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Foreword

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

International 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 10005 was prepared by Technical Committee ISO/TC 176, Quality management and quality assurance, 
Subcommittee SC 2, Quality systems.

This second edition cancels and replaces the first edition (ISO 10005:1995). It constitutes a technical revision of 
that edition, taking into account ISO 9000:2000, ISO 9001:2000 and ISO 9004:2000.
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Introduction

This International Standard was prepared to address the need for guidance on quality plans, either in the
context of an established quality management system or as an independent management activity. In either
case, quality plans provide a means of relating specific requirements of the process, product, project or contract
to work methods and practices that support product realization. The quality plan should be compatible with
other associated plans that may be prepared.

Among the benefits of establishing a quality plan are the increased confidence that requirements will be met,
greater assurance that processes are in control and the motivation it can give to those involved. It may also give
insight into opportunities for improvement.

This International Standard does not replace the guidance given in ISO 9004 or in industry-specific documents.
Where quality plans are required for project applications, the guidance provided in this International Standard is
intended to be complementary to the guidance provided in ISO 10006.

In terms of the process model shown in Figure 1, quality management system planning applies to the whole
model. Quality plans, however, apply primarily to the path from customer requirements, through product
realization and product, to customer satisfaction.

Figure 1 — Model of a process-based quality management system
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Quality management systems — Guidelines for quality plans

1 Scope

This International Standard provides guidelines for the development, review, acceptance, application and
revision of quality plans.

It is applicable whether or not the organization has a management system in conformity with ISO 9001.

This International Standard is applicable to quality plans for a process, product, project or contract, any product
category (hardware, software, processed materials and services) and any industry.

It is focused primarily on product realization and is not a guide to organizational quality management system
planning.

This International Standard is a guidance document and is not intended to be used for certification or
registration purposes.

NOTE To avoid undue repetition of “process, product, project or contract”, this International Standard uses the term
“specific case” (see 3.10).

2 Normative references

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

ISO 9000:2000, Quality management systems — Fundamentals and vocabulary

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 9000 and the following apply. Some
of the definitions below are quoted directly from ISO 9000, but notes are in some cases omitted or
supplemented.

3.1 
objective evidence
data supporting the existence or verity of something

NOTE Objective evidence may be obtained through observation, measurement, test, or other means.

[ISO 9000:2000, definition 3.8.1]

3.2 
procedure
specified way to carry out an activity or a process (3.3)

NOTE 1 Procedures can be documented or not.

NOTE 2 When a procedure is documented, the term “written procedure” or “documented procedure” is frequently used.
The document that contains a procedure can be called a “procedure document”.

[ISO 9000:2000, definition 3.4.5]
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3.3 
process
set of interrelated or interacting activities which transforms inputs into outputs

NOTE Adapted from ISO 9000:2000, definition 3.4.1 (the Notes have not been included).

3.4 
product
result of a process (3.3)

NOTE 1 There are four generic product categories, as follows:

— services (e.g. transport);

— software (e.g. computer program, dictionary);

— hardware (e.g. engine mechanical part);

— processed materials (e.g. lubricant).

Many products comprise elements belonging to different generic product categories. Whether the product is then called
service, software, hardware or processed material depends on the dominant element. For example the offered product
“automobile” consists of hardware (e.g. tyres), processed materials (e.g. fuel, cooling liquid), software (e.g. engine control
software, driver's manual), and service (e.g. operating explanations given by the salesman).

NOTE 2 Service is the result of at least one activity necessarily performed at the interface between the supplier and
customer and is generally intangible. Provision of a service can involve, for example, the following:

— an activity performed on a customer-supplied tangible product (e.g. automobile to be repaired);

— an activity performed on a customer-supplied intangible product (e.g. the income statement needed to prepare a tax
return);

— the delivery of an intangible product (e.g. the delivery of information in the context of knowledge transmission);

— the creation of ambience for the customer (e.g. in hotels and restaurants).

Software consists of information and is generally intangible and can be in the form of approaches, transactions or
procedures (3.2)

Hardware is generally tangible and its amount is a countable characteristic. Processed materials are generally tangible and
their amount is a continuous characteristic. Hardware and processed materials often are referred to as goods.

[ISO 9000:2000, definition 3.4.2]

3.5 
project
unique process (3.3) consisting of a set of coordinated and controlled activities with start and finish dates,
undertaken to achieve an objective conforming to specific requirements, including the constraints of time, cost
and resources

NOTE 1 An individual project can form part of a larger project structure.

NOTE 2 In some projects, the objectives are refined and the product characteristics defined progressively as the project
proceeds.

NOTE 3 The outcome of a project may be one or several units of product (3.4).

[ISO 9000:2000, definition 3.4.3]

3.6 
quality management system
management system to direct and control an organization with regard to quality

[ISO 9000:2000, definition 3.2.3]
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