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FOREWORD

This document (EN I1SO 5001 :2008) has been prepared by Technical Commitiee 1SO/TC 176
"Quality management and quality assurance”.

This European Standard shall be given the status of a national standard, either by
publication of an identical text or by endorsement, at the latest by May 2009, and
contlicting national standards shall be withdrawn at the latest by May 2009.

Aftention is drawn to the possibility that some of the elements of this document may be the

subject of patent rights. CEN shall not be held responsible for identifying any or all such
patent rights.

This document supersedes EN ISC 9001:2000.

According to the CEN/CENELEC Internal Regulations, the national standards
organizations of the following ceuntries are bound to implement this European Standard:
Austria, Belgium, Bulgaria, Cyprus, Czech Republic, Denmark, Estonia, Finland. France,
Germany, Greece, Hungary, lceland, lreland, ltaly, Latvia, Lithuania, Luxembourg, Maita,
Nethertands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden,
Switzerland and the United Kingdom.’

ENDORSEMENT NOTICE

The text of iSO 8001:2008 has been approved by CEN as EN 1SO 9001 :2008 without any
modification.
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!ll-gu.ré 1.

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

a) understanding angd meeting requirements,

b}  the need to cansider processes in terms of added value,

¢}  obtaining results of process pertormance and effectiveness, and

d) continual improvement of proccsses 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. Monitaring of customer
satisfaction requires the evaluation of information relating to custiomer perception as to
whether the organization has met the customer requiremenis. The mode! shown in
Figure 1 covers all the reguirements of this International Standard, but does not show

processes at & detailed level.

In addition, the methodology known as *Flan-Do-Check-Act” (PDCA) can be applied to ail processes. PDCA
can be briefly described as follows.

Flan:  establish the cbjectives and processes necessary to deliver results in accordance with customer
requirements and the organization's policies.

Do: implement the processes.

Check: monior and measure processes ano proguct against policies, objectives and requirements for the
product and report the results,

Acl; take actions 1o continually improve process perlormance.

Model of a process-based guality management system
ey
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0.1

0.2

INTRODUCTION

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
systemn is influenced by

a) Ils organizational environment, changes in that environment, and the risks
associated with that environment,

bl its varying needs,

c)  its particular objectives,

d) the products it provides,

ey the processes it employs,

fy  #s size and organizational structure.

It 15 not the intent of this International Standard to imply uniformity in the structure of
quality management systems 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 claritying the associated requiremeant.

This International Standard can be used by internal and external parties, including
certification bodies, to assess the organization's ability to meet customer, statitory and
regulatory requirements applicable t¢ the product, and the organization’s own
requirements.

The quality management principles stated in SO 9000 ang ISO 9004 have been taken
into consideration during the development of this Intarnational Standard.

Process approach

This International Standard promotes the adoption of a process approach when
developing, implementing and improving the effectiveness of a quality management
system, 10 enhance customer satistaction by meeting customer requirements.,

For an organization to function effectively, it has to determine and manage numerous
linked aclivities. An activity or set of activities using resources, and managed in order to
enable the transformation of inputs into putputs, can be considered as a process. (ften

the output from one process directly forms the input ta the next.

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 refaerred 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 combinalion and interaction.



Relationship with 150 9604

ISO 9001 and I1SO 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 gquality management system in meeting customer

requirements.

Al the time of publication of this International Standard, 1SO 9004 is under revision. The
revised edition of 1ISO 9004 will provide guidance to management for achieving sustained
success for any organization in a complex, demanding, and ever ¢changing, environment.
ISO 9004 provides a wider focus on quality management than SO 8001, it addresses the
needs and expectations 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.

Compatibility with other management systems

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

and I50 14001:2004.

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

4.3
04
1_.._ .
1.1
Mate T
Mot 2
1.2

SCOPE

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

b) aims to ephance 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

recuiremeants.
In this International Standard, the term "product” only applies to
al  product intended for, or required by, a customer,
b} any intended output resuiting from the product realization processes.
Statutory and regulatory requirements can be expressea as legal requiraments.

Application

All requirements of this Internalional Standard are generic and are intended to be
applicable to all crganizations, regardless of type, size and product provided.

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

UNI EN 180 9001:2008 & UNI Pagina 7
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Nate |

“ote 2

Mote 3

Where exclusions are made, ciaims 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 organization's ability, or responsibility, to provide product that
meels customer and applicable statutory and regulatory requirements.

NORMATIVE REFERENCES

The following referenced documents are indispensable for the application of this
document. For dated references, oniy the editicn cited applies. For undated reterences,
the latest edition of the referenced document {including any amendmeants} applies.

1SO 8000:2005 Quality management systems - Fundamentals and vocabulary

— e — -

TERMS AND DEFINITIONS
Far the purposes of this document, the terms and definitions given in 1SO 9000 apply.

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

- . o

QUALITY MANAGEMENT SYSTEM

General requirements

The organization shall establish, document, implement and maintain a quality
management system and continually improve its affecliveness in accordance with the

requireaments of this International Standard.

The organization shall

a4} determine the processes needed for the guality management system and their
application throughout the arganization (see 1.2},

D) determine the sequence and interaction of these processes,

c} determine criteria and methods needed to ensure that both the operalion and control
of these processes are eftective,

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

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

fi  implement actions necessary ta achieve planned resuits and continual improvement
of these processes.

These processes shall be managed by the organization in accordance with the
requirements of this Intarnational Standard.

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

quality management system.

Processes needed for the quality management system referied to above include processes for management
achivities, provision of resources, product realization, measurement, analysis and improvement.

An “putsourced process® is a process that the organization needs for its quality management system and
which the crganization chooses 1o have perfermed by an external party.

Ensuring control over outsourced processcs does nol absolve the organization of the responsibilily of
conformity 1o all customer, statutory and regutatery requirements. The type and extent of control to pe applied
to the outsourced process can be influenced by factors such as

a)  the polential impact of the outsourced grocess on the organization's capability to provide product that
conforms to requirements,

UNI EN SO 8001:2009 @ UNI Pagina §



4.2

4.2.1

4.2.2

4.23

Male 1

Mote 2

Mcte 3

b}  1he degree to which the control for the process is shared,
¢} the capability of achieving tha necessary control through the application of 7.4.

Documentation requirements

General

The guality management system documentation shall include

al documented statements of a quality policy and quality objectives,

b} a quality manual,

documented procedures and records required by this International Standard, and

documents, including records, determined by the organization 1o be necessary to
ensure the effective planning, operation and control of its processes.

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 pracedures. A requirement for a documented procedure may be covered by

mare than one documeni.

The extent of the quality management system documentation can differ from one organization to another due
io

2

)
)

L

a)  the size of organization and type of activities,

b} the complexity of processes and their interactions, and
¢y the competence of personnel.

The documentation can be in any form or type of medium,

Quality manual
The organization shall establish and maintain a quality manual that includes

a) the scope of the guality management system, including details of and justification far
any exclusions (see 1.2), '

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

c) a description of the interaction between the processes of the guality management
system.

Control of documents

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

A documented procedure shall be established to define the controls needed

} 1o approve documents for adequacy prior to issue,

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

} 1o ensure that changes and the current revision status of documents are identified,

d} to ensure that relevant versions of applicable documents are avaifable at pownls of
use,
e} 1o ensure that documents remain legible and readily identifiable,

fi  to ensure that documents of external origin determined by the organization 1o e
necessary for the planning and operation of the guality management system are
identified and their distribution controlied, and

g} to prevent the unintended use of obsolete documents, and to apply suitable
identification to tham if they are retained for any purpose.

0 O m
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4.2.4 Control of records
Records established to provide evidence of conformity to reguirements and of the
effective operation of the guality 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.
Hecords 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 gualily management system and continually improving its
effectiveness by
a) communicating to the organization the importance of meeting customer as well as

statutory and regulatory requirements,

b)  establishing the quality policy,
¢}  ensuring that quality objectives are estahiished,
d} conducting management reviews, and
e} ensuring the availahility of resources.

5.2 Customer focus
Top management shall ensure that customer requirements 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} is appropriate to the purpose of the organization,
b} includes a commitment to comply with requirements and continually improve the

ettectiveness of the quality management system,

c} provides a framewaork tor establishing and reviewing quality objectives,
d) s communicated and understood within the organization, and
e) Is reviewed for continuing suitability.

5.4 Planning

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

5.4.2 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 objeclives, and

b}  the integrity of the guality management system is maintained when changes to the
quality management system are planned and implemented.

UNI EN 1SO 30012008 © UN Pagina 13



5.5

5.5.1

2.0.2

9.5.3

5.6

5.6.1

5.6.2

5.6.3

Meote

Responsibility, authority and communication

Responsibility and authority

Top management shal! ensure that responsibilities and authorities are defined anc
communicated within the organization.

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

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

by reporting to top management on the performance of the guality managemeant system
and any need for improvement, and

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

The responsibility of a management representative can include liaison with external parties on matters refating
to the quality management system.

Internal communication

Top management shall ensure that appropriale communication processes are
established within the organization and that communication takes piace regarding the

effectiveness ot the gualilty management system.

Management review

General

Top management shall review the organization's quality management 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 to the

quality management system, including the quality policy and quality objectives.
Records from management reviews shafl be maintained {see 4.2.4).

Review input

The input to management raview shall include information on

a) results of audits,

by customer feedback,

¢} process performance and product conformity,

d) status of preventive and carrective acltions,

g) follow-up aclions from previous managerment reviews,

fi  changes that could affect the quality management system, and

g} recommendations for improvement.

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

a) improvement of the effectiveness of the quality management system and its
processes,

by improvement of product related to customer requirements, and

¢} resource needs.

UNI EN 150 8001:2008 © UN Pagina 15



6 RESOURCE MANAGEMENT
6.1 Provision of resources
The organization shall determine and provide the resources needed
a) to implement and maintain the quality management system and continually improve
its effectiveness, and
b} to enhance customer satisfaction by meeting custommer requirements.
6.2 Human resources
6.2.1 General
Personnel periorming work affecting conformity to product reguirements shall be
competent on the basis of appropriate education, training, skills and experience.
note  Conformity to product requirements can be affected directly or indirectly by personnel performing any task
within the guality management system.
6.2.2 Competence, training and awareness
The arganization shall
a) determine the necessary competence for personnef performing work affecting
conformity to product requirements,
b)  where applicable, provide training or take other actions to achieve the necessary
competence,
c) evaluate the effectiveness of the actians taken,
d) ensure that its personnel are aware of the relevance and imporiance of their
activities and how they contribute to the achievement of the quality objectives, and
e} maintain appropriate records of education, training, skills and experience {see
4.2.43,
6.3 Infrastructure
The organization shall determine, provide and maintain the infrastructure needed to
achieve conformity to product requirements. Infrastructure includes, as applicable,
a) buildings, workspace and associated utilities,
b} process equipment (both hardware and software), and
c}  supporting 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  The term "work environment" relates to those conditions under which work is performed including physical,
environmenial and other factors {such as noise, temperature, humidity, lighting or weather}.
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 guality management system (see 4.7).
[ ]
N UNI EN ISC 9001:2008 © UN Paglna 17



7.2

7.2.1

7.2.2

Mote 1

Nota 2

Hnle

Mile

In planning product realization, the organization shall determine the following, as
appropriate:
a} quality objectives and requirements for the product;

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

¢} required verification, validation, monitoring, measurement, inspection and test
activities specific to the product and the criteria for product acceptance:

dy records needed to provide evidence that the realization processes and resulting
product meet requirements {see 4.2.4).

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

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

quality plan.

The organization may also apply the requirements given in 7.3 to the development of product realization
processes.

Customer-related processes

Determination of requirements refated to the product

The organization shall determine

a) requirements specified by the customer, inciuding 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) statutory and regulatory requirements applicable to the product, and

d) any additional requirements considared necessary by the crganizatan.

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

Review of requirements related to the product

The organization shall review the requirements related to the preduct. This review shall be

conducted prior 1o the organization's commitment to supply a product 1o the customer
(e.g. submission of tenders, acceptance of contracts or orders, acceptance of changes to

contracts or orders) and shall ensure that

al product requirements are defined,

b} 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

raquirements shall be confirmed by the organization betore acceptance.

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.

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 adverlising material,

UNI EN 1S0 90012008 & UNI Pagina 19




134

1.3.5

1.3.6

1.3.7

7.4

741

7.4.2

Design and development review

At suitable stages, systematic reviews of design and development shall be performed in
accordance with planned arrangements {see 7.3.1}

a) to evaluate the abilty of the results of design and development to meet
requirements, and

by toidentify any probiems and propose necessary actions.

Participants in such reviews shall include representalives of functions concerned with the
design and development stage(s) being reviewed. Records of the results of the reviews
and any necessary actions shall be maintained (see 4.2.4).

Deslgn and development verification

Verification shall be performed in accordance with planned arrangements (see 7.3.1) to
ensure that the design and development cutputs have met the design and development
Input requirements. Records of the results of the verification and any necessary actions
shall be maintained {see 4.2.4).

Design and development validation

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

maintained {see 4.2.4),

Control of design and development changes

Design and development changes shall be identified and records maintained. The
changes shall be reviewed, verilied and vandated, as appropriate, and approved before
implementation. The review of design and development changes shall include evaluaton
of the eftect of the changes on canstituent parts and product already delivered. Records
of the resulls of the review of changes and any necessary actions shall be maintainec
(see 4.2.4}).

Purchasing

Purchasing process

The organization shall ensure that purchased product conforms to specified purchase
requirements. The lype and extent of control applied to the supplier and the purchased
product shall be dependent upon the effect of the purchased product on subsegquent

product realization or the final product.

The arganization shall evaluate and select suppliers based on their ability to supply
product in accordance with the carganization'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),

Purchasing Information

Purchasing infarmation shall describe the product to be purchased, including, where
appropriate,

a) requirements for approval of product, procedures, processes and eguipment,

by requirements for gualfication of personnel, and

c) qualty management system requirements.

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

UNI EN |50 8001:2008 £ LIN| Pagina 23
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7.5

7.5.1

7.5.2

753

i [o] {5

Verification of purchased product

The organization shall establish and implement the inspection or other activities
necessary for ensuring that purchased product meets specified purchase requiraments,

Where the organization or its customer intends to perform verification at the supplier's
premises, the organization shall state the infended verification arrangements and method

of product release in the purchasing information.
Production and service provision

Contro! of production and service provision

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

a)  the availability of information that describes the characteristics of the product,
)} the availability of work instructions, as necessary,

c}  the use of suitable equipment,
) the availability and use of monitoring and measuring equipment,
}  the implementation of monitoring and measurement, and

i} the impiementation of product release, delivery and post-delivery activities.

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 subsequent monitoring or measurement and, as
a consequence, deficiencies hecome 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 resulis.

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

a) defined criteria for review and approval of the processes,

b) approval of equipment and gualification of personnel,

2

use of specific methods and procedures,

L

)
)
}  requirements for records (see 4.2.4), and
} revalidation.

D

ldentification and traceability

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.

Where traceability is a requirement, the organization shall control the unique identification
of the product and maintain records (see 4.2.4},

in some industry sectors, configuration management is a means by which identification and traceabiiify are
maintained,



7.54

1.9.5

7.6

Mg

Note

Customer property

The organization shall exercise care with customer property while it 1s under the
organization's control or being used by the organization. The organization shall identify,
verify, protect and safeguard customer property provided for use or incorparation into the
product. If any customer property is tost, damaged or otherwise found to be unsuitable for
use, the organization shall report this to the customer and maintain records (see 4.2.4).

Customer property can include intellectual property and personal data.

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 1o the constituent parts of a preduct.

Control of monitoring and measuring equipment

The organization shall determine the monitoring and measurement 1o be undertaken and
the monitoring and measuring equipment needed to provide evidence of conformity of

product to determined requirements.

The organization shali establish pmces-s.es 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 reguirements.
Where necessary to ensure valid results, measuring equipment shait

a) be calihrated 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 o

verification shall be recorded (see 4.2.4);
b} be adjusted or re-adjusted as necessary,;
¢} have identification in order to determing its calibration status; |
d) be safeguarded from adjustments that would invalidate the measurement result;

e} be protected from damage and deterioration during handling, maintenance and
starage.
In addition, the organization shall assess and record the validity of the previous measuring

resulis 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).

When used in the menitoring and measurement of specified requirements, the ability of
compuler software to satisfy the intended application shall be confirmed. This shall be
undertaken prior to initial use and reconfirmed as necessary.

Canfirmation of the ability of computer software 1o satisfy the intended application would typically include Its
verification and configuration management to maintain its suitability for use.



8.1

8.2

8.2.1

8.2.2

8.2.3

Mole

Maote

MEASUREMENT, ANALYSIS AND IMPROVEMENT

General

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

a) to demonstrate conformity to product requirements,
b} to ensure conformity of the quality management systermn, and
¢} to continuaily improve the effectiveness of the quality management system.

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

Monitoring and measurement

Customer satisfaction

As one of the measurements of the performance of the qualbty management system, the
organization shall monilor information relating to customer perception as to whether the
organization has met customer reguircmemts. The methods for cbtamming andg using this

infarmation shall be determined.

Monitoring customer perception can incluge obtaining input from sources such as cuslomer satisfaction
surveys, customer data on delivered product quality, user opinion surveys, lost business analysis,
compliments, warranty claims and dealer reparts.

Internal audit

The organization shall conduct internal audits at planned intervais to determine whether
the guality management system

a) conforms to the planned arrangements (see 7.1}, to the requirements of this
international Standard and to the qualily management system requiremenis
estanlished by the organization, and

B} is effectively implemented and maintained.

An audit programmae 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, scape, 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 1or the area baing audited shall ensure that any necessary
corrections and corrective actions are taken without undue deiay to eliminate detected
nonconformities and their causes. Follow-up activities shall include the verification of the
aclions taken and the reporting of venfication resuits (see 8.5.2).

See |50 19011 for guidance.

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 resulls
are not achieved, correction and corrective action shall be taken, as appropriate.
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Mote

Whean determining suitable methods, it is advisable that the organization consider the type and extent of
monitoring or measurement appronriate 1o each of its processes in relation to their impact on the contormity
to product requirements and cn the effectivenzss of the quality management system.

8.2.4 Monitering 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 carrted 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 maintainea.
Records shall indicate the person(s} authorizing release of product for delivery to the
customer (see 4.2.4).
The release of product and delivery of service o the customer shall not proceed untif the
ptanned arrangements (see 7.1) have been satisfactorily completed, unless ctherwise
approved by a relevant authority and, where applicable, by the custorner,
8.3 Control of nonconforming product
The organization shall ensure that product which does not conform to product
requirements is identified and controlled to prevent its unintended use or delivery. A
documented procedure shall be estabiished to define the conirols and related
responsibilities and authorities for dealing with nonconforming 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,
by by authorizing its use, release or acceptance under concession by a relevant
authority and, where applicable, by the customer;
¢} by taking action te preclude its original intended use or application;
d) by taking action appropriate to 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 requirements.
Records of the nature of nonconformities and any subsequent actions taken, including
concessions obtained, shall he 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
continua}l 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 ather relevant seurces.
The analysis of data shall provide information relating to
a} customer satisfaction {see 8.2.1),
b} confermity to product requirements (see 8.2.4),
¢} characteristics and trends of processes and products, including opportunities far
preventive action (see 8.2.3 and 8.2.4), and
d} suppliers (see 7.4).
] .
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8.5

8.5.1

8.5.2

8.5.3

Improvement

Continual improvement

The organization shall continually improve the effectiveness of the quality management
system through the use of the quality policy, quality objectives, audit resulis, analysis of
data, corrective and preventive actions and management review.

Corrective action

The organization shali take action to eliminate the causes of nonconformities in order 10
prevent recurrence. Corrective actions shall be appropriate to the eflects of the
nonconformities encountered.

A documented procedure shall be established to define requirements for

) reviewing nonconformities {including customer complaints),

o m

}  determining the causes of nonconformities,
) evaluating the need for action to ensure that nonconfarmities do not recur,
)

)

determining and implementing action needed,
e} records of the results of action taken (see 4.2.4), and
fy  reviewing the effectiveness of the corrective action taken.

{1l

Preventive action

The organization shall determine action to eliminate the causes of potential
nonconformities in order to prevent their occurrence. Preventive actions shall be

appropriate to the eftects of the potential problems.

A documented procedure shall be established to define requiremenits for

a} determining potential noncanformities and their causes,

by  evaluating the need for action to prevent occurrence of nonconformities,
¢} determining and implementing action needed,

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

e} reviewing the effecliveness of the preventive action taken.



ANNEX
(informative)

A CORRESPONDENGE BETWEEN iSO 9001:2008 AND SO 14001:2004

table A

Eurrespundence hetween ISO 5001:2008 and ISO 14001:2004

T el T T[N TR A S e g S R TS T DY o LT TN I W R R A

. IS0 9001:2008 IS0 14001:2004
Elntmducticm iilla only) Introduction
General 0.1
Process approach 0.2
Reiationship with 150 5004 0.3
Compatibility with other managemeni systems 0.4
Scope (title only} 1 1 SCape
. !

Genaral 1.1 )
Application +1.2 ',-
Normalive relergnces 2 2 Normalive references
Terms and definitions 3 3 Terms and definitions
Quality management system (tille only) 4 4 Environmental management systern requirements (lile
| enly)
' General raguiraments 4.1 4.1 {zeneral raquirements
| Decumentation reguirements {titfe oniy) 4.8
Geneial 421 4.4.4 Cocumentalion
Queality manual 422
Contral of documents 423 445 'Control of documenis
Cantrel of records B 14,24 4.5.4 Control of records
Management responsibility {lille only} 5
Management commitment o 5.1 4.2 Environmental palicy

4,41 Resources, roles, responsibiity and authority
Cuslomer focus B 5.2 4.3.1 Environmenial aspects

4.3.2 Legal and other requirements

4.6 Management review
Quality policy 5.3 4.2 |Environmental policy
Planning (filz only) ) 5.4 4.3 I Planning {fitle anly)
Guaﬁt;r objeclives | 15.4.1 433 ' Ohjectives, largets and programme(s)
-Duality management systemplanning B 1542 4.33 Objectives, largets and programme(s)
Responsitility, authorily and communication (1ile only} j5.5
Responsigility and authority S (5.5.1 41 General requirements

; 441 Resources, roles, responsibilily and authority

Management represenialive 552 441 Rasaurces, roles, respans:blhty and authorty
Inlernal communication 1553 4.4.3 Communication
Management review (litle only) 56 4.6 Managemenl review
Gengral o 561 4.6 Managemenl review
—_ e rn e e ' -
:Review input 56.2 4.6 Managemenl review
'Review outpul T 563 46 Managemeani review
EHesnum& managsment {title_ anly) -5
| Provision of rﬂsnurceq T g1 4.4.4 Aesources, roles, respansibiiity and authorily
|_ —— N ——
H.Jman resnurces (title: aniy} 6.2
-General 821 4.4.2 Compelence, Iraining and awareness
iCDmpelence, training and awargness 522 4 42 Competence, training and awarenass
infrastructure 5.3 4.4.1 Resources, roles, responsibility ana authority
WDIE ;a‘nﬁ.r]rnnmenl - ) 6.4 |

N
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tabla A1 Correspondence between IS0 9001:2008 and 1SO 14001:200 {Conlinued)
R e .14 TR TS A 5o R A e me e e e
150 9001:2008 150 14001:2004
Product realization (title only} 7 4.4 Implementation and operation (title onfy)
ﬁanning of preduct realization 7.1 4.4.6 Operational controf | )
Custorner-related processes (tite only) 7.2 -
Determinatian of requirements related ko the product 7.2.1 4.3.1 Ervironmental aspécls
4,3.2 Legal and other reguirements
4.4.6 Operational control
Heview of requirements reTa1ed to the pmdﬁct 7.2.2 4.3.1 Environmental aspects
4.4.6 Operational controf
Customer communication 7.2.3 4.4.3 Communication
Design and development (title anly) 7.3
Design and devélapment planning 7.3 4.4.6 Cperational control
Design and developmenl inputs 7.3.2 4.4.6 é}.:eratiunal control
Desigr and development cutpuis 7.3.3 4.4.8 Qperational conlrol
Design and development review 7.3.4 |14.4.6 Operational control _
Eas]gn and development verification 1.3.5 .4.4.5 Cperational contiol
Design and development validation 7.3.6 4.4.6 Operational control
Conirol of design and development changes 7.3.7 448 Operational control
Purchasing [fitle only) 7.4
Purchasing process 7.4.1 4456 Operational confrol _
"F'_urchasing informatian 742 4.4.6 Operational control | )
Verification of purchased product 7.4.3 4.4.6 bpe:‘a!iﬂnar cBnlml N
Production and service provision {title onfy) 75
_Cuntrcal of production and service provision 7o 4.4.6 Operational control B
anlicfatfun of processes for production and service prw—ismn 752 4.4.6 Dpe.ratinna_i_mntm! _
dentification and traceabllity i 753 -
Customer prﬁperw " {754 |
F’reservat:fﬁn of praduct _ 1.9.5 4.4.6 Operational nnnt_r:::I -
Coniral of MEnIGring and measuring equipment 7.6 4.5.1 hﬂnnﬁnring and measurement
Measuremant, analysis and improvement (title only) 8 45 Checking (title only)
General 8.1 4.5.1 Manitoring and measurement
Monticring and measurement (titie oniy) 8.0
Customer salisfaction 8.2.1 )
Internal audit 822 455 internal audit N
*Mnniiuring and measurement of 'pmcesses 82.3 4.5.1 Manitoring and measurement
4 52 Evaluation of compliance
Monitoring and measurement of praduct 5.2.4 4.5.1 Moniioring and measurement
452 Evaluation of compliance
Contral of nonconferming product 83 447 Emergency preparedhess and response
453 Nongonformity, correclive action and praventive action
Analysis of data B4 45,1 Monitoring and measurement
Impravemert (title only) 8.5 -
Continual improvemen! B.51 42 Environmental poticy _
4.3.3 Objectives, largets and programme(s)
4.6 Management review
Correclive action 8.5.2 453 Nongoniormity, corrective action and praventive action
Pravantive action 8.5.3 4.5.3 Nonconformily, comective action and preventive aclion
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2 Correspondence between I1SO

140012

L G T RIS AT A P I

004 and IS0 9001:2008

o T

(S0 14001:2004 15 8001:2008
Introduction ntroduetion (title only)
0.1 General
0.2 Process approach
1{).3 Relationship with |SO 9004
0.4 Compalibility with other management systems
Scope 11 1 Scops (title only)
1.1 Gensral
1.2 Application
Normative references |2 2 Normative references '
Terms and definifions 3 13 Terms and definitions
Environmental management system requiremenis (title only) |4 4 Qualfty mznagemenl system (titfe only) *
(Gengral requirements i4.1 4.1 General requiremsents
5.5 Responsibility, authority and communication (title anly)
2.0.1 Responstility and aulharity
Environmental policy 4.2 5.1 _ Management commitment
5.3 Quafity policy
8.5.1 Continual improvement
Flanning {litle only) 43 5.4 Flanning (Litte anly)
Environmental aspects - 4.3.1 5.2 Customer focus o
7.2.1 Dedermination of requirements related to the product
) 7.2.2 Review of requiremenis relaled 1o the product
Legal and other requirements 14.3.2 5.2 Customer focus
7.2.1 Determinalion of requirernents related to the product
Cbjectives, targels and programme(s) 4.3.3 5.4.1 Cuality objectives ‘
5.4.2 Quality management system planning
B.51 Cantinual improvement
Implementation and operation {title only) 4.4 7 Froduct realization (title only) |
Resources, roles, responsibility and authority 441 5.1 Management commitment
R FResponsibility and authority
:5.5.2 Management representalive
6.1 Provision of resources ,
i B.3 Infrastruciure
Competence, iraining and awarengss 14.4.7 B.2.1 (Human resources} General
i6.2.2 Competence, training and awareness
Communication 4.4.3 5453 Internal communication
7.2.3 Customer communication :
— . S ]
Documentation 444 421 | {Documenialion requirements) General
Conlre! of documents 4.4.5 4.2.3 Gontrol of documents




ae A2 Correspondence between IS0 14001:2004 and I1SO 9001:2008 {Cﬂnllnueﬁ}

P e R e AT T R T T T T R T N T TR L S T T I o T A
150 14001:2004 IS0 8001 E{J{]E
Operational control 4.4.5 7.1 Plarning of producl realization
7.2 Cuslomer-related processes (title only)
7.2.1 Determination of requirements related to the product
1722 Review of requirements related 1o 1he product
17.3.1 Design and development planning
7.3.2 Design and development inputs
733 Design and development oulputs
7.3.4 Design and development review
7.35 Design and development verification
7.36 Design and development validation
7.37 Control of design and development changes
1741 Purchasing process
7.4.2 Purchasing information
7.4.3 Verification of purchased product
7. Production and service provision {title only)
7.5.1 Control of produclion and service provision
7.5.2 Vaildation of progesses for production and service
provision
7585 Preservation of product
Emergency preparedness and response 44,7 B.3 Conirel of nonconforming product
Checking (title oniy) 4.5 8 Measurement, analysis and |rnprnvemen1 (Wtle only}
Monitoring and measurement 451 7.6 Contral of mantorling and measuring qupment
8.1 [Measurament, analysis and improvement} Genearal
8.2.3 Monitoring and measuremenl of processes
8.2.4 Menitaring and measurement of product
| 8.4 Analysis of data
Evalualion of comptiance 4.5.2 A.23 Monitoring and measurement of processes
g.2.4 Monitaring and measurament of produci
Nonconformity, comective action and preventive action 4.5.3 EX Control of nonconforming product
8.4 Analysis of dala
4.5.2 Coreclive acton
1B.5.3 Preventive action
Cantrel of records 4 5.4 4.2.4 Contro? of records
Internal audi! 455 8.2.2 Internal audil
Managemenl review 4.6 '5.1 Managzment commitment
5.6 Managament review (tills only)
5.6.1 General
15.6.2 Review inpui
63 Review qutput
8.5.1 Contineal impriovement
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ANNEX B CHANGES BETWEEN iS0 9001:2000 AND 150 5001:2008
(informative)
tabla E1  Changes between SO 3601:2000 and IS0 Eﬂ[ﬂ Et}ﬂﬂ
I T3 i L A A P Rt T et kR S AP TR YT A T T D e AR, IR LR Ll e P A T TR T i TR RN s
IS0 9001:2000 | Paragraph/ | Addilion Amended text
Clause No. | Figure/Table/ [ {A}or
Note Pelstien
LD} |

Foreward Para 2 D+ A International Standards are drafted in accordance with the rules given in the ISCIEC Directives, Rar-3f
Part 2.

Foreword Para 3, A The main task o lechnical commitiees is to prepars international landards.

sentance 1
Foreword Para 4, D+ A Attention is drawr to the possibility that seme of the elements of this Wternational-Standard document |
Senlence 1 may be 1he subiest of palent rights.

Foreword Para & D international—Standare IS0 9001 was prepared by Technical Committes [SQ/TC 176, Qualty
management and qualily assurance, Subcommittes SC 2, Quanty sysfems.

Foreword Para 6 D This-third-cditon-oH1S0-8001-sancelsand+oplaces the-sesend-editien-H50-3654-1804 Hogether-wih
18090021004 and S0 - BH0T-1004 K—constiuias—ateahnical-revision—of-these—desumenis—THhese
prganizalions—which—have—used—50-0502:4004—and—80—0003:1004—in—ihe—past-Ray—H6e—his
International Slandard by-axetiding-coriinreguirements-n-acsordanse-with 2

A Thts fuurth edmcm cancels and replaces the thirg Edltlﬂl‘i {150 8901 Eﬂﬂm which has been gmended 10
he 1 nhane ol _ 4

Fareword Para 7 D Thelitle-s{80-0004-has—boen—tevsed- %ﬁ:ﬁ—&dﬁmﬂ—aﬁdﬂrﬂ—ieﬁg%ﬂéudes he Herm—Ghality
assurance’This—ellgols-the-fact that the-qualiytnanagementsysterm—fegrirementsspecified-n-this
edition—o{ 1509004 -in-addition—to—quakity-assurance—ol produst—alse—aimlo—eAhanee—oustomer
salisfastion:

Foreword Para 8 D Aanexes: Aﬂﬁd—B—eHhmﬁterna#eﬂa%{aﬂaaFd—ar&#aHnmﬁmﬂeﬂw

Foreword New paia 7 ﬂ&tﬂﬁﬂﬂhﬂ&ﬂ@ﬂ&b&'ﬂ&ﬂn ihe third ed:ton, and this fourth edition ace given in Anex 8

0.1 Para 1, D Fhe-design—and-implementation-ofan—srganization's—gualily-nanagement-system—is—nHueneod-ty

Senience 2 varying-reeds—pariisular-objestives.-the-produsts-previded the-procescas-employea-and-the-512e-8H6
shusture-oklre-orgamzabion 1

A The design and implementation of an organization's qualily management systerm :s jnijugnced by
g} s ofganizational environment, changes in that envirnment. and the risks assogiated with na:

enyirenment,
b} its varying recds,

¢ i particular objeclives. %
di ihe preducts i provides, :
e} the processes i employs, :
f} its size and organizabional structure, 1|
e -
Senfence 3 [Now a It is not the intent of this Inlarnational Standard to imply uniformity in the structure of quadty]
new para |management systems or uniformily of documentation. i

0.1 Para 4 A This InternatinnarSlandard can be used by internal and external parties, including certification bndies,?
o assess the crganlzation's ability to meet customer, statutory and regulatory requirements gpplicable
lo the product, and the organization's own requirements.

.2 Para & L+ A Far an organizaiion to funclion effectively, it has lo ientdy determing and manage rumerous linked
activities. An activity pr set of activities using resources, and managed in order 1o enable the
transformation of inputs into ouipuls, can be considered as a process.

0.2 Para 3 A The applicalion of a system of processes within an organizafion, together with the identification and
interagtions of these processes, and their management to produce the desired ouicome, can be referred
to as the "process approach”,

0.3 Fara 1 D+A ih&presen%amtmn&m 150 9001 and 150 EIGEM have beerdevelopedasa consistentpairof ara quality
management system slandards which have been designed to complement each cther, but can also ba
used independently. Although-the iwe-nterpational-Standards-have-diflereni-scopesthey-Neve-Srat
sraeturestr-ordor lo-assisHheirappiicationas-a-consistentpai-
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150 g001 .a:ﬂ{}ﬂ

{Clause No,

MNode

F'aragraphf m_djjign
FigurefTable! | {A)or

D R e | e T P B e
' Amended lext

0.3

L Para 3

15G-0004-gives-a-guidancs- on -2-wider sange-ofobjectives-of a-quality maragement-systorm-than-does
RG-0001 —partodlalyfor-the-continual-impravementof-apr—arganization's -overall-pedermance—and
efigioncy-as-wellasHs-eliestivensss 180 8004-isrocommended-as a guide for-organizations-whese
lep—Mmanagement—wishes—te—move-beyend the—requirements—ef150- 0001 in—pbursuit-of-conlinual
rprovement-of pedermance—However-l is-nobinlendedforcortification-ar for contractual purpases.

Al the time of publication of this International Standard, 15Q 9004 is under revision. The jevised adition
of I50 9004 will provide guidance to management for achieving sustained success for any oroanization
in a complex, demanding. and ever changing, enviranment, 150 9004 provides a wider focus_on quality
managemenl than IS0 9001 it addresses he needs and expectaliops of all interesled paities and their
| salisiaction, by the systemalic and continual improvement of the organization's perormance. However.
1t is not intended for cerffication, regutatory or contractual use,

0.4

Para 1

D+A

This-International Standard-has-boen-algnod-with 1SC-14604:3008-n-order 1o-enhance the-compatibility
of-1he-two-slandardsfor-the benefitof the useregmmunily

During the development of ikis International Standard, due consideration was given to the provisions of
150 14001:2004 to enhance the compatibility of the twe standards for the henelit of the user communily.
Annex A shows the correspondence betweer) SO 90012008 and 1S0 14001:2004,

1.1

Builet &

Bullzt b)

MNote

Mew Note 2

a) needs to demenstrale its ability 1o consistently provide product that meets customer and applicable
statutery and regulatory requirements, and

'b} aims to enhance cuslomer satisfagtion through the effective application of Ihe system, including

processes for continual improvement of the system and the assurance of conformily 1o customer and

applicable slalitory and regulalcry requirenments.
Mote  dirthis Intermationat-Slandardthe-term-productapplies only-lotheprodustintended-for . o-required
By—A-Bustemee
Note 1 |nthis nternational Siandard. the leum "product’ only applies 1o
a) prodyct intendad_for, of requirad by, a customer,
b any intended aulp:t resuiting from he product realization processes.
Note 2 ataluturmnimguﬂm_r}_mu_amanls canbe. gx0rassed as logal requirements,

1.2

'Fara 3

Where exciusions are made, ¢laims of conformity to this International Standard are not acceplable
unfess these axclusions are imited to requirements within Clause 7, and such exclusions da not aflect
the organization's ability. or responsibility, 1o provide product that meets customer and applicable

statutory and regulatory reguirements.

Para 1

D+ A

memg—nmma%we—éee&mem £OHaINs. pmvwra—wmrr—thpeugh—%renee iy s text—cansitule
previstors-of thisHatomationat-Standerd—rerdated rederencessubseguentamendments lo—orfovisions
oh-any-obthese publicationsderotapply-However—parlies 1o-agreements-based-on-this- Inisrnational
Steandard-are-ensoumgedto—vestgatethe-pessibility- of. applying—he—mestrecent—edition of the
documentrelered-to-apphes—MembersoHSO-andEGmaintain registersolcurantiyvalicHnternational
Slandards.

The following referenced doguments are indispensable for the application of this document. For dated
reterences, o fion cited applies, For undated references, 1he latest edilion of the referenced
decument (inglyding any amendments) applies.

30 900020002005, Quality management systems - Fundamentals and vocabulary
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1abla

R S COPI L . 5 I el ey T s v L e Eu Gl e 10 GRS T B R

IS0 90012000
Clause No.

B

Paragraphf/
Figure/Table
Nate

Addilion
(A} ar
Calolioh

(0}

Changes between 150 Ell‘.‘l!]‘f 2000 and IS(} 9001:2008 (Continued)

e b L T i e T N U T N T R A O N e s L e T L A
Amended lax!

Para 1

Paras E,_Sm

D+ A

- -‘tlhe—taumng—remcrs—uﬁed -4 HMHEMWEMHM

For the purposes of this document wterrationat-Standard, the terms and definitions given in 150 3800
apply:

ke Feflectihevocabulary-surenlly oo
supplier—>r—organization-—r—eustemer
The-term—“orgarizalion® replaccs-the-torm-supplied-used-HA80-500+:1804. and-refersta-theynit 10
whish—this—rternalional - Slandard—applies—Alss, the—lerm—supplier—now—epraees—the—1erm
“sHbeenirasior

4.1

Bullet a)

[+ A

a} identify deigrmineg the pracesées readed for the quality managernent syslem and thair apgalication
throughout the organizalion (see 1.2),

41

Builet e)

e} maonilor, measure where applicable, and analyse these processes, and !

4.1

Para 4

D+ A

Whera an ﬂrgar-lzalmn chooses to outsource any process that affects product conformily whh 1o
requiremenls, the organization shall ensure control over such processes. The type gnd exlent of control
o be applied 1o t1ese oulsourced processes shall be defined within the qualiy management syslom.

41

MNole 1

O+ A

4.1

MNew Moleg 2
& 3

Note 1 Processes nesded for the qualdy ranagament system referred to above sheusd include prucesaea
for management activities, provision of resources, product reaization, ang-measurement, analys:s

and_impeoyameant,

etk ———r el IR m

,&n gutszurced process' s 2 orocess fna the organization needs [or |15 ;:Lu_lumla_a.g ernent syslem
and which tha gryanizat'on chooses {o have performed by an exteinal pardy

Ensuring contrel gver outsouiced processes does net absoive the erganization pf the resgonsibiltty

of conformity to all customer, statutery and regulatery regquirements. The type and extent of cortrgl jo

be apolied to the oulsoyurced process can be influenced by factors such as

a) lhe potential impact of the outsourced process on the arganization's capatnlify to provide product
lhat coaforms to requirements,

b} lhe tagres o which the control for the process is shared,

£) Lhe capability of ach’eyving the nocessary gonliot ihrough the applicalion o2 7.4,

421

Bullet ¢

¢} documentod procedures and records required by this international Standard, ang

4.2.1

Bullet d)

4.2.1

Bullet g)

d) documents, including records, needed determined by the organization 1 be necessary to ensire the
effeclive planning, aperation and control of its processes,—aRd

&} reeordafequired hy—lhas—ln%emaﬂaﬁar&aﬁéaférf&ee—% )

421

Mote 1

4.2.3

Buller Iy

Mote 1 Where the term "documented procedure® appears within this International Standard, this means thal
the procedurs is establishea, decumented, implemented and maintaired. 4_gingle documen( miy

address the [enuirements for one or nore procedures, A reguiremant for 2 documented procedure
may bo unvemﬁ_hy_mgre than one o mem

f} 1o ensurs thdt documents of external arigin | determined by the organization to be necessary for the

plapning and operation of the gualily managemenl syslem are idenlified and their distribuiion

conlrolled, and

Para 1

D+ A

Records shall-be eslablished and-maintained 10 prwicl_&‘euidence af E:GII"EJ‘F'I'I’[W_." to requiraments and of
the effective operation of the guality management system shall be cenfrolled. Heserds—shaliremain

legible—readity-identifiuble-andretrevable:
The organization shall establish a documented procedure chal-be-established to define the canlrols

needed for the identilication, storage, protection, retrieval, retention %ime and disposition of records.

Records shall remain legible, readily identifiable and refrievable.
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13t g1 Changes between |SO 9001: ZU{}U anl:l |S0 9001:2008 (Continued)
H‘Mﬂsﬁf:ﬁ*m R T T T T R TR s S T S BRI L 0 A T T e ST T34 7, 1T T A A A 1 5 = T TN I - T e
150 8001:2000: Paragraph/ | Addjtien Amended taxt
Clause No. | FigureTable/ | {A) or
! Nate Beletien
| (D)
h52 : Para 1 A "Top management shall appoint a member of he qrganization’s management who, irrespective of other
rasponsibililies, shall have responsibility and authority that includes
6.2.1 Fara 1 A+ D Personnel pefforming work affecting conformily to product quality requirements shail be competant on
£ the basis of appropriate education, training, skills and experience.
I
New Note A Note  Confgrimity fo product requizements can be affectad directly or indireclly by parsonnel perorming any
task willtin Jhe quailty managerment syslem.
6.2.2 Clause ltla A+D Competence, 1r Lalufllg,ﬁ_rld awareriess :tnd—trammg
5.2.2 Bullets a) & b} [A + D a) determine the nec: necassary comgetence for personnel perfﬂrmlng work allen:lmg QQ[L?QLDIJILM F}fﬂdu'ﬂi
gratity requirements,
b} where appiicatle, provide training or take other actions lo satishr-these needs achigye e necessary
compelence,
5.3 Bullet ¢} A ¢} supporting services {such as transport, communication gf [nformalion syslems).
§.4 MNew Nole A Mote  The term wc:‘rrewirunment relales t_u_thﬂ@_mﬂﬂ'ﬂns under which work is performed including
| physical, environmental and other factors (such as noise, temperalure. numidily, llﬂlﬂmmmaﬂlhﬂih
7 Bullet by A+ D gb} the need 1o establish processes, and documents, and ig provide resources specific to the produc,
7.1 Bullel ¢} A ‘o) required !.rarlhcatmn validation, fnummnn;mgamﬁmgm, mspeclmn and test aclivities specific to
the praducl and the criteria for product acceptance:
721 Bullet c D+ A ¢) statutory and regulatary requirements rekated applicable to the product, and
| Bullet d) )+ A d) any additional requirements deterrined considered necessary by (he organization.
iNew Note A Motg  Postdelivery _actvities ‘nyude, for_sxample. actions under..waranty_grovisions, confraclial
obligations such as maintonance services. and supplemenlary services such as recycling or final
dispasal.
7.3.1 New Nola A Mote  Design ant development review, verificalion and validation have distinet purposes. They can be
congducted and recorded separately of in ary combination. as suitable for the product and the
I
7.3.2 Fara 2 D+A | Thess The inputs shall be reviewad for adequacy. Requirements shall be cornplete, unambiguous and
Iriot in conllicl with each other,
733 Para 1 O+ A The ouiputs of design and deuelép;ment chall be provided-in aderm-that enables in_a:jﬁlﬁLsuuahLe_tQ[
verification against the design and davelcnpment inpu} and shall be approved prior to release.
733 Builet by D by provide appropriate mfcrmalmn mr purchasing, prc:-duclrﬂn and foF service provision,
733 New Mote LA Mote  Infermation for Erﬁduct,lmj and servige E[gg|5|gﬁ_gawﬁludﬂ_dﬂjﬂLs_fﬂU.h§_EmﬁﬂnmUQD.QLMQL
7.3.7 Paras1&2  MNotext Cesign and deuelnprner;t changes shalt be identified and records maitained. The changes shall be
‘change.  |reviewed, verified and validated, as appropriate, and approved before implementation. The review of
l Paras now |design and development changes shall include evaluation of the effect of the changes on constifuent
i‘merged paris and product aiready delivered. Aecords of the results of the review of changes and any necessary
J actions shall be maintained (see 4.2.4),
] .
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{ama ~ "Bi Changes between IS0 9001: 2000 and ISG- eum 12608 (Continued)
A T RN~ - EoT T MO A L O L 1 2o e ORI R ST I - BN A, L T T e T S T G AR R R U ki R T

IS0 9:::::}1 2000} Paragraphf | Addilion Amended text

Glause No. | Figure/Table/ (A} o
: Ncte Geletion i
(D) |
|7.5.1 Bullet dj D+A d) the availability and use of monitaring and measuring devises squipmant, ;

781 Bullet t A fi the implemantation of praduci release, delivery and post-defivery activities. |

752 Para 1 D+A The organization shall validate any processes for production and service provision where the resulting
outbut cannot be verified by subsequent manitoring or measurement-—-his-reldesary-PrOGEsEES
where and. as a consequence. deficiencies become apparenl only after the product 15 in‘use of the
service has been delivered.

7.5.43 Para 2 A The organization shall identity the product slatus with respect to monitoring and measuremen
requirements lhroughout producl realization.

753 Para 3 D+ A Where traceability is a requirement, the organization shalt conltrol are~eesrd the unigue identification of
ihe product ang mainiain records (see 4.2.4).

7.5.4 Para 1, DA Ii any customer properly is lost, damaged or olherwise found 1a be unsuitable for use, ths-shat-be

Sentence 3 roporied-o-thesustomerandrecords-mairiained the organizalion shall report this 1o the cystomer and
raintain (egords (see 4.2 43,
Note A Mole  Customer praperty can inc'Jae ntehectual property and persona! dala,

755 Para 1 DiA |The organization shal prééé;.re the senfermity-et-product during internal processing and delwerﬁ_.f to the
intended destination in_order 1o maintain conformity 1o requirements. Fhis As applicable, preservalicn
shall include identification, handting, packaging, storage and prolection. Preservation shall glso apphy te:!
the conslituent parts of & product.

j?.ﬁ Title D+ A Conlrgl of monitoring and rnadsurmuﬁﬂwm E_QJ.!_,D_D]B_DI

7.6 Para 1 D+ A The organization shali determine the monitoring and measurement fo ke underfaken and the manitoring |

i and measuring devises eouipment reeded to provide evidence of conformity of product to determinga
requirements {see7-2-1). _!'

7.6 Bullet a} A a} be calibrated or verified, gr_both, at specified intarvals, or prior lo use, against measurementp

slandards traceable to inlarnational or national measurement standards; where ne such sTandardsr
exis!, the basis used for calibration or verification shall be recarded [5_13_@__,2&1 :

7.6 - Ehllet ) D+ A - e} hﬁdemumdmﬁam&mﬁahbmnaﬂﬁmuﬁa-b&dmemm&ﬁ f
¢} have identification in crder (0 determing its calibralion sfatus;

78 Para 4, Mow new | Records of the results of calibration and verification shall be maintained (see 4.2.4).

Sentence 3 |para b,
without
change

7.6 Note [+ A MNate  Seo iSO-1061td-and I56-18642-2-inrguidanes: | |
Note  Confismation.of the ability of computer scflware to satisfy the intended application would typicaly

includs its verification and confiquration ranagement to majata.n its suitability ior ysa, :

8.1 Elﬁlet a) D+ A a) to demenstrale conformity of-the-produst 1o product requirements, |

B.2.1 | New Note A B Mole M_O_U_IQLMETGFHEF perceglion cam mcluﬂe_ﬁbjﬂmmg_ﬂﬂ_ul_Tu_ﬁﬁuff‘ﬂE such HS GWsiomer

satistaction sirveys, cuslomer daja on delivered product qualily, user opinien surveys. lost buginess
analysis. complimenis. waranty claims and degler reports,

B.2.2 Para 2, A The sslection of auditors and conguct of audits shall ansure objectivily and imparliality of the audi

Senlence 3 Nrocess.

UNI EN 150 8001:2008

LiNi Pagina 31




lable Bt Changes between IS0 8001:2000 and 1SO 9001:2008 (Confinued)
IS0 8071:2000 | Paragraph/ | Addilion Amended 1ext
Clause No. | Figure/Table/ | (A) o
Note Belaotien
{0)
B2.2 New Parad (A
322 ﬁF'EraS Nﬂw et s ':.‘“ apcagmil !:**"ET': ::':.."::-:" -
para“- "-‘.:": e R [y A7) - ey ™ - :::;":":"' T L T
D+A Recgrds of the audils and their resulis shafl be maintained (see 4.2.4),
822 }Para 4, | Now The managemenl responsible lor the area being audited shall ensure 1hal any necessary corrections
| Sentence 1 para & and coreclive actions are laken without undue delay to eliminate delected nonconformibies and their
A CAUSES,
822 Note D+A  INole  See 601001180100+ -2 and- 150100413 150 19011 for quidance
B.2.3 Para 1, » Whan planned resulls are no! achieved, covrection and corrective action shall be l:akf,-_n, as appropriate,
Senlence 3 ta-enstre eororrmity-oHhe-producl.
823 Ii New Note A tiote
A24 Fara 1 A The organizalion shall menitar and measure the characlensfics o the product 1o verify that product
requirements have been met. This shall be carried oul at appropriale stages of the produci realizalion
process in accordance with the planned amangements {see 7.1). Evidence of conformily with e

Para 2 G+ A = yidenoa—al-gontorn htke aeceplanga-crterashal-be-mairtained: Aecords shal indicate the
person(s) authorizing release of product for delivery to the customer (see 4.2 4).

Para 3 D+A Product-releasa-and-servee—dehvery The [elease of producl and delivery of servics 10 the cuslomer
shall not proceed until the planned arangemenis {see 7.1) have been satisfactorily compieted, unless
otherwise approved by a relevan! authortty and, where applicable, by the customer.

83 Para 1, D+ A he-eontrols-andrelniodresper = i ith-nereenfarming protductohelibe

Sentence 2 defired-na-deeumenied procedure:

A documented proceduie shall be established 10 define the conlrols and related rgsponzibilities and
authorilies for dealing with noncenforming product,
8.3 Para 2 A Where applicable, \he organization shall deal w.th nonconlorming product by one or mors of the
:following ways:
8.3 New buller g A d] by laking action appropriale 1o the sffacts. or potential effects, of Ihe nenconiormity when
nenconforming product is detected after delfvery or use has slarfed,

Para 3 | Moved io | Heeerds-ai-tho-nalure-olnoncoriermiios-and-any-subsequent-aclions—taken inoluding-conoesalans

be Para 4 |eblsined -shall-ba-mairtairedfoood-a 4k

Para 4 IMoved to | When noncgniorming preduct is corrected it shall be subject 10 re-verification 1o demensirate conformily

he Pata 3 |io the reguirements,
Recaords of Ihe nature of noncenformities and any subsequent actions taken, including concessions
obtained, shall be mairtained (see 4.2.4).
1Para 5 NOw new
billed o)
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81 Changes between [SO 9001:2000 and ISO 5001:2008 (Continued)

I T T I L7 T N AR AP A T W R NG T = SR s ol el g LTS 0T A R L T L S ol AL ¥t g AACHUE s £ A e

IS0 8001:2000 | Paragraph/ | Addilion Amendad text
Clause No. | Figure/Table/ | {A)or
MNote Beletien
(D)
B4 Bulfe! by D+A by conformity to producl requirements {see—7-2-+ [see 8.2.4),
Bullet ¢} A ¢} characteristics and trends of processes and products, including apporiunities for praventve action
{see 8.2.3 and 8.2.4), and :
Bullet d) A d} suppliers [seg 7.4},
852 Para 1 D+ A Trhﬂl organization shall take action 1o eliminale the eadse auses of nanconformities in order 1o prevent
recurrance.
B.5.2 Bulle! | A - [ reviewing the gffectivengss of the correclive action laken.
B.5.3 Bullet &} A &) reviewing the effectiveness of the preventive aclion laken.
Annex A Al D+ A Updatad to reflect 1SO 9001.2008 versus 150 14001:2004
Annex B Al D+ A Updated fo reflect 150 9001.2008 versus 150 9001:2000
Bibliography  |New and D+ A Updated to reflact pew standards {including 15O 9004, currantly under revision), new editions of
amended standards, or withdrawn standards.
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