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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 whom 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. 1ISO 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 3.

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.

In exceptional circumstances, when a technical committee has collected data of a different kind from that which is
normally published as an International Standard (“state of the art”, for example), it may decide by a simple majority
vote of its participating members to publish a Technical Report. A Technical Report is entirely informative in nature
and does not have to be reviewed until the data it provides are considered to be no longer valid or useful.

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

ISO/TR 10013 was prepared by Technical Committee ISO/TC 176, Quality management and quality assurance,
Subcommittee SC 3, Supporting technologies.

This first edition of ISO/TR10013 cancels “and replaces 1SO 10013:1995, Guidelines for developing quality
manuals.
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Introduction

The 1SO 9000 family of International Standards requires the quality management system of an organization to be
documented.

This Technical Report promotes the adoption of the process approach when developing and implementing the
guality management system and improving its effectiveness.

For an organization to function effectively, it has to identify and manage numerous linked activities. An activity
using resources, and managed in order to enable the transformation of inputs into outputs, can be considered as a
process. Often the output from one of the processes directly forms the input to the next.

The application of a system of processes within an organization, together with the identification and interactions of
these processes, and their management, can be referred to as the 'process approach'.

An advantage of the process approach is the ongoing control that it provides over the linkage between the
individual processes within the system of processes, as well as over their combination and interaction.

An organization has flexibility in the way it chooses to document its quality management system. Each individual
organization should develop that amount of documentation needed to demonstrate the effective planning,
operation, control and continual improvement ofiits quality’management system and its processes.

Quality management system documentationmay relate te an organization’s total activities or to a selected part of
those activities; for example, specified requirements depending upon the nature of products, processes, contractual
requirements, governing regulations or the organization itself.

It is important that the requirements and content-of the quality management system documentation address the
quality standards they intend to satisfy.

The guidelines given in this Technical Report are intended to assist an organization with documenting its quality
management system. They are not intended to be used as requirements for contractual, regulatory or
certification/registration purposes.

One aspect of a quality management system is quality planning. Quality planning documents may include

managerial and operational planning, preparing the application of the quality management system including
organizing and scheduling, and the approach by which quality objectives are to be achieved.

© ISO 2001 — All rights reserved \
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Guidelines for quality management system documentation

1 Scope

This Technical Report provides guidelines for the development and maintenance of the documentation necessary
to ensure an effective quality management system, tailored to the specific needs of the organization. The use of
these guidelines will aid in establishing a documented system as required by the applicable quality management
system standard.

This Technical Report may be used to document management systems other than that of the 1ISO 9000 family, for
example environmental management systems and safety management systems.

NOTE When a procedure is documented, the term “written procedure ” or “documented procedure” is frequently used.

2 Normative reference

The following normative document contains‘provisions which; through reference in'this text, constitute provisions of
this Technical Report. For dated references, subsequent amendments:to, or revisions of, any of these publications
do not apply. However, parties to agreements based on'this Technical' Report are encouraged to investigate the
possibility of applying the most recent edition of the normative document indicated below. For undated references,
the latest edition of the normative document refered toUapplies. Members of ISO and IEC maintain registers of
currently valid International!Standards! '

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

3 Terms and definitions

For the purposes of this Technical Report, the terms and definitions given in ISO 9000 and the following apply. An
organization's quality management system may use different terminology for the defined types of documentation.

3.1
work instructions
detailed descriptions of how to perform and record tasks

NOTE 1  Work instructions may be documented or not.

NOTE 2  Work Instructions may be, for example, detailed written descriptions, flowcharts, templates, models, technical notes
incorporated into drawings, specifications, equipment instruction manuals, pictures, videos, checklists, or combinations thereof.
Work instructions should describe any materials, equipment and documentation to be used. When relevant, work instructions
include acceptance criteria.

3.2
form
document used to record data required by the quality management system

NOTE A form becomes a record when data are entered.

© 1SO 2001 - All rights reserved 1
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4 Quality management system documentation

4.1 General

The arrangement of quality management system documentation typically follows either the processes of the
organization or the structure of the applicable quality standard, or a combination of both. Any other arrangement
that satisfies the organization’s needs may also be used.

The structure of the documentation used in the quality management system may be described as a hierarchy. This
structure facilitates the distribution, maintenance and understanding of the documentation. Annex A illustrates a
typical hierarchy of quality management system documentation. The development of a hierarchy depends on the
circumstances of the organization.

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

a) the size of the organization and type of activities,

b) the complexity of processes and their interactions, and

c) the competence of personnel.

The quality management system documentation may include definitions. The vocabulary used should be in
accordance with standard definitions and terms, which are referenced in ISO 9000 or in general dictionary usage.

The quality management system documentation usually includes the following:
a) quality policy and its objectives;

b) quality manual;

¢) documented procedures;

d) work instructions;

e) forms;

f) quality plans;

g) specifications;

h) external documents;

i) records.

Quality management system documentation may be in any type of media, such as hard copy or electronic media.

NOTE Some advantages of using electronic media are the following:

a) appropriate personnel have access to the same up-to-date information at all times;
b) access and changes are easily made and controlled;

c) distribution is immediate and easily controlled with the option of printing hard copies;
d) there is access to documents from remote locations;

e) withdrawal of obsolete documents is simple and effective.

2 © 1SO 2001 — Al rights reserved
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4.2 Purposes and benefits

The purposes and benefits of having quality management system documentation for an organization include, but
are not limited to, the following:

a) describing the quality management system of the organization;
b) providing information for cross-functional groups so that they may better understand interrelationships;
c) communicating to employees management’s commitment to quality;

d) helping employees to understand their role within the organization, thus giving them an increased sense of
purpose and importance of their work;

e) providing mutual understanding between employees and management;

f)  providing a basis for expectations of work performance;

g) stating how things are to be done in order to achieve specified requirements;
h) providing objective evidence that specified requirements have been achieved;
i)  providing a clear, efficient framework of operation;

j)  providing a basis for training new employees - and periodic re-training. of current,employees;
k) providing a basis for order and balance withinsthe organization;

[)  providing consistency in operations based on documented processes;

m) providing a basis for continuahimprovement;

n) providing customer confidence based on documented systems;

0) demonstrating to interested parties the capabilities within the organization;

p) providing a clear framework of requirements for suppliers;

g) providing a basis for auditing the quality management system;

r)  providing a basis for evaluating the effectiveness and continuing suitability of the quality management system.

4.3 Quality policy and its objectives

The quality policy and its objectives should be documented and may be an independent document or be included
in the quality manual.

4.4 Quality manual

4.4.1 Contents

A quality manual is unique to each organization. This Technical Report allows for flexibility in defining the structure,
format, content, or method of presentation for documenting the quality management system for all types of
organizations.

A small organization may find it appropriate to include the description of its entire quality management system
within a single manual, including all the documented procedures required by ISO 9001. Large, multinational

© ISO 2001 - All rights reserved 3
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organizations may need several manuals at the global, national or regional level, and a more complex hierarchy of
documentation.

The quality manual should include the scope of the quality management system, the details of and justification for
any exclusion, the documented procedures or reference to them, and a description of the processes of the quality
management system and their interactions.

Information about the organization, such as name, location and means of communication, should be included in the
quality manual. Additional information such as its line of business, a brief description of its background, history and
size may also be included.

A quality manual should contain the elements described in 4.4.2 to 4.4.9, but not necessarily in the same order.

4.4.2 Title and scope
The title and/or scope of the quality manual should define the organization to which the manual applies. The

manual should make reference to the specific quality management system standard on which the quality
management system is based.

4.4.3 Table of contents

The table of contents of the quality manual should list the number and title of each section and its location.

4.4.4 Review, approval and revision

Evidence of the review, approval, revision status and date of the quality manual should be clearly indicated in the
manual.

Where practicable, the nature of the change should be identified in the document or the appropriate attachments.

4.4.5 Quality policy and objectives

Where the organization elects to include the quality policy in the quality manual, the quality manual may include a
statement of the quality policy and the objectives for quality. The actual quality goals to meet these objectives may
be specified in another part of the quality management system documentation as determined by the organization.
The quality policy should include a commitment to comply with requirements and continually improve the
effectiveness of the quality management system.

Objectives are typically derived from the organization’s quality policy and are to be achieved. When the objectives
are quantified they become goals and are measurable.

4.4.6 Organization, responsibility and authority
The quality manual should provide a description of the structure of the organization. Responsibility, authority and

interrelation may be indicated by such means as organization charts, flow charts and/or job descriptions. These
may be included or referenced in the quality manual.

4.4.7 References

The quality manual should contain a list of documents referred to but not included in the manual.

4.4.8 Quality management system description

The quality manual should provide a description of the quality management system and its implementation in the

organization. Descriptions of the processes and their interactions should be included in the quality manual.
Documented procedures or references to them should be included in the quality manual.

4 © IS0 2001 - All rights reserved
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The organization should document its specific quality management system following the sequence of the process
flow or the structure of the selected standard or any sequencing appropriate to the organization. Cross-referencing
between the selected standard and the quality manual may be useful.

The quality manual should reflect the methods used by the organization to satisfy its policy and objectives.

4.4.9 Appendices

Appendices containing information supportive to the manual may be included.
4.5 Documented procedures

4.5.1 Structure and format

The structure and format of the documented procedures (hard copy or electronic media) should be defined by the
organization in the following ways: text, flow charts, tables, a combination of the above, or any other suitable
method in accordance with the needs of the organization. The documented procedures should contain the
necessary information (see 4.5.2) and should contain a unique identification.

Documented procedures may make reference to work instructions that define how an activity is performed.

Documented procedures generally describe activities that cross different functions, while work instructions
generally apply to tasks within one function.

45,2 Contents

4521 Title

The title should clearly identify the documented procedure.

45.2.2 Purpose

The purpose of the documented procedure should be defined.

4523 Scope

The scope of the documented procedure, including the areas to be covered and areas not to be covered, should be
described.

4.5.2.4 Responsibility and authority
The responsibility and authority of people and/or organizational functions, as well as their interrelations associated

with the processes and activities described in the procedure, should be identified. These may be described in the
procedure in the form of flow charts and descriptive text as appropriate for clarity.

45.25 Description of activities

The level of detail may vary depending on the complexity of the activities, the methods used, and the levels of skills
and training of people that is necessary in order for them to accomplish the activities. Irrespective of the level of
detail, the following aspects should be considered as applicable:

a) defining the needs of the organization, its customers and suppliers;

b) describing the processes in terms of text and/or flow charts related to the required activities;

c) establishing what is to be done, by whom or by which organizational function; why, when, where and how;

d) describing process controls and controls of the identified activities;

© ISO 2001 - All rights reserved 5
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