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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with 1ISO, also take part in the work. ISO 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 ISO/IEC Directives, Part 2.

Th
ad
Int

In
teg

1S(
QU

Th
be

Bo
bo
red
red

WH

An

e main task of technical committees is to prepare International Standards. Draft International
pbpted by the technical committees are circulated to the member bodies for voting. Publica
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hnical committee may decide to publish other types of normative document:

— an ISO Publicly Available Specification (ISO/PAS) represents an agreement between technig
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— an ISO Technical Specification (ISO/TS) represents an\agreement between the mem
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Remarks for certification
The certification to this Technical Specification, including customer-specific requirements if any, is recognized
by the customer members of IATF when achieved according to the IATF certification scheme (see the “Rules
for achieving IATF recognition”).

Details can be obtained at the addresses of the local oversight offices of IATF cited below:

Associazione Nazionale Filiera Industrie Automobilistiche (ANFIA)

Web site: www.anfia.it e-mail: anfia@anfia.it

InternationgrAutomotive Oversight Bureau (t-AOB)

Web site: www.iaob.org e-mail: quality@aiag.org

IATF-Frange

Web site: www.iatf-france.com e-mail: iatf@iatf-france.com

Society of Motor Manufacturers and Traders Ltd. (SMMT Ltd.)

Web site: www.smmt.co.uk e-mail: quality@smmt.co.uk

Verband der Automobilindustrie Qualitdtsmanagement Center (VDA-QMC)

Web site: www.vda-gmc.de e-mail: info@vda-gmc.de

All public information about IATF can be found at: www.iatfglobaloversight.org

viii
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Introduction

0.1 General

ISO 9001:2008, Quality management systems — Requirements
Introduction

0.1 General

Tlhe adoption of a quality management system should be a strategic decision of an organization.
and implementation of an organization's quality management system is influenced by

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

b) its varying needs,

c) its particular objectives,

d) the products it provides,
e) the processes it employs,

f) its size and organizational structure.

fl is not the intent of this International Standard to imply uniformity in the structure of quality ma
ystems or uniformity of documentation.

n

requirements for products. Information marked “NOTE” is for guidance in understanding or clg
5sociated requirement.

QD

This International Standard can belused by internal and external parties, including certification
apsess the organization's abilitysto‘meet customer, statutory and regulatory requirements applicg
product, and the organization'syown requirements.
T
d

he quality management\principles stated in ISO 9000 and ISO 9004 have been taken into cor
uring the development/of this International Standard.

The quality management system requirements:specified in this International Standard are complementary to

he design

with that

nagement

rifying the

bodies, to
ble to the

sideration
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0.2 Process approach

I1ISO 9001

:2008, Quality management systems — Requirements

0.2 Process approach

meeting customer requirements.

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

For an o
activity o
outputs,
next.

The app
interactio
as the “p

individua

When us

a) un
b) the
c) ob)
d) co

An advantage of the process approach is the ongoing control that it provides over the linkage between

ganizZation 1o tuncuorn errectively, It Nas 10 aetermmine arna Imarnage numerous lnkea 4dclvilies.
set of activities using resources, and managed in order to enable the transformation of inputs;ir]
can be considered as a process. Often the output from one process directly forms the input'to t

ication of a system of processes within an organization, together with the nidentification a
ns of these processes, and their management to produce the desired outcome;, can be referred
focess approach”.

processes within the system of processes, as well as over their combination and interaction.
ed within a quality management system, such an approach emphasizes the importance of
Herstanding and meeting requirements,

need to consider processes in terms of added value;,

faining results of process performance and effectiveness, and

htinual improvement of processes based onmpbjective measurement.

A\n
to
he

hd
to

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

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

can be briefly described as follows

Plan: establish the objectives and processes necessary to deliver results in accordance-‘with| customer
requirements and the organization's policies.

Do: implement the processes.

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

Act: take actions to continually improve process performance.

Continual improvement of
the quality management system

|- Management
_______ - responsibility
Resource “gia;usr?sn;igt,
management analy
improvement

>[r;?f;gn$>]—[ Product

Customers

Customers — — — — = Satisfaftion

. Input
Requirements

Output

Key

——— Value-adding activities

— — — = Information flow

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

© 1SO 2009 - All rights reserved
© ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, © Ford Motor Company, © General Motors Corp. — All rights reserved .
© PSA Peugeot Citroén, © Renault — All rights reserved Xl


https://standardsiso.com/api/?name=b872a130e63e4ce4bd7e6d2b47f14b19

ISO/TS 16949:2009(E)

0.3 Relationship with ISO 9004

ISO 9001:2008, Quality management systems — Requirements
0.3 Relationship with ISO 9004

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

ISO 9001 specifies requirements for a quality management system that can be used for internal application
by orga
quality mpnagement system in meeting customer requirements.

At the time of publication of this International Standard, ISO 9004 is under revision. The revised: edition pf
ISO 9004 will provide guidance to management for achieving sustained success for any orgariization in|a
complex,| demanding, and ever changing, environment. ISO 9004 provides a widernfocus on quality
management than ISO 9001; it addresses the needs and expectations of all interested parties and their
satisfactipn, by the systematic and continual improvement of the organization’s performance. However, it|is
not intengled for certification, regulatory or contractual use.

NOTE The knowledge and use of the eight quality management principlés’ referred to in 1SO 9000:2005 @nd
ISO 9004:— should be demonstrated and cascaded through the organization by top management.

0.4 Compatibility with other management systems

ISO 9001:2008, Quality management systems — Requirements
0.4 Compatibility with other management systems

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

This Intefnational Standard does not-include requirements specific to other management systems, such as
those pdrticular to environmental_management, occupational health and safety management, financial
management or risk management. However, this International Standard enables an organization to align pr
integrate|its own quality 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 managemept
system that complieswith the requirements of this International Standard.

0.5 Goal ¢f-this Technical Specification

The goal of this Technical Specification is the development of a quality management system that provides for
continual improvement, emphasizing defect prevention and the reduction of variation and waste in the supply
chain.

This Technical Specification, coupled with applicable customer-specific requirements, defines the fundamental
quality management system requirements for those subscribing to this Technical Specification.

This Technical Specification is intended to avoid multiple certification audits and provide a common approach
to a quality management system for automotive production, and relevant service part organizations.
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CHNICAL SPECIFICATION ISO/TS 16949:2009(E)

Quality management systems — Particular requirements for the
application of ISO 9001:2008 for automotive production and
relevant service part organizations

1 Scope

1.1

General

1
1

—

V)

N

$0 9001:2008, Quality management systems — Requirements

Scope
1 General

his International Standard specifies requirements for a quality management'system where an org

statutory and regulatory requirements, and

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

OTE 1 In this International Standard, the term “product” only applies to
product intended for, or required by, a customer;
any intended output resulting from the produgt realization processes.

OTE 2 Statutory and regulatory requirements can be expressed as legal requirements.

needs to demonstrate its ability to consistently provide product that’meets customer and applicable

anization

including
bmer and

Th
reg
aut

Th
prg

Su
dis

ceftification to this Technical Specification.

uirements for the design @nhd development, production and, when relevant, installation and
omotive-related products:

s Technical Specification is applicable to sites of the organization where customer-specified
duction and/or service, are manufactured.

bporting fufietions, whether on-site or remote (such as design centres, corporate headqu
fribution™\centres), form part of the site audit as they support the site, but cannot obtain §

s Technical Specification, in «conjunction with 1SO 9001:2008, defines the quality management system

service of

parts, for

arters and
tand-alone

Th

s Fachnical Snacification-can-be-annlied-throuahout the-automaotive-sunnh.chain
S—+echHRcatopeciHeatoR-cahi-beappHeathiroHghrott—thHeattomnotyY HppH-ehaih-

1.2 Application

1

(0]

ISO 9001:2008, Quality management systems — Requirements

.2 Application

All requirements of this International Standard are generic and are intended to be applicable to all

rganizations, regardless of type, size and product provided.
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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 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 meets customer and applicable statutory and
regulatory requirements.

The only permitted exclusions for this Technical Specification relate to 7.3 where the organization is

not responsible for product design-and-development

Permitted|exclusions do not include manufacturing process design.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition’ of the referenged
document [including any amendments) applies.

ISO 9000:2005, Quality management systems — Fundamentals and vocabulary

3 Terms and definitions

ISO 9001:2008, Quality management systems — Requirements
3 Terms and definitions
For the purposes of this document, the terms and definitions given in ISO 9000 apply.

Throughgut the text of this International Standard, wherever the term “product” occurs, it can also megn
“service”

3.1 Terms and definitions for the automotive industry
For the pufposes of this document, the-terms and definitions given in ISO 9000:2005 and the following apply.

3141
control plan
documentgd description of the systems and processes required for controlling product

NOTE Sge Annex A.
3.1.2

design responsible organization
organizatign withd@authority to establish a new, or change an existing, product specification

NOTE  Thisxesponsibility includes testing and verification of design performance within the customer's specified
application.

313

error proofing

product and manufacturing process design and development to prevent manufacture of nonconforming
products

314

laboratory

facility for inspection, test or calibration that may include, but is not limited to, chemical, metallurgical,
dimensional, physical, electrical or reliability testing
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3.1.5
laboratory scope
controlled document containing

— specific tests, evaluations and calibrations that a laboratory is qualified to perform,
— alist of the equipment which it uses to perform the above, and

— alist of methods and standards to which it performs the above

3.1.6
manufacturing

prdcess of making or fabricating

—| production materials,

—| production or service parts,

—| assembilies, or

—| heat treating, welding, painting, plating or other finishing services
3.1.7

dictive maintenance
activities based on process data aimed at the avoidance of maintenanée problems by prediction of likely failure

ned action to eliminate causes of equipment failurezand unscheduled interruptions to production, as an

NQTE This can be caused by method, quantity, unscheduled or late deliveries, etc.

special characteristic
prdduct seharacteristic or manufacturing process parameter which can affect safety or compliance with
redulations, fit, function, performance or subsequent processing of product
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4 Quality management system

4.1 General requirements

ISO 9001:2008, Quality management systems — Requirements
4 Quality management system
4.1 General requirements

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

The orgahization shall

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

b) determine the sequence and interaction of these processes,

c) deterrnine criteria and methods needed to ensure that both the operation and-centrol of these processgs
are effective,

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

e) monitpr, measure where applicable, and analyse these processes, and
f) implement actions necessary to achieve planned results and continual improvement of these processes.

These pfocesses shall be managed by the organization in accordance with the requirements of this
Internatignal Standard.

Where ap organization chooses to outsource any-process that affects product conformity to requirement
the organization shall ensure control over such processes. The type and extent of control to be applied fo
these oufsourced processes shall be defined within the quality management system.

i

rocesses needed for the ,quality management system referred to above should include processes for

nt activities, provision of resources, product realization, measurement, analysis and improvement.

nsuring control~Over outsourced processes does not absolve the organization of the responsibility [of
conformity to all customer, statutory and regulatory requirements. The type and extent of control to be applied to tie
outsourcefd process can be influenced by factors such as

a) the potential impact of the outsourced process on the organization's capability to provide product that conforms o
requirgments,

b) the degree 1o which the control for the process Is shared,

c) the capability of achieving the necessary control through the application of 7.4.

4.1.1 General requirements — Supplemental
Ensuring control over outsourced processes shall not absolve the organization of the responsibility of
conformity to all customer requirements.

NOTE See also 7.4.1 and 7.4.1.3.
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4.2 Documentation requirements

4.2.1 General

ISO 9001:2008, Quality management systems — Requirements
4.2 Documentation requirements

421 General

Theqtatity management-system-doctmentation-shatHnctude

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

b) a quality manual,

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

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

OTE 1 Where the term “documented procedure” appears within this International Standard, this mearjs that the

P

rocedure is established, documented, implemented and maintained."“A single document may address the

ke

¢quirements for one or more procedures. A requirement for a documented procedure may be covered by [more than

-

he document.

o

NOTE 2 The extent of the quality management system documentation can differ from one organization to apother due

td

QD

the size of organization and type of activities,

O

the complexity of processes and their interactions, and

O

the competence of personnel.

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

4.2.2 Quality manual

$0 9001:2008, Quality-management systems — Requirements

'S

2.2 Quality manual

—

he organization shall establish and maintain a quality manual that includes

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

QO

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 quality management system.
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4.2.3 Control of documents

ISO 9001:2008, Quality management systems — Requirements
4.2.3 Control of documents

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

A documented procedure shall be established to define the controls needed

a) to apq
b) torev
c) to ens
d) to eng
e) to eng

f) to en
plann
and

g) to pre|
are re

rove documents for adequacy prior to issue,

ew and update as necessary and re-approve documents,

ure that changes and the current revision status of documents are identified,

ure that relevant versions of applicable documents are available at points of use,
ure that documents remain legible and readily identifiable,

sure that documents of external origin determined by the organization’to be necessary for th
ng and operation of the quality management system are identified and their distribution controlle

vent the unintended use of obsolete documents, and to apply suitable identification to them if thg
tained for any purpose.

14

2

4.2.3.1 En

The organ
customer
review sho

The organ

Implementgtion shall include updated decuments.

NOTE A
when these
process, su

4.2.4 Control of records

gineering specifications

ization shall have a process to assure the-timely review, distribution and implementation of
bngineering standards/specifications and“changes based on customer-required schedule. Tim
uld be as soon as possible, and shall-hot exceed two working weeks.

zation shall maintain a record of the date on which each change is implemented in producti

change in these standards/specifications requires an updated record of customer production part apprg
specifications are referenced on the design record or if they affect documents of production part apprg
Ch as control plan, EMEAS, etc.

all
ely

val
val

1ISO 9001

12008, Quality management systems — Requirements

4.2.4 antrol of records

Records

Records 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.

shall remain legible, readily identifiable and retrievable.

NOTE 1 “Disposition” includes disposal.

NOTE 2 “Records” also include customer-specified records.
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4.2.4.1 Records retention

The control of records shall satisfy statutory, regulatory and customer requirements.

5 Management responsibility

5.1 Management commitment

ISO 9001:2008, Quality management systems — Requirements

5/ Management responsibility
1 Management commitment

5
Tlop management shall provide evidence of its commitment to the development and-implementatjon of the
quality management system and continually improving its effectiveness by

communicating to the organization the importance of meeting customer—as well as statlitory and
regulatory requirements,

QD

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

d) conducting management reviews, and

e) ensuring the availability of resources.

5.1.1 Process efficiency

Top management shall review the product realization processes and the support processes to agsure their
effectiveness and efficiency.

5.2 Customer focus

$0 9001:2008, Quality management systems — Requirements
2 Customer focus

5
Tlop management shall~ensure that customer requirements are determined and are met with the aim of
ephancing customeér-satisfaction (see 7.2.1 and 8.2.1).

5.3 Quality policy

$0 9001:2008, Quality management systems — Requirements

5/37Quality 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 effectiveness of the
quality management system,

c) provides a framework for establishing and reviewing quality objectives,
d) is communicated and understood within the organization, and

e) is reviewed for continuing suitability.
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5.4 Planning

5.4.1 Quality objectives

ISO 9001:2008, Quality management systems — Requirements
5.4 Planning

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

5.4.1.1 Quality objectives — Supplemental

Top management shall define quality objectives and measurements that shall be included in the business plan
and used tp deploy the quality policy.

NOTE  Quality objectives should address customer expectations and be achievable within-a\defined time period.

5.4.2 Quality management system planning

ISO 9001:2008, Quality management systems — Requirements
5.4.2 Qyality management system planning

Top manpgement shall ensure that
a) the planning of the quality management system is carried out in order to meet the requirements given |in
4.1, ap well as the quality objectives, and

b) the integrity of the quality management system isymaintained when changes to the quality management
system are planned and implemented.

5.5 Respansibility, authority and communication

5.5.1 Responsibility and authority

ISO 9001:2008, Quality management systems — Requirements
5.5 Responsibility, authority and communication

5.5.1 Responsibility’and authority

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

organiza‘ion.
L

5.5.1.1 Responsibility for quality

Managers with responsibility and authority for corrective action shall be promptly informed of products or
processes which do not conform to requirements.

Personnel responsible for conformity to product requirements shall have the authority to stop production to
correct quality problems.

Production operations across all shifts shall be staffed with personnel in charge of, or delegated responsibility
for, ensuring conformity to product requirements.

© I1SO 2009 — All rights reserved
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5.5.2 Management representative

ISO 9001:2008, Quality management systems — Requirements
5.5.2 Management representative

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

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

maintained,

b) reporting to top management on the performance of the quality management system andyany need for
improvement, and
c) ensuring the promotion of awareness of customer requirements throughout the grganization.

NOTE The responsibility of a management representative can include liaison with external parties on mattgrs relating
q the quality management system.

—

5.5.2.1 Customer representative

Top management shall designate personnel with responsibility,"and authority to ensure thaff customer
redquirements are addressed. This includes selection of special{characteristics, setting quality objgctives and
related training, corrective and preventive actions, product design and development.

5.5.3 Internal communication

$0 9001:2008, Quality management systems — Requirements

5.3 Internal communication

Fganization and that communication takes place regarding the effectiveness of the quality management
ystem.

5

Tlop management shall ensure that’ appropriate communication processes are established Within the
0

S

5.6 Management review

5.64.1 General

$0 9004:2008, Quality management systems — Requirements

5/6-Manhagement review

5.6.1 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 shall be maintained (see 4.2.4).
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5.6.1.1 Qu

ality management system performance

These reviews shall include all requirements of the quality management system and its performance trends as
an essential part of the continual improvement process.

Part of the management review shall be the monitoring of quality objectives, and the regular reporting and
evaluation of the cost of poor quality (see 8.4.1 and 8.5.1).

These results shall be recorded to provide, as a minimum, evidence of the achievement of

— the quality objectives specified in the business plan, and

— customer satisfaction with product supplied.

5.6.2 Rev

ew input

1ISO 9001

The inpu

d) status

f) chang

g) recon

5.6.2 Reyview input
a) results of audits,
b) customer feedback,

c) procegs performance and product conformity,

e) followtup actions from previous management reviews;

:2008, Quality management systems — Requirements

to management review shall include information on

of preventive and corrective actions,

es that could affect the quality managementysystem, and

mendations for improvement.

5.6.2.1 R¢

Input to m

quality, safety or the environment.

5.6.3 Rev

view input — Supplemental

hnagement review shall include an analysis of actual and potential field-failures and their impact

ew output

on

1ISO 9001

5.6.3 Reyviewoutput

12008, Quality management systems — Requirements

The outp

Lt-from the management review shall include any decisions and actions related to

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

C) resource needs.

10
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6 Resource management

6.1 Provision of resources

ISO 9001:2008, Quality management systems — Requirements
6 Resource management
6.1 Provision of resources

The organization shall determine and provide the resources needed

al) to implement and maintain the quality management system and continually improve its effegtiveness,
and

b) to enhance customer satisfaction by meeting customer requirements.

6.2 Human resources

6.2.1 General

$0 9001:2008, Quality management systems — Requirements

2 Human resources

ersonnel performing work affecting conformity to product'requirements shall be competent on the basis of

6
6/2.1 General
Fl
appropriate education, training, skills and experience:

NOTE Conformity to product requirements can be affected directly or indirectly by personnel performing any task
W

ithin the quality management system.

6.2.2 Competence, training and awareness

$0 9001:2008, Quality management systems — Requirements

2.2 Competence, training-and awareness

6)
Tlhe organization shall

a) determine the-n€cessary competence for personnel performing work affecting conformity tp product
requirements,

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

O

evaluate the effectiveness of the actions taken,

O

d) ‘ensure that its personnel are aware of the relevance and importance 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 4.2.4).

6.2.2.1 Product design skills

The organization shall ensure that personnel with product design responsibility are competent to achieve
design requirements and are skilled in applicable tools and techniques.

Applicable tools and techniques shall be identified by the organization.

© 1SO 2009 - All rights reserved
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6.2.2.2 Training

The organization shall establish and maintain documented procedures for identifying training needs and
achieving competence of all personnel performing activities affecting conformity to product requirements.
Personnel performing specific assigned tasks shall be qualified, as required, with particular attention to the
satisfaction of customer requirements.

NOTE 1 This applies to all employees having an effect on quality at all levels of the organization.

NOTE 2 An example of the customer-specific requirements is the application of digitized mathematically based data.

6.2.2.3 Training on the job

The organfzation shall provide on-the-job training for personnel in any new or modified job affecting@onformity
to product requirements, including contract or agency personnel. Personnel whose work can affect-quality shall
be informeld about the consequences to the customer of nonconformity to quality requirements.

6.2.2.4 Employee motivation and empowerment

The organfzation shall have a process to motivate employees to achieve quality objectives, to make continual
improvemgnts, and to create an environment to promote innovation. The process-shall include the promofjion
of quality gnd technological awareness throughout the whole organization.

The orgarfization shall have a process to measure the extent to awhich its personnel are aware of the
relevance |and importance of their activities and how they contribute to the achievement of the quglity
objectives [see 6.2.2 d)].

6.3 Infrasfructure

ISO 9001:2008, Quality management systems —Requirements
6.3 Infrgdstructure

The orggnization 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) proceps equipment (both.hardware and software), and

¢) suppdrting services (Such as transport, communication or information systems).

6.3.1 Plant, facility'ahd equipment planning

The orgar
equipment
shall facilitate synchronous material flow. Methods shall be developed and implemented to evaluate and
monitor the effectiveness of existing operations.

ization shall use a multidisciplinary approach (see 7.3.1.1) for developing plant, facility 3

NOTE These requirements should focus on lean manufacturing principles and the link to the effectiveness of the
quality management system.

6.3.2 Contingency plans

The organization shall prepare contingency plans to satisfy customer requirements in the event of an
emergency such as utility interruptions, labour shortages, key equipment failure and field returns.

© I1SO 2009 — All rights reserved
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6.4 Work environment

ISO 9001:2008, Quality management systems — Requirements
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,

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

6.4.1 Personnel safety to achieve conformity to product requirements

Prgduct safety and means to minimize potential risks to employees shall be addressed«by the organization,
esppecially in the design and development process and in manufacturing process activities.

6.4.2 Cleanliness of premises

The organization shall maintain its premises in a state of order, cleanliness and repair consistent with the
prqduct and manufacturing process needs.

7 [Product realization

7.1 Planning of product realization

1ISO 9001:2008, Quality management systems — Requirements
7| Product realization

7{1 Planning of product realization

T

ne organization shall plan and develop-the processes needed for product realization. Planning ¢f product
rdalization shall be consistent with ‘the requirements of the other processes of the quality management
system (see 4.1).

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

a) quality objectives and-requirements for the product;

~

the need to establish processes and documents, and to provide resources specific to the produgt;

c] required verification, validation, monitoring, measurement, inspection and test activities specffic to the
productzand the criteria for product acceptance;

d) recards needed to provide evidence that the realization processes and resulting product meet
réquirements (see 4.2.4).

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

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

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

NOTE  Some customers refer to project management or advanced product quality planning as a means to achieve
product realization. Advanced product quality planning embodies the concepts of error prevention and continual
improvement as contrasted with error detection, and is based on a multidisciplinary approach.
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7.1.1 Planning of product realization — Supplemental

Customer requirements and references to its technical specifications shall be included in the planning of
product realization as a component of the quality plan.

7.1.2 Acceptance criteria

Acceptance criteria shall be defined by the organization and, where required, approved by the customer.
For attribute data sampling, the acceptance level shall be zero defects (see 8.2.3.1).

713 Conf_d_entialitv
The organization shall ensure the confidentiality of customer-contracted products and projects unfler
developmgnt, and related product information.

7.1.4 Change control

The organjzation shall have a process to control and react to changes that impact produet realization. The
effects of any change, including those changes caused by any supplier, shall be assessed,/and verification and
validation Pctivities shall be defined, to ensure compliance with customer requirements. Changes shall|be
validated Hefore implementation.

For proprigtary designs, impact on form, fit and function (including performance and/or durability) shall|be
reviewed with the customer so that all effects can be properly evaluated.

When requiired by the customer, additional verification/identification requirements, such as those required |for
new produft introduction, shall be met.

NOTE 1 Apy product realization change affecting customer requireménts requires notification to, and agreement from,
the customer.

NOTE 2 The above requirement applies to product and manufacturing process changes.

7.2 Customer-related processes

7.2.1 Determination of requirements related to the product

ISO 9001:2008, Quality management)systems — Requirements
7.2Custgmer-related processés
7.2.1 Determination of requirements related to the product

The orgahization shall‘determine

—

a) requirgments Specified by the customer, including the requirements for delivery and post-delivery

activities,

b) requiremeénts 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 considered necessary by the organization.

NOTE 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.

NOTE 1 Post-delivery activities include any after-sales product service provided as part of the customer contract or
purchase order.

NOTE 2 This requirement includes recycling, environmental impact and characteristics identified as a result of the
organization's knowledge of the product and manufacturing processes (see 7.3.2.3).
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NOTE 3 Compliance to item c) includes all applicable government, safety and environmental regulations, applied to
acquisition, storage, handling, recycling, elimination or disposal of materials.

7.2.1.1 Customer-designated special characteristics

The organization shall demonstrate conformity to customer requirements for designation, documentation and
control of special characteristics.

7.2.2 Review of requirements related to the product

IS0 9007T:2008, Quality management systems — Requirements

~

2.2 Review of requirements related to the product

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

a) product requirements are defined,

b} contract or order requirements differing from those previously expressed are resolved, and
c] the organization has the ability to meet the defined requirements.

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

R

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

W

here product requirements are changed, the;organization shall ensure that relevant documents are
mended and that relevant personnel are madelaware of the changed requirements.

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

7.2.2.1 Review of requirements-related to the product — Supplemental

Waiving the requirement stated in 7.2.2 for a formal review (see note) shall require customer authorization.

7.2.2.2 Organization-manufacturing feasibility

The organization=shall investigate, confirm and document the manufacturing feasibility of thel proposed
prgducts in_the ‘contract review process, including risk analysis.

7.2.3 Customer communication

ISO 9001:2008, Quality management systems — Requirements
7.2.3 Customer communication

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

a) product information,

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

c) customer feedback, including customer complaints.
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7.2.3.1 Customer communication — Supplemental

The organization shall have the ability to communicate necessary information, including data, in a customer-
specified language and format (e.g. computer-aided design data, electronic data exchange).

7.3 Design and development

NOTE  The requirements of 7.3 include product and manufacturing process design and development, and focus on
error prevention rather than detection.

7.3.1 Des|gn and development planning

ISO 9001:2008, Quality management systems — Requirements

7.3Design and development

7.31 De[ign and development planning

The orgahization shall plan and control the design and development of product.

During the design and development planning, the organization shall determine

a) the design and development stages,

b) the reyiew, verification and validation that are appropriate to each désign and development stage, and

c) the regponsibilities and authorities for design and development.

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

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

NOTE Degign and development review, verification and.validation have distinct purposes. They can be conducted and

recorded geparately or in any combination, as suitable for the product and the organization.

7.3.1.1 Multidisciplinary approach

The organization shall use a multidisciplinary approach to prepare for product realization, including
— develgpment/finalization-and monitoring of special characteristics,
— develgpment and review of FMEAs, including actions to reduce potential risks, and

— develgpment andyreview of control plans.

NOTE  A|multidisciplinary approach typically includes the organization's design, manufacturing, engineering, quality,
production almd other appropriate personnel.
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7.3.2 Design and development inputs

ISO 9001:2008, Quality management systems — Requirements
7.3.2 Design and development inputs

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

a) functional and performance requirements,

O

applicable statutory and regulatory requirements,
where applicable, information derived from previous similar designs, and

other requirements essential for design and development.

c
d

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

NQTE  Special characteristics (see 7.2.1.1) are included in this requirement.

7.3.2.1 Product design input

The organization shall identify, document and review the product{design input requirements, in¢luding the
following:

—| customer requirements (contract review) such as speciahcharacteristics (see 7.3.2.3), identificafion,
traceability and packaging;

—| use of information: the organization shall have a process to deploy information gained from previous
design projects, competitor analysis, supplier feedback, internal input, field data, and other releyant
sources, for current and future projects of a similar nature;

—| targets for conformity to product requirements, life, reliability, durability, maintainability, timing and cost.

7.3.2.2 Manufacturing process design-input

The organization shall identify, document and review the manufacturing process design input requirements,
incjuding

—| product design output-data,
—| targets for productivity, process capability and cost,
—| customers requirements, if any, and

—| experience’from previous developments.

NQTE «The manufacturing process design includes the use of error-proofing methods to a degree appropriate to the
mapnittde of the problems and commensurate with the risks encountered.

7.3.2.3 Special characteristics

The organization shall identify special characteristics [see 7.3.3 d)] and
— include all special characteristics in the control plan,
— comply with customer-specified definitions and symbols, and

— identify process control documents including drawings, FMEAs, control plans, and operator instructions
with the customer's special characteristic symbol or the organization’s equivalent symbol or notation to
include those process steps that affect special characteristics.

NOTE  Special characteristics can include product characteristics and process parameters.
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7.3.3 Desi

gn and development outputs

I1ISO 9001

a) meet the inpuf rnquirnmnnfe for dneign and dn\/nlnpmnn’r,

:2008, Quality management systems — Requirements

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.

Design and development outputs shall

)
C) contair
d) specify

NOTE Infq

b providl appropriate information for purchasing, production and service provision,

or reference product acceptance criteria, and
the characteristics of the product that are essential for its safe and proper use.

rmation for production and service provision can include details for the preservation of preduct.

7.3.3.1 Pr|
The produ
design inp
— desigrn
— produ
— produ
— produ
— produ

— diagng

7.3.3.2 Manufacturing process design output

The many
manufactu
shall inclug

— specif]

— manufacturing process-flow chart/layout,

— manul
— contrg

— work i

pduct design outputs — Supplemental

ct design output shall be expressed in terms that can be verified, and’ validated against prod
It requirements. The product design output shall include
FMEA, reliability results,

Ct special characteristics and specifications,

ct error-proofing, as appropriate,

Ct definition including drawings or mathematically based data,
Ct design reviews results, and

stic guidelines, where applicable.

facturing process design output shall be expressed in terms that can be verified aga

e

cations and drawings;

acturing precess FMEAs,
| plan (see7.5.1.1),

hstrctions,

uct

nst

ring process design input requirements and validated. The manufacturing process design oufput

J— rocess Annraval ancantanca oritaria
SSAPProYara66epance-GteHas

— data for quality, reliability, maintainability and measurability,

— results of error-proofing activities, as appropriate, and

— methods of rapid detection and feedback of product/manufacturing process nonconformities.
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7.3.4 Design and development review

ISO 9001:2008, Quality management systems — Requirements
7.3.4 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 ability of the results of design and development to meet requirements, and

to identify any problems and propose necessary actions.

bvelopment stage(s) being reviewed. Records of the results of the reviews and any necessary acfions shall

b

Phrticipants in such reviews shall include representatives of functions concerned with"the dg¢sign and
d

be maintained (see 4.2.4).

NQTE  These reviews are normally coordinated with the design phases and include /manufacturing process| design and
deyelopment.

7.3.4.1 Monitoring

Mdasurements at specified stages of design and development shall be defined, analysed and reported with
summary results as an input to management review.

o

NQTE  These measurements include quality risks, costs, lead-times, critical paths and others, as appropria

7.3.5 Design and development verification

7y

§0 9001:2008, Quality management systems.= Requirements
3.5 Design and development verification

brification shall be performed in accordance with planned arrangements (see 7.3.1) to ensurg that the
bsign and development outputs have met the design and development input requirements. Records of the
sults of the verification and any‘necessary actions shall be maintained (see 4.2.4).

Qo < N

-
fo)

7.3.6 Design and development validation

§0 9001:2008, Quality management systems — Requirements

3.6 Designand development validation

3A4)Mo ensure that the resulting product is capable of meeting the requirements for the |specified

I 4 .y ol L L AALL " ol Lol o [T [ :
PHLAtunT U Tneriucu usc, WITCTT RTTUWIT. VVITCTTVET pPraulibdllc, vdaiiuatlurm Stiall U CUTTTPICICU Y 1or tO the

7

Design-and development validation shall be performed in accordance with planned arrangemegnts (see
7

a

delivery or implementation of the product. Records of the results of validation and any necessary actions
shall be maintained (see 4.2.4).

NOTE 1 The validation process normally includes an analysis of field reports for similar products.

NOTE 2 The requirements of 7.3.5 and 7.3.6 above apply to both product and manufacturing processes.
7.3.6.1 Design and development validation — Supplemental
Design and development validation shall be performed in accordance with customer requirements, including

programme timing.
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7.3.6.2 Prototype programme

When required by the customer, the organization shall have a prototype programme and control plan. The
organization shall use, wherever possible, the same suppliers, tooling and manufacturing processes as will be
used in production.

All performance-testing activities shall be monitored for timely completion and conformity to requirements.

While services may be outsourced, the organization shall be responsible for the outsourced services, including
technical leadership.

7.3.6.3 Prpduct approval process

The organ{zation shall conform to a product and manufacturing process approval procedure recognized by the
customer.

NOTE  Pfoduct approval should be subsequent to the verification of the manufacturing process.

This product and manufacturing process approval procedure shall also be applied to suppliers.

7.3.7 Conrrol of design and development changes

ISO 9001t2008, Quality management systems — Requirements

7.3.7 Coptrol of design and development changes

Design gnd development changes shall be identified andetords maintained. The changes shall he
reviewed] verified and validated, as appropriate, and appraoved before implementation. The review of design
and devdlopment changes shall include evaluation of thé effect of the changes on constituent parts and
product dlready delivered. Records of the results ofcthe review of changes and any necessary actions shall
be maintgined (see 4.2.4).

NOTE  Dgsign and development changes include all changes during the product programme life (see 7.1.4).

7.4 Purchasing

7.4.1 Pur¢hasing process

ISO 9001:2008, Quality, management systems — Requirements
7.4Purchasing

7.4.1 Purchasing process

The orgahization shall ensure that purchased product conforms to specified purchase requirements. The
type and extent of control applied to the supplier and the purchased product shall be dependent upon the
effect of the purchased product on subsequent product realization or the final product.

The organization shall evaluate and select suppliers based on their ability to supply products 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)

NOTE 1 Purchased products above include all products and services that affect customer requirements such as sub-
assembly, sequencing, sorting, rework and calibration services.
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NOTE 2 When there are mergers, acquisitions or affiliations associated with suppliers, the organization should verify the
continuity of the supplier's quality management system and its effectiveness.

7.4.1.1 Statutory and regulatory conformity

All purchased products or materials used in product shall conform to applicable statutory and regulatory
requirements.

7.4.1.2 Supplier quality management system development

The—org of supplier
comformity with this Technical Specification. Conformity with ISO 9001:2008 is the first step in~achieving this
goal.

NQTE  The prioritization of suppliers for development depends upon, for example, the supplier's)quality gerformance
and the importance of the product supplied.

Unjess otherwise specified by the customer, suppliers to the organization shall-be*third party, registered to
IS® 9001:2008 by an accredited third-party certification body.

7.4.1.3 Customer-approved sources

Where specified by the contract (e.g. customer engineering drawing, specification), the organization shall
purchase products, materials or services from approved sources.

The use of customer-designated sources, including tool/gauge suppliers, does not relieve the orggnization of
thg responsibility for ensuring the quality of purchased preducts.

7.4.2 Purchasing information

Y

0 9001:2008, Quality management systems — Requirements
4.2 Purchasing information
Lirchasing information shall describe the product to be purchased, including, where appropriate

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

o o T N

requirements for qualification of personnel, and

c] quality managementsystem requirements.

The organizatiof Yshall ensure the adequacy of specified purchase requirements prior| to their
bmmunicatiento the supplier.

Q

7.4.3 Nerification of purchased product

ISO 9001:2008, Quality management systems — Requirements

7.4.3 Verification of purchased product

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

Where 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.
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7.4.3.1 Incoming product conformity to requirements

The organization shall have a process to assure the quality of purchased product (see 7.4.3) utilizing one or
more of the following methods:
— receipt of, and evaluation of, statistical data by the organization;
— receiving inspection and/or testing, such as sampling based on performance;
— second- or third-party assessments or audits of supplier sites, when coupled with records of acceptable
delivered product conformity to requirements;
— part eyaluation by a designated laboratory;
— anothé¢r method agreed with the customer.
7.4.3.2 Sypplier monitoring
Supplier pgrformance shall be monitored through the following indicators:
— delivefed product conformity to requirements;
— custorner disruptions, including field returns;
— delivefy schedule performance (including incidents of premium freight);
— specigl status customer notifications related to quality or delivery issues:
The organization shall promote supplier monitoring of the performance, of their manufacturing processes.
7.5 Production and service provision
7.5.1 Control of production and service provision
ISO 9001:2008, Quality management systems — Requirements
7.5Prodyction and service provision
7.5.1 Coptrol of production and service provision
The orggnization shall plan and cafry out production and service provision under controlled conditions.

Controlledl conditions shall include,\as applicable,
a) the avpilability of informatiénythat describes the characteristics of the product,

b) the avpilability of work’instructions, as necessary,

d

)
)
c) the usk of suitable equipment,
) the avpilability-and use of monitoring and measuring equipment,
)

e) the implementation of monitoring and measurement, and

f) the implementation of product release, delivery and post-delivery activities.

7.5.1.1 Control plan

The organization shall

— develop control plans (see Annex A) at the system, subsystem, component and/or material level for the
product supplied, including those for processes producing bulk materials as well as parts, and

— have a control plan for pre-launch and production that takes into account the design FMEA and
manufacturing process FMEA outputs.
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The control plan shall

list the controls used for the manufacturing process control,

include methods for monitoring of control exercised over special characteristics (see 7.3.2.3) defined by

both the customer and the organization,

include the customer-required information, if any, and

initiate the specified reaction plan (see 8.2.3.1) when the process becomes unstable or not statistically

capable.

Co
prd

NGO

htrol plans shall be reviewed and updated when any change occurs affecting product, ma
cess, measurement, logistics, supply sources or FMEA (see 7.1.4).

TE  Customer approval may be required after review or update of the control plan.

7.8.1.2 Work instructions

Th

op
for

b organization shall prepare documented work instructions for all employees“having responsibili
pration of processes that impact conformity to product requirements. These instructions shall be
use at the work station.

bse instructions shall be derived from sources such as the quality plan, the control plan and t
lization process.

7.8.1.3 Verification of job set-ups

Job set-ups shall be verified whenever performed,-such as an initial run of a job, material change
change.
Waoark instructions shall be available for set-up personnel. The organization shall use statistical 1

vellification, where applicable.

NGO

TE  Last-off-part comparisons are recommended.

7.9.1.4 Preventive and predictive maintenance

Th
m3
SYS

b organization shallidentify key process equipment and provide resources for machine
intenance and_develop an effective planned total preventive maintenance system. As a min
tem shall include the following:

plannedimaintenance activities;
packaging and preservation of equipment, tooling and gauging;

availability of replacement parts for key manufacturing equipment;

hufacturing

ties for the
accessible

he product

bver or job

nethods of

equipment
mum, this

documenting, evaluating and improving maintenance objectives.

The organization shall utilize predictive maintenance methods to continually improve the effectiveness and the

effi

ciency of production equipment.
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7.5.1.5 Management of production tooling

The organi

The organi

zation shall provide resources for tool and gauge design, fabrication and verification activities.

zation shall establish and implement a system for production tooling management including:

— maintenance and repair facilities and personnel,;

— storage and recovery;

— set-up;

— tool-change programmes for perishable toqls;

— tool d
— toolm

— toolid

The organ
NOTE T

7.5.1.6 Pr

Production
informatior
driven.

sign modification documentation, including engineering change level,
odification and revision to documentation;

entification, defining the status, such as production, repair or disposal.

zation shall implement a system to monitor these activities if any work is outsourced.
his requirement also applies to the availability of tools for vehicle service parts.
pduction scheduling

shall be scheduled in order to meet customer requirements, sdch as just-in-time supported by
system that permits access to production information at key.stages of the process and is or|

7.5.1.7 Feedback of information from service

A process
activities s

NOTE T
nonconform

for communication of information on service concerns to manufacturing, engineering and desg
nall be established and maintained.

ne intent of the addition of “service concerns™ {0 this subclause is to ensure that the organization is awarg
ities that occur outside of its organization.

7.5.1.8 Service agreement with customer

When ther
— any of
— any s{

— the trg

7.5.2 Vali

e s a service agreement withnthe customer, the organization shall verify the effectiveness of
ganization service centres;
ecial-purpose tools.oaPmeasurement equipment, and

ining of service{personnel.

Hation of processes for production and service provision

an
der

ign

b of

I1ISO 9001

:2008, Quality management systems — Requirements

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 subsequent monitoring or measurement and, as a consequence, deficiencies
become apparent only after the product is in use or the service has been delivered.

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

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

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

24
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b) approval of equipment and qualification of personnel,

c) use of specific methods and procedures,

d) requirements for records (see 4.2.4), and

)
)
)
)

e) revalidation.

7.5.2.1 Validation of processes for production and service provision — Supplemental

The requirements of 7.5.2 shall apply to all processes for production and service provision.

7.9.3 Identification and traceability

§0 9001:2008, Quality management systems — Requirements

~

5.3 Identification and traceability

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

The organization shall identify the product status with respect to monitering and measurement reqliirements
throughout product realization.

Where traceability is a requirement, the organization shall controlthe unique identification of the prpduct and
maintain records (see 4.2.4).
N
m

DTE In some industry sectors, configuration management’is a means by which identification and tracgability are
gintained.

NQTE Inspection and test status is not indicatedby’the location of product in the production flow unless inherently
obyious, such as material in an automated production transfer process. Alternatives are permitted, if the status is clearly
ideptified, documented and achieves the designated purpose.

7.9.3.1 Identification and traceability— Supplemental

The words “Where appropriate”.ini7.5.3 shall not apply.

7.8.4 Customer property

§0 9001:2008, Quality management systems — Requirements

5.4 Customer-property

ping wsed by the organization. The organization shall identify, verify, protect and safeguard |customer
operty 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).

7

The organization shall exercise care with customer property while it is under the organization's fontrol or
b

p

NOTE Customer property can include intellectual property and personal data.

NOTE  Customer-owned returnable packaging is included in this subclause.

7.5.4.1 Customer-owned production tooling

Customer-owned tools, manufacturing, test, inspection tooling and equipment shall be permanently marked so
that the ownership of each item is visible, and can be determined.
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7.5.5 Preservation of product

ISO 9001:2008, Quality management systems — Requirements
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.

7.5.5.1 Stprage and inventory

In order td detect deterioration, the condition of product in stock shall be assessed at appropriate planfed
intervals.

The organ|zation shall use an inventory management system to optimize inventory turns over-time and asslre
stock rota:linon, such as “first-in-first-out” (FIFO). Obsolete product shall be controlled in. a similar manner to
nonconforming product.

7.6 Contrpl of monitoring and measuring equipment

ISO 9001:2008, Quality management systems — Requirements

7.6 Confrol of monitoring and measuring equipment

The orgahization shall determine the monitoring and measurement to'be undertaken and the monitoring and
measuring equipment needed to provide evidence of conformity-of‘product to determined requirements.

The orgahization shall establish processes to ensure that mohitoring and measurement can be carried out
and are carried out in a manner that is consistent with thesmonitoring and measurement requirements.

Where ngcessary to ensure valid results, measuring-equipment shall

a) be caljbrated or verified, or both, at specified\intervals, or prior to use, against measurement standargls
tracegble to international or national measurement standards; where no such standards exist, the bagis
used fpr calibration or verification shall befecorded (see 4.2.4);

) be adjusted or re-adjusted as necessary;
c) have ifentification in order to determine its calibration status;
) be safeguarded from adjustments that would invalidate the measurement result;
e) be prdtected from damage‘and deterioration during handling, maintenance and storage.

In additiop, 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 pf the.results of calibration and verification shall be maintained (see 4.2.4).

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

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

NOTE A number or other identifier traceable to the device calibration record meets the intent of requirement c) above.
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7.6.1 Measurement system analysis

Statistical studies shall be conducted to analyse the variation present in the results of each type of measuring
and test equipment system. This requirement shall apply to measurement systems referenced in the control
plan. The analytical methods and acceptance criteria used shall conform to those in customer reference
manuals on measurement systems analysis. Other analytical methods and acceptance criteria may be used if
approved by the customer.

7.6.2 Calibration/verification records

Regords-of-the-catibrationfverificationactivity for-alt-gavges;meastri esteqtipmer ded to provide
evidence of conformity of product to determined requirements, including employee- and customer-owned
eqlipment, shall include

—| equipment identification, including the measurement standard against which the equipment is calibrated,
—| revisions following engineering changes,

—| any out-of-specification readings as received for calibration/verification,
—| an assessment of the impact of out-of-specification condition,

—| statements of conformity to specification after calibration/verification, and

—| notification to the customer if suspect product or material has béen-shipped.

7.6.3 Laboratory requirements

7.6.3.1 Internal laboratory

An|organization's internal laboratory facility shall have‘a*defined scope that includes its capability [to perform
thg required inspection, test or calibration services® This laboratory scope shall be included in [the quality
mgnagement system documentation. The laboratory shall specify and implement, as a minimun, technical
redquirements for

=]

—| adequacy of the laboratory procedures,
—| competency of the laboratory personnel,
—| testing of the product,

—| capability to perform these services correctly, traceable to the relevant process standard (such as ASTM,
EN, etc.), and

—| review of the related records.

NQTE  Accreditation to ISO/IEC 17025 may be used to demonstrate the organization's in-house laboratory conformity
to this requirement but is not mandatory.

7.6.3.2 External laboratory

Ex prnal/rnmmprriallindpppndpnf Iahnmtnry facilities used for inqpprtinn test or calibration servites by the
organization shall have a defined laboratory scope that includes the capability to perform the required
inspection, test or calibration, and either

— there shall be evidence that the external laboratory is acceptable to the customer, or

— the laboratory shall be accredited to ISO/IEC 17025 or national equivalent.

NOTE 1 Such evidence may be demonstrated by customer assessment, for example, or by customer-approved second-
party assessment that the laboratory meets the intent of ISO/IEC 17025 or national equivalent.

NOTE 2 When a qualified laboratory is not available for a given piece of equipment, calibration services may be
performed by the equipment manufacturer. In such cases, the organization should ensure that the requirements listed in
7.6.3.1 have been met.
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8 Measurement, analysis and improvement

8.1 General

ISO 9001:2008, Quality management systems — Requirements
8 Measurement, analysis and improvement
8.1 General

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

This shal
their use.

processep needed

a) to den[onstrate conformity to product requirements,

b) to enspre conformity of the quality management system, and

c) to continually improve the effectiveness of the quality management system.

include determination of applicable methods, including statistical techniques; and the extent pf

8.1.1 Identification of statistical tools

Appropriat
in the cont

8.1.2 Knowledge of basic statistical concepts

Basic stati
understoo(

8.2 Monit

8.21 Cus

pring and measurement

fomer satisfaction

b statistical tools for each process shall be determined during.advance quality planning and incluged
ol plan.

stical concepts, such as variation, control (stability), process capability and over-adjustment shalllbe
and utilized throughout the organization.

ISO 9001
8.2 Mor

As one o
monitor i
requirem

NOTE Mg

:2008, Quality management)systems — Requirements
itoring and measurement
8.2.1 Cuptomer satisfaction

the measurements of the performance of the quality management system, the organization shall
hformations relating to customer perception as to whether the organization has met customgr
ents. The'methods for obtaining and using this information shall be determined.

nitoring customer perception can include obtaining input from sources such as customer satisfactipn

i [ Lol ! l " Lk e 1 bl H } H L
SurveyS, CUSWITICT " Udla UIT UTTVETTU  PTUUUL T YUy, USTT UOPUITTNIUTIT SUTveEYS,  TUST UUSHTESS ~diTdarysSis, CUTITUTITITETTLS,

warranty claims and dealer reports.

NOTE  Consideration should be given to both internal and external customers.

28
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.1.1 Customer satisfaction — Supplemental

Customer satisfaction with the organization shall be monitored through continual evaluation of performance of
the realization processes. Performance indicators shall be based on objective data and include, but not be
limited to:

delivered part quality performance,
customer disruptions, including field returns,

delivery schedule performance (including incidents of premium freight), and

customer notifications related to quality or delivery issues.

The organization shall monitor the performance of manufacturing processes to demonstrate ,compliance with
customer requirements for product quality and efficiency of the process.
8.2.2 Internal audit
IS0 9001:2008, Quality management systems — Requirements
8{2.2 Internal audit
The organization shall conduct internal audits at planned intetvals to determine whether the quality
nmanagement system
a) conforms to the planned arrangements (see 7.1), to the-tequirements of this International Standard and
to the quality management system requirements established by the organization, and
b} is effectively implemented and maintained.
An audit programme shall be planned, taking.into consideration the status and importance of the grocesses
and areas to be audited, as well as thegesults of previous audits. The audit criteria, scope, freqyency and
methods shall be defined. The selection of auditors and conduct of audits shall ensure objeqtivity and
impartiality of the audit process. Auditors shall not audit their own work.
Aldocumented procedure shallybe established to define the responsibilities and requirements forl planning
and conducting audits, establishing records and reporting results.
Records of the audits.and their results shall be maintained (see 4.2.4).
The management responsible for the area being audited shall ensure that any necessary corregtions and
corrective actions are taken without undue delay to eliminate detected nonconformities and their causes.
Fpllow-up aetivities shall include the verification of the actions taken and the reporting of verificatipn results

ee 8.5.2).

uuuuuuuuuu

8.2.2.1 Quality management system audit

The organization shall audit its quality management system to verify compliance with this Technical
Specification and any additional quality management system requirements.

8.2.2.2 Manufacturing process audit

The organization shall audit each manufacturing process to determine its effectiveness.
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