ANSI/ISO/ASQ Q9000-2005

AMERICAN NATIONAL STANDARD

Quality management systems —
Fundamentals and vocabulary

AMERICAN SOCIETY FOR QUALITY
P.O. BOX 3005
MILWAUKEE, W1 53201-3005






ANSI/ISO/ASQ Q9000-2005

AMERICAN NATIONAL STANDARD

Quality management systems —

Fundamentals and vocabulary
Approved as an American National Standard by:
American Society for Quality

An American National Standard Approved May 16, 2006

American National Standards: An American National Standard implies a consensus of those substantially
concerned with is scope and provisions. An American National Standard is intended as a guide to aid the
manufacturer, the consumer, and the general public. The existence of an American National Standard does not in
any respect preclude anyone, whether he or she has approved the standard or not, from manufacturing,
purchasing, or using products, processes, or procedures not conforming to the standard. American National
Standards are subject to periodic review and users are cautioned to obtain the latest edition.

Caution Notice: This American National Standard may be revised or withdrawn at any time. The procedures of the
American National Standards Institute require that action be taken to reaffirm, revise, or withdraw this standard no
later than five years from the date of publication. Purchasers of American National Standards may receive current
information on all standards by calling of writing the American National Standards Institute.



ANSI/ISO/ASQ Q9000-2005

© 2006 by ASQ

Copyright Protection Notice for the ANSI/ISO/ASQ Q9000-2005 Standard.

This standard is subject to copyright claims of ISO, ANSI, and ASQ. Not for resale. No part of this
publication may be reproduced in any form, including an electronic retrieval system, without the
prior written permission of ASQ. All requests pertaining to the ANSI/ISO/ASQ Q9000-2005
Standard should be submitted to ASQ.

Note: As used in this document, the term “International Standard” refers to the American National
Standard adoption of this and other International Standards.

ASQ will consider requests for change and information on the submittal of such requests
regarding this Standard. All requests should be in writing to the attention of the Standards
administrator at the address below.

ASQ Mission: The American Society for Quality advances individual and organizational
performance excellence worldwide by providing opportunities for learning, quality improvement,
and knowledge exchange.

Published by:

Quality Press

600 N. Plankinton Avenue
Milwaukee, Wisconsin 53203
Call toll free 800-248-1946

Fax 414-272-1734

www.asq.org

AS @ hﬂp://quo“typressusq.org
http://standardsgroup.asq.org

AMERICAN SOCIETY .

FOR QUALITY - E-mail: authors@asq.org



ANSI/ISO/ASQ Q9000-2005

Also available from ASQ Quality Press:

ANSI/ISO/ASQ Q9001-2000: Quality Management Systems: Requirements

Cracking the Case of ISO 9001:2000 for Manufacturing
Charles A. Cianfrani and John E. (Jack) West

Cracking the Case of ISO 9001:2000 for Service
Charles A. Cianfrani and John E. (Jack) West

The ASQ ISO 9000:2000 Handbook
Joseph J. Tsiakals, Charles A. Cianfrani, and John E. (Jack) West

ISO 9001:2000 Explained, Second Edition
Joseph J. Tsiakals, Charles A. Cianfrani, and John E. (Jack) West

Glossary and Tables for Statistical Quality Control, Fourth Edition
ASQ Statistics Division

The Quality Toolbox, Second Edition
Nancy R. Tague

To request a complimentary catalog of ASQ Quality Press publications, call 800-248-1946,
or visit our Web site at http://qualitypress.asq.org.



(This page is intentionally left blank.)



ANSI/ISO/ASQ Q9000-2005

Contents Page
1 £ o = . 1
2  Fundamentals of quality management SYSIEMS ........ccccicmiiimminenmismns s 1
2.1 Rationale for quality management SYStEMS .......ccccciiiiemmminninssmns s s 1
2.2 BRequirements for quality management systems and requirements for products .........cccccuceernee 1
2.3 Quality management systems approach .........ccccccciiiemmnnmsmimss s ——————— 2
2.4 The Process apPProach .........occccceiiiiiiismmiiiier s s ar e e nannn e nannnn 2
2.5 Quality policy and quality ODJECHIVES .......ccceriiciiiiimmiirrrrrr s 2
2.6 Role of top management within the quality management system 3
2.7 Documentation ........ccccccenimrmnnnnnsenennn,

2.8 Evaluating quality management systems ...

2.9 Continual improvement .........ccoouieerriinriinns 5
2.10 Role of statistical techniques 6
2.11 Quality management systems and other management system focuses ...........ccueervsrirrrsennsanns 6
2.12 Relationship between quality management systems and excellence models ...........ccccviuuennnnes 6
3 Terms and definitioNs ........ccciiiiiiiiimiri 6
3.1 Terms relating to qUAlItY .......ococciiiimiiiir s —————————— 7
3.2 Terms relating to MaNagemMeNt ... —————————————— 8
3.3 Terms relating to organization ..........ccccoeeemiirm e ———————— 9
3.4 Terms relating to process and Product ..........cccceeimimiiisssmrr i ——— 11
3.5 Terms relating to characteristiCs .........covriiiiiinis e ————— 12
3.6 Terms relating to CONFOrMILY .......ccccmiimiiiii s 13
3.7 Terms relating to documMENtation ... ———————— 14
3.8 Terms relating to eXxamination ... —————————— 15
3.9 Terms relating to @Udit ..o ———————— 16
3.10 Terms relating to quality management or measurement pProcesses ........cccccuvrvemrrrnnsssmnnssnnnians 18
Annex A (informative) Methodology used in the development of the vocabulary .........ccccevveeriiinnnnnes 20
L1 o Lo T =T o o 29

[ F= 1o Tt 4o 1T T =) 30



ANSI/ISO/ASQ Q9000-2005

Foreword

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

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

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

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

ISO 9000 was prepared by Technical Committee ISO/TC 176, Quality management and quality assurance,
Subcommittee SC 1, Concepts and terminology.

This third edition cancels and replaces the second edition (ISO 9000:2000). It includes the changes accepted in
the Draft Amendment ISO/DAM 9000:2004.

Annex A includes concept diagrams that provide a graphical representation of the relationships between terms
in specific fields relative to quality management systems.
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Introduction

0.1 General

The ISO 9000 family of standards listed below has been developed to assist organizations, of all types and
sizes, to implement and operate effective quality management systems.

— IS0 9000 describes fundamentals of quality management systems and specifies the terminology for quality
management systems.

— 1S0O 9001 specifies requirements for a quality management system where an organization needs to
demonstrate its ability to provide products that fulfil customer and applicable regulatory requirements and
aims to enhance customer satisfaction.

— 180 9004 provides guidelines that consider both the effectiveness and efficiency of the quality management
system. The aim of this standard is improvement of the performance of the organization and satisfaction of
customers and other interested parties.

— 180 19011 provides guidance on auditing quality and environmental management systems.

Together they form a coherent set of quality management system standards facilitating mutual understanding in
national and international trade.

0.2 AQuality management principles

To lead and operate an organization successfully, it is necessary to direct and control it in a systematic and
transparent manner. Success can result from implementing and maintaining a management system that is
designed to continually improve performance while addressing the needs of all interested parties. Managing an
organization encompasses quality management amongst other management disciplines.

Eight quality management principles have been identified that can be used by top management in order to lead
the organization towards improved performance.

a) Customer focus

Organizations depend on their customers and therefore should understand current and future customer
needs, should meet customer requirements and strive to exceed customer expectations.

b) Leadership

Leaders establish unity of purpose and direction of the organization. They should create and maintain the
internal environment in which people can become fully involved in achieving the organization's objectives.

c) Involvement of people

People at all levels are the essence of an organization and their full involvement enables their abilities to be
used for the organization's benefit.

d) Process approach

A desired result is achieved more efficiently when activities and related resources are managed as a
process.

e) System approach to management

Identifying, understanding and managing interrelated processes as a system contributes to the
organization's effectiveness and efficiency in achieving its objectives.
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vf) Continual improvement

Continual improvement of the organization's overall performance should be a permanent objective of the
organization.

g) Factual approach to decision making
Effective decisions are based on the analysis of data and information.

h) Mutually beneficial supplier relationships
An organization and its suppliers are interdependent and a mutually beneficial relationship enhances the
ability of both to create value.

These eight quality management principles form the basis for the quality management system standards within
the ISO 9000 family.
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Quality management systems — Fundamentals and vocabulary

1 Scope

This International Standard describes fundamentals of quality management systems, which form the subject of
the 1ISO 9000 family, and defines related terms.

This International Standard is applicable to the following:

a) organizations seeking advantage through the implementation of a quality management system;

b) organizations seeking confidence from their suppliers that their product requirements will be satisfied,;

c) users of the products;

d) those concerned with a mutual understanding of the terminology used in quality management (e.g.

suppliers, customers, regulators);

e) those internal or external to the organization who assess the quality management system or audit it for
conformity with the requirements of ISO 9001 (e.g. auditors, regulators, certification/registration bodies);

f) those internal or external to the organization who give advice or training on the quality management system
appropriate to that organization;

g) developers of related standards.
2 Fundamentals of quality management systems

2.1 Rationale for quality management systems
Quality management systems can assist organizations in enhancing customer satisfaction.

Customers require products with characteristics that satisfy their needs and expectations. These needs and
expectations are expressed in product specifications and collectively referred to as customer requirements.
Customer requirements may be specified contractually by the customer or may be determined by the
organization itself. In either case, the customer ultimately determines the acceptability of the product. Because
customer needs and expectations are changing, and because of competitive pressures and technical advances,
organizations are driven to improve continually their products and processes.

The quality management system approach encourages organizations to analyse customer requirements,
define the processes that contribute to the achievement of a product which is acceptable to the customer, and
keep these processes under control. A quality management system can provide the framework for continual
improvement to increase the probability of enhancing customer satisfaction and the satisfaction of other
interested parties. It provides confidence to the organization and its customers that it is able to provide products
that consistently fulfil requirements.

2.2 Requirements for quality management systems and requirements for products

The 1SO 9000 family distinguishes between requirements for quality management systems and requirements
for products.

Requirements for quality management systems are specified in 1SO 9001. Requirements for quality
management systems are generic and applicable to organizations in any industry or economic sector
regardless of the offered product category. ISO 9001 itself does not establish requirements for products.





