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Foreword

Small business is the world’s biggest business. More than 95 % of the world’s
enterprises are small to medium sized and many countries look to small and
medium enterprises (SMEs) to power economic growth and employment. There-
fore, International Standards need to assist SMEs just as much as they do global
enterprises, government and society at large. In particular, SMEs should be
able to share in the gains in efficiency and effectiveness offered by ISO 9001.
IS0 9001, which gives requirements for quality management systems, isamong
ISO’s most well-known and widely implemented International Standards. It
is used in some 183 countries by enterprises both large and small, in public
and private sectors, by manufacturers and service providers, in all sectors of
activity, to achieve objectives such as the following:
o Establishing a framework for continual improvement and customer
satisfaction
o Providing assurance about quality in external provider (supplier)-cus-
tomer relationships
o Harmonizing quality requirements in sectors and areas of activity
¢ Qualifying external providers in global supply chains
¢ Providing technical support for regulators
¢ Giving organizations in developing countries and transition econo-
mies a framework for participating in global supply chains, export trade
and business process outsourcing
¢ Assisting in the economic progress of developing countries and transition
economies
o Transferring good managerial practice
o Encouraging the rise of services.
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o The management system approach pioneered by ISO 9001 and further
developed by ISO 14001 (environmental management systems) has since
been followed by other standards for the needs of specific sectors, or
to address specific issues. They include, amongst others: information
security (ISO/IEC 27001), food safety (ISO 22000), supply chain security
(ISO 28000), energy management (ISO 50001), and road traffic safety
management (ISO 39001).

This fourth edition of ISO 9001 for Small Enterprises has been updated to take
account of the latest edition of the standard, published in 2015. In plain lan-
guage and through numerous concrete examples from a wide range of sectors,
it aims to help SMEs to understand and implement ISO 9001.

ISO hopes that it will enable SMEs — in developing, transitional and industrial-
ized economies — to draw the maximum benefits from ISO 9001, an Interna-
tional Standard which has become an essential tool of the world economy.

o a
r’/LZ_L/ ZKZ’: 2 :__ B

Kevin McKinley
Acting Secretary-General
ISO
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About this handbook

This handbook gives guidance to small enterprises on developing and imple-
menting a quality management system, based on the International Standard
IS0 9001:2015, Quality management systems — Requirements. The requirements
of ISO 9001 are generic and are intended to be applicable to all organizations,
regardless of their type, size, or the products and services they provide.

This edition of this handbook refers to “enterprises ”, which is consistent with
the recognized concept of “small and medium enterprises” (SMEs) and is more
appropriate for not-for-profit organizations, rather than referring to “busi-
nesses” (consistent with the concept of “small businesses ) as in previous
editions of this handbook.

IS0 9000:2015, Quality management systems — Fundamentals and vocabulary,
defines the term “organization ™ as a “person or group of people that has its
own functions with responsibilities, authorities, and relationships to achieve
its objectives .

In practice, any small or medium enterprise (or business) is an organization.
These types of enterprises do not normally see themselves as an “organization”
and often perceive an organization to be something bigger.

The term “enterprises ” includes organizations providing products and ser-
vices, either for profit or not-for-profit, such as manufacturers, distributors,
schools, law firms, financial institutions, foundations, public hospitals or local
governments.

This handbook is divided up into a number of sections that can be read and
used separately, and that can be referred to as the need arises.
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Quality e This section gives an overview of what an ISO 9001
management quality management system is.
system

How to start - Thissection gives some practical advice on different
options, should you wish to introduce a quality man-
agement system into your organization or update an
existing one. (If an enterprise already has a quality
management system in place, the advice given in this
section may not be needed.)

Guidance on ¢ Thisis the central part of the handbook and includes

1SO 9001 the text of ISO 9001:2015 itself. It provides guidance
to help understand the requirements, together with
examples and suggestions of how these require-
ments could be met.

Annex A o This annex describes a method of implementing ISO
9001 in a small enterprise.

Annex B o This annex gives a brief outline of a certification/reg-
istration process.
Annex C e This annex (based on ISO 9000:2015) outlines the

seven quality management principles that provide
the basis for ISO 9001:2015.

Bibliography o The Bibliography lists standards that are referenced
in ISO 9001 and other references that are used in this
handbook or which might be useful.
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This handbook constitutes a support document for ISO 9001:2015 and does not

add any new requirements or modify any of the requirements of the standard.

Most organizations face challenges when developing a quality management

system. In a small enterprise, these challenges are potentially greater due to:

o minimal available resources;

e costs involved in setting up and maintaining a quality management
system;

o difficulty in understanding and applying a quality management system,
especially concepts such as organizational context, organizational knowl-
edge, process approach and risk based thinking.

This handbook considers a small enterprise not only in terms of its size or

the number of employees, but also in terms of the way it is managed. With

only a few people involved, communications in a small enterprise can often be
simple and more direct. Individuals are expected to undertake a wide variety
of tasks within the organization. Decision-making is usually confined to a few
people (or even one). Typical examples might include a single proprietor, two or
three people in a partnership, a family organization, or a company with three
or four executives and administrative staff; they encompass organizations that
produce products or that provide a service, and they can be either for-profit
or not-for-profit organizations (such as foundations, or public health clinics).

Much of the advice given in this handbook will also be relevant to medium and

large organizations, which are frequently capable of adapting techniques and

improvements developed successfully elsewhere. However, it should always
be borne in mind that the features on which the advice in this handbook is
based might not necessarily be appropriate in medium and large organizations.

From the standpoint of the manager of a small enterprise, the time and money

you spend implementing a quality management system should be looked at in

the same way as any other investment you make. For it to be viable, you have
to be able to achieve a return for your time and effort, through improvements
in your organization’s processes and the marketability of your products and
services. The decisions you take in the early stages of introducing and develop-
ing your quality management system will have a major influence in these areas.
It is possible to implement a quality management system in conformity with
IS0 9001 without seeking third party certification/registration.
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Any small enterprise that chooses to develop its quality management system
beyond the ISO 9001 requirements should consider using ISO 9004, Managing
for the sustained success of an organization — A quality management approach.
This handbook has been written by a task group of technical experts from Tech-
nical Committee ISO/TC 176 which is responsible for International Standards
on quality management and quality management systems. A draft was circu-
lated to all the member national standards bodies and liaison organizations
of ISO/TC 176 to obtain feedback and comments ; these have been considered
by the task group prior to release of the final text.

ISO would welcome any suggestions for improvements to this handbook which
you feel might make it even more useful.
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