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Introduction

1SO-9001-requires an organization to maintain and retain documented information to support the
operation of its processes and to have confidence that the processes are being carried out as planned.

Documented information is information required to be controlled and maintained by an organization
and the medium on which it is contained. Documented information can be used to communicate, to
provide objective evidence or for sharing knowledge.

Documented information enables the knowledge and experiences of the organization to be preserved
and can generate value to support the improvement of products or services.

This document provides guidance for the development and maintenance of documented information.

The adoption of a quality management system is a strategic decision for an organization that can help
to improve its overall performance and provide a sound basis for sustainable development initiatives. It
is applicable to all organizations, regardless of size, complexity or business model. Its aim is to increase
an organization’s awareness of its duties and commitment in fulfilling the needs and expectations of its
customers and interested parties, and in achieving satisfaction with its products and services.

Itis important to consider the context of the organization, including the legal and regulatory framework,
needs and expectations of interested parties, risks and opportunities, and strategic direction of the
organization, when an organization plans what documented information to maintain and retain for its
quality management system. While the adoption of a quality management system is strategic, this also
applies to its documented information.

Documented information can relate to an organization’s total activities or to a selected part of those
activities, e.g. specified requirements depending upon the nature of products and services, processes,
contractual requirements, statutory and regulatory requirements, the context of the organization itself.

It is important that the content of the documented information also conforms to the requirements of
the standards they intend to satisfy, e.g. sector-specific requirements.

Organizations have been moving from paper-based systems to electronic media in the last two decades.
ISO-9001 -has reflected this change, replacing terminology such as “documentation, quality manual,
documented procedures, and records” with “documented information.” This guidance document
uses the word “documented information” to refer to information that needs to be controlled by the
organization and “documents” to refer to information. It also uses the word “document” as a verb in a
few places.

ISO management system standards use a high-level structure to encourage the use of integrated
management systems. This guidance document by its design and scope is focused on the quality
management system and uses terminology from 156-9800:2015. However, nothing prohibits its use in
other management system standards.

In the previous version of this document, a hierarchy of documentation, such as a quality manual,
procedures, work instructions and forms/checklists, was suggested as a way of documenting the
quality management system. This document does not prescribe a particular hierarchy but reflects the
ability of electronic media to organize itself in a multitude of ways. It is important to realize that while
a quality manual is not required, it can still be useful, and many sector-specific standards still require
“quality manuals and documented procedures”.
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