l I3 Haiedl BLLYT -
b) the requirements of these interested . - . S
parties C1hat are -zelevant to the quality i Aol i A elblwale bl s
management system. bogatl bylo|
The organization shall monitor and review the  (glell danlye / (olintwly o, deliill e cax

information about these interested parties and . T T
their relevant requirements. Al ey Tal Al B sesty :

4.3 Determining the scope of the quality TR s i .-y
management system w}:"” bjb“ ?L‘g 154 /e kg i
The organization shall determine the Bylaf pllas Beas 4wilSals sgd duumes Aelaill e
boundaries and applicability of the quality i
management system to establish its scope. albeedl prsd By
When  determining  this  scope, the Dl § g of Lalaalf e Jlad! wyuss uie

organization shall consider: , sl (e T P ’
a) the external and internal issues referred V£ Jf gee Il 2 y &Ll Slegin gl -

to in 4.1; sicl) poayly @3Bl il Rardl LY Sldlate -
b) the requirements of relevant interested i
parties referred to in 4.2;
c) the products and services of the debill Sleusy Silziie -7

organization.
The organization shall apply all the ziwfll sia cldbie prer @udes 2ebll e com

requirements  of  this International By Byt pls () Iy de Bebats 6 13] Al

Standard if they are applicable within the

o (').q\\'a_ziq.a




determined  scope
management system.

The scope of the organization’s quality
management system shall be available
and be maintained as documented
information. The scope shall state the
types of preducts and services covered,
and provide justification for any
requirement of this International
Standard that the organization
determines is not applicable to the scope
of its quality management system.
Conformity to this International Standard
may only be claimed if the requirements
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.
Quality management system and its
processes

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 International
Standard.

The organization shall determine the

processes needed for the quality management

system and their application throughout the
organization and shall:

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

b) determine the sequence and interaction of
these processes;

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

d) determine the resources needed and ensure
their availability;

e) assign the responsibilities and authorities for
these processes;

f) address the risks and opportunities in
accordance with the requirements of 6.1,

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

h) improve the processes and the quality
management system.

4.4
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4.4.2 .
To the extent necessary, the organization™ ~ s
shall: ' w/ "-""j e Gl pladl Aaladl e ooy

a) maintain documented information to pedd sl ually (@ils) Haee Slosles &lue
support the operation of its processes; TR

b) retain documented information to have
confidence that the processes are being & plljadlly (edlew) e Slosleey Blayt o

carried out as planned. 1 dakases on Lo 38y i wldesdl oL
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5 Leadership ssliall -0
5.1 l.eadership and commitment alAYs salaall-e
5.1.1 General . ple 1-V-0

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

a) taking accountability of the effectiveness of
the quality management system;

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

c) ensuring that the quality policy is
communicated, understood and applied
within the organization;

d) ensuring the integration of the quality
management system requirements into the
organization's business processes;

e) promoting the use of the process
approach and risk-based thinking;

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

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

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

j) promoting continual improvement;

k) supporting other relevant management roles
to demonstrate their leadership as it applies
to their areas of ;gﬂ:@ghsﬂi}t&ility.

Reference to “business” in this

the organization's _existence, whether the

5.1.2 Customer focus

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

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

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

c) the focus on enhancing customer
satisfaction is maintained. \
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6.1.1 When planning for the quality
management system, the organization shall
consider the issues referred to in 4.1 and the
requirements referred to in 4.2 and determine
the risks and opportunities that need to be
addressed to:

a) give assurance that the quality
management system can achieve its
intended result(s);

b) enhance desirable effects;

c) prevent, or reduce, undesired effects;

d) achieve improvement.

6.1.2 The organization shall plan:

a) actions to address these risks and
opportunities; st TR SRR

b) how to:

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

2) evaluate the effectiveness of these
actions.

Actions taken to address risks and

opportunities shall be proportionate to the

potential impact on the conformity of products
and services.

/
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organization’s or its customers’ needs.
6.2 Quality objectives and planning fto

achieve them
6.2.1 The organization shall establish quality
objectives at relevant functions, levels and
processes needed for the quality
management system.
The quality objectives shall:

a) be consistent with the quality policy,

b) be measurable;
c) take into account applicable requirements;
d) be relevant to conformity of products and
enhancement of

services -~ and the
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customer satisfaction;
e) be monitored:

f) be Communicated;

g) be updated as appropriate.

The organization shall maintain documented

information on the Quality objectives.

6.2.2 When planning how to achieve its quality
objectives, the organization shall determine:
a) what will be done;
b) what resources will be required:
c) who will be responsible;
d) when it will be completed;
e) how the results will be evaluated.

6.3 Planning of changes

Where the organization determines the need
- —forchange to the quality

manner. (see 4.4)
The organization shall consider:
a) the purpose of the change and any of its
potential consequences;
b) the integrity of the quality management

" System:;
c) the availability of resources;
d) the allocation or reallocation of

responsibilities and authorities.
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7.1 Resources Slell Yoy

7.1.1 General ' AR

The organization shall determine and provide . m
the resources needed for the establishment, elaidy aopu Blell (8555 5 Ol delaell e ey
implementation, maintenance ang continual Bylal allasl sty . g 25 folas
improvement of {he quality  management ! Bl st ety . b L'q‘db =l
system, DhEeY G g o daball e
The organization shall consider: Al 1l oyl e Lo gyall g, Syl ]

a) the capabilities of, ang constraints on, R

existing internal resources; Al
b) what needs to be obtained from external Slousl ez, R P T prk Lo -

providers. Oty L)

7.1.2 People . LAY &l o, (1 Y-y
The organization shall determine ang provide . . (iﬂ, L s

the persons necessary for the effective ATl ol 0¥ 35 sums ol ity e ey
implementation of its quality Mmanagement T Sleleall Jagpd, Bk P I Bylof allasd Jlaay
System and for the Operation and contro| of its L
processes. ' '
7.1.3 Infrastructure ERPETTERRTE R

The organization shal| determine, provide .
and  maintain the infrastructure  for the =il 34,y Ulooy stdgiy uims Lhill e iy

Operation of jtg processes to achieve Sletill 2ala, ex by Lobdee Jsg S|
conformity of products ang services, ’ ’ ¢t Lt . 2
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71.4 Environment for the Operation of talienl) s ztr s,
processes Sl et a0
The Organization gha| determine, Provide &I i leos pdeiy uss WL e n,
and maintain the environment necessary for P glas iy Loy Lol s s
the operation of its processes and to achieve L ' b L .
conformity of products and services,
NOTE

. ) o iy,

A suitable énvironment can pe a combination o \ ) i
of human and physical factors, such as: doloadl e Lyts WS ol o%a 2l Al
a) social (e.g. non-discrirninatory, calm, non- (LR R NTR &l ¥t

confrontationa!); . S R ‘
b)  psychological (e.q. stress-reducing, pae ¢ csul - el e i) skl {f

burnout Prevention, emotionally protective); (L-_.Lq_sLm_ulj Sl lel
¢) physical (e.g. temperature, heat, humidity, ) . S d,,

light, airflow, hygiene, noise), TRl e - e by Ll i) 4, (1
(A ] 2, Lo

These factors can differ Substantially . _ e . 0K
oo JI i oS u) FESI- a) dmid
depending on the Products and services skl &issll Dol A i) gy, (z
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The Organization shal| determine and

monitoring or Measuring is useq to verify

the conformity of products ang Services

to requirements.

"he Organization ghgj ensure that the

resources provided:

a) are Suitable for the specific type of
monitoring ang measurement activities
being Undertaken:

b) are Maintained to ensure thejr continuing
fitness for their purpose.

he Organization shall retain appropriate

documented information 8 evidence of
-fitness  for Purpose of monitoring  ang
. Measurement resources,

7152 Measurement traceabiiity
When Mmeasurement traceability is a
réquirement, o is considereq by the

part of Providing confidence jn the
validity — of Mmeasurement
measuring €quipment sha|| be:
OOverified or calibrated at Specified intervals
Or prior to yse *against measurement
Standards traceabte -t5= international or

calibration status;
safeguardeq from adjustments,
damage or deterioration that woulg

Subsequent measurement results,
The Organization shall
validity of previous Measurement results has

7.1.6 Organizational knowiedge

The Organization shall determine the
knowledge necessary for the Operation of jtg
Processes ang to achieve conformity  of
products ang Seérvices.

This knowledge shall be Mmaintaineqd, and
Made availabje to the extent Necessary,

/hen addressing changing needs ang
trends, the Organization shall Consider jtg
Current knowledge and determine how to
acquire or access the Necessary, additiona|
nowledge and required updates.
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7.2 Competence

beLasyyy Y.y
The organization shall:

5 il Lalazf) usle ey
a) determine e ecessary competence of
person(s) doing Work under

'S controf thay U3l Wy S sy
affects the fMance 5 P s, ol YT bobd s dleel,
effectiveness of the Quality FBagel 1y

anagemen;¢ System: : . e ; ‘

b ensure th &se-persens are Competent vl ol elasT vt b *%a o0 STy 5
1Lon the pag; Propriate education, bt staj).L_Ubi‘ Miwwu_.,
raining, o EXperje ; . )
Where g,r.>piicagle, lake actiong © acquire wluisy e sy R Shbef dsn &
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ee iven actions ta n; »
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7.4 Communication

The organization shall de‘(ermine 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;

¢) how to communicate.

e) who communicates

7.5 Documented information

7.5.1 General

The organization’s

system shall include

a) documented information required by this
International Standard;

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

quality management
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7.5.2 Creating and updating

When creating and updating documented

information the organization shall ensure

appropriate:

a) identification and description (e.g. a title,
date, author, or reference number);

b) format (e.g. language, software version,

graphics) and media (e.g. paper,
electronic);

c) review and approval for suitability and
adequacy.

7.5.3 Control of documented Information

7.5.3.1 Documented information required by the

quality management system and by this

International Standard shall be controlled to

ensure:

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

b) it is adequately protected (e.g. from loss
of confidentiality, improper use, or loss
of integrity).
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7.5.3.2 For the control of documented information,

the organization shall address the following

activities, as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including
preservation of legibility; '

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

d) retention and disposition.

Documented information of external origin
determined by the organization to be
necessary for the planning and operation of

the quality management system shall be -

identified as appropriate, and controlled.
Documented  information  retained  as
evidence of conformity shall be protected
from unintended alterations.

NOTE

Access can imply a decision regarding the
permission to view the documented information
only, or the permission and authority to view and
change the documented information.
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8.2.2 Determination of
products and Setvices,
When determining the requirements for the
products and services to be offered to
customers, the organization shall ensure that:

requirements

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

8.2.3 Review of Fequirements for products and

. Services

8.2.3.1 The organization shall ensure that it

has the ability to meet the requirements

for products ang Services to be offered

10 customers. The organization shal|
conduct a review before committing to
Supply products and Services to g
customer, to include:

a) requirements Specified by the customer,
including the requirements for delivery
and post-delivéry activities:

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

¢) requirements Specified by the organization;

d) statutory ang regulatory requirements
applicable to the products and services:

d) 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.

The customer's requirements shal| be
confirmed by the organization before
acceptance, when the customer does
not provide g documented statement of
their requirements,

R
T
—_—

8.2.3.2 The organization shall retain
documented information, as applicable:
a) on the results of the review:
bon any new requirements
products and services,

for the

¢
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8.3.6 Design and development changes

The organization shall identify, review
and control changes made during, or
subsequent to, the design and
development of products and services,
to the extent necessary to ensure that
there is no adverse impact on conformity
to requirements
The organization shall retain
documented information on:
a) design and development changes;
b) the results of reviews; _
c) the authorization of the changes;
) the actions' taken to prevent adverse
impacts.
8.4 Control of externally provided products

and services

e i YA

8.4.1 General
The organization shall ensure that externally
provided processes; prodacts, 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-are provided by

external providers for incorporation into
the organization's own products and
services;

b) products and services are provided directly
‘to the customer(s) by external providers
on behalf of the organization;

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

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

The organization shall retain documented
information of these activities and any
necessary actions arising from the
evaluations.

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

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

c) take into consideration: ’

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

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

d) Determine verification or other activities
necessary to ensure the externally
provided  processes, products  and
services meet requirements.

8.4.3 Information for external providers .

The organization shall ensure the

adequacy of requirements prior to their

communication to the external provider.

The organization~shal=communicate to

external providers its requirements for:

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

b) approval of:

1) products and services;

2) methods, processes and equipment;

3) the release of products and services;
c¢) competence, including any required

qualification of persons;

d) the external providers' interactions with the
organization;

e) control and monitoring of the external
providers’ performance to be applied
by the organization;

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

8.5 Production and service provision

8.5.1 Control of production and service
provision
The organization shall  implement

production and service provision under

controlled conditions.

Controlled conditions

applicable:

a) the availability of documented information
that defines:

1) the characteristics of the products
to be produced, the services to be
provided, or the activities to be
performed;

2) the results to be achieved;

b) the availability and use of suitable
monitoring and measuring resources;;

shall include, as
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¢) the implementation of monitoring &
measurement activites at appropriate

stages to verify that criteria for control of ™

processes or outputs, and acceptance
criteria for products and services, have
been met;

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

processes;

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

f) the validation, and periodic revalidation, of
the ability to achieve planned results of
the processes for production and service
provision, where the resulting output
cannot be verified by subsequent
monitoring or measurement;

g) the |mplementatlon of actlons to
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h) the implementatign of release, dellvery
and post-delivery activities.

8.5.2 Identification and traceability

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

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

the organization shall control the unique
identification of the outputs, when traceability
is a requirement, and shall retain the
documented information necessary to enable
traceability.

throughout

8.5.3 Property belonging to customers or

external providers

The organization shall exercise care with
property belonging to the customer 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 the customer's or external
provider's property provided for use or
incorporation into the products and services.
When property of the customer or external
provider is lost, damaged or otherwise found
to be unsuitable for use, the organization
shall report this to the customer or external
provider and retain documented
information on what has occurred.
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during” production and service provision, to
the extent necessary to maintain conformity
to reguirements.

8.5.5 Post-delivery activities

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

In determining the extent of post-delivery .

activities that are required, the organisation

shall consider:

a) statutory and regulatonsrequirements

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

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

d) customer requirements;

e) customer feedback.
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8.5.6 Control of changes

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

The organization shall retain documented
information describing the results of the
review of changes, the personnel authorizing
the change, and any necessary actions
arising from the review.

8.6 Release of products and services

The organization shall implement the planned
arrangements at appropriate stages to verify
that 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.
« The organization shall retain
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documented information on the rele
of products and services. The
documented information shall include:
a) evidence of conformity with the
acceptance criteria; '
b) traceability to the
authorizing the release.

person(s)

8.7 Control of nonconforming outputs
8.7.1

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

The organization shall take appropriate

corrective action based on the nature of the
nonconformity and its effect on the conformity

of products and sendces=This applies also

apply to nonconforming products’ and
services detected after delivery of the
productsm, during or after the provision of the
service.

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;

c) informing the customer;

d) obtaining authorization for acceptance
under concession.

Conformity to the requirements shall be

verified when nonconforming outputs are

corrected.

8.7.2

The organization shall retain documented

information that;

a) describes the nonconformity;

b) describes the actions taken;

c) describes any concessions obtained;

d) identifies the authority deciding the
action in respect of the
nonconformity..
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g Performance Evaluation
9.1

Monitoring, Measurement, Analysis

And Evaluation

9.1.1 General -

9.1,

The organization shall determine:

a) what needs to be menitored and measured;

b) the methods for monitoring, measurement,
analysis and evaluation, needed 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.

The organization shall retain appropriate
documented=information as evidence of
the results.

2 Customer satisfaction

The organization shall monitor customers'
perceptions of the degree to which their
needs and expectations have been
fulfilled.

The organization shall determine the
methods for obtaining, monitoring and
reviewing this information.

- NOTE

9.1

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

.3 Analysis and evaluation

The organization shall analyse and evaluate

appropriate data and information arising from

monitoring and measurement.

The output of analysis and evaluation shall be

used to evaluate:

a) conformity of products and services;

b) the degree of customer satisfaction;

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

d) If planning has been
effectively;

e) the effectiveness of actions taken to address
risks and opportunities;

f) assess the performance of
provider(s);

g) the need for improvements to the quality
management system.
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9.2 Internal Audit

9.2.1 The organization shail conduct internal
audits at - planned intervals to provide
information on  whether the quality
management system;

a) conforms to:

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

2) the requirements of this International
Standard,;

b) is effectively implemented and maintained.

9.2.2 The organization shall:

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

b) define the audit criteria and scope for each
audit;

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

d) ensure that the results of the audits are
reported to relevant management;

e) take necessary correction and corrective
actions without undue delay;

f) retain documented information as evidence

of the implementation of the audit
programme and the audit results.

9.3 Management review

8.3.1 Top management shall review the

organization's quality management system,

at planned intervals, to ensure its continuing

suitability, adequacy, and effectiveness and
alignment with the strategic direction of the
organization.

9.3.2 Management Review Inputs

The management review shall be planned

and carried out taking into consideration:

a) the status of actions from previous
management reviews;

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

c) information on the performance and
effectiveness of the quality management
system, including trends in:

1) customer satisfaction and feedback
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from relevant interested parties;

2) the extent to which quality
objectives have been met

3) process  performance and
conformity ~of  products  and

services;
4) nonconformities and corrective actions;
5) monitoring and measurement results;
6) audit results;
7) the performance of external providers;;
5) issues concerning external providers
and other relevant interested parties;

d) adequacy of resources;

e) the effectiveness of=actions taken to
address risks and opportunities (see
clause 6.1);

f) opportunities for improvement.

9.3.3 Management review outputs

The outputs of the management review shall

include decisions and actions related to:

a) opportunities for improvement;

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

c) resources needed

The organization shall retain documented

information as evidence of the results of

management reviews.
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10 Improvement

10.1 General . , ale V-0

The orggqization. shall determine z'.-‘nnd' select ols crummtdl Loyd Hlizeis M,_, o aalaill e cem
opportunities for improvement and implement , e
necessary actions to meet customer i eesdl Sldlate g B2l 2o Slelia] Jin

requirements and  enhance  customer )
satisfaction. rehudlliicg
These shall include: sledy ol cum Tis
a) improving products and services to ) . _‘
meet requirements as well as to oldball e giled bl olaudl s -l
address future needs and , adilly Abizad | clolasy e 35k

expectations;
b) correcting, preventing or reducing
undesired effects; el Bals] allas Hdlade elol s -
c) improving the performance and e Rl e e A &
effectiveness of the quality
management system. o

e loo¥ — mamsat)l s fade 5 (3 Sor frawmil diolS
— it ol — peiwd] pwmi)] dimixiad/
i) dalel — Y

10.2 Nonconformity and corrective action dmimiatdl SlelaYly Bl pue Y-V
10.2.1 When a nonconformity occurs, including e aealdl el Lpd Ly dilas pue duss Leaie V-T-0.
a:y”ansmg from complaints, the organization bl e o 45 oAl

shall: .
a) react to the nonconformity, and as el BV comong HEMRA pae o JelBl] ]
applicable: Lty Wl Jagan] elea] 35t (A
1) take agtion to control and correct it; e go Jolatll (¥
2) deal with the consequences; ) ] vniss Aol OIS 13 Lo e -

b) evaluate the need for action to eliminate
the cause(s) of the nonconformity, in order
that it does not recur or occur elsewhere, tas oo @i oSLel § Lggus ol Lisus
o 2l ] pute Al Jeloxls iz Lo ()
1) reviewing andanalyzing the
nonconformity;

2) determining the causes of the
nonconformity; Lgsus Joixs

3) de.termlnmg if smﬂar nonconformities A il 4l dedts ¢
exist, or could potentially occur;

c) implement any action needed;
d) review the effectiveness of any corrective asdasall ¢lsl Baumll ol Jblell cyuns -

SUSS pusd Aallll pue ol ol cuw (e

aglall pue Gipu> cuuw oo (¥

ol Agelie o¥l> Chus B S 3] L s (Y
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action taken; (Lygs I3 O 15)

e) update risks and opportunities . . .; 15] Basal! Byte] pliss o Shutal Jos -
determined  during  planning, - if L33 3yl
necessary;

f) make changes to the quality management

system, if necessary.
Corrective actions shall be appropriate to the 5w o raline Ampmiatl Slel2¥ 0855 o s
effects of the nonconformities encountered.' ' AEall pue L) ALY
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10.2.2 The organization shall retain documented :

information as evidence of:
a) the nature of the nonconformities and any
‘ subseq'uent actions taken;

b) the results of any corrective action.

10.3 Continual improvement

The organization shall continually improve
the suitability, adequacy and effectiveness of
the quality management system

The organization shall consider the outputs of
analysis and evaluyatiqn, and the outputs from
management review, to dtermine if there are
needs or opportunities that shall be
addressed as part of continual improvement.

[r—3

@ Sleha] Al dalall ane oWl Al -
: L) Les Laslasl

Lumziat Olelyn] &1 @l
ol ! szt

Reedle o gt of bataly Rabll o
Bogall 5yls] allas allady LiS,

Jel=all loyia baylael § piad of 2elatll e oy
15§ Lo cptoetd 1590 Ry ilinyin LIS pusilly
ot e Loaw Jalaall e ol nlsbinsd Jilis 2oK
il | szl

-3




(informative) i O
Clarification of new structure, _ (% ) ;
terminology and concepts pealally lolle il (s ozl Sl) mim g
A.l Structure and terminology Sl oty Sl =

The clause structure and some of the Slalaall jae bl ooy al e o

terminology of this international Standard, in _ b .. B
comparison with ISO 9001:2008 haye been %1 pe ByLally ddpull eolsllsde § dowsral

changed to improve alignment with other S phas ol ol & B8l wumdd YA gLy

management systems standards, 4
e
The consequent changesTh (RS ?tructgre a;d w3 Y Sladhially Sl e e v 1 el
terminology do not need to be reflected in the B N T T .
documentation of an organization's quality #s=1 &lsf allas sy 3 Sl Slusy i Lol
management system, el

The structure of clauses is intended to oeds daylie bz, S ] G seidl al,
provide " a  coherent presentation  of ] o . )
requirements rather than g model  for ¥ Adaill cillacy Cilual, Sl 535U 2300 ainy
~documenting an organization's policies, s Cp 3 [ Blsl alla: = -
objectives and processes. There js no < ? sasll Bl pll St S sy
requirement for the structure  of an Aol Aago ol 6
organization's quality management system

documentation  to mirror  that of this

International Standard.

There is no requirement for the terms used i izt Slalbal | Jladuy dolo ¢l usgs ¥
by an organization to be replaced by the o Tx EE s o
terms used in this Internationa] Standard to ) &iislsll sda § Heotiras Slaleay Aol
specify quality management  system ol cildas g OSB3 el Llsf plls ollag,
requirements. Organizations can choose to - ) e it

use terms which suit their operations (for @ JHI duw ) Lol il Slalaal
example: using 'records’, 'documentation', oo Yoy gL SYsSeieng @l x5l
'protocols’, etc. rather than “documented . A il & fese L
information’: or supplier, ‘partner’, vendor 4 oo ¥ ). s suse sl A f’h"h‘
eic. rather than 'externa] provider’ ), LS L PRESPRT N e
Table B.1 — Major differences i terminology op Slelaatl g Lysomll Sy o Jous
between ISO 9001:2008 and ISO 9001:2015 Yove:d..y S Yo A q. Ly Y

Products & Services Sleuss wleie | Products Oletig

T T
Documented Information Aiign Slagleg Documentation -~ Records Az — 53
Environment for Slbeedl Lsds 2, | Work Environment Jeodl auy,

the operation of processes
(L, s) el (e 3ol Sleasly wlzull | Purchased Product ALl il

Externa“y provided products and service
External ol So5n = als Hus auz, Supplier Y
provider
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A.2 Products and services

r

ISO 9001:2008 used the term "product’ to
include all output categories. This international
Standard uses ‘products” and services”. The
term “products  and services” includes all
output  categories (hardware,  services,
software and processed materials).

The specific inclusion of “services” is intended
to highlight the differences between products
and services in the application of some
requirements. The characteristic of services is
that at least part of the output isealised at the
interface with the customer. This means, for
example, that conformity to requirements
cannot necessarily be confirmed before service
delivery.

In most cases, the terms “products” and
“services” are used together. Most outputs that
organizations provide to customers, or are

supplied to them by external providers, include-

both products and services. The organization
needs to take into account where, for example,
a tangible product has some associated
intangible service or an intangible service has
S0me associated tangible product.

A.3 Context of the organization

e (e
O ...-_;:-.'-;

i

There are two new clauses relating to the
context of the organization, 4.1 Understanding
the organization and its context and 4.2
Understanding the needs and expectations of
Interested parties. Together these clauses
require the organization to determine the
issues and requirements that can impact on
the planning of the quality management
system.

The titles of clauses 4.1 and 4.2 provide for
alignment with other management system
standards. They do not imply extension of

quality management system  requirements
beyond the Scope (Clause 1) of this
International Standard.

The Scope states, in part, that this

International Standard is applicable where an
organization needs to demonstrate its ability to
consistently provide products and services that
meet customer and applicable statutory and
regulatory requirements and aims to enhance
customer satisfaction. No requirement of this
International Standard can be interpreted as
extending  that applicability  without the
agreement of the organization.
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. o consider - ~_--~-“"‘f“l TRy
interesteq Parties which have been determined o o _d'“‘i e

no réquirement i, address g particular

not relevant jg dependent op Whether or not jt o Adlailf 5,0 oo 8t d 5, X RURT TN
has an impact on the Ol9anization's ebHity to & bllag & Ay, Slous, e S 2

consistently provide Products ang Services that ) )
meet customer and applicapje Statutory ang Selan 2 Sehuly 2,y Sldbally Ly,

regulatory "eQuirements o the Organization's . Lo, supant 5 h--“dzuuuf s

This Internationg Standarq équires the / bl R SUSTT =dlas Aoy Liolel iy
Organization to understang its context (see

Clause 6, 1).

One of the key Purposes of , quality doadl g4 Baszll 314 play s valeY L
Management System s ¢ p ' ) . W Ul a5 e
tool, Consequently, this Internationg Standarg ¥ &dsu bl sis vy s Aolsy 5l

does not have 5 Separate clayge Or sub-clayse Slsie o oy S ST o Gotas

titled Preventive action’. The Concept of I R "
Preventive action, i eXpressed throygh @ risk- (2 Ul oy Poess ol aalsgy Sl
ase approach ormu!ating Quality S blayy ole Ad,l Lol gyt 0 die iy
Management System requirements. .s.s}?dllea,l,aLa Sl 2z,

réquirementg.

Although risks ang Opportunitieg have’ to be HSA w35 &sin s vorilly (st ol oo rEl e
determmed and addressed, there g no .. .. ) :
requirement for formal rigk Management of a Y a., ), s Y4l oy Lele

documented risk Management process, bl &ylsy ddig, delac of By
A5 Appﬁcability Subailla s ,_ i

‘exc
determining the applicability of jts feQuirements L eldlete 50 U s "l iy

the Organization's quality Management r sife o . PULTOTT = ..
System.  Howeygr i i recogniseq that an O e 25 e e ules . l’b"":"’lb"\‘lfh

Organization might neeq o reviey the G 2L (5 Las ] Tl W oL, s ol iz

applicabih'ty of 'equirementg due to the Size of

the Organization, the Mmanagement model jt L, , be 8510 sl g Ralbitf T Sl

adopts,  the range of the Organization’s SN BT ECNERIg

activities, and the Nature of the riskg and el w2l s blal *os ekt
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SCope of its qualit
Organization cann
applicable,

relevant
the Organization can

Process is not carried out)
determine  that réquirement
applicable, owever, thjg

IS not

satisfaction.
A6 Documenteq information
As  part of the alignment with  other

Management system standards 4 common

clause on ‘Documented

documenteq procedure” ang “recorg” have
both been replaced throughout the
réquirements text y “documented
information".

Where IS0 9001:2008 would haye referred to
documented procedures (e.g. to define, contro|
Or support g process)

@ requirement
information,
Where 1SO 9001:2008 would have referred to
records

A7 Organisationa] Jcnowledge

Clause 7.1.5 Organisationy] knowledge
addresses the heed to determine and maintain
the knowledge obtained by the Organization,

and knowledge made availabje by other means

is at the g i

provided conformity

Services can pe achieveq,
A.8 Contro] of externally Provided prodycts

and serviceg
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(informative)

Quality Management Principleg

B.1 Introdui:tion

portfolio  of
Standards are based,
The principles Were developed and updateq

by internationa) EXxperts of 1ISO/TC 176,

This annex provides g “statement” describing
each principle and a “rationalg” explaining
why an Organization shoulg address the
principle,

B.2QMP 1 _ Customer Focus

a) Statement

b) Rationa]e
Sustained Success g achieveq when an
Organization atfracts gng retains  the

Creation of unity of Purpose, direction and
engagement enable an Organization to align
its strategies, policies, Processes and
résources to achieve jtg Objectives,

B.4Qmp 3 _ Engagement of People
a) Statemen¢

It is essential for the Organization that al)
People are Competent, €mpowered and
€ngaged in deiivering value,

Competent, €mpowereqg and éngaged
people throughout the Organization
enhance jtg capability to Create valye.

XPes] 8503 toslis
dactd,
S A 55 ) 1] tesles puzs el o is
Bas2ell 5,5 P Sl & 9 Lde

b i

3 Osidsll o s Ll oda ey, S TYNERY

ol e 5 B3sal byls) T, O

el s

Sl s, Osfuy Elgi ) “hise e gy
oo ool el & Sl Usdaqeg ol=syly
ekl gy el Giaag g as,Lal )

(w!)eihu'ww o

be ool gy 058y of Zalar ©arall ol g
eyl el B LYV CtiSans ¢ Lag]

G e onsladl, CHiSelly lasY oty )
deadll Gl e aliy byd 935y Shsiad



2 gugin 0
T T TR R TR B T e e Ea T s e S
S R

b) Rationale | A () Lalailf ol -

To manage an organization effectively and 4 Sl k! oo 0l BeleSy aullady Ralacld Z5ho¥
efficiently, it is important to involve all ' :
people at all ievels and to respect them as
individuals. Recognition, empowerment and  culeladl &l af e Bylally SLLAT S5 nSailis
enhancement g_f_ékiﬂs: and knowledge Bl ifua). a3
facilitate the engagement of people in o CREE=G
achieving the objectives of the organization. A
B.5 QMP 4 — Process Approach Sllent Aimia — € Bogmdl Bylaf T 0= 0
a) Statement ol ey -
Consistent and predictable results are j.(a<; adled jSls dndsiey aablsie @l Sed=d b

achieved more effectively and efficiently B L T -
when activites are understood and PAIS Josd o Sleles Lplals Madi¥ b i

ezl L3 palis by bgiadl pren @ orleladl

managed as interrelated processes that - lleis
function as a coherent system.
b) Rationale () palaill ol -

The quality management system IS 2aiS oidy daylio wldes oo Bag2ll Byla] pllas (e85
composed of interrelated.. processes. s :
Understanding how results are produced by g 38 Ly el e e @l e Jswasdl

this system, including all its processes, e e . i
resources, controls and interactions, allows g L oMeladlly Lulpally plslly dldes

the organization to  optimize its Lelsl padaeny Aolazel)
performance.
B.6 QMP 5 - Improvement cunzid| — 0 Bagdl Bylsf T 1— o
a) Statement fadl pas -
Successful organizations have an ongoing comadl e jleiaby Lasls 3855 aea Wl clelasd
focus on improvement. ’
b) Rationale ’ () Lalaill poledl -

Improvement  is  essential  for an (algiae e dadl=ell welatall Lowlud oyl piny

organization to maintain current levels of dols Bniall wdasls - C
performance, to react to changes in its = s ppiall gl me Je slodl) - alll

internal and external conditions and to Bsds oyb calzly Lyl
create new opportunities.

B.7 QMP 6 — Evidence-based Decision _{o ol all gie — 1 Bagxtl Bylo] Y, ¥

aki .

Malang Gilazedly AsHl

a) Statement lad! pas -1
Decisions based on the analysis and | gog Wle .oblad! eudss Jul=s (e 2uddl o2
evaluation of data and information are more . o
likely to produce desired results. Byl gl

b) Rationale (ceraadl) ALl ol -0

Decision-making can bg a complex ulli geims Le Lailsg buies dlec 038 W3 H50all pise
process, and it always involves some P . P i i

uncertainty. It often involves multiple types ploil oo Latls Lel oDl e 08 e Belend]
gr;d so:rtc.es ofh'ir;\puts, bas w;ll tgs t:mtgir ol oSy @ Lelpass Bpdte e ull jolian (o Bouaia
interpretation, which can be subjective. 1t 1S ot o . et e e
important to understand cause and effect oily el W b pedl b @] Al 05
relationships and potential  unintended @il of bagadill ai dleamll Gdleall RIS
consequences. Facts, evidence and data . _ [ U I st bl s s
analysis lead to greater objectivity and 2sogemsll o Sl o3 Jl o3t Glbl Sy €07
confidence in decisions made. sl lalt 8 4adly
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B.8 QMP 7 — Relationship Management

a) Statement

For sustained success, organizations
manage their relationships with interested
pariies, such as-suppliers.

b) Rationale

Interested parties influence the
performance of an organization. Sustained
success is more likely to be achieved when
an organization manages relationships. with
its interested parties to optimize their impact
on its performance. Relationship
management with its supplier and partner
network is often of particular importance.
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Annex C
_ (informative)
The ISO 10000 portfolio of quality
management standards

The International Standards (and other ISO
deliverables) described in this annex have been
produced as part of the ISO 10000 porifolio of
quality management standards by 1SO's Technical
Committee ISO/TC  176. These International
Standards can provide assistance to organizations
when they are establishing or seeking to improve
their quality management systems, their processes
or their activities.
Table C.1 shows the relationship between these
standards and the pertinent clauses of this
International Standard.
ISO 10001 -
provides guidance to an
organization
customer satisfaction provisions meet
customer needs and expectations. lts
use can enhance customer confidence in
an organization and improve customer
understanding of what to expect from an
organization, thereby reducing - the
likelihood of misunderstandings and
complaints.
ISO 10002 -
provides guidance on
the process of handling complaints by
recognizing and addressing the needs
and expectations of complainants and
resolving any complaints received. It
provides an open, effective and easy-to-

use complaints process including
personnel training. It also provides
guidance for small businesses.

ISO 10003 -

provides
guidance for effective and efficient
external dispute resolution for product-
related complaints. Dispute resolution
gives an avenue of redress when
organizations do not remedy a complaint
internally. Most complaints can be
resolved  successfully — within  the
organization, without adversarial
procedures.
ISO 10004
provides guidelines
for actions.--.t& .aohance customer
satisfaction and to identify opportunities
for improvement of products, processes
and attributes that are valued by
customers. Such actions can strengthen
customer loyalty and help retain
customers.
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ISO 10005 pro
quality plans as a means of relating
requirements—sf te process, product,
project or contract, to work methods and
practices that support product
realization. Benefits of establishing a
quality plan are increased confidence
that requirements will be met, that
processes are in control, and the
motivation that this can give to those

involved.

ISO 10006

are applicable to projects from
the small to large, from simple to
complex, -from an individual project to
being part of a portfolio of projects. They
are to be used by personnel managing
projects and who need to ensure that
.. their organization is applying the
“emit =t brgctices contained in the 1SO portfolio

of  quality management system
standards.

ISO 10007
is to assist organizations applying
configuration management for the

technical and administrative direction

over the life cycle of a product.

Configuration management can be used

to meet the product identification and

traceability requirements specified in ISO

9001.
ISO 10008

gives guidance on how
organizations can implement an effective
and efficient business
to-consumer electronic commerce
transaction (B2C ECT) system and
thereby provide a basis for consumers to
have increased confidence in B2C ECTs;
enhance the ability of organizations to
satisfy consumers; and help reduce
complaints and disputes.
ISC 10012

provides guidance
for the management of measurement
processes and metrological confirmation
of measuring equipment used to support
and demonstrate compliance  with
metrological requuremnnts It specifies
quality management Te requirements of a
measurement management system to
ensure metrological requirements are
met.

ISO/TR 10013

provides guidelines
for the development and maintenance of
the documentation necessary for a
quality  management S{)stem. This
Technical  Report may be used to
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e

document Management syst

than that of IS0 portiolio of quality~
manageriant system standards, for
example environmenta| Mmanagement:
Systems  ang safety Mmanagement
systems,

ISO 10014

i$ addressed to top
Mmanagement, [t provides guidelines for
rezlizing financial and economic benefits
application  of quality
principles, |t
management principles
methods and tools that

management
application of

organization,
10015 provides
guidelines to assist organizations and
addressing issues related to training. It
may be applied Whenever guidance js
required 1o interpret references to
“education” and "training" within the ISO

ISO

standards, Any reference to "training"

types of education ang
training.

10017
explains statistical techniques Which
follow from the variability that can be

ISO

processes
Customer satisfaction,

ISO 10018
provides guidelines which
influence people involvement and
Competence. A quality Management
System depenqsg on the involvement of
Competent People and that they are
introduced and integrateq the
Organization, is critical to identify,
knowledge,

= provides
selection of quality

Management system Consultants and the
use of thejr services, |t gives guidance

on the process for eévaluating the
Competence of g quality Mmanagement
System Consultant  ang provides

confidence that the organization's neegs
and expectations for the consultant's
services will be met,
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NOTE Where Specific Sub-clauses have not been cited, ang instead "All" has been
shown, then this indicateg that all the Sub-clauses to that Particular IS0 9001 clause
are related to the Cross referenced standard.,
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ISO 9001:2008 ISO/DIS 9001 (2015)

4 Quality management system 4 Quality Mmanagement system

4.1 General requirements 4.4 Quaiity-mana'gement system and its processes
4.2 Documentation requirements 7.5  Documented information
4.2.1 Genera] 7.5.1 General

14.3 Determining the Scope of the quality
management system

4.2.2 Quality manual 7.5.1 General
44 Quality Mmanagement system and jts
S e i e Processes

75,2 Creating and updating

4.2.3 Control of documents
| 7.5.3 Control of documented Information

7.5.2 Creating and updating

, 4.2.4 Control of records
7.5.3 Control of documented Information

5 Leadership

5.1
°.1 Management commitment 5.1.1 Leadership and commitment for the  quaiity

i management system
| 5.2 Customer focus 5.1.2 Customer focus
| 5.3 Quality policy 5.2 Quality policy

54 Planning 6 Planning for the quality management system

Management responsibiiity

Leadership and commitment

5.4.1 Quality objectives 6.2 Quality objectives and planning to achieve them

6 Planning for the quality management system

| 5.4.2 Quality management system planning 6.1 Actions to address risks ang Opportunities

——) e
186.3 Planning of changes

| 55 Responsibility, authority and communication 5 Leadership

| 5.3 Organizationa] roles, responsibilities angd

5.5.1 ibility ar thori
| 5.5 Responsxbthty and authority authorities

Title removed

>8.2 Management representative |53 Organizationa] roles, responsibilities ang
i authorities
i 5.5.3 Internal communication 7.4 Communication

15.6 Managemerﬂrev]ew )9,3 Management review

9.3.1 Management review

General

118.3.1 Management review

Review input




ISC 9001:2008

1 56.3 Review output

16 Resource management

/ 6.1 Provision of resources

{
} 6.2 Human resources

6.2.1 General

6.2.2 Competence, training and awareness

Infrastructure

Work environment

| ¥ Product realization
) ’ 7.1 Planning of product realization
/ 7.2 Customer-related processes

[ 7.2.1 Determination of requirements related to the
/ product

7.2.2 Review of requirements related to the product

7.2.3 Customer Communication
] 7.3

|

/ 7.3.1 Design ang development planning

Design ang development

7.3.2 Design ang development inputs
4 7.3.3 Design angd development OutptRs —=
’ 7.34 Design ang development review
17.35 Design ang development verification
; 7.3.6 Design and development validation

|
|7.3.7 Control of design and development changes

/ 7.4 Purchasing

/7“4.1 Purchasing process

|

7472 Purchasing information

7.4.3 Verification of purchased product

e ¥ jde 9001 (2015)
M'—g‘ A\?’v’"'

| 7.1 Resources
7.1.1 General
712 People

[

Title removed

Competence

7.1.4 Environm ent for the_operationor processes”
8 Operation
8.1 Operational Planning and control

8.2 Determination of requirements for products ang
services

8.2.2 Determination of requirements related to
products ang services

8.2.3 Review of requirements related to the products

and services

8.2.1 Customer CoOmmunication
8.5 Production and service provision

8.3

Design and developmenit of products and
services

8.3.1 General

8.3.2 Design and development Planning
8.3.3 Design ang development Inputs
1 8.3.5 Design ang development Outputs

/ 8.3.4 Design ang development controls

8.3.4 Design ang development controls
/ 8.3.4 Design ang development controls

8.3.6 Design and development changes

8.4 Control of externally provided products ang
services
8.4.1 General

8.4.2 Type and extent of contro) of external provision
!
8.4.3 Information for external providers

| 8.8 Release of products ang Services
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ction and service provision

7.5 Productio

N and service provision

f ‘ 8.5.‘1~Cﬁo! of production ang service provision
! 7.5.1 Contro| of production and Service provision o :
/ : 8.55 Post-delivery activities .

-y

290.2 Validat f fi . . oo
7 5 2 Validation of ploGesses for produciion and 8.5.1 Control of production and Service provision

service provision

7:5.3 Identification ang tracéabih‘ty 8.5.2 |dentification and traceability

o 8.5.3 Property belonging to customers or externa

7.5.4 Customer property providers

. 7:5i5 Preservation of product 8.5.4 Preservation
6 Control of monitoring and measuring equipment 7.1.5 Monitoring and measuring resources
/i

7
80 M 9.1 - Monitoring, Mmeasurement, analysis and
: evaluation

easurement, analysis and improvement

8.1  General 9.1.1. General

. itori lysi
82 Monitoring and measurement 9.1 Monitoring, measurement, ana Ysis and

evaluation
8.2.1 Customer satisfaction 9.1.2 Customer satisfaction
8.2.3 Moniton’ng and measurement of processes 9.1.1 General
_.2.4 Monitoring angd measurement of product
8 7

8. Control of nonconforming process outputs,
products and Services

1 8.4 Analysis of data 9.1.3 Analysis and evaluation _
8.5 Improvement . 10 Improvement
10.1 General
8.5.1 Continual improvement :
10.3 Continual Improvement
8.5.2 Corrective action 10.2 Nonconforrnity and corrective action
: Clause removed

8:5.3 Preventive action 6.1 Actions to address risks and opportunities (see
6.1.1,6.1.2)

WWW.is0.0rg/tc] 76/SCOZ/QubHc

-3 Control of nonconforming product




