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Quality Excellence Made Simple
ISO 2001 & SBA 8(a) Certified * Certified Minority Business Enterprise ® CAGE Code 4U0MS8

“Documented Information” in ISO 9001:2015

Refer to excerpts from Annex A at the end for explanations of “maintained” and
“retained” documented information.

4.3 Determining the scope of the quality management system
The scope of the organization’s quality management system shall be available and be maintained
as documented information. The scope shall state the types of products and services covered,
and provide justification for any requirement of this International Standard that the organization
determines is not applicable to the scope of its quality management system.

4.4.2 Quality management system and its processes
To the extent necessary, the organization shall:
a) maintain documented information to support the operation of its processes;
b) retain documented information to have confidence that the processes are being carried out as
planned.

5.5.2 Communicating the quality policy
The quality policy shall:
a) be available and be maintained as documented information;

6.2.1 Quality objectives and planning to achieve them
The organization shall maintain documented information on the quality objectives.

7.1.5.1 Monitoring and measuring resources - General
The organization shall retain appropriate documented information as evidence of fitness for
purpose of monitoring and measurement resources.

7.1.5.2 Measurement traceability

When measurement traceability is a requirement, or is considered by the organization to be an

essential part of providing confidence in the validity of measurement results, measuring

equipment shall be:

a) calibrated or verified, or both, at specified intervals, or prior to use, against measurement
standards traceable to international or national measurement standards; when no such
standards exist, the basis used for calibration or verification shall be retained as documented
information;

7.2 Competence
The organization shall:
d) retain appropriate documented information as evidence of competence.

7.5.1 Documented Information - General

The organization’s QMS shall include:

a) documented information required by this International Standard;

b) documented information determined by the organization as being necessary for the
effectiveness of the QMS.

NOTE: The extent of documented information for a QMS can differ from one organization to

another due to:

— the size of organization and its type of activities, processes, products and services;

— the complexity of processes and their interactions;

— the competence of persons.
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7.5.2 Creating and updating
When creating and updating documented information, the organization shall ensure appropriate:
a) identification and description (e.g. a title, date, author, or reference number);
b) format (e.g. language, software version, graphics) and media (e.g. paper, electronic);
c) review and approval for suitability and adequacy.

7.5.3.1 Control of documented information
Documented information required by the QMS and by this ISO standard shall be controlled to
ensure:
a) it is available and suitable for use, where and when it is needed;
b) it is adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).

7.5.3.2 For the control of documented information, the organization shall address the following activities,
as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including preservation of legibility;

c¢) control of changes (e.g. version control);

d) retention and disposition.

Documented information of external origin determined by the organization to be necessary for the
planning and operation of the QMS shall be identified as appropriate, and be controlled.

Documented information retained as evidence of conformity shall be protected from unintended
alterations.

NOTE: Access can imply a decision regarding the permission to view the documented
information only, or the permission and authority to view and change the documented information.

8.1 Operational planning and control
The organization shall plan, implement and control the processes needed to meet the
requirements for the provision of products and services, and to implement the actions determined
in Clause 6 by:
d) determining, maintaining and retaining documented information to the extent necessary:
1) to have confidence that the processes have been carried out as planned;
2) to demonstrate the conformity of products and services to their requirements.

8.2.3.2 Review of the requirements for products and services
The organization shall retain documented information, as applicable:
a) on the results of the review;
b) on any new requirements for the products and services.

8.2.4 Changes to requirements for products and services
The organization shall ensure that relevant documented information is amended, and that
relevant persons are made aware of the changed requirements, when the requirements for
products and services are changed.

8.3.3 Design and development inputs
The organization shall retain documented information on design and development inputs.

8.3.4 Design and development controls
The organization shall apply controls to the design and development process to ensure that:
f) documented information of these activities is retained.

8.3.5 Design and development outputs
The organization shall retain documented information on design and development outputs.
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8.3.6 Design and development changes
The organization shall retain documented information on:
a) design and development changes;
b) the results of reviews;

c) the authorization of the changes;
d) *

8.4.1 Control of externally provided processes, products and services - General
The organization shall determine and apply criteria for the evaluation, selection, monitoring of
performance, and re-evaluation of external providers, based on their ability to provide processes
or products and services in accordance with requirements. The organization shall retain
documented information of these activities and any necessary actions arising from the
evaluations.

8.5.1 Control of production and service provision
Controlled conditions shall include, as applicable:
a) the availability of documented information that defines:
1) the characteristics of the products to be produced, the services to be provided, or the

activities to be performed;
2)  the resuits to be achieved:

8.5.2 Identification and traceability
The organization shall control the unique identification of the outputs when traceability is a
requirement, and shall retain the documented information necessary to enable traceability.

8.5.3 Property belonging to customers or external providers
When the property of a customer or external provider is lost, damaged or otherwise found to be
unsuitable for use, the organization shall report this to the customer or external provider and
retain documented information on what has occurred.

8.5.6 Control of changes

The organization shall retain documented information describing the results of the review of
changes, the person(s) authorizing the change, and any necessary actions arising from the
review.

8.6 Release of products and services
The organization shall retain documented information on the release of products and services.
The documented information shall include:
a) evidence of conformity with the acceptance criteria;
b) traceability to the person(s) authorizing the release.

8.7 Control of nonconforming outputs
The organization shall retain documented information that:
a) describes the nonconformity;
b) describes the actions taken;
c) describes any concessions obtained;
d)

9.1.1 Monitoring, measurement, analysis and evaluation - General
The organization shall evaluate the performance and the effectiveness of the quality management
system.
The organization shall retain appropriate documented information as evidence of the results.
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9.2.2 Internal audit
The organization shall:
f) retain documented information as evidence of the implementation of the audit program and the
audit results.

9.3.3 Management review outputs
The organization shall retain documented information as evidence of the results of management
reviews.

10.2.2 Nonconformity and corrective action
The organization shall retain documented information as evidence of:
a) the nature of the nonconformities and any subsequent actions taken;
b) the results of any corrective action.

Annex A (excerpts)

A.6 Documented information

As part of the alignment with other management system standards, a common clause on “documented
information” has been adopted without significant change or addition (see 7.5). Where appropriate, text
elsewhere in this International Standard has been aligned with its requirements. Consequently,
“documented information” is used for all document requirements.

Where 1SO 9001:2008 used specific terminology such as “document” or “documented procedures”,
“quality manual” or “quality plan”, this edition of this International Standard defines requirements to
“maintain documented information”.

Where 1SO 9001:2008 used the term “records” to denote documents needed to provide evidence of
conformity with requirements, this is now expressed as a requirement to “retain documented information”.
The organization is responsible for determining what documented information needs to be retained, the
period of time for which it is to be retained and the media to be used for its retention.

A requirement to “maintain” documented information does not exclude the possibility that the organization
might also need to “retain” that same documented information for a particular purpose, e.g. to retain
previous versions of it.

Where this International Standard refers to “information” rather than “documented information” (e.g. in
4.1: “The organization shall monitor and review the information about these external and internal issues”),
there is no requirement that this information is to be documented. In such situations, the organization can
decide whether or not it is necessary or appropriate to maintain documented information.

New requirement for documentation.
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