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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.
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Introduction

ISO 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 c

document provides guidance for the development and maintenance of documented in;lo

This
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applies to its documented information.
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hdoption of a quality management system is a strategic decision for an orgamization t
prove its overall performance and provide a sound basis for sustainable development i
plicable to all organizations, regardless of size, complexity or business model. Its aim i
ganization’s awareness of its duties and commitment in fulfilling theneeds and expec

mportant to consider the context of the organization, including the legal and regulatoryj
s and expectations of interested parties, risks and opportunities, and strategic dirg
hization, when an organization plans what documented information to maintain and i
ty management system. While the adoption of a quality management system is strate

mented information can relate to an organization’s total activities or to a selected p
ities, e.g. specified requirements depending upon the nature of products and service
ractual requirements, statutory and regulatdry requirements, the context of the organi

mportant that the content of the docamented information also conforms to the requ
tandards they intend to satisfy, e.g. sector-specific requirements.
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Orng‘izations have been moving from-paper-based systems to electronic media in the last

001 has reflected this change; replacing terminology such as “documentation, qua

ented procedures, and rfecords” with “documented information.” This guidanc
the word “documented_information” to refer to information that needs to be contr
hization and “documents” to refer to information. It also uses the word “document” a
laces.

management-system standards use a high-level structure to encourage the use o
hgement systems. This guidance document by its design and scope is focused on
hgementSystem and uses terminology from ISO 9000:2015. However, nothing prohib
" mandgement system standards.

eCprevious version of this document, a hierarchy of documentation, such as a qua

rmation.
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EQUTES, WOTK INSIITUCTIoNS and forms/ChecKISts, was SUggested as a way of docu

enting 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”.

© ISO

2021 - All rights reserved


https://standardsiso.com/api/?name=abedb17cbb4623c0c7f7b98ceba29d1c



https://standardsiso.com/api/?name=abedb17cbb4623c0c7f7b98ceba29d1c

INTERNATIONAL STANDARD ISO 10013:2021(E)

Quality management systems — Guidance for documented
information

1 Scope

This document gives guidance for the development and maintenance of the documented information

necefsary to sUpport am effective quatity Taragerent Systen, taitored to the specific peeds of the

orgahization.

This| document can also be used to support other management systems, e,g. envirqnmental or
occupational health and safety management systems.

2 Normative references

The following documents are referred to in the text in such a waykthat some or all of their content
constitutes requirements of this document. For dated references,‘enly the edition cited [applies. For
unddted references, the latest edition of the referenced document(including any amendments) applies.

IS0 9000:2015, Quality management systems — Fundamentdls and vocabulary

3 Terms and definitions

For the purposes of this document, the ternis’ and definitions given in ISO 9000:2015 and the
following apply.

ISO gnd IEC maintain terminological databases for use in standardization at the following dddresses:

— ISO Online browsing platform: available at https://www.iso.org/obp

— IEC Electropedia: available-athttp://www.electropedia.org/

31
work instruction
detailed description ef-how to perform tasks

EXANPLE Detailéd written descriptions, flow charts, templates, models, technical notes incofporated into
drawijings, specifications, equipment instruction manuals, pictures, audios and videos, checklists or fombinations
thereof.

Note [l te‘entry: Work instructions can be documented.

Note ZT0 entry: WOTK INStructions describe any materials, equipment and documented information to be used.
When relevant, work instructions include acceptance criteria.

3.2

form

documented information to be maintained and used to record data required by the quality
management system

Note 1 to entry: A form becomes documented information to be retained (i.e. a record) when data are entered.

© IS0 2021 - All rights reserved 1
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series of activities necessary to complete a task

Note 1 to entry: A workflow that is partially or completely carried out without manual interference can be
referred to as an “automated workflow”.

Note 2 to entry: Workflows can be documented.

4 Documented information

4.1 Gene

4.1.1 Stry

Documente
organizatio
(including s

The structu
in a hierar
documented

!

ral

icture

information can be structured and created in many ways based omn the needs o
and other factors such as leadership, intended results of the management system, co
fatutory and regulatory requirements) and interested parties.

Fe of the documented information used in the quality management system can be desc
chy. This structure facilitates the distribution, maintenardee and understanding o
information. Electronic systems provide additional cheices for structuring docums
Annex A illustrates examples of documented information‘structures. Smaller organiza
a simplified documented information structure to meet their needs.

d extent of the documented information needed forthe quality management system s}

of the organization and type of activities;

the complexity of processes and their interactions;

urity of the quality management system;

d opportunities;

the competence of persons;

y and regulatory requirements;
br and other irfterested party requirements;
| for evidence of results achieved;

1 to support accessibility and retrievability remotely.

f the
htext

ribed
[ the
nted

kions

1ould

an analysis of processes and can differ from ong organization to another due to, for exainple:

information|
may choose
The type an
be based on
a) thesize
b)

c) themat
d) risks an
e)

f) statutot
g) custom
h) the nee
i) thenee
4.1.2 Def

nitons

Documented information can include definitions. To enhance comprehension, the organization
should consider using vocabulary that is in accordance with standard terms and definitions which
are referenced in ISO 9000, in general dictionary usage or which can be specific to the organization.
An organization's quality management system may use different terminology for the defined types of
documented information.

4.1.3 Con

tent

An organization’s documented information should include the following:

a) the scope of the quality management system (see 4.2.1);

© ISO 2021 - All rights reserved
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d)

e)
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a quality policy (see 4.2.2);

quality objectives (see 4.2.3);

information that the organization determined necessary to support the operation of the quality

management system and its processes, including, as applicable:
1) aquality manual (see 4.2.4.2);
2) organizational charts (see 4.2.4.3);

3) process maps, process flow charts and/or process descriptions (see 4.2.4.4);

4) procedures and work instructions (see 4.2.4.5);

%) automated workflows (see 4.2.4.6);

¢) product and service specifications (see 4.2.4.7);

7) internal and external communications (see 4.2.4.8);
8) plans, schedules and lists (see 4.2.4.9);

9) forms and checklists (see 4.2.4.10);

10) documented information of external origin (see 4.2.441);

see 4.3).

Docymented information can be in any type ofimedia, such as paper, electronic, ph
physijical sample.

NOTH The advantages of electronic medja are, for example:

gasier access to relevant versions including access from remote locations;
gasier control of changes, including'the withdrawal of obsolete documented information;
iimmediate and controlled distribution;

tetrievability and retention versus paper or other physical media.

4.1.4 Purpose

The purpose of having documented information for an organization includes:

a)
b)
‘)
d)
e)

¢ommuhication of information;

gvidence of achieving results or activities performed;

documented information to be retained (i.e. records)-for providing evidence of resullts achieved

btograph or

knowledge sharing;
knowledge preservation;

describing the quality management system of the organization.

4.1.5 Benefits

The benefits of having documented information for an organization include:

a)

demonstrating compliance with statutory and regulatory requirements:

© IS0 2021 - All rights reserved
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sons

bting

iding
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b) providing information for cross-functional groups so that they can better understand
interrelationships;

c) communicating the organization’s commitment to quality to relevant interested parties;

d) helping persons to understand their role within the organization, thus providing a basis for
expectations of work performance;

e) facilitating mutual understanding between different levels in the organization;

f) providing objective evidence that specified requirements have been achieved;

g) addres]j:ng TiSKs and opportunities to Improve organizational performance, product or se
confornpity, and customer satisfaction;

h) providing organizational knowledge, including the basis for competency and training for pef
and othpr relevant interested parties;

i) stating jhow things are to be done to consistently meet specified requirements; thus prom
controlled conditions and providing a basis for continual improvement;

j) demonsgtrating to interested parties the capabilities within the organization, thus prov
confidence;

k) providing requirements for external providers;

1) providipg a basis for auditing and evaluating the effectivéness and continuing suitability 9
quality management system.

4.2 Documented information to be maintained

4.2.1 Scope of the quality management systeni

The scope ¢f the quality management system should be documented based on the organiza

determinatipn of the boundaries and applicability of the quality management system. The sco

a managempent system can include the whole of the organization, specific and identified func

of the orgahization, specific and idéntified sections of the organization, or one or more func

across a group of organizations. The' scope should state the types of products and services coy

ered

and, if requjired, provide justification for any requirement of the relevant quality standard thaft the

organizatio
of the quali
services, th
and relevan
consideratig

4.2.2 Qua

determines is nof-applicable to the scope of its quality management system. The §
y management-system should be based on the nature of the organization’s product;
pir operational“processes, issues raised in establishing the context of the organiz
t requiremeénts from interested parties, the results of risk-based thinking, comme
ns, and'€entractual, statutory and regulatory requirements.

lity, policy

cope

and
htion
rcial

The quality policy helps an organization engage its people in the culture of quality of the organization. It
should be aligned with the organization’s strategic direction, mission and vision. It provides a verifiable
commitment to quality to relevant interested parties.

An organization can have other policies besides the quality policy relating to the quality
management system.

4.2.3 Quality objectives

Quality objectives should reflect the results to be achieved by the organization with respect to its
strategic direction, quality policy, risks and opportunities, and applicable requirements to the quality

managemen

t system.
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quality management system and its processes

4.2.4.1 General

Information that the organization determined necessary to support the operation of the

The organization should determine the type and extent of documented information necessary to
support the operation of its processes, the formats to be used and the media for communicating
with users. The organization may decide what terms it uses for its documented information. While

term

» o«

s such as “procedures”, “work instructions” and “quality manual” are used in this do

)’

organization is not obliged to adopt such terminology.

4.2.4.2 Quality manual

Ther
Org

orga
the {
Systd

A sm|
Systd
mult
level
impl
desc

Infor

including relevant specific terms and definitions,;should be included in the quality manua

infon
be in

The quality manual can provide a description of the quality management system and its imp

in th
be in
obje(
large
orga
flow
seled
the p

NOTH
many

NOTH

are many ways in which an organization can document its quality mdnagem

izations can choose to use a quality manual, or a quality manual can, 'be mand
hization’s external requirements. A quality manual is unique to each orgahization. It
tructure, format, content or method of presentation for documenting the quality 1
m and its processes for all types of organizations.

all organization can find it appropriate to include the description of its entire quality 1
m within a single manual, including all the documented‘information it maint
national organizations can need manuals at different levels. (e.g. the global, national
and a more complex hierarchy of documented infogmation. If the organization
bment a quality manual, it may include documented:procedures or a reference to
ription of the processes of the quality management sy$tem and their interactions.

mation such as its line of business, a brief description of its background, history and s
cluded.

e organization. Descriptions of theprocesses and their interactions or a reference to
cluded in the manual. The processes of the organization should be designed to mee
tives of the organization, ifs‘policies, context, and relevant expectations of intereste
organizations, the progesses can link the functional areas of the organization (see Al
hization should document its specific quality management system following the seq
of the processes or@ny sequencing appropriate to the organization. Cross-referencing
ted standard and-the processes of the organization can be useful. The sequence and i
rocesses within the quality management system can be documented using a process n

1  Manuals are also referred to as “quality manual”, “policy manual”, “reference manual
al” or any ether suitable title.

2.7\ Although IS0 9001:2015 does not require a quality manual, some sector-specific standaf

cument, the

ent system.
ated by the
can provide
hanagement

hanagement
hins. Large,
or regional
chooses to
them, and a

mation about the organization, such as namejlocation, context and means of comimunication

. Additional
ze may also

lementation
them should
F the overall
d parties. In
hnex A). The
ience of the
between the
iteraction of
hap.

", “procedure

ds do.

4.2.4.3 Organizational charts

Organizational charts are often graphical depictions of the roles, responsibilities and authorities
within an organization. They can illustrate how roles, responsibilities and authorities flow through the
organization and how different people or groups of people interact within the organization.

4.2.4.4 Process maps, process flow charts and/or process descriptions

A process map identifies the processes and visually describes the sequence and interaction of the
processes in the organization. The processes can be further described using flow charts.

A process flow chart is a visual description of the process or procedure. It shows the process steps an
organization performs, what triggers the process or procedure (i.e. start of the process and its input)
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and what is the final step of the process or its output. Some process flow chart formats document the
input and output for each process step, the control points and the related acceptance criteria.

A process description is a textual description of the process. It explains the process steps in words.

Process owners should be identified for quality management system processes. Process owners are
usually assigned by top management and given the authority and responsibility for a process from start
to finish, and therefore should understand their role and be competent in the process. This is especially

important since processes can cut across functional or departmental boundaries.

4.2.4.5 Procedures and work instructions

The structu
through tex
suitable me
such as who
information
requiremen

The level of

re and format of documented procedures should be defined by the organizatien ‘g
t, flow charts, automated workflows, tables, a combination of the above orfany
rhod according to the needs of the organization. A procedure generally answers’ques
, what, when, where and with what resources. Documented procedures shguld contai
necessary to properly carry out the activities that comprise the process;and referenc
[s to retain documented information and should be uniquely identified.

detail can vary depending on the complexity of the activities)risks and opportun

ither
bther
tions
n the
b any

ities,

the method ities.

Irrespectivg

5 used, and the levels of competency of people that is necessary.to perform the activ
of the level of detail, the following aspects should be considéred, as applicable:

— defining the needs of the organization and its relevant interested/parties;

describ lated

to the rq

ng the process(es) in terms of text, or other methods (€:g. flow charts, photos, videos) re
bquired activities;
here;

describing what is to be done, by whom or by which organizational function, why, when and w

describlng process controls and controls of the jdentified activities;

addressing risks and opportunities in a processas itaffects the overall objectives of the organizgtion;

defining the resources needed for the activities (e.g.in terms of people, infrastructure and materfials);

defining hired

y the appropriate internal-aiid external documented information related to the reqj
activitigs;

S
defining

r the inputs required-and outputs expected of these interrelated or interacting activitigs;

defining the measurements to be taken and the criteria to apply to ensure the effective operation
and corIrol of these‘processes.
Documente

performed.
while work
some of the

procedures should refer to related work instructions that define how an activity is
Documented procedures generally describe activities that can cross different functions,
nstructions generally apply to tasks within one function. The organization can decidg that
have information is more appropriate in a wark instruction

Documented work instructions should be developed and maintained when the expected outcomes of
the activity would be adversely affected by lack of such instructions. There are many ways to prepare
and present instructions, therefore the organization should determine the most effective way to fulfil
its purposes.

The structure, format and level of detail used in the work instructions should be tailored to the needs
of the persons performing the activities and also depend on their skills and qualifications, the training
undertaken, the complexity of the work, risks and opportunities, and the methods used. The structure
of the work instructions can vary from that of documented procedures. Work instructions can be
contained in various forms of media and languages as appropriate.

The work instructions can be included or referenced in the documented procedures.
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Work instructions should provide details of how to perform tasks and are typically function- and job-
specific. Training can reduce the need for detailed instructions, provided the persons concerned have
the information necessary to do their tasks effectively. The work instructions should be in the order or
sequence of the operations, accurately reflecting the requirements and relevant activities. To reduce
confusion and uncertainty, a consistent format or structure should be established and maintained as
appropriate.

A documented procedure or work instruction should define any need to retain documented information
related to the activities described therein. Any forms to be used should be identified as applicable. The
method required to complete, file and retain the documented information should be stated.

4.2.4.6 Automated workflows

Automated workflows are processes that can manage and control the flow of activities |n a defined
sequence of tasks with pre-determined human intervention. When executing the activity, context-specific
dropfdown menus or pop-ups can guide the user in completing the transaction. Automated workflows
can gnhance process consistency (i.e. mistake-proofing) and performance thréugh the workfflow design,
and ¢an result in automated decision-making through analysis of data in interrelated areas.

An ayitomated workflow typically starts with an initiator or a remindér from the automatefl system for
an agtion. The needed action or data input needs to be completed, and the information is tlhen sent to a
receiver of the information either directly or through an approvalprocess. Ultimately, thrqugh a series
of automated actions, the input is transformed electronicallyyinto the needed output. For example, a
remipder for an activity from a planned schedule of activities will result in the activity beinig completed
automatically.

Wheh an automated workflow activity is transacted, it can generate documented information to be
retained. Automated workflows can provide traceability to all the participants of a specifiqtransaction
with|n a process.

Automated workflows can include the following constituent parts:
— (digital forms;

— 1eview and approvals;

4 notification to person pr'groups of persons to act;

— documented information of actions taken;

— ¢lectronic traceabhility;

— the storagesand retention of documented information;

— (lata amalysis tools.

Procpsses suitable for automated workflows include:

— risk and opportunity management;

— sales and contract review;

— product, process and service risk;

— training and competence;

— audit management;

— documented information management;
— performance management;

— management review;

© IS0 2021 - All rights reserved 7
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equipment calibration and maintenance;
new product development;

change management process;
purchasing;

monitoring and measuring activities;

supplier management;

"

correct

continu

4.2.4.7 Py

Product an
products an|

EXAMPLE
specification

These are 1
provided.

4.2.4.8

Internal an
as notificati
These comr
disseminati
internal and
results achig
retrieval, st

4.2.4.9 Plans, schedules and lists

Aplancanb
and authorif

Schedules ¢
the quality
ordered, th:
document li

Internal and external communications

veactromactivitres;

hl improvement programmes.

oduct and service specifications

d services provided.

Technical drawings, service delivery instructions, internal opekating manuals, engine

D.

ot further detailed in this document because they aresunique to the product or se

|l external communications include electronic and non-electronic communications,
ons, reports or recordings regarding the\quality management system and its proce
hunications can be related to specific(situations, time-sensitive matters or the ro
bn of information. Emails and othexrlelectronic messaging systems are typical mea
| external communication. When<thése messages represent evidence of actions takd
bved, they should be controlled as.documented information to facilitate distribution, ag
brage, retention and disposition:

ies, deadlines, reSources and objectives to be achieved.

hn be used-16 describe the timelines for proceeding with a sequence of activities w
management system. Lists are a selection of connected items, usually pre-determined
it can be used to support activities, e.g. approved supplier lists, equipment lists, m
St.

l service specifications are documented information that state requirements foy

the

ering

rvice

such
sses.
itine
ns of
bn or
cess,

e a detailed proposalfor carrying out a set of activities. Plans should identify responsibillities

ithin
| and
hster

NOTE D

cumented Inrormation can be developed To desCribe now an organization will provide a sp

ecific

intended output, whether that output is a process, product, service, project or contract. This can be termed a
quality plan (see ISO 10005).

4.2.4.10 Forms and checklists

Forms are documented information that contain fields to prompt a user to provide certain information
as an input or output to a process.

Checklists are a special kind of form that are developed and maintained to have confidence that the
processes are being carried out as planned and to provide a consistent means of recording results of
activities. They should be referenced in any associated documented information.
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Forms and checklists can be considered documented information to be maintained, while completed
forms and checklists can be considered documented information to be retained.

4.2.4.11 Documented information of external origin

Documented information of external origin is information created by a party outside of the organization
but kept by the organization for its use. This can include, for example, customer drawings, specifications,
statutory and regulatory requirements, standards, codes and maintenance manuals.

The organization should consider documented information of external origin and control the relevant
version(s) of it within the quality management system. The organization should consider the risks and
oppdrtunities associated with the adoption of external documented information.

4.3

Docy

Documented information to be retained

perfgrmed as planned. Reasons for retaining documented information include:

a)
b)
‘)
d)

The
disp

o have confidence that processes are being carried out as planned;

o demonstrate conformity to the quality management system requirements;

o demonstrate the performance and effectiveness of the qlality management system;
lo meet customer, statutory and regulatory, or other relevant interested party require

retention period of the documented informationZshould be defined as well as thg
sition at the end of the retention period.

Docymented information that provides evidenee’ of results achieved is not generally un
contfol as it is not usually subject to change (see 5.2.5.).

5

5.1

Creating and updating documented information

Implementation

5.1.1 General

Organizations that are’in the process of implementing, or have yet to implement, a quality 1

syst
a)

b)

d)

d¢m should:

determine the documented information that applies according to the selected quality 1
jystem'standard and the organization’s scope and context;

¢onduct gap analyses to the determined scope and requirements by:

mented information to be retained provides evidence of results achieved ot that the dctivities are

ments.

method of

Her revision

hanagement

nanagement

1) identifying and listing existing documented information and analysing it;

2) obtaining data about the existing quality management system and processes by various means,

such as questionnaires and interviews;

3) comparing the existing documented information to the requirements to determine what
documented information needs to be developed or improved in order to support the

organization’s strategic direction and meet its needs and objectives;

when appropriate, train the individuals involved in the creation of documented information and

the applicable quality management system standard requirements or other selected cr

iteria;

determine the structure and levels of documented information (see Annex A), considering the

factors provided in Clause 4;
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e) prepare documented information covering the scope of the quality management system and the
results of the gap analysis by:

1) identifying the sequence and interaction of processes necessary for the organization;

2) documenting the processes to the extent necessary to ensure their effective operation and
control;

3) ensuring the processes conform to the quality management system requirements;

f) analyse the documented information for possible improvements and implement the improvements;

g) verify the documented Information against the requirements of the chosen quality management
system gtandard;

h) validatg the documented information through trial implementation where necessary;
i) review and approve the documented information;
j) release pnd control the documented information;

k) train the person(s) doing work under the organization’s control on new"or updated documgnted
informdtion and retain documented information on the training proyided;

1) update documented information as appropriate.

5.1.2 Use|of references

The review and use of existing documents and references can significantly shorten the time to deyelop
the documented information within a quality managementsystem, as well as being an aid in identifying
those areas| where quality management system inadequacies need to be addressed and corrected.
References §hould be used when appropriate to keepdocumented information concise. Unless reqyired,
specifying the revision status of referenced documents should be avoided in order to preclude changing
the referenging documented information when' the revision status of the referenced document is
changed.

5.1.3 Responsibility for creation of documented information

Responsibillty for developing documented information should be defined. It should be developed
with the pafticipation of the process owner and person(s) involved with the processes and actiyities
for a better|understanding. 6fithe necessary requirements and to provide a sense of involvement and
ownership.

5.1.4 Identification’and description

The organigation' should identify documented information with a unique identifier to enhance
accessibility and retrievability. The organization should consider an identification system appropriate
to the complexity of its quality management system. Organizations with a simpler structure can
consider a simple system of identification, whereas organizations with a more complex structure can
require greater detail or degrees of classification of types of documented information.

5.1.5 Format and media

The organization should consider documented information media and a format that will support the
effective implementation of the quality management system with respect to when, where, how and
by whom the documented information will be accessed and used when needed, and how the media
interacts within the organization.

Documented information stored in electronic media can be managed digitally, allowing multiple
methods to be used to communicate the documented information. The format should be configured to

10 © IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=abedb17cbb4623c0c7f7b98ceba29d1c

IS0 10013:2021(E)

suit the end user. The organization should consider how the data will be configured, analysed and/or
communicated when determining the media and format used.

5.1.6 Review and approval

The organization should control the review and approval of documented information to ensure that
it is suitable and adequate for use. The release of documented information should be approved by
authorized personnel and evidence of approval retained.

5.2 Control of documented information

5.2.1 Availability

Docymented information should be available for use when and where it is needed. The ayailability of
documented information for those performing activities is key to whether the quality hanagement
systdm is integrated and adopted into the routine.

5.2.2 Protection

Docymented information should be adequately protected to ensure its:legibility and accessibility and to
prevent loss of confidentiality, improper use or loss of integrity, Decumented information i susceptible
to sefurity issues. Organizations should consider their information security risks (e.g. related to cyber
security).

NOTH For additional information, see ISO/IEC 27001 and related standards.

5.2.3 Distribution, access, retrieval and use

Acceps to the documented information should be granted to the appropriate personnel of the
orgahization. A process should be established to ensure that only the appropriate flocumented
information is in use. Under certain circumstances, the appropriate documented informpation to be
used|is not always the latest revision(

Propier distribution and control.of documented information in physical media can be ajded, e.g. by
using serial numbers of each copy. The distribution of documented information can inclgide relevant
interjested parties such as customers, certification bodies and regulatory authorities.

5.2.4 Storage and preservation

Docymented informiation that is to be retained should be stored and preserved in an [appropriate
formjat or medium. The organization should consider the length of storage, the conditions under
which the documented information will be stored, and the technological development and|evolution of
hardwarge'and software when determining the media and storage conditions. For electronjcally stored
documented information, the organization should ensure that appropriate backup and restore systems
are ik-plaee:

5.2.5 Updating documented information and control of changes

The decision to update documented information can come from many sources, including management
reviews, changes to products, services or the quality management system, changes to customer,
statutory or regulatory requirements, or changes in the needs and expectations of relevant interested
parties.

An organization should have a process for the control of changes, including the development, review,
version control, approval, release and distribution of the updated documented information. The
organization should consider keeping the history of changes to documented information for knowledge
preservation purposes. Various methods can be considered for facilitating the process of updating
documented information. The organization should consider whether configuration management of its
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