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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 mterested ina subject for whom a technlcal committee has been established has
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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 mpanagement system and improving its effectiveness.

For an prganization to function effectively, it has to identify and manage numerous linked activities. JAn activity
using regsources, 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 appglication of a system of processes within an organization, together with the identification and intgdractions of
these piocesses, 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 bgtween the
individupl processes within the system of processes, as well as over their combination and interaction.

An orggnization has flexibility in the way it chooses to document its quality management system. Each individual
organization should develop that amount of documentation neéded to demonstrate the effectivel planning,
operatidn, control and continual improvement of its quality manageiment system and its processes.

Quality management system documentation may relate to an<érganization’s total activities or to a seleqted part of
those agtivities; for example, specified requirements depending upon the nature of products, processes, gontractual
requirements, governing regulations or the organization-itself.

It is important that the requirements and content(of the quality management system documentation agdress the
quality gtandards they intend to satisfy.

The guiflelines given in this Technical Report are intended to assist an organization with documenting its quality
managgment system. They are not, intended to be used as requirements for contractual, requlatory or
certificafion/registration purposes.

One agpect of a quality management system is quality planning. Quality planning documents mpy include
managdrial and operationat>-ptanning, preparing the application of the quality management systen} including
organizing and scheduling;-and the approach by which quality objectives are to be achieved.
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Guid

elines for quality management system documentation

1 Sc

This Te
to ensu
these g
system

This Te
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NOTE

2 Normative reference

pe

Chnical Report provides guidelines for the development and maintenance of the documentation
e an effective quality management system, tailored to the specific needs of the organization. ]

Standard.

Chnical Report may be used to document management systems other than that-of the 1ISO 9000,
b environmental management systems and safety management systems.

When a procedure is documented, the term “written procedure " or “documented procedure” is frequently

this Te
do not
possibil
the late
currentl

ISO 90d

3 Te

For the

organization's quality management system may use different terminology for the defined types of documé

3.1
work in
detailed

NOTE 1

The foll(%wing normative document contains provisions which, thteugh reference in this text, constitute pr

nical Report. For dated references, subsequent amendments to, or revisions of, any of these p
pply. However, parties to agreements based on this Technical Report are encouraged to inve

5t edition of the normative document referedite applies. Members of ISO and IEC maintain 1
valid International Standards.

0:2000, Quality management systems’— Fundamentals and vocabulary

'ms and definitions

purposes of this Techpical Report, the terms and definitions given in ISO 9000 and the following

Structions
descriptions of how to perform and record tasks

Work-instructions may be documented or not.

NOTE 2

necessary
I'he use of

idelines will aid in establishing a documented system as required by the applicable\guality management

family, for

used.

pvisions of
ublications
stigate the

ty of applying the most recent edition of the normative document indicated below. For undated teferences,

egisters of

apply. An
entation.

Work lnctriiotiane mav, ha far avamnla datallad wirittan dacerintiance flavveharte tamnlatac madale taec
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hnical 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
docume

NOTE

nt used to record data required by the quality management system

A form becomes a record when data are entered.
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4 Qual

ity 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 hie
circumstar

The extent
a) the siZ
b) the co

c) thecd

archy of quality management system documentation. The development of a hierarchy depend
ces of the organization.

of the quality management system documentation can differ from one organization to another du
e of the organization and type of activities,
mplexity of processes and their interactions, and

mpetence of personnel.

The quality management system documentation may include definitions. ‘The vocabulary used shoul

accordanc
The quality
a) quality
b) quality

c) docum

e with standard definitions and terms, which are referenced in JS© 9000 or in general dictionary U
management system documentation usually includes the\fallowing:

policy and its objectives;

manual;

ented procedures;

d) work ifstructions;

e) forms;
f) quality
g) specifi
h) extern
i) record

Quality m4g

plans;
cations;

Al documents;
5.

nagement system documentation may be in any type of media, such as hard copy or electronic n

NOTE

5 on the

eto

d be in
sage.

hedia.

Some advantaaes of usina electronic media are the followina-
g g 9

a) appropriate personnel have access to the same up-to-date information at all times;

b) access

c) distribu

and changes are easily made and controlled;

tion 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.
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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:

describing the quality management system of the organization;

providing information for cross-functional groups so that they may better understand interrelationships;

communicating to employees management’'s commitment to quality;

bose and importance of their work;
viding mutual understanding between employees and management;

viding a basis for expectations of work performance;

stafing how things are to be done in order to achieve specified requirements;

a)
b)
c)
d) hel
pur
e) pro
f) pro
9)
h) pro
i) pro
) pro
k) pro
) pro
m) pro
n) pro
0) den
p) pro
q) pro
r pro
43 Q
The qua

viding objective evidence that specified requirements have been achieved,;

viding a clear, efficient framework of operation;

viding a basis for training new employees and periodic re-traifing of current employees;
viding a basis for order and balance within the organization;

viding consistency in operations based on documented processes;

viding a basis for continual improvement;

viding customer confidence based on documented systems;

honstrating to interested parties the capabilities within the organization;

viding a clear framework of(requirements for suppliers;

viding a basis for auditing the quality management system;

uality peticy and its objectives

in the qlrality manual.

bing employees to understand their role within the organization, thus giving them an increase

lity palicy and its objectives should be documented and may be an independent document or H

l sense of

viding a basis forevaluating the effectiveness and continuing suitability of the quality managemenmt system.

e included

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
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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 nI\anuaI should contain the elements described in 4.4.2 to 4.4.9, but not necessarily in the same’erder.
4.4.2 Title and scope

The title gnd/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 thg quality
management system is based.

4.4.3 Table of contents

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

4.4.4 Reyiew, approval and revision

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

Where pralcticable, the nature of the change should be idefitified in the document or the appropriate attachments.
4.4.5 Qujality policy and objectives

Where the| organization elects to include the quality policy in the quality manual, the quality manual may i

statement

be specifigd in another part of the quality:tmanagement system documentation as determined by the orga
The quality policy should include & ‘commitment to comply with requirements and continually impr
effectivengss of the quality management system.

Objectives]

446 Or

The qualit

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

447 Re

of the quality policy and the objectives for quality. The actual quality goals to meet these objecti

janization, \responsibility and authority

manyal should provide a description of the structure of the organization. Responsibility, authg

clude a
es may
hization.
pve the

are typically derivedfrom the organization’s quality policy and are to be achieved. When the oljectives
are quantified they become ‘goals and are measurable.

rity and
. These

ferences

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

448 Qu

ality 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.

Document

ed procedures or references to them should be included in the quality manual.
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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 Dpcumented procedures

4.5.1 $tructure and format

The strycture 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 dontain the
necessary information (see 4.5.2) and should contain a unique identification.

Docume@nted procedures may make reference to work instructions that define how an activity is performed.
Documgnted procedures generally describe activities that cross different functions, while work ipstructions
generally apply to tasks within one function.

45.2 Contents

4521 | Title

The titlel should clearly identify the documented proceduré:

45.2.2 Purpose

The purpose of the documented procedure should be defined.

4523 | Scope

The scdpe of the documented précedure, including the areas to be covered and areas not to be covered| should be
described.

4.5.2.4  Responsibilityzand authority

The responsibility and authority of people and/or organizational functions, as well as their interrelations pssociated
with the| processes/and activities described in the procedure, should be identified. These may be descrjbed in the
procedyre in the.form of flow charts and descriptive text as appropriate for clarity.

4525 Dpcrriptinn 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
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e) defining the necessary resources for the accomplishment of the activities (in terms of personnel, training,
equipment and materials);

f)  defining the appropriate documentation related to the required activities;

g) defining the input and output of the process;

h) defining the measurements to be taken.

The organization may decide that some of the above information is more appropriate in a work instruction.

45.2.6

The recor

Records

documentegd procedure or in other related section(s). The forms to be used for these records should be ider

applicable

45.2.7

Appendice
graphs, flo|

453 Re

The method required to complete, file and keep the records should be stated.

Appendices

s containing information supportive to the documented procedure may be included, such ag
W charts and forms.

view, approval and revision

Evidence ¢f review and approval, status and date of revision of the documented procedure should be indica

454 1d€g

ntification of changes

Where practicable, the nature of the change should:bé identified either in the document or the apy

attachmen

4.6 Wol

4.6.1 Str

[S.

k instructions

ucture and format

Work instijuctions should be develgped and maintained to describe the performance of all work that w

adversely

Work instr

hffected by lack of suchrinstructions. There are many ways of preparing and presenting instructio

ictions should coantain the title and a unique identification. (This information is stated in 4.6.4.)

The structure, format.and level of detail used in the work instructions should be tailored to the need

organizatidg
the skills &

n’s persennel and depends on the complexity of the work, the methods used, training undertal
hd qualifications of such personnel.

The structlijre of the work instructions may vary from that of documented procedures.

s related to the activities in the documented procedure should be defined in this .Section of the

tified as

tables,

ted.

ropriate

ould be
hS.

5 of the
en, and

The work instructions may be included in the documented procedures or referenced in them.

46.2 Co

ntents

Work instructions should describe critical activities. Details which do not give more control of the activity should be
avoided. Training can reduce the need for detailed instructions, provided the persons concerned have the
information necessary to do their jobs correctly.
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4.6.3 Types of work instructions

Although there is no required structure or format for work instructions, they generally should convey the purpose
and scope of the work and the objectives, and make reference to the pertinent documented procedures.

Whichever format or combination is chosen, 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.

An example of work instructions is given in annex B.

4.6.4 Review, approval and revision

The orgpnization should provide clear evidence of review and approval of work instructions and:their reyision level
and date of revision.

4.6.5 Records
Where @pplicable, the records specified in the work instruction should be definegd-in this section or in other related

section(s). The minimum records required are identified in 1ISO 9001. The méthod required to complete, file and
keep the¢ records should be stated. The forms to be used for these records should be identified as applicable.

4.6.6 Identification of changes

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

4.7 Fprms

Forms are developed and maintained to record the*data demonstrating compliance to the requirements of the
quality management system.

Forms ghould contain a title, identification number, revision level and date of revision. Forms should be feferenced
in, or atlached to, the quality manual, documented procedures and/or work instructions.

4.8 Quality plans

A quality plan is a part of qualityymanagement system documentation.
The qudlity plan needsdoyrefer only to the documented quality management system, showing how it is to|be applied
to the fspecific situation in question, and identify and document how the organization will achieve those

requirements that-are unique to the particular product, process, project or contract.

The scppe , O0f~the quality plan should be defined. The quality plan may include unique proceddires, work
instructipns, ‘and/or records.

4.9 Specifications

Specifications are documents stating requirements. Specifications are not further detailed in this Technical Report
because they are unique to the product/organization.

4.10 External documents
The organization should address external documents and their control in its documented quality management

system. External documents can include customer drawings, specifications, statutory and regulatory requirements,
standards, codes and maintenance manuals.

© 1SO 2001 - All rights reserved 7
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4.11 Rec

ords

Quality management system records state results achieved or provide evidence indicating that the activities
indicated in the documented procedures and work instructions are performed. The records should indicate the
compliance with the requirements of the quality management system and the specified requirements for the
product. The responsibilities for preparation of records should be addressed in the quality management system
documentation.

NOTE

Records are not generally under revision control as records are not subject to change.

5 Process of preparing quality management system documentation

5.1 Res|ponsibility for preparation

Quality mgnagement system documentation should be developed by those persons involved with the pr

and activi
involveme

The reviey

system dd
managem

5.2 Met

Organizati
should

a) identif
b) unders
c) docun

Analysis 0
quality ma

The sequé¢nce of preparation af \quality management system documentation does not necessarily fo

hierarchy
finalizing 0

The follow

a) decide
mana

ies. This will lead to a better understanding of the necessary requirements, and provide a S
t and ownership by personnel.

and utilization of existing documents and references can significantly-shorten the quality mana

cumentation development time, as well as being an aid in idéentifying those areas wherg
bnt system inadequacies need to be addressed and corrected.

hod of preparation of quality management system _documentation

bns that are in the process of implementing, or have.yet to implement, a quality management

the processes necessary for the effective implementation of the quality management system,
tand the interactions between these processes, and

ent the processes to the extent neeessary to assure their effective operation and control.

f the processes should be thendriving force for defining the amount of documentation needeg
hagement system. It should not be the documentation that drives the processes.

llustrated in annex A} since documented procedures and work instructions are often prepared
f the quality mantal.

ng represents examples of actions which may be initiated, as applicable:

e which quality management system documentation requirements apply according to the selecte
jement system standard;

bcesses
ense of

gement
quality

system

for the

low the
prior to

] quality

b) obtain data about the existing quality management system and processes by various means, such as

questi

onnaires and interviews;

c) establish and list existing applicable quality management system documents and analyse them to determine
their usefulness;

d) train the individuals involved regarding the preparation of documentation and the applicable quality
management system standard requirements or other selected criteria,

e) request and obtain additional source documentation or references from operational units;

f)  determine the structure and format for the intended documents;
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g) prepare flowcharts covering processes within the scope of the quality system; see annex B;

h) analyse the flowcharts for possible improvements and implement these improvements;

i) validate the documentation through trial implementation;

j) use any other method suitable within the organization to complete the quality management system
documentation; and

k) review and approve documentation before release.

53 U

Wheney
manage

When
referend

6 P

=

6.1 R

Prior to
and pro

of the glocuments and on whether the documents reflect ‘actual practices. Release of documents

e of references

er appropriate, and to limit the size of the documentation, reference to existing)iecogniz
ment system standards or documents available to the document user should be incorporated.

sing references, specifying the revision status should be avoided in order to preclude ch
ing document when revision status of the referenced document is changed.

pcess of approval, issue and control of quality management system docum

eview and approval

issue, the documents should be reviewed by authorized ‘individuals to ensure clarity, accuracy

ed quality

hnging the

ents

adequacy

ber structure. The intended users should also have thg, opportunity to assess and comment on the usability

should be
ce of this

issues of
ocuments.
bies of the
ay include

should be
pply when

approved by the management responsible for their implementation. Each copy should have evider
release jauthorization. Evidence of approval of documents should be retained.

6.2 Djstribution

The mdthod of distribution of the documents by authorized personnel should ensure that pertinent
approprlate documents are available to-all personnel who will need the information included in the @
Proper distribution and control may<be* aided, for example, by using serial numbers of individual cojf
documelnts for recipients. Distribution of documents such as the quality manual and quality plan m
external parties (e.g. customers, certification bodies and regulatory authorities).

6.3 Irjcorporation ofcchanges

A proceps for the initiation, development, review, control and incorporation of changes to the documentsg
provided. The same review and approval process used in developing the original documents should g
processjng changes.

6.4 Igsue and change control

Document issue and change control are essential to ensure that the contents of the documents are properly
approved by the authorized personnel and that the approval is readily identifiable.

Various

methods may be considered for facilitating the physical process of making changes.

A process should be established to ensure that only the appropriate documents are in use. Under certain
circumstances, the appropriate document to be used may not be the latest revision of the document. Revised
documents should be replaced by the latest revision. A document master list with revision level may be used to
assure the users that they have the correct issue of authorized documents.
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The organization should consider recording the history of changes to the documents for legal and/or knowledge
preservation purposes.

6.5 Uncontrolled copies

For the purpose of tenders, customer off-site usage and other special distribution of documents where change
control is not intended, such distributed documents should be clearly identified as uncontrolled copies.

NOTE Failure to provide assurance of this process can cause unintended usage of obsolete documents.
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Annex A

Typical quality management system documentation hierarchy

Document contents

Quiatity A Destrites thegquatity Tlgnagement

Manual system in accordance with.the stated
quality policy and objectives (see 4.3
and 4.4).

(Level A)

Quality management

system procedures B: Describes the interrelated pro-

cesses, “and activities refjuired to
(Level B) implement the quality management
system.

Work instructions and other documents
for quality management system

/ (Level C)

NOTE 1| The number of levels may be adjusted to meet the organization’s needs.

C: Consists of detailed work docu-
ments.

NOTE 2| Forms may be applicable at all levels-of the hierarchy.
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