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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.

International $tandards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main tagk of technical committees is to prepare International Standards. Draft International Starndards
adopted by the technical committees are circulated to the member bodies for voting)yPublication gs an
International $tandard requires approval by at least 75 % of the member bodies casting a vote.

Attention is dfawn to the possibility that some of the elements of this document may be the subject of patent
rights. 1ISO shgll not be held responsible for identifying any or all such patent rights.

ISO 9001 wa$ prepared by Technical Committee ISO/TC 176, Quality_management and quality assufrance,
Subcommitte¢ SC 2, Quality systems.

This fourth edition cancels and replaces the third edition (ISO 9004:2000), which has been amended to [clarify
points in the text and to enhance compatibility with ISO 14001:2004.

Details of the [changes between the third edition and this fourth edition are given in Annex B.
This corrected version of ISO 9001:2008 incorporates-the following corrections:

— minor editorial errors in Tables A.1, A.2 and*‘B.1 have been corrected.

iv © 1SO 2008 — All rights reserved


https://standardsiso.com/api/?name=a6098fc6168a446395cb7bd9ae380e62

ISO9

Introduction

0.1 General

001:2008(E)

The adoption of a quality management system should be a strategic decision of an organization. The design
and implementation of an organization's quality management system is influenced by
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uality management principles-stated in 1ISO 9000 and ISO 9004 have been taken into
the development of this International Standard.
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nternational Standard promotes the adoption of a process approach when developing, imp
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The application of a system of processes within an organization, together with the identification and
interactions of these processes, and their management to produce the desired outcome, can be referred to as
the “process approach”.

An advantage of the process approach is the ongoing control that it provides over the linkage between the
individual processes within the system of processes, as well as over their combination and interaction.

When used within a quality management system, such an approach emphasizes the importance of

a)

b)

understanding and meeting requirements,

the need to consider processes in terms of added value,
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c) obtaining results of process performance and effectiveness, and

d) continual improvement of processes based on objective measurement.

The model of a process-based quality management system shown in Figure 1 illustrates the process linkages
presented in Clauses 4 to 8. This illustration shows that customers play a significant role in defining
requirements as inputs. Monitoring of customer satisfaction requires the evaluation of information relating to
customer perception as to whether the organization has met the customer requirements. The model shown in
Figure 1 covers all the requirements of this International Standard, but does not show processes at a detailed

level.

NOTE In addition, the methodology known as “Plan-Do-Check-Act” (PDCA) can be applied to all processes. PDCA

can be briefly described as follows.

Plan: establish|the objectives and processes necessary to deliver results in accordance with customer requiremen

the organizatiop's policies.

Do: implement the processes.

Check: monitof and measure processes and product against policies, objectives and requirements, for the prody

report the resulfs.

Act: take actior]s to continually improve process performance.

Continual improvement of
the quality management system

ts and

ct and

Management
. — — — — — — — - responsibility
Resource '\giifusrggigt’
mapagement s
improvement

Customers

Input Output

Requirements

Product ﬁ
realization

Customers

— — — — = Satisfaction

Key

—— Value-adding activities

— — — = Information flow

Figure 1 — Model of a process-based quality management system
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0.3 Relationship with ISO 9004

001:2008(E)

ISO 9001 and ISO 9004 are quality management system standards which have been designed to complement
each other, but can also be used independently.

ISO 9001 specifies requirements for a quality management system that can be used for internal application by
organizations, or for certification, or for contractual purposes. It focuses on the effectiveness of the quality
management system in meeting customer requirements.

At the time of publication of this International Standard, ISO 9004 is under revision. The revised edition of
ISO 9004 will prowde gwdance to management for achieving sustained success for any organization in a
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A shows the correspondence between ISO 9001:2008 and 1SO ,14001:2004.
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Quality management systems — Requirements

1 Scope

1.1 |General

This International Standard specifies requirements for a quality management system where’an organization

a) needs to demonstrate its ability to consistently provide product that meets. customer and applicable
statutory and regulatory requirements, and

ajms to enhance customer satisfaction through the effective application of the system, including
pfocesses for continual improvement of the system and the assuratice of conformity to customer and
applicable statutory and regulatory requirements.

NOTE|1 In this International Standard, the term “product” only applies té
a) product intended for, or required by, a customer,

b) any intended output resulting from the product realization precesses.

NOTE|2  Statutory and regulatory requirements can be-éxpressed as legal requirements.
1.2 |Application

All reguirements of this International (Standard are generic and are intended to be applicable to all
organ|zations, regardless of type, size and product provided.

Wher¢ any requirement(s) of _this" International Standard cannot be applied due to the |nhature of an
organ|zation and its product, this_tan be considered for exclusion.

Wher¢ exclusions are made, claims of conformity to this International Standard are not acceptable unless
these| exclusions are-limited to requirements within Clause 7, and such exclusions do not affect the
organ|zation's ability; ‘or responsibility, to provide product that meets customer and applicable |statutory and
reguldtory requirements.

2 Normative references

The following referenced documents are indispensable for the application 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 9000:2005, Quality management systems — Fundamentals and vocabulary

3 Terms and definitions
For the purposes of this document, the terms and definitions given in ISO 9000 apply.

Throughout the text of this International Standard, wherever the term “product” occurs, it can also mean
“service”.

© 1SO 2008 — All rights reserved 1
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4 Quality management system

4.1

General requirements

The organization shall establish, document, implement and maintain a quality management system and

continually im

prove its effectiveness in accordance with the requirements of this International Standard.

The organization shall

a) determine the processes needed for the quality management system and their application throughout the
organization (see 1.2),

b) determing the sequence and interaction of these processes,

c) determing criteria and methods needed to ensure that both the operation and control of these progesses
are effecjive,

d) ensure the availability of resources and information necessary to support the operation and monitofing of
these prdcesses,

e) monitor, measure where applicable, and analyse these processes, and

f) implement actions necessary to achieve planned results and continual improvement of these procegses.

These procegses shall be managed by the organization in accordance with the requirements ¢f this

International $tandard.

Where an ordanization chooses to outsource any process that affects product conformity to requirements, the

organization ghall ensure control over such processes. The type and extent of control to be applied to|these

outsourced priocesses shall be defined within the quality management system.

NOTE 1 Prqcesses needed for the quality management_system referred to above include processes for management

activities, provigion of resources, product realization, measurement, analysis and improvement.

NOTE 2  An|“outsourced process” is a process’that the organization needs for its quality management systgm and

which the organization chooses to have performed'by an external party.

NOTE 3 Enguring control over outsourced processes does not absolve the organization of the responsilility of

conformity to gll customer, statutory ahd)regulatory requirements. The type and extent of control to be applied|to the

outsourced propess can be influencedby factors such as

a) the potenfial impact of the{outSourced process on the organization's capability to provide product that confdrms to
requirements,

b) the degreg¢ to whichthe ‘control for the process is shared,

c) the capabllity of ‘@chieving the necessary control through the application of 7.4.

4.2 Docuntentatiomrequirements

4.21 General

The quality management system documentation shall include

a) documented statements of a quality policy and quality objectives,

b) a quality manual,

c) documented procedures and records required by this International Standard, and

d) documents, including records, determined by the organization to be necessary to ensure the effective
planning, operation and control of its processes.

2 © 1SO 2008 — All rights reserved
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NOTE 1 Where the term “documented procedure” appears within this International Standard, this means that the
procedure is established, documented, implemented and maintained. A single document may address the requirements
for one or more procedures. A requirement for a documented procedure may be covered by more than one document.

NOTE 2 The extent of the quality management system documentation can differ from one organization to another due to
a) the size of organization and type of activities,
b) the complexity of processes and their interactions, and

c) the competence of personnel.

NOTE 3  The documentation can be in any form or type of medium.

4.2.2 [ Quality manual

The ofganization shall establish and maintain a quality manual that includes

a) the scope of the quality management system, including details of and justificatien for apy exclusions
(3ee 1.2),

b) the documented procedures established for the quality management system) or reference to them, and

2
o

description of the interaction between the processes of the quality management system.

4.2.3 | Control of documents

Documents required by the quality management system shall:be controlled. Records are a special type of
document and shall be controlled according to the requirements-given in 4.2.4.

A doclimented procedure shall be established to define the'controls needed

) tq approve documents for adequacy prior to issue;

) tq review and update as necessary and re+approve documents,

c) tq ensure that changes and the currentrevision status of documents are identified,

) tq ensure that relevant versions of-applicable documents are available at points of use,
) tq ensure that documents remain legible and readily identifiable,

f) tq ensure that documents.©f external origin determined by the organization to be necgssary for the
anning and operatian-of the quality management system are identified and their distribution controlled,
hd

[Vie)

—

q prevent thednintended use of obsolete documents, and to apply suitable identification tp them if they
e retained for-any purpose.

9)

[V

4.2.4 | Control of records

RecordsZestablished to provide evidence of conformity to requirements and of the effective operation of the
quality management system shall be controlled.

The organization shall establish a documented procedure to define the controls needed for the identification,
storage, protection, retrieval, retention and disposition of records.

Records shall remain legible, readily identifiable and retrievable.

5 Management responsibility

5.1 Management commitment

Top management shall provide evidence of its commitment to the development and implementation of the
quality management system and continually improving its effectiveness by

© 1SO 2008 — All rights reserved 3
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regulatory requirements,

a)
b)
Cc) ensuring
d)
e) ensuring

establishing the quality policy,

that quality objectives are established,

conducting management reviews, and

the availability of resources.

5.2 Customer focus

communicating to the organization the importance of meeting customer as well as statutory and

Top manage||nent shall ensure that customer requirements are determined and are met with the zLim of

enhancing cu
5.3 Quality
Top managen
a)

is approp

b) includes

quality m
c) provides
d) is commt
e) s review
5.4 Planni

5.4.1 Qualif

stomer satisfaction (see 7.2.1 and 8.2.1).
/ policy

nent shall ensure that the quality policy
riate to the purpose of the organization,

a commitment to comply with requirements and continually .improve the effectiveness
pnagement system,

A framework for establishing and reviewing quality objectives,
nicated and understood within the organization, and

ed for continuing suitability.

ng

y objectives

Top manag

ent shall ensure that quality’ objectives, including those needed to meet requiremer

e
product [seel;ﬂ a)], are established at,relevant functions and levels within the organization. The

objectives sh

5.4.2 Qualif
Top managen

a) the plann

as well a

Il be measurable and consistent with the quality policy.

y management system planning
nent shall epsure that

ing of.the quality management system is carried out in order to meet the requirements given
5 thé, quality objectives, and

of the

ts for
uality

in 4.1,

b)
system a

5.5 Respo

5.5.1

re planned and implemented.

nsibility, authority and communication

Responsibility and authority

the integrity of the quality management system is maintained when changes to the quality management

Top management shall ensure that responsibilities and authorities are defined and communicated within the

organization.

© 1SO 2008 — All rights reserved
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5.5.2 Management representative

Top management shall appoint a member of the organization's management who, irrespective of other
responsibilities, shall have responsibility and authority that includes

any need for

a) ensuring that processes needed for the quality management system are established, implemented and
maintained,

b) reporting to top management on the performance of the quality management system and
improvement, and

c) ensuring the promotion of awareness of customer requirements throughout the organization.

NOTE The responsibility of a management representative can include liaison with external parties-on

to the quality management system.

5.5.3 | Internal communication

Top management shall ensure that appropriate communication processesyare establishg
organ|zation and that communication takes place regarding the effectiveness of the quality
system.

5.6

5.6.1 | General

Top management shall review the organization's quality ‘management system, at planned interyv
its continuing suitability, adequacy and effectiveness.sThis review shall include assessing op
improyement and the need for changes to the quality management system, including the qua
quality objectives.

Records from management reviews shall bermaintained (see 4.2.4).

5.6.2 | Review input

The input to management review shall include information on

Management review

results of audits,
clistomer feedbaek,

pfocess perfarmance and product conformity,

n

atus of‘preventive and corrective actions,

fgllow-up actions from previous management reviews,

changes that could affect the quality management system, and

recommendations for improvement.

5.6.3 Review output

The output from the management review shall include any decisions and actions related to

a)
b)

c)

improvement of the effectiveness of the quality management system and its processes,
improvement of product related to customer requirements, and

resource needs.

© 1SO 2008 — All rights reserved
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6 Resource management

6.1 Provis

ion of resources

The organization shall determine and provide the resources needed

a)

b)

to enhance customer satisfaction by meeting customer requirements.

6.2 Human resources

to implement and maintain the quality management system and continually improve its effectiveness, and

6.2.1 Gener

Personnel pe
appropriate e

NOTE Co
within the quali

al

rforming work affecting conformity to product requirements shall be competent'oen: the b3
jucation, training, skills and experience.

y management system.

6.2.2 Competence, training and awareness

The organizat
a) determin
requirem
b) where ap
c) evaluate
d) ensure t
contribut
€e) maintain
6.3
The organiz

ion shall

the necessary competence for personnel performing work affecting conformity to p
nts,

plicable, provide training or take other actions to ;achieve the necessary competence,
the effectiveness of the actions taken,

at its personnel are aware of the reglevance and importance of their activities and hoy
to the achievement of the quality(objectives, and

appropriate records of education, training, skills and experience (see 4.2.4).

Infrasfructure

ion shall determing; provide and maintain the infrastructure needed to achieve conforn

a
product requirrements. Infrasttucture includes, as applicable,

workspaee\and associated utilities,

a) buildings
b) process
c) supporti

b

uipment (both hardware and software), and

sis of

hformity to product requirements can be affected directly or indirectly by persénnel performing any task

roduct

v they

hity to

services (such as transport, communication or information systems).

6.4 Work environment

The organization shall determine and manage the work environment needed to achieve conformity to product

requirements.

NOTE

environmental and other factors (such as noise, temperature, humidity, lighting or weather).

The term “work environment” relates to those conditions under which work is performed including physical,

© 1SO 2008 — All rights reserved
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7 Product realization

7.1 Planning of product realization

The organization shall plan and develop the processes needed for product realization. Planning of product
realization shall be consistent with the requirements of the other processes of the quality management system
(see 4.1).

In planning product realization, the organization shall determine the following, as appropriate:

a) quality objectives and requirements for the product;

b) the need to establish processes and documents, and to provide resources specific to the prgduct;

e@quired verification, validation, monitoring, measurement, inspection and test activities gpecific to the
pfoduct and the criteria for product acceptance;

(2]
-~
=

d) records needed to provide evidence that the realization processes and-resulting product meet
@quirements (see 4.2.4).

-

The opitput of this planning shall be in a form suitable for the organization'simethod of operations

NOTE|1 A document specifying the processes of the quality management system (including the profluct realization
procegses) and the resources to be applied to a specific product, project ar)contract can be referred to as a|quality plan.

NOTE[2 The organization may also apply the requirements given’in 7.3 to the development of progluct realization
processes.

7.2 |Customer-related processes

7.2.1 | Determination of requirements relatedto the product
The organization shall determine

a) requirements specified by the customer, including the requirements for delivery and post-delivery activities,
b) requirements not stated by, the customer but necessary for specified or intended use, where(known,

c) sfatutory and regulatory.requirements applicable to the product, and

d) apy additional requirements considered necessary by the organization.

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

7.2.2 | Review of requirements related to the product

The organization shall review the requirements related to the product. This review shall be conducted prior to
the organization's commitment to supply a product to the customer (e.g. submission of tenders, acceptance of
contracts or orders, acceptance of changes to contracts or orders) and shall ensure that

a) product requirements are defined,

b) contract or order requirements differing from those previously expressed are resolved, and

c) the organization has the ability to meet the defined requirements.

Records of the results of the review and actions arising from the review shall be maintained (see 4.2.4).

Where the customer provides no documented statement of requirement, the customer requirements shall be
confirmed by the organization before acceptance.

© 1SO 2008 — All rights reserved 7
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Where product requirements are changed, the organization shall ensure that relevant documents are
amended and that relevant personnel are made aware of the changed requirements.

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

7.2.3 Customer communication

The organization shall determine and implement effective arrangements for communicating with customers in
relation to

a) product information

b) enquiries, contracts or order handling, including amendments, and

c) customer feedback, including customer complaints.
7.3 Design and development

7.3.1 Desigh and development planning

The organizafion shall plan and control the design and development of produci
During the depign and development planning, the organization shall determine
a) the desigh and development stages,

b) the reviey, verification and validation that are appropriate i@ each design and development stage, apd

c) the respgnsibilities and authorities for design and development.

The organizafion shall manage the interfaces between-different groups involved in design and development to
ensure effective communication and clear assignment of responsibility.

Planning output shall be updated, as approptiate, as the design and development progresses.

NOTE Depign and development reviéw, Verification and validation have distinct purposes. They can be conducted
and recorded sgparately or in any combination, as suitable for the product and the organization.

7.3.2 Desigh and development inputs

Inputs relating to productirequirements shall be determined and records maintained (see 4.2.4). These finputs
shall include

a) functional and performance requirements,

b) applicable statutory and lcyu=atU|y requirements;
c) where applicable, information derived from previous similar designs, and

d) other requirements essential for design and development.

The inputs shall be reviewed for adequacy. Requirements shall be complete, unambiguous and not in conflict
with each other.

7.3.3 Design and development outputs

The outputs of design and development shall be in a form suitable for verification against the design and
development input and shall be approved prior to release.

8 © 1SO 2008 — All rights reserved
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Design and development outputs shall

a) meet the input requirements for design and development,

b) provide appropriate information for purchasing, production and service provision,

c) contain or reference product acceptance criteria, and

d) specify the characteristics of the product that are essential for its safe and proper use.

NOTE

001:2008(E)

Information for production and service provision can include details for the preservation of product.

7.3.4

At sui

planngd arrangements (see 7.3.1)

Partic

develppment stage(s) being reviewed. Records of the results of the‘reviews and any necessary

be m4g

7.3.5

Verifid
and d
the ve

7.3.6

Desig
to ens
intend
imple
maint

7.3.7

Desig

Design and development review

table stages, systematic reviews of design and development shall be performedlin ac

evaluate the ability of the results of design and development to meet requirements, and

identify any problems and propose necessary actions.

intained (see 4.2.4).

Design and development verification
ation shall be performed in accordance with planned arrangements (see 7.3.1) to ensure t

bvelopment outputs have met the design and'development input requirements. Records of
rification and any necessary actions shall be maintained (see 4.2.4).

Design and development validation

n and development validation shall be performed in accordance with planned arrangemer
ure that the resulting prodact-is capable of meeting the requirements for the specified
ed use, where known. Wherever practicable, validation shall be completed prior to th

ined (see 4.2.4).

Control of design and development changes

n and development changes shall be identified and records maintained. The changes shal

verifie
devel

d and.validated, as appropriate, and approved before implementation. The review o

ordance with

pants in such reviews shall include representatives of functions concerned with the design and

actions shall

hat the design
the results of

ts (see 7.3.1)
application or
e delivery or

entation of the product: Records of the results of validation and any necessary acfions shall be

be reviewed,
f design and

pnent changes shall include evaluation of the effect of the changes on constituent part

5 and product

already-delivered. Records of the results of the review of changes and any necessary acfions shall be

maintained (see 4.2.4).

7.4

741

Purchasing

Purchasing process

The organization shall ensure that purchased product conforms to specified purchase requirements. The type
and extent of control applied to the supplier and the purchased product shall be dependent upon the effect of
the purchased product on subsequent product realization or the final product.
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The organization shall evaluate and select suppliers based on their ability to supply product in accordance
with the organization's requirements. Criteria for selection, evaluation and re-evaluation shall be established.
Records of the results of evaluations and any necessary actions arising from the evaluation shall be
maintained (see 4.2.4).

7.4.2 Purchasing information

Purchasing in
a)

b)

formation shall describe the product to be purchased, including, where appropriate,

requirements for approval of product, procedures, processes and equipment,

requirements for qualification of personnel, and

c) quality m

The organiza

to the supplief.

7.4.3 Verifi

The organiza
purchased pr

Where the ¢
organization
purchasing in

7.5 Produ

7.5.1 Contr|

The organization shall plan and carry out production and service provision under controlled cond

Controlled co

pnagement system requirements.

ion shall ensure the adequacy of specified purchase requirements prior to theirrcommun

tation of purchased product

ion shall establish and implement the inspection or other activities-necessary for ensurin
pduct meets specified purchase requirements.

rganization or its customer intends to perform verification at the supplier's premise
shall state the intended verification arrangements and\'method of product release
ormation.

ction and service provision

pl of production and service provision

hditions shall include, as applicablg,

bility of information that describes the characteristics of the product,
bility of work instructions{_as necessary,

f suitable equipment;,

bility and use _of monitoring and measuring equipment,
mentation-of’/monitoring and measurement, and

Mmentation of product release, delivery and post-delivery activities.

a) the availa
b) the availa
c) theuseo
d) the availz
e) theimple
f)  the imple
7.5.2 Valida

cation

g that

5, the
n the

itions.

tiod of £ lucti I . Ccinn

The organization shall validate any processes for production and service provision where the resulting output
cannot be verified by subsequent monitoring or measurement and, as a consequence, deficiencies become

apparent only

after the product is in use or the service has been delivered.

Validation shall demonstrate the ability of these processes to achieve planned results.

The organization shall establish arrangements for these processes including, as applicable,

a) defined c

b) approval
c) useofsp
10

riteria for review and approval of the processes,
of equipment and qualification of personnel,

ecific methods and procedures,
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d) requirements for records (see 4.2.4), and
e) revalidation.
7.5.3 Identification and traceability

001:2008(E)

Where appropriate, the organization shall identify the product by suitable means throughout product realization.

The organization shall identify the product status with respect to monitoring and measurement requirements
throughout product realization.

Wherg
maintain records (see 4.2.4).

NOTE
maintgined.

7.54
The o
used
provided for use or incorporation into the product. If any customer property is lost, damaged or ot
to be Winsuitable for use, the organization shall report this to the customer and maintain records (se

NOTE

7.5.5
The organization shall preserve the product during_internal processing and delivery to the intend

in order to maintain conformity to requirements. As applicable, preservation shall include
handling, packaging, storage and protection..Preservation shall also apply to the constituent part

7.6

The o
meas

The ofganization shall establish processes to ensure that monitoring and measurement can be ¢
are cqdrried out in a manner that is consistent with the monitoring and measurement requirementg.

Wher

a)

In some industry sectors, configuration management is a means by which identification and

Customer property

by the organization. The organization shall identify, verify, protectand safeguard custq

Customer property can include intellectual property and personal data.

Preservation of product

Control of monitoring and measuring equipment

iring equipment needed to provide evidence of conformity of product to determined require

necessary.to\ensure valid results, measuring equipment shall

be calibrated or verified, or both, at specified intervals, or prior to use, against measurem
traceable to international or national measurement standards; where no such standards e
uged-for calibration or verification shall be recorded (see 4.2.4);

e product and

traceability are

rganization shall exercise care with customer property while it is under the organization's control or being

mer property
herwise found
P 4.2.4).

pd destination
identification,
s of a product.

rganization shall determinethe monitoring and measurement to be undertaken and the monitoring and

ments.

arried out and

ent standards
ist, the basis

be adjusted or re-adjusted as necessary;
have identification in order to determine its calibration status;
be safeguarded from adjustments that would invalidate the measurement result;

be protected from damage and deterioration during handling, maintenance and storage.

In addition, the organization shall assess and record the validity of the previous measuring results when the
equipment is found not to conform to requirements. The organization shall take appropriate action on the
equipment and any product affected.

Records of the results of calibration and verification shall be maintained (see 4.2.4).

© 1SO 2008 — All rights reserved
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When used in the monitoring and measurement of specified requirements, the ability of computer software to
satisfy the intended application shall be confirmed. This shall be undertaken prior to initial use and

reconfirmed a

NOTE
verification and

S necessary.

configuration management to maintain its suitability for use.

8 Measurement, analysis and improvement

8.1

General

The organiza
processes ne

a) to demorjstrate conformity to product requirements,
b) to ensurg conformity of the quality management system, and
c) to contingially improve the effectiveness of the quality management system.

This shall inc
use.

tion shall plan and implement the monitoring, measurement, analysis and improv
bded

ude determination of applicable methods, including statistical teChniques, and the extent g

Confirmation of the ability of computer software to satisfy the intended application would typically include its

ement

f their

8.2 Monitgring and measurement

8.2.1 Custgmer satisfaction

As one of thg measurements of the performance of the quality management system, the organization shall

monitor information relating to customer perception,@s to whether the organization has met cugtomer

requirements] The methods for obtaining and using this information shall be determined.

NOTE Monitoring customer perception can include obtaining input from sources such as customer satigfaction

surveys, custorner data on delivered product quality, user opinion surveys, lost business analysis, compliments, warranty

claims and dealer reports.

8.2.2 Internjal audit

The organizgtion shall conddct“internal audits at planned intervals to determine whether the quality

managementisystem

a) conformg to the planned arrangements (see 7.1), to the requirements of this International Standard and to
the qualiy management system requirements established by the organization, and

b) is effectiely-implemented and maintained.

An audit programme shall be planned, taking into consideration the status and importance of the processes
and areas to be audited, as well as the results of previous audits. The audit criteria, scope, frequency and
methods shall be defined. The selection of auditors and conduct of audits shall ensure objectivity and
impartiality of the audit process. Auditors shall not audit their own work.

A documented procedure shall be established to define the responsibilities and requirements for planning and
conducting audits, establishing records and reporting results.

Records of the audits and their results shall be maintained (see 4.2.4).

The management responsible for the area being audited shall ensure that any necessary corrections and
corrective actions are taken without undue delay to eliminate detected nonconformities and their causes.
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Follow-up activities shall include the verification of the actions taken and the reporting of verification results
(see 8.5.2).

NOTE See ISO 19011 for guidance.

8.2.3 Monitoring and measurement of processes

The organization shall apply suitable methods for monitoring and, where applicable, measurement of the
quality management system processes. These methods shall demonstrate the ability of the processes to
achieve planned results. When planned results are not achieved, correction and corrective action shall be
taken, as appropriate.

NOTE When determining suitable methods, it is advisable that the organization consider the typd and extent of
monitgring or measurement appropriate to each of its processes in relation to their impact on the .conforfmity to product
requirgments and on the effectiveness of the quality management system.

8.2.4 | Monitoring and measurement of product

The ¢rganization shall monitor and measure the characteristics of the~proeduct to verify|that product
requirements have been met. This shall be carried out at appropriate stages‘of the product realization process
in acdordance with the planned arrangements (see 7.1). Evidence of conformity with the acceptance criteria
shall he maintained.

Records shall indicate the person(s) authorizing release of product for delivery to the customer (3ee 4.2.4).
The nelease of product and delivery of service to theccustomer shall not proceed until| the planned

arrangements (see 7.1) have been satisfactorily completed, ‘unless otherwise approved by a relgvant authority
and, where applicable, by the customer.

8.3 |[Control of nonconforming product
The organization shall ensure that product.which does not conform to product requirements is |identified and
contrdlled to prevent its unintended use, or delivery. A documented procedure shall be establighed to define
the cantrols and related responsibilities and authorities for dealing with nonconforming product.

Wher¢ applicable, the organization-shall deal with nonconforming product by one or more of the following ways:

a) by taking action to eliminate the detected nonconformity;
b) by authorizing its\use, release or acceptance under concession by a relevant authority and, where
applicable, by the Customer;

y taking action to preclude its original intended use or application;

b
d) by taking action appropriate to the effects, or potential effects, of the nonconformity when nonconforming
pfoduct is detected after delivery or use has started.

When nonconforming product is corrected it shall be subject to re-verification to demonstrate conformity to the
requirements.

Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained,
shall be maintained (see 4.2.4).

8.4 Analysis of data

The organization shall determine, collect and analyse appropriate data to demonstrate the suitability and
effectiveness of the quality management system and to evaluate where continual improvement of the
effectiveness of the quality management system can be made. This shall include data generated as a result of
monitoring and measurement and from other relevant sources.
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The analysis of data shall provide information relating to

a) customer satisfaction (see 8.2.1),

b) conformity to product requirements (see 8.2.4),

c) characteristics and trends of processes and products, including opportunities for preventive action
(see 8.2.3 and 8.2.4), and

d) suppliers (see 7.4).

8.5 Improyement

8.5.1 Contipual improvement

The organization shall continually improve the effectiveness of the quality management system throu

use of the q

and management review.

8.5.2 Corre

The organiza

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

A documente

a) reviewing nonconformities (including customer complaints),

b) determin
c) evaluatin

d) determin

e) records df the results of action taken((see 4.2.4), and
f)  reviewing the effectiveness of the)corrective action taken.
8.5.3 Preventive action

The organization shall-determine action to eliminate the causes of potential nonconformities in or

prevent their

A documente

lity policy, quality objectives, audit results, analysis of data, corrective and\preventive 3

Ctive action

ion shall take action to eliminate the causes of nonconformities in order to prevent recur,

j procedure shall be established to define requirements for

ng the causes of nonconformities,

j the need for action to ensure that noAconformities do not recur,

ng and implementing action needed,

pccurrences Preventive actions shall be appropriate to the effects of the potential problems

] procedure shall be established to define requirements for

gjh the
ctions

fence.

der to

a) determining potential nonconformities and their causes,

b) evaluatin

g the need for action to prevent occurrence of nonconformities,

c) determining and implementing action needed,

d) records of results of action taken (see 4.2.4), and

e) reviewing the effectiveness of the preventive action taken.

14
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Annex A
(informative)

ISO 9001:2008(E)

Correspondence between ISO 9001:2008 and ISO 14001:2004

Table A.1 — Correspondence between ISO 9001:2008 and ISO 14001:2004

ISO 9001:2008

ISO 14001:2004

Introdliction (title only) Introduction
Genefal 0.1
Proceps approach 0.2
Relatipnship with ISO 9004 0.3
Compatibility with other management systems 0.4
Scopg (title only) 1 1 Scope
Geneial 1.1
Appligation 1.2
Normative references 2 2 Nafmative references
Termg and definitions 3 3 JTerms and definitions
Quality management system (title only) 4 4 Environmental management systenm requirements
(title only)
Genefal requirements 4.1 4.1 General requirements
Documentation requirements (title only) 4.2
Genefal 42.1 |4.4.4 |Documentation
Quality manual 422
Contrpl of documents 423 |[4.4.5 [Control of documents
Contrgl of records 424 1454 |Control of records
Management responsibility (title only) 5
Management commitment 51 4.2 Environmental policy
441 |[Resources, roles, responsibility and fauthority
4.6 Management review
Customer focus 5.2 4.3.1 |Environmental aspects
4.3.2 |Legal and other requirements
Quality policy 5.3 4.2 Environmental policy
Plann|ng (titte-only) 54 4.3 Planning (title only)
Quality objectives 54.1 [4.3.3 [Objectives, targets and programme(g)
Quality management system planning 542 [4.3.3 |ODbjectves, targets and programme(s)
Responsibility, authority and communication (title |5.5
only)
Responsibility and authority 551 |[4.41 |Resources, roles, responsibility and authority
Management representative 55.2 |4.4.1 |Resources, roles, responsibility and authority
Internal communication 5.5.3 |4.4.3 |Communication
Management review (title only) 5.6 4.6 Management review
General 56.1 |4.6 Management review
Review input 56.2 |4.6 Management review
Review output 56.3 |4.6 Management review

© 1SO 2008 — All rights reserved
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Table A.1— Correspondence between ISO 9001:2008 and ISO 14001:2004 (continued)

1ISO 9001:2008

1ISO 14001:2004

Resource management (title only) 6
Provision of resources 6.1 441 [Resources, roles, responsibility and authority
Human resources (title only) 6.2
General 6.2.1 |4.4.2 |Competence, training and awareness
Competence, training and awareness 6.2.2 |[4.4.2 |Competence, training and awareness
Infrastructure 6.3 441 |[Resources, roles, responsibility and authority
Work environr;"m’r 6.4
Product realizétion (title only) 7 4.4 Implementation and operation (title only)
Planning of prpduct realization 71 4.4.6 |Operational control
Customer-related processes (title only) 7.2
Determination|of requirements related to the 7.21 |[4.3.1 [Environmental aspects
product 4.3.2 |Legal and other requirements
4.4.6 |Operational control
Review of reqlirements related to the product 7.2.2 |4.3.1 |[Environmental aspects
4.4.6 |Operational econtrol
Customer communication 7.23 |4.4.3 |Communication
Design and development (title only) 7.3
Design and dgvelopment planning 7.3.1 |[4.46 |[Qperational control
Design and dgvelopment inputs 7.3.2 |4.4.6 |Operational control
Design and dgvelopment outputs 7.3.3 |[4.4.60 | Operational control
Design and dgvelopment review 7.3.4 |44.6 |Operational control
Design and dgvelopment verification 7.3.5l-[4.4.6 |[Operational control
Design and dgvelopment validation 7.3.6 |4.4.6 |Operational control
Control of desfgn and development changes 7.3.7 |4.4.6 |Operational control
Purchasing (tije only) 7.4
Purchasing process 741 |4.4.6 |Operational control
Purchasing infprmation 742 |4.4.6 |Operational control
Verification of purchased product 743 |4.4.6 |Operational control
Production angl service provision,(title only) 7.5
Control of proquction and_service provision 7.5.1 |4.4.6 |Operational control
VaIiQa_tion of grocessesor production and service|7.5.2 [4.4.6 |Operational control
provision
Identification gnd-traceability 753
Customer property 754
Preservation of product 755 |4.4.6 |Operational control
Control of monitoring and measuring equipment 7.6 4.5.1 | Monitoring and measurement
Measurement, analysis and improvement (title only) |8 45 Checking (title only)
General 8.1 4.5.1 | Monitoring and measurement
Monitoring and measurement (title only) 8.2
Customer satisfaction 8.2.1
Internal audit 8.22 |4.5.5 |Internal audit
Monitoring and measurement of processes 8.2.3 |[4.5.1 |[Monitoring and measurement
4.5.2 | Evaluation of compliance

16
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Table A.1— Correspondence between ISO 9001:2008 and ISO 14001:2004 (continued)

1ISO 9001:2008

ISO 14001:2004

Monitoring and measurement of product 8.24 451 |Monitoring and measurement
4.5.2 |Evaluation of compliance
Control of nonconforming product 8.3 4.4.7 [Emergency preparedness and response
4.5.3 |[Nonconformity, corrective action and preventive
action
Analysis of data 8.4 4.5.1 [Monitoring and measurement
4.5.3 |Nonconformity, corrective action, gnd preventive
action
Impropement (title only) 8.5
Contifual improvement 851 [4.2 Environmental policy
4.3.3 | Objectives, targets and programme(g)
4.6 Management revjew
Correftive action 8.5.2 [4.5.3 [Nonconformity, corrective action gnd preventive
action
Preveptive action 8.5.3 |4.5.3 |Naericenformity, corrective action gnd preventive

action
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Table A.2 — Correspondence between ISO 14001:2004 and ISO 9001:2008

ISO 14001:2004

1ISO 9001:2008

Introduction Introduction (title only)
0.1 General
0.2 Process approach
0.3 Relationship with ISO 9004
0.4 Compatibility with other management systems
Scope 1 1 Scope (title only)
T Generat
1.2 Application
Normative refgrences Normative references
Terms and deflinitions 3 Terms and definitions
Environmentall management system requirements |4 Quality management system.(title only)
(title only)
General requirements 41 4.1 General requirements
Environmental| policy 4.2 51 Management comnitment
5.3 Quality policy
8.5.1 | Continual improvement
Planning (title pnly) 4.3 5.4 Planning)title only)
Environmental| aspects 431 |[5.2 Customer focus
7.2.1 |\Determination of requirements related tp the
product
7.2:2 | Review of requirements related to the produgt
Legal and othgr requirements 432, 6.2 Customer focus
7.2.1 |Determination of requirements related tp the
product
Objectives, targets and programme(s) 43.3 |5.4.1 [Quality objectives
5.4.2 | Quality management system planning
8.5.1 | Continual improvement
Implementatioh and operation (title obly) 44 7 Product realization (title only)
Resources, roles, responsibility and authority 441 |51 Management commitment
5.5.1 |Responsibility and authority
5.5.2 | Management representative
6.1 Provision of resources
6.3 Infrastructure
Competence, tratftrg-and-awareness 442—6-2+—{Humeanresodrees)y-Generat
6.2.2 | Competence, training and awareness
Communication 443 |[5.5.3 |[Internal communication
7.2.3 | Customer communication
Documentation 444 (421 |(Documentation requirements) General
Control of documents 445 [4.2.3 [Control of documents
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Table A.2 — Correspondence between ISO 14001:2004 and ISO 9001:2008 (continued)

1ISO 14001:2004

1ISO 9001:2008

Operational control 446 (71 Planning of product realization
7.21 |Determination of requirements related to the
product
7.2.2 | Review of requirements related to the product
7.3.1 | Design and development planning
7.3.2 |Design and development inputs
7.3.3 | Design and development outputs
7.3.4 | Design and development review.
7.3.5 |Design and development verification
7.3.6 |Design and developmentvalidation
7.3.7 | Control of design and\development ¢hanges
7.4.1 | Purchasing process
7.4.2 |Purchasing infafmation
7.4.3 | Verification of purchased product
7.5.1 | Contrelof production and service provision
7.5.2 | Validation of processes for productipn and service
provision
7.5.5, | Preservation of product
Emergency preparedness and response 447 (&3 Control of nonconforming product
CheckKing (title only) 4.5 8 Measurement, analysis and improvenient (title only)
Monitpring and measurement 454" (7.6 Control of monitoring and measuring equipment
8.1 (Measurement, analysis and improvement) General
8.2.3 | Monitoring and measurement of progesses
8.2.4 | Monitoring and measurement of proiuct
8.4 Analysis of data
Evalugtion of compliance 452 [8.2.3 [Monitoring and measurement of progesses
8.2.4 | Monitoring and measurement of proiuct
Noncnformity, corrective_@etion and preventive|4.5.3 |8.3 Control of nonconforming product
action 8.4 Analysis of data
8.5.2 [Corrective action
8.5.3 | Preventive action
Contrgl of records 454 |4.2.4 |Control of records
Internpl aadit 455 [8.2.2 [Internal audit
Management review 46 51 Management commitment
5.6 Management review (title only)
5.6.1 |General
5.6.2 |Review input
5.6.3 [Review output
8.5.1 | Continual improvement
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Annex B
(informative)

Changes between ISO 9001:2000 and ISO 9001:2008

Table B.1 — Changes between ISO 9001:2000 and ISO 9001:2008

Paragraph/ | Addition
1ISO 9001:2000) Figure/ (A) or
Clause No. | Table/ |Deletion Amended text
Note (D)

Foreword Para 2 D+A International Standards are drafted in accordance with the rules given in the ISO/IEC Dirgctives,
Part-3 Part 2.

Foreword Para 3, A The main task of technical committees is to prepare International Standards.

Sentence 1
Foreword Para 4, D+A Attention is drawn to the possibility that some of the elements™of this International-Standard
Sentence 1 document may be the subject of patent rights.

Foreword Para 5 D International-Standard ISO 9001 was prepared by Fechnical Committee ISO/TC 176, RQuality
management and quality assurance, Subcommittee SC 2, Quality systems.

Foreword Para 6 D

A This fourth edition cancels and replaces the third edition (ISO 9001:2000), which hap been
amended to clarify points in thetéxt and to enhance compatibility with ISO 14001:2004

Foreword Para 7 D

Foreword Para 8

Foreword New para7 (A Details of the changes between the third edition and this fourth edition are given in Anngx B.

0.1 Para 1, D

Sentence 2
A The design and implementation of an organization's quality management system is inflienced
by
a) its organizational environment, change in that environment, and the risks asspciated
with that environment;
b) its varying needs;
c) its particular objectives;
d) the products it provides;
e) the processes it employs;
f) its size and organizational structure.
Sentence 3 |Now a It is not the intent of this International Standard to imply uniformity in the structure of quality
new para | management systems or uniformity of documentation.

0.1 Para 4 A This International Standard can be used by internal and external parties, including certification
bodies, to assess the organization's ability to meet customer, statutory and regulatory
requirements applicable to the product, and the organization's own requirements.

0.2 Para 2 D+A For an organization to function effectively, it has to identify determine and manage numerous
linked activities. An activity or set of activities using resources, and managed in order to
enable the transformation of inputs into outputs, can be considered as a process.
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