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Foreword

20 (the International Organization for Standardization) is a worldwide federation of national standards bodies
(150 member bodies). The work of preparing International Standards is normally carried out through 150
technical committees. Each member body interested in a subject for which a technical committes has been
established has the right to be represented on that committee. International organizations, governmental and
non-gaoviernmental, in liaison with 150, also take part in the work. 150 collaborates closely with the International
Electrotechnical Commission {(IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the 1S0O/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting., Publication as an
International Standard requires approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. 120 shall not be held responsible for identifying any or all such patent rights.

S0 9001 was prepared by Technical Committes 1SQTC 176, Quallly management and quality assurance,
Subcommittes SC 2, Quallty sysfems.

This fourth edition cancels and replaces the third edition (150 9001:2000), which has been amended to clarify
points in the text and to enhance compatibility with 150 14001 :2004.

Details of the changes betweean the third edition and this fourth edition are given in Annex B.

v 2 50 2008 — All ights resared
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Introduction

0.1 General
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

a) its organizational emvironment, changes in that ervironment, and the risks associated with that
environment,

b its varying needs,

¢ its particular objectives,

d) the products it provides,

&) the processes it employs,

fi its size and organizational structure.

It is not the intent of this International Standard to imply uniformity in the structure of quality management
gystems or uniformity of documentation.

The quality management system requirements specified in this International Standard are complementary to
requirements for products. Information marked "NOTE" is for guidance in understanding or clarifying the
associated requirement.

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 reguirements.

The quality management principles stated in 150 9000 and 150 9004 have been taken into consideration during
the development of this International Standard.

0.2 Process approach

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.

For an organization to function effectively, it has to 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. Often the output from one process directly forms the input to the next.

The application of a system of processas within an organization, together with the identification and interactions
of these processas, 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) understanding and meeating requirements,

by the need to consider processes in terms of added value,

i [SC 2008 — All rights ressrved ¥
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¢) obtaining results of process performance and effectiveness, and
d) continual improvement of processes based on objective measureament.

The model of a process-basaed 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

HOTE  In addifion, the methadology known as “Plan-Do-Check-Act” (PDCA) can be applied to all processes PDCA can be
briefly describad as follows.

Flan: establish the objectivas and processas necessary 1o déliver results in accordance with customer reguirements and the
organization's policies.

Do: implement the processes,

Check: monitor and measure processes and product against policies, objectives and requirements for the produd and
report the results.

Act: take actions to continually improve procass parformances.

Continual improvement of
the quality management system

Managemeant
o ey rasponsibility
Customers
Measurement,
A ;
Customers maxgq::cr:m analysisand  |-m -\ — — — — -m=— Satisfaction
4 improrsement
Reguirements Input Product Product
realization
Key

—— Valua-addEng activibas

— — — = [nformaticn flowe

Figure 1 — Model of a process-based quality management system

Vi 250 2008 — All ights ressrvad
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0.3 Relationship with IS0 9004

SO 9001 and 150 9004 are quality managemeant systam standards which have been designed to complament
aach other, but can also be used independantly.

IS0 9001 specifies requirements for a quality managemeant system that can be used for internal application by
organizations, or for cerification, 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, 150 2004 is under revision. The revised adition of
IS0 9004 will provide guidance to management for achieving sustained success for any organization in a
complex, demanding, and ever changing, emvironment. 150 2004 provides a wider focus on quality
managament than 150 9001 it addresses the needs and expactations of all interested parties and their
satisfaction, by the systematic and continual improvement of the organization’s performance. However, it is not
intended for certification, regulatory or contractual use.

0.4 Compatibility with other management systems

During the development of this International Standard, due consideration was given to the provisions of
SO 14001:2004 to enhance the compatibility of the two standards for the benefit of the user community.
Annex A shows the correspondence betweean 150 9001 :2008 and 150 14001 :2004,

This International Standard does not include requirements specific to other management systems, such as
those particular to environmental management, occupational health and safety management, financial
management or risk management. However, this International Standard enables an organization to align or
integrate its own quality management system with related management system requirements. It is possible for
an organization to adapt its existing managemeant systamis) in order to establish a quality management system
that complies with the requirements of this International Standard.

@ 150 2008 — All rights ressned il
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INTERNATIONAL STANDARD ISO 9001:2008(E)

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

by 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 reguiremeants.

HNOTE 1 Inthis Internaticnal Standard, the term “product” only applies to
a) product intended for, or required by, a customer,

by any intendad output resulting from the product realization processas,

NOTE 2 Statutory and regulatory requirements can be expressad as legal requirements.

1.2 Application

Al requirements of this International Standard are generic and are intended to be applicable to all
organizations, regardless of type, size and product provided.

Where any requirement(s) of this International Standard cannot be applied due to the nature of an organization
and its product, this can be considered for exclusion.

Where exclusions are made, claims of conformity 1o this International Standard are not acceptable unless these
exclusions are limited to requirements within Clause 7, and such exclusions do not affect the organization's

ability, or responsibility, to provide product that meets customer and applicable statutory and regulatory
requirements.

2 MNormative references

The following referenced documents are indispensable for the application of this document For dated
referancas, only the adition cited applies. For undated referances, the latest adition of tha referanced documeant
{including any amendments) applies.

IS0 90002005, Quality management sysfems — Fundamenials and vocabuwlary

3 Terms and definitions
For the purposas of this document, the terms and definitions given in 150 9000 apphy.
Throughout the text of this International Standard, wherever the term “product” occurs, It can also mean

“service".

© 150 2008 — Al rights ressnvad 1
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4 Quality management system

4.1 General requirements

The organization shall establish, document, implement and maintain a quality managament system and
continually improve its effectivensss in accordance with the requirements of this International Standard.

The organization shall

a) determine the processes neaded for the quality managemeant systam and their application throughout the
arganization (see 1.2),

by determine the sequence and interaction of these processeas,

¢) determine criteria and methods needead to ensure that both the operation and control of these processes
are effective,

d) ensure the availability of resources and information necessary to support the operation and monitoring of
these processes,

g) monitor, measure wheare applicable, and analyse these processes, and

fi  implement actions necessary to achieve plannad results and continual improvement of these processes,

These processes shall be managed by the organization in accordance with the reguirements of this
International Standard.

Where an organization chooses to outsource any process that affects product conformity to requirements, the
organization shall ensure control over such processes. The type and extent of control to be applied to these
outsourced processas shall be defined within the quality management systam.

HOTE 1 Processes needed for the guality management system refered to above include processes for management
activities, provizion of resources, product realization, measurement, analysis and improvemeant.

NOTE 2 An “outsourced process” is a process that the organization needs for ite quality management system and which
the organization chooses o have performead by an external party.

NOTE 3 Ensuring control over outsourcad processes does not absolve the organization of the responsibility of conformmity
to all customear, statutory and regulatory requirements. The type and axtent of oontrol to be applied to the outsourced
process can be influenced by factors such as

a) the potential impact of the outsourcad process on the onganization's capability to provide product that conforms to
requiramants,

bl the degree to which the control for the process is ghared,
) the capability of achieving the necassary contral through the application of 7.4.

4.2 Documentation requirements

4.2.1 General

The quality management system documentation shall include

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

by a quality manual,

¢)  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 @ 150 2008 — All ights ressrvead
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MOTE 1 Whare the temn “documenisd procedurs™ appears within this Intemational Standard, this means that the
procadure ks established, documantad, implamentsd and malmained. A single document may address the requiremants for
one or mone procedures. A requirement for a documanted procedure may be coverad by mare than one documant,

NOTE 2 Tha axtant of the quality managameant system documantation can differ from ana organization to another dua to
a) the size of organization and type of activities,

b) the complexity of processes and their interactions, and

¢} the competence of parsonnal.

MOTE 3 The doecumentation can be in amy form o fype of medium.

4.2.2 Quality manual

The organization shall establish and maintain a quality manual that includes

a) the scope of the quality management system, including details of and justification for any exclusions
(see 1.2),

bl the documented procedures established for the guality management system, or reference to them, and
¢} a description of the interaction between the processes of the quality management system.

4.2.2 Control of doecuments

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 documented procedure shall be established to define the controls needed
a) fto approve documents for adequacy prior to issue,

b to review and update as necessary and re-approve documents,

¢} to ensure that changes and the current revision status of documents are identified,

d) to ensure that relevant versions of applicable documents are available at points of use,
&) to ensure that documents remain legible and readily identifiable,

fi  toensure that documents of external origin determined by the organization to be necessary for the planning
and operation of the quality management system are identified and their distribution controlled, and

Q) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are
retained for any purpose.

4.2.4 Conftrol of records

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

@ 150 2008 — All rights reserved 3
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a) communicating to the organization the importance of meeting customer as well as statutory and regulatory
requirements,

b} establishing the quality policy,
C) ensuring that quality objectives are established,

d) conducting management reviews, and

@) ensuring the avallabllity of resources,

5.2 Customer focus

Top management shall ensure that customer reguirements are determined and are met with the aim of
enhancing customer satisfaction (see 7.2.1 and 8.2.1).

5.3 Quality policy

Top management shall ensure that the quality policy
a) s appropriate to the purposa of the organization,

bl Iincludes a commitmant to comply with requirements and continually Improvia the effectivenass of the quality
managemeant system,

c) provides a framework for establishing and reviewing quality objectives,

d) is communicated and understood within the onganization, and

gl Is reviewed for continuing suitability.

5.4 Planning

5.4.1 Quality objectives

Top management shall ensure that quality objectives, including those needad to mest requirements for product
[see 7.1 a)]. are established at relevant functions and levels within the organization. The quality objectives shall
be measurable and consistent with the quality policy.

£.4.2 Quality management system planning

Top management shall ensure that

a) the planning of the quality management system is carried out in order to meet the requirements given in 4.1,
as well as the quality objectives, and

by the integrity of the quality managemeant system is maintained when changes to the quality management
system are plannad and implemented.

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

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

i 250 2008 — All ights ressrved
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5.5.2 Management representative

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

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

bl reporting to top management on the performance of the quality management system and any need for
improvement. and

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

MOTE The responsibity of a managaemant represantative can include limison with external partiee on matters relating to
the quality managemeant system.

5.5.2 Internal communication

Top management shall ensure that appropriate communication processes are established within the
organization and that communication takes place regarding the effectiveness of the quality management
gystem.

5.6 Management review

561 General

Top management shall review the organization's quality managemeant system, at planned intervals, to ensure its
continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for
improvement and the need for changes fo the quality management system, including the quality policy and
quality objectives.

Records from management reviews shall be maintained (see 4.2.4).

5.6.2 Review input

The input to management review shall include information on

a) results of audits,

b customer feedback,

c) process performance and product conformity,

d) status of preventive and corrective actions,

&) follow-up actions from previous management reviews,

fi 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) improvement of the effectivensss of the quality management system and its processes,
by improvement of product related to customer requirements, and

Cl  resource needs.

2 S0 2008 — All rights resarved 5
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6 Resource ma nagement

6.1 Provision of resources

The organization shall determing and provide the resources nesded
a) toimplement and maintain the quality management system and continually improve its effectivenass, and

by to enhance customer satisfaction by meeting customer regquiremeants.
6.2 Human resources

6.2.1 General

Personnel performing work affecting conformity to product requirements shall be competent on the basis of
appropriate education, training, skills and experience.

NOTE Conformity o product requiraments can be affected directly or indirectly by personnel performing any task within the
quality management system.

6.2.2 Competence, training and awareness

The organization shall

a) determine the necessary competence for personnel performing work affecting conformity to product
requirements,

b where applicable, provide training or take other actions to achieve the necessary competence,

¢) evaluate the effectivensass of the actions taken,

d) ensure that its personnel are aware of the relevance and Importance of their activities and how they
contribute to the achievement of the quallty objectives, and

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

6.3 Infrastructure

The organization shall determine, provide and maintain the infrastructure neseded to achieve conformity to
product reqguirements. Infrastructure includes, as applicable,

a) buildings. workspace and associated utilities,
b} process equipment (both hardware and softwars), and

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

6.4 Work environment

The organization shall determine and manage the work environment needead to achieve conformity to product
requiraments.

MOTE The tarm “work environment” relates to those conditions under which work i performed including physical,
environmental and other factors (such as noise, temperature, humidity, lighting or weathear).

6 © IS0 2008 — Al rights rassrved
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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 requiremeants of the other procassas of the quality management systam
(sea4.1).

In planning product realization, the organization shall determine the following, as appropriate:
a) quality objectives and reguirements for the product;
b} the need to establish processes and documents, and to provide resources specific to the product,

c) required verification, validation, monitoring, measurement, inspection and test activities specific to the
product and the criteria for product acceptance;

d) records needed to provide evidence that the realization processas and resulting product meet requirements
(sea d.2.4)

The output of this planning shall be in a form suitable for the organization's method of operations.

MOTE 1 A document specifying the processes of the quality management system (including the product realization
processas) and the resources o be applied to a specific product, project or contract can be referred to as a quality plan.

MOTE 2 The organization may also apply the reguirements given in 7.2 1o the development of product realization
processas.

7.2 Customer-related processes

7.21 Determination of requirements related to the product

The organization shall determine

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

) statutory and regulatory requirements applicable to the product, and

d) any additional requirements considered necessary by the organization.

NOTE Postdelivery adlivities include, for example, actions under wamranty provigions, contractual obligations such as
maintenance sarvices, and supplemeantary services such as recycling ar 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 (2.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,
by contract or order requirements differing from those previously expressed are resolved, and

¢) 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.

2 S0 2008 — All rights ressrved 7
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Whera product requirements are changed, the organization shall ensura that relevant documeants are amended
and that relevant personnel are made aware of the changed requirements.

MOTE  In some situationg, such as internet sales, a formal review iz impractical for each order. Instead the review can covar
ralevant product information such as catalogues or advertizing material.

7.2.3 Customer communication

The organization shall determineg and implemeant effective arrangemeants for communicating with customers in
relation to

a) product information,
by enquiries, contracts or order handling, including amendments, and

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

7.3.1 Design and development planning
The arganization shall plan and control the design and developmeant of product.

During the design and development planning, the organization shall determine
a) the design and development stages,
by the review, verification and validation that are appropriate to sach design and development stage, and

) the responsibilities and authorities for design and development.

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

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

NOTE Design and development review, verification and validation have distingt purposes. They can be conducted and
recorded saparataly or in any combination, as suitable for the product and the organization.

7.3.2 Design and development inputs

Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). Thesa inputs
shall include

a) functional and performance requirements,
by applicable statutory and regulatory requiremeants,
) wheare 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.
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Design and development outputs shall

a) meetthe input requirements for design and development,

by 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.

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

7.3.4 Design and development review

At suitable stages, systematic reviews of design and development shall be performed in accordance with
planned arrangemeants (see 7.3.1)

a) toevaluate the ability of the results of design and development to meet requirements, and

b to identify any problems and propose necessary actions.

Participants in such reviews shall include representatives of functions concerned with the design and
development stagea(s) being reviewead. Hecords of the results of the reviews and any necessary actions shall be
maintained (s=e 4.2.4).

7.3.5 Design and development verification

Verification shall be performed in accordance with planned arrangements (see 7.3.1) to ensure that the design
and development outputs have met the design and development input requiraments. Records of the results of
the verification and any necessary actions shall be maintained {see 4.2 .4).

7.3.6 Decign and development validation

Design and development validation shall be performed in accordance with planned arrangemeants (see 7.3.1) to
ensure that the resulting product is capable of meeting the requirements for the specified application or
intended use, where known. Wherever practicable, validation shall be completed prior to the delivery or
implementation of the product. Hecords of the results of validation and any necessary actions shall be
maintained (see 4.2 .4).

7.3.7 Control of design and development changes

Design and development changes shall be identified and records maintained. The changeas shall be reviewed,
verified and wvalidated, as appropriate, and approved before implementation. The review of design and
development changes shall include evaluation of the effect of the changes on constituent parts and product
already delivered. Records of the results of the review of changes and any necessary actions shall be
maintained (s=ee 4.2 .4).

7.4 Purchasing

7.41 Purchasing process

The organization shall ensure that purchasead product conforms to specified purchase requirements. The fype
and extent of control applied to the supplier and the purchased product shall be dependent upon the effect of
the purchased product on subsaequent 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 information shall describe the product to be purchasad, including, where appropriate,
a) requirements for approval of product, procedures, processes and equipment,
by requirements for qualification of personnel, and

) quality management system reguiraments.

The organization shall ensure the adequacy of specified purchase requirements prior to their communication to
the supplier.

7.4.3 Verification of purchased product

The organization shall establish and implemeant the inspection or other activities necessary for ensuring that
purchased product meets specified purchase requirements.

Whera the organization or its customer intends to perform verification at the supplier's premises, the
organization shall state the intended verification arrangements and method of product release in the purchasing
information.

7.5 Production and service provision

7.5.1 Control of production and service provision

The organization shall plan and camy out production and service provision under controlled conditions.
Controlled conditions shall include, as applicable,

a) the avallability of information that describes the characteristics of the product,
b the avallability of work instructions, as necessary,

¢) the usa of suitable equipment.

d) the availability and use of monitoring and measuring equipment,

g) the implementation of monoring and measureament, and

fi the implementation of product release, delivery and post-delivery activities,

7.5.2 Validation of processes for production and service provision

The organization shall validate any processes for production and service provision where the resulting output
cannot be verified by subseguent monitoring or measurement and, as a consequence, deficiencies become
apparent only after the product is in use or the service has been deliverad.

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

The organization shall establish amangements for these processes including, as applicable,
a) defined criteria for review and approval of the processes,

b approval of equipment and qualification of personnel,

c) use of specific methods and procedures.,
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d) requirements for records (see 4.2.4), and

&) revalidation.

7.5.3 |dentification and traceability
Wherea 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 reguirements
throughout product realization.

Where fraceability is a requirement, the organization shall control the unique identification of the product and
maintain records (see 4.2 .4).

MOTE In some industry sectors, configuration managemeant is a means by which identification and tracsability are
raintainad.

7.5.4 Customer property

The organization shall exercise cares with customer property while it is under the organization's control or baing
used by the organization. The organization shall identify, verify, protect and safeguard customer property
provided for use or incorporation into the product. If any customer property is lost, damaged or otherwise found
to be unsuitable for use, the organization shall report this to the customer and maintain records (see 4.2 .4).

HOTE Customer property can include intellectual property and personal data.

7.5.5 Preservation of product

The organization shall preserve the product during internal processing and delivery to the intended destination
in order to maintain conformity to requirements. As applicable, preservation shall include identification,
handling, packaging, storage and protection. Preservation shall also apply to the constituent parts of a product.

7.6 Control of monitoring and measuring equipment

The organization shall determine the monitoring and measurement to be undertaken and the monitoring and
measuring equipment needead to provide evidence of conformity of product to determined requirements.

The organization shall establish processes to ensure that monitoring and measurement can be carried out and
are carried out in a manner that is consistent with the monitoring and measurement requirsmeants.

Wherea necessary to ensure valid results, measuring equipment shall

a) be calibrated or verified, or both, at specified intervals, or prior to use, against measurement standards
traceable to international or national measurement standards; where no such standards exist, the basis
used for calibration or verification shall be recorded (see 4.2.4);

bl be adjusted or re-adjusted as necessary;
¢l have identification in order to determine its calibration status;
d) 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).
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When used in the monitoring and measurement of specifisd requirements, the ability of computer software to
satisfy the intended application shall be confirmed. This shall be undertaken prior to initial use and reconfirmed
as necessary.

NOTE Confirnation of the ability of computer software to satisfy the intended application would typically include its
wvarification and configuration management o maintain its suitability for use.

8 Measurement, analysis and improvement

8.1 General

The organization shall plan and implement the monitoring, measurement, analysis and improvement processes
neaded

a) to demonstrate conformity to product requirements,
) to ensure conformity of the quality management system, and

¢) to continually improve the effectivenasss of the quality management system.

This shall include determination of applicable methods, including statistical t2chniques, and the extent of their
use,

8.2 Monitoring and measurement

8.2.1 Customer satisfaction

As one of the measurements of the performance of the quality management system, the organization shall
maonitor information relating to customer perception as to whether the organization has met customer
requireaments. The methods for obtaining and using this information shall be determined.

HOTE Monitoring customer perception can include cbtaining input from sources such as customer satisfaction surveys,
customar data on deliverad product quality, user opinicn surveys, lost buziness analysis, complimants, wamanty claims and
daaler raports.

8.2.2 Intemal audit

The organization shall conduct internal audits at planned intervals to determine whether the quality
management system

a) conforms to the plannad arrangements (see 7.1), to the requirements of this International Standard and to
the quality management system reguirements established by the organization, and

by is effectively implemented and maintained.

An audit programme shall be plannad, taking into consideration the status and importance of the processas 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 managament responsible for the area being audited shall ensure that any necessary corrections and
corrective actions are taken without undue delay to sliminate 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).

MOTE See 15019011 for guidance.

8.2.3 Monitoring and measurement of procecses

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.

HMOTE When determining suitable methods, it is advisable that the organization congsider the type and extert of monitoring
or maasuremant appropriate to each of its processes in relation to their impact on the conformity to preduct requirements
and on the effectiveness of the quality management system.

8.2.4 Monitoring and measurement of product

The organization shall monitor and measure the characteristics of the product to verify that product
requirements have been met. This shall be carried out at appropriate stages of the product realization process
in accordance with the planned arrangements (see 7.1). Evidence of conformity with the acceptance criteria
shall be maintained.

Records shall indicate the personis) authorizing release of product for delivery to the customer (see 4.2 .4).

The release of product and delivery of service to the customer shall not proceed until the planned arrangements
(see 7.1) have been satisfactorily completed, unless otherwise approved by a relevant 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 regquirements is identified and
controlled to prevent its unintended use or delivery. A documented procedure shall be established to define the
controls and related responsibilities and authorities for dealing with nonconfarming product,

Where 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 authorfty and, where
applicable, by the customer;

¢) by taking action o praclude its original intended usa or application;

d) by taking action appropriate 1o the effects, or potential effects, of the nonconformity when nonconforming
product 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
requiraments.

Hecords 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 qualily 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 opporfunities for preventive action
{see 8.2.3and 8.2.4), and

d) suppliers i(see 7.4).

85 Improvement

8.5.1 Continual improvement

The organization shall continually improve the effectivenass of the quality management system through the use
of the quality policy, quality objectives, audit rasults, analysis of data, comective and preventive actions and
management review.

8.5.2 Corrective action

The onganization shall take action to eliminate the causes of nonconformities in onder to prevent recurrence.
Corrective actions shall be appropriate to the effects of the nonconformities encountered.

A documented procedure shall be established to define requireaments for

a) reviewing nonconformities {including customer complaints),

by determining the causes of nonconformities,

c)  evaluating the need for action to ensure that nonconformities do not recur,
d) determining and implemeanting action needed,

g) records of the results of action taken (see 4.2.4), and

fi  reviewing the effectiveness of the corrective action taken.

8.5.3 Preventive action

The organization shall determing action to eliminate the causes of potential nonconformities in order to previent
their occurrence. Preventive actions shall be appropriate to the effects of the potential problems.

A documented procedure shall be established to define requirements for

a) determining potential nonconformities and their causes,

by evaluating 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

g) reviewing the effectiveness of the preventive action taken.
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Annex A
(informative)

Correspondence between 1SO 9001:2008 and 1SO 14001:2004

Table A1 — Correspondence between 150 9001:2008 and 1S0 14001 :2004

IS0 S001:2008 IS0 14001 2004
Introduction (tile only) Introduction
Ganaral 0.1
FProcess approach 0.2
Ralationship with 150 2004 0.3
Compatibility with other managemeant systams 0.4
Scope (tite only) 1 1 Scope
Ganaral 1.1
Application 1.2
Mormative referencas 2 2 Mormative referances
Terms and definiticns a 3 Termns and definitions
Quality managameant systam (title only) 4 4 Erwircnmeantal management systam requireamants

(title only)

Genaral requirements 4.1 4.1 General requirements
Docurmentation requirements (tile only) 4.2
Genaral 421 (444 |Documentation
Cuality manual 422
Control of documents 423 445 [Control of documents
Control of records 424 454 [Control of records
Management responsibility (title only) 5
Management commitment 5.1 4.2 Environmental palicy

441 [Resources, mles, responsibility and authority

Customer focus 52 431  |BErwircnmental aspects
432 |Legal and other requirements
4.6 Management review
Cluality policy L 4.2 Erwvironmental palicy
Planning (title anly) 5.4 4.3 Planning (tile only)
Cyality objectives 541 4332 |Objectives, targets and programmeds)
Quality managameant systam planning 542 433 |Objectves, targets and programmeds)
Responzibility, authornity and communication (title (5.5
only)
Responsibility and autharity 551 |44 General requirements
441 [Resources, moles, responsibility and authority
Management represantative 552 |44.1 |Resources, mles, responsibility and authority
Internal communication 553 443 [Communication
Management review (title only) .G 4.6 Management review
General E&1 |46 Management review
Reaview input Ee2 |46 Management review
Review output 563 |46 Management review
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Table A.1 — Correspondence between IS0 9001:2008 and IS0 14001:2004 {continuead)

1S0 9001 : 2008 ISO 14001:2004
Resource management ititle anly) &
Provision of resources &.1 4,41 |Resourcas, mles, responsibility and authority
Human resources (title only) 6.2
Genaral 621 (442 |Competence, training and awareness
Competence, training and awareness 622 (442 |Competence, training and awareness
Infrastructura 5.2 4,41 |Resourcas, mles, responsibility and authority
Work envinonment 5.4
Product realization (title only) 7 4.4 Implemantation and operation (ttle only)
Planning of product realization 7 446 |Oparational control
Customer-related processes (tile only) T2
Determination of requirements related to the 721 (431 [Emwircnmental aspacts
product 4232 |Lagal and other requiremeants
446 |Oparational control
Review of requirermeants related to the product 722 (431 |Emwircnmental aspacts
446 |Oparational control
Customear communication 723 1443 |Communication
Design and developmeant (title only) 7.3
Design and developmeant planning 731 (448 |(Operational control
Design and development inputs 722 (448 |(Operational control
Design and developmeant outputs 723 446 |Oparational control
Design and developmeant review 734 (448 |(Operational control
Design and developmeant varification 7.5 (446 |Oparational control
Design and devalopmant validation r.A6 (446 |Oparational control
Contral of design and developmeant changes r.AT 446  |Oparational control
Purchasing (titla only) 7.4
Purchasing process 744 445 |Oparational control
FPurchaszing information 742 446 |Oparational control
Varification of purchased product 743 (446 |Oparational control
Production and service provision (title anly) 7B
Contral of production and sarvice provision 7.4 445 |Oparational control
Validation of procasses for production and sarvice [7.52 (446  |Oparational control
provigion
Idertification and tracaability 753
Customer proparty 7.5.4
Preservation of product 7556 (446 |Oparational control
Control of monitoring and measurning equipment 76 451 [Monitoring and measurement
Measurement, analysis and improvemeant (title only) (& 4.5 Checking (title only)
Genaral a1 4,51 [Monitoring and measurement
Monitoring and measurament (titte only) a2z
Custormer satisfaction 821
Internal audit 822 (455 |Internal audit
Monitoring and measurameant of procasses 2232 (451  [Monitoring and measurement
452 |(BEvaluation of compliance
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Table A.1 — Correspondence between ISO 9001:2008 and 1S0 14001:2004 (continuad)

IS0 9001:2008 IS0 14001 :2004
Manitoring and measuremant of product 824 461  |Monitorng and maasurameant
452 [Evaluation of compliance
Control of nonconiorming product aa 447 [Emargency praparednass and ragponsa
463 [Nonconformity, comectiva action and prevantivia
action
Analysis of dala 8.4 451 [Monitoring and maasurament
Improvement (tile only) a5
Continual improvemant 851 [42 Envircnmantal policy
433 |(Objectives, targets and programmeis)
46 Management review
Corrective action 852 (453 ;-I;:_':mnfurmit'_.r, comactive action and preventive
on
Preventive action 8532 (453 [Monconformity, comactive action and preventive

action
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Table A.2 — Correspondence between 150 14001:2004 and I1SC 9001 :2008

150 14001 :2004 150 9001 :2008

Imtroduction Introduction (title only)

01 Ganaral

0.2 Process approach

0.3 Relationship with 150 9004

0.4 Compatibility with other management systems

Soope 1 1 Scope (title only)
11 Ganaral
1.2 Application
Mormative refarences 2 2 Mormative referances
Terms and definiticns a a Termns and definitions
Ervironmental managemeant system requirements (4 4 Cuality management system (title only)
(title only)
Genaral requiremeants 4.1 4.1 Geanaral requirameants
b5 Rezponsibility, authonty and communication (title
anly)
.51 |Rezponsibility and authority
Ervironmeantal policy 4.2 5.1 Managarmeant commitrment

5.3 Cuality policy
451  [Continual improvemeant

Planmning ititle only) 4.2 5.4 Planning (title only)
Emvironmental aspects 431 |B2 Customear foous
721 |Determination of requirements related to the
product
722 |Review of requirements related to the product
Legal and other requirements 432 |62 Customer focus
721 |Determination of requirements related to the
product
Dbjactives, tangats and programmea(s) 433 |541 [Quality objectives

542 [Cuality managameant system planning
8.51 |Continual improssment
ImplementaBion and oparation (title only) 4.4 7 Product realization (§tle onty)
Resources, molas, responsibility and authority 4.41 51 Managameant commitment

5.51 |Responsibility and authority

5.5.2 |Managament representative

&1 Prowision of resournces

6.3 Infrastructure
Compatance, training and awarsnsss 442 [621 [|iHuman resources) General

622 |Compslance, training and awarsanass
Communication 443 (663 |Intemal communication

723 [Custornar communication
Documantation 444 421 |(Documentation requirements) Ganaral
Control of documents 445 (423 |Controlof documants
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Table A2 — Correspondence between 1SO 14001 :2004 and IS0 9001 :2008 {continuad)

IS0 14001 :2004 150 9001 2008
Oparational contrd 446 (T4 Planning of product realization
7.2 Customar-ralated processas (fitle only)

.24 Detarmination of requiraments related to the
product

7.22 |Review of requiremeants related to the product
7.31  |Design and development planning

7.2.2  |Design and development inputs

7.3.3  |Design and developrment outputs

7.34  |Design and development review

735  |Design and development verification

7.36  |Design and development validation

737 [Control of design and development changes
741  |Purchasing process

742 |Purchasing information

7.4.3  |Merfication of purchased product

7.5 Production and service provision (tile only)
751 [Control of production and sarvice provision
7.5.2 [Malidation of processes for production and service

provision
755 |Presarvation of product
Emargancy praparadness and responss 447 (8.3 Control of noncanforming product
Checking title only) 4.5 8 Measurament, analyzis and improvement (title only)
Monitoring and measurameant 451 |76 Control of monitoring and measuring eguipmant
a1 (Measurement, analysis and improvemant) Ganaral

2.23  [Monitoring and maasuramant of procasses
2.24  [Monitoring and maasuremant of product
2.4 Analysis of data

Evaluation of complianca 452 823 |Monitoring and measuramant of processas

2.24 [Monitoring and maasuremant of product
Monconformity, corrective action and preventive 453 |83 Control of nonconforming product

action 84  |analysis of data

852 |Corrective action

853 |Preventive action

Control of records 454 |424 |Controlof records

Internal audit 455 (822 |Inteamal audit

Management review 4.6 51 Managament commitment
b.G Managament review (title anly)
561 |Gensral

5.6.2 |Reviewinput
5.6.3 [Review output
8.61 Continual improvaemeant
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Annex B
(informative)

Changes between IS0 9001:2000 and 1SO 9001:2008

Table B.1 — Changes between IS0 9001:2000 and 150 9001:2008

Paragraph/ | Addition
IS 400120030  Flgurel (A} OF
Clause No. | Table/ |Deletien Amended text
Naote (D)

Faorew ora Pars 2 C+A Intamational Standards ars drefted in accomlancs with the rulas givan inthe ISCONEC Directives,
Fartd Part 2.

Foreveond Para 3, A

Santencea 1
Fiarrene o Parm 4, O+ A Attsntion i drewn to the possibility that somes of the slements of this erraticral-=tardard
Santence 1 document may be the subject of patent rights.

Firrenecrd Pam 5 O Intsmrational—=tandard 150 9001 was preparsd by Technical Committes 1SOTC1TE, CQuwality
managemesnt and guaiity assurance, Subcommittse SC 2, Qualy systems.

Forew ora Par= & C

A

Forew ord Pam 7 C

Foreveond Para & ]

Farrenve o Mew pam 7T |A

0 Parm1, ]

Santence 2
A
e euler shiactivas:
4 | ! ides:
e) the processes it employs;
B itas | ealianal ol
Santence 3 |Mow a It iz not the intent of this Intemational Standard to imply uniformity in the structurs of quality
new para | managemsnt systams or uniformity of documentation,

01 Para 4 A Thiz Intemational Standard can be ussd by intemal and esdernal parties, including cartification
bodiss, to assess the organization's ability to mest custorner, statutory and regqulatory
raquiramants applicable to the produet, and the arganization’s oan requirermants.

02 Parm 2 OD+A For an organization to function effectivaly, it has to idertity detsmmine and manage numsrous
linkad activities. An activity or set of activities using rescurces, and managed in ardsr to enable
the transformation of inputs into outputz, can be considared as a procsas.
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Table B.1 — Changes between IS0 9001:2000 and 1S0O 9001 :2008 (continued)

Paragraph' | Addilon
IS0 90071:2000| Flgured (&) o
Clause No. | Table/ | Deletion AanCeck bt
Note (D)

02 Para 3 A The application of a systam of processss within an organization, together with the identification
and intemctions of thess procsaszses, and their managemsnt Lo producs the desired outcome,
can be refemad to as the "process approach”.

0.3 Fara 1 D+ A Fhe-preserteditiere-sHE0 9001 and 150 9004 haswe H -
quality management syatermn standards which hews I:uanan dmlgned 1:|:i n:-:-mplamant vanach cther
but can also ba u:ae-:l |ndapendentr:.r ek : { : 5 :

0.3 Fara 3 D+ A

0.4 Para 1 D+ A

1.1 Bullet a) A a) nesds to demonstrats its ability to consistently provide product that mesets customsr and
applicable gtatutory and egulatory requirsments, and

Bullat k) A k) aims to enhance custamear satisfaction through the effective application of the system,
inzluding processss for continual improve mant of the systam and the assurance of conformity to
customar and applicable statutory and regulstory requirsments.

Mota O

A

Mew Mot 2 A

1.2 Para 3 A Where exclusions are mads, claims of conformity to this Intemational Standard are not
acceptable unlsss thess exclugions ars limited to equiremesnts within Clawss 7, and such
suclusionz do not affect the organization's ability, or responsibility, to provide product that mests
custormnsr and applicakle statutory and regulatary requirsments.

2 Para 1 D+ A

A
O+ A 150 Q0002802000 Cuality management sysiems — Fundamesnials and vocabulary
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Table B.1 — Changes between IS0 %001:2000 and IS0 9001:2008 (continued)

Paragraph/ | Additlon
IS 9001 :2000|  Flgure! (&) OF
Clause No. | Table/ |Detehios AR b
Nate (D)
] Par= 1 D+A For the purposss of this document dekerrestisra-=tandard the terma and definitions given in
IS0 9000 apphy.
3 Pam= 2,3 (D
4.1 Bullat a) O+ A a) identifr determine the processes needad for the quality management systerm and their
application throughout the organization (gee 1.2,
4.1 Bullat &) A &) monitor, measure whee applicabls, and analyss thess processes, and
4.1 Pamm 4 O+ A Whers an crganization chooses to outsourcs any procass that affscts product conform ity sk 1o
reqmrements the u:urg:anlzamn shall ensurs c-:nntn:i =T auch prnceaaes Ih_a_t,-_;g_a_n_d_&;s.];am_l;_rf_
4.1 Mita 1 D+A MNOTE1 Processes nesded for the quality management systermn refamed to above shedld
inzluds processss for management activities, provision of msoumss, product realization, ard
maasurament, anabysis and improvemsant,
4.1 Meves A
Motes 2 & 3
421 Bullat ) A ¢} documnsnted procedurss and records required by this International Standard, and
421 Bullat dj A+D di  docurnents, including records, rresded dete minsd by the crganization 1o bs necessary to
ansurs the effactive planning, opsration and control of itz processes, and
421 Bullat &) ]
421 Miota 1 A NOTE1 Whara the tarm “documantsd procedure” appears within this International Standard,
ﬂ'nre means that the pr-:--:e-:lure iz estahllshad d-:n:urnen‘te-:l implarmentsd and I'I'|EII'|1.‘E|II'|EIZ| E.
423 Bullat f) A
dlatnl:-utu:-n -:nntrdle-:l and
424 Parm 1 D+A Records ehalbe agtabliz hed ardrrairtained to provide evidencs of conformity to requireme nts
and of ﬂ'ua aﬁe-:tnﬂa n:-panath:un -:-f the qualltg,- management systam ghall be controllad. Fesards
a dncumantad pm-:adure chall-be—astablished to define the
controlz nesdad for the idantifization, storage, protaction, retrieval, retantion $ire and disposition
of recards.
LRZ2 Pam 1 A Top managsament shall appeint a member of the organization's managemsant who, imespeactive of
other responsibilities, shall have responsibility and authority that includes
621 Pars 1 A+D Parsonnel performing work affecting conformity to product gualisy equirsments shall be
compeatant on the basis of appropriate education, training, skills and expariencs,
Mew MNote A
22 @150 2008 — Al rights ressrvad
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Table B.1 — Changes between 150 9001:2000 and ISO 9001:2008 (confinuad)

Paragraphy | AGQion
IS0 9001:2000| Figum (A) OF T
Clause No. Tabled | Dadedion A .
Haole (1))
822 Clavsatithe |A+D Compatences, Haining and awars nens ame-baieng
22 Bullats AsD a) delemmins the necessary competence for perscnnal parforming work affecting conformity ta
al & bj product qualty [equirements,
bl where spplicables. provida training or taks other actiong to setishethocsspeads gohisve the
DECeEsary COMPSISnCS,

6.3 Bullat ¢} A il supporting services (such as trangport, communication or information syatema).

6.4 M Mok

T Bullet b A+D bl the nesd to sstablish processes and documents, and o provids resources specific to the
product;

7.1 Bullst ¢} A cl required werification, walidation, monitoring, messuremant, inspsction and test activitise
spacific to the product and the crteria for product acceptance;

T.24 Bullst ci D+A ci  statutory and regulatory requirernents sedsted applicable to the product, and

Bulbat di. D+A di  any additional require ments Seterrired considered necessary by the cmganization.
Maw Hots  |A

7.34 Maw Hot=  |A

732 Para 2 D+a Fhese The inputs shall be reviewed for adequacy. Requirsments shall bs complats,
unambiguous and not in conflict with each othar.

7.8 Fara 1 D+ A The oulputs of design and developmant shall ks prresited—rra—ferrr et —eradbes jn 2 form
suitable for werification against the dasign and development input and shall ks approved prior to
ralaass,

7.33 Bullet k) bl provide appropriats information for purchasing, production and far ssrvice provision,

7.313 Mew Maots | A

787 Paras 1 &2 [Notewt  [Design and developmant changes shall ba identified and rezords maintained. The changes shall

changs. |bs mviewsd, varified and validsted, as appropriats, and approved before implamantation. Tha
Paras review of design and developmant changss shall include evaluation of the effect of the changes
Fic on constiient parts and product alrsady delivered. Records of the results of the review of
marged  (changss and any neceszary actions shall be maintained (zes 4.2.4).

T.EA1 Bullat o) D+a di the availability and use of monitoring and measuring desises aquipmeant,

751 Bullet fi A f) the implemantation of product releass, dalivery and post-delivery activities.

7452 Para 1 O+ A The arganization shall validats any processes for production and service provision where the
resulting culput cannct be verifisd by subssquent monitoring or meas uremeant Hristrehrdes—army
=+ whats and, 85 a consequencs, deficisncies besome apparant only afterthe product is
inuss ar the sarvica has bean delivarsd.

753 Para 2 A The organization shall identify the product status with respeact to monitaing and measursmeant
requiremants throughout product realization.

T.65.4 Fara 3 D+a Whears traceability iz a requirement, the organization shall control sred—reserd the unique
identification of the product and maintain records (ses 4.2.4).

754 Para 1, O+ A If anyr customer prn:-partg.r i In:uat. damagad ar -:-tha n'.'lsa found to I:-a Lnsu itakxle for use, #a-rs—&hal-l

Santence 2 = A - 3
ﬂﬂmndmmﬂnﬂntdﬂsaa 4 2 4]
Mote A MOTE Customner proparty can includes intellectual property and personal data,
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Table B.1 — Changes between IS0 2001 :2000 and 150 9001:2008 (continued)

Paragraph/ | Addition
IS0 0012000 |  Flgured (&) oF
Clause No. | Table/ |Deletion S
Nate (D)

TEE Parm 1 O+ A The arganization shall pressrve the ssrfermit-sf product during intemal processing and deliveary
to the intended destination in crder to maintsin conformity to requirements. s Az applicabls,
prezservation  shall include  identification, handling, packaging, storage and protection.
Prasarvation shall also apply tothe constituent parts of a product.

TE Titla D+ A Control of monitoring and measuring Sesssse agquipment

T8 Par=1 O+A The organization shall dstsrmine the monitoring and measuremsnt o be undsrtaken and the
monitoring and measurng deviess aquipment needsd to provide evidence of conformity of
product to detsrminsd eguirsmeants fes—2-17.

7.8 Bullet a) A a) be calibrated or varified, of both, at specifisd intervals, or prior to uss, against measure mant
standards traceabls to intarnational or national measurement standards; wheare no such
standards exist, the basis ussd for calbration or varification shall be recorded [(gee 4.2.4);

T Bullat ) O+A

TH Parm 4, Mow new |Ascords of the results of calibration and verification shall be maintainsd (ses 4.2.4).

Santenca 3 [pam 5,
without
change.

T4 Miota D+ A

g1 Bullat a) O+A

821 Mew Mota A

g22 Pam 2 A

Sentencs 3
B2a Maw Para 3 |4
g22 Pam 3 How
am 4
O+ A
g22 Pam 4 How The mansgement responsible for the area being audited shall snsure that
Santence 1 |pam B comections _and comective actions are taken without undue delay to eliminate detectsd
A nonconformities and thed causes.
822 Maole D+ A HOTE £8ed583003 B0 100 —l-pha-a0 00032, Sea |50 10011 for guidance,
8213 Pam 1 o Whan planned mesults are not a&chieved, comection and carmective action ahall be takan, as
Santenca 3 Sl ot becsdads st il b b percadiel.

823 Mew Mote A

824 Pam 1 A The organization shall monitor and meaasure the characteristics of the product to warify that
product requirsmants hawe besn met. This shall be caried out at appropriate stagss of the
pl'td.l-l:l raallzmm pmms& in El-:-:i:rdanca 'mth the |:I|EI'I nad arrangemeants (s=a 7.1, Evidence of

Farm 2 |0+ A
Pam 3 {0+ A : -
customer shall not procesd until the plannad Errﬂngamanta (aea 7.1) havea baan -EEI‘tEleG‘I:DI'ﬂ'g,"
completed, unlsss otherwise approved by a relevant authority and, where applicable, by the
CASETHTEH.
24 D150 2008 — Al rights ressrved
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Table B.1 — Changes between IS0 9001:2000 and I1SO 9001:2008 (continued)

IS0 S001:2000| Fig &
1: L A} or
ClausoMo. | Tabie' | Deletion e
Note o)
8.3 1Pm 1, Ds+A Taessmaiahi ks svind de bl e d bbb cu bt bomthiess b cbeosslivie sl et bbbt pos s
Santence 2 shallbe-defimsedinra-documented-procedime:
8.3 Para 2 A Yihers applicable, the arganization shall deal with nonconfarming precluct by ans ar mane of the
[folloadng ways:
8.9 Faw
bullst dj
Para 3
|Fara 4 Moved to |When nonconforming product is comscted it shall be subject to re-verification to demonstrate
|be Para 3 |conformity to the requirements.
Records of the naturs of nonconformities and any subssquant actions taken, including
concessions obtained, shall bs maintained (sea 4.2.4).
|Para & Moser i
| basli=t dj
8.4 Bullet b D+A &) caonformity to product requirements feee2 T lass 8241
Bullat ¢} A cl characteristics and trends of processss and products, including opportunitias for prevantive
acton (see 822 and 824} and
EBul-ut dh A dl suppliers (ses 7.4),
852 |Para 1 D+A The aganicaton shall take acticn to eliminate the sedes cauzes of nonconformities in order to
rplmm FECUITSNCE.
852 Bullet f) A f) reviswing the sffectivensss of the comsctive action taksn.
8E13 Bullat =) A =) reviewing the effectivenass of the prevantive action taken.
Annex A All D+A Updated to refled 150 200712008 versus 150 14007 2004
Annex B All D+A Updated to reflect 150 001:2008 versus 150 90072000
Bibliography Mew and O+ A Updated to refled new sEndards {including 150 80, currently under revizion), new editions of
amandsd standards, or witharawn slandards
refarances
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