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Foreword
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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.

any

rial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

htion is drawn to the possibility that some of the elements of this documént-may be th
ht rights. ISO shall not be held responsible for identifying any or all such’/patent right
batent rights identified during the development of the document will'be in the Introdug

on the ISO list of patent declarations received (see www.iso.org/patents);

Any
cons

For

expr
Wor
URL

This
assu

This
revi

The
a)

trade name used in this document is information given for thé convenience of users a
titute an endorsement.

an explanation on the voluntary nature of standards, the meaning of ISO specifig
essions related to conformity assessment, as welléas information about ISO’s adher]

www.iso.org/iso/foreword.html.

document was prepared by Technical Committee ISO/TC 176, Quality management
rance, Subcommittee SC 2, Quality systems.

third edition cancels and replaces.the'second edition (ISO 10005:2005), which has beern
sed.

main changes compared withithe previous edition are as follows.
t applies the terminology,ffom ISO 9000:2015, which includes changes to key definitio
1)

for the definition-of "quality plan" (see 3.2), which has been modified to replace

responsibilities and associated resources”;

fenance are
bded for the
ce with the

e subject of
5. Details of
tion and/or

Ind does not

terms and
ence to the

d Trade Organization (WTO) principles in the Techmical Barriers to Trade (TBT) see the following

and quality

technically

hs, such as:

the phrase

“proceduresCand associated resources to be applied when and by whom” lpy “actions,

eference to
ger just to

ocumented

information”, which is generally used in ISO management system standards to i
“procedures” and “records” which are not necessarily distinct from each other

D) for the'definition of “specific case” (see 3.3), which has been modified to make 1
“service”, as ISO 9001:2015 now refers to “products and services” and no loj
“products”;

7.) the rpp]:\r‘pmpnf of the terms "documentation" and "record"” hy the term “d

nclude both
in a digital

environment (documented information needed to support process operation is “maintained”,
which means that it is established and updated as required; documented information that
provides evidence of conformity with requirements is “retained” which means that it is

protected from unintended alterations).
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Table 1 — Major changes to terms in this document since its previous edition

I1SO 10005:2005

This document

Products

Products and services

Documentation

Quality manual
Documented procedures
Records

Documented information

Purchased product

Externally provided processes, products and services

Supplier

External provider

Monitoring ind measuring equipment

Monitoring and measuring resources

b) Itisaligned to ISO 9001:2015, leading to:

1) asignificant revision in the clause/subclause sequence, titles and the addition pf'iew matg¢rial,
e.gl the inclusion of “5.2 Context of a quality plan”, or the extension of 7.2 tg.also reference the

mohitoring of a quality plan;
2) thelincorporation of “risk-based thinking”.

c) Anew dlause (Clause 4) on using a quality plan.

Vi
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Introduction

0.1 General

5:2018(E)

This document was prepared to address the need for guidance on quality plans, either in the context of

an established quality management system or as an independent management activity. In

either case,

quality plans provide a means of relating specific requirements of the process, product, service, project

or contract to work methods and practices. Quality plans are most effective when they are

compatible

with other associated plans. The guidance in this document can also be used where quality plans are

integrated with other management plans or quality management systems.

Bengfits of establishing a quality plan include increased confidence that requirements-y
greafter assurance that processes are in control and the motivation it can give to those inyoly

9000 and the concepts used in ISO 9001 for the establishment of quality managems
Clauke 6, which describes the typical contents of a quality plan, includes,guidance to apply
ISO 9001 requirements. The guidance is limited to quality plans and deesnot replace guida
ISO 9000 on quality management concepts or ISO/TS 9002 on the application of ISO 9001 reg
within an organization.

vill be met,
red. [t might

s described
nt systems.
ng relevant
hice given in
quirements

This|document does not replace the guidance given in industrysspecific documented information. Where

qualjty plans are required for project applications, the guidance provided in this document
to b¢ complementary to the guidance provided in ISO 10006. Some terms used in this doc
beer} changed with respect to its previous edition to improve alignment with ISO 9001:201
manpgement system standards. There is no need for the terms used by an organization,
spedifying quality plan requirements or developing a quality plan, to be replaced by the te
this document.

In this document, the following verbal forms-are used:

— |'should” indicates a recommendation;

— |'may” indicates a permissian;

— [can” indicates a possibility or a capability.

Infoymation marked as¢*NOTE” is for guidance in understanding or clarifying the associate

NOTE See https¢//committee.iso.org/home/tc176sc2 for guidance on the topics in this Introdug

0.2 |Using this\document

This|Intreduction explains some underlying concepts and changes to terms used in the prev|
of thiis decument.

is intended
ument have
5 and other
whether in
'ms used in

] text.

tion.

ious edition

Clauses T to 3 provide basic information (Scope, Normative references, and lerms and definitions).

Clause 4 summarizes how quality plans can be used.

Clause 5 describes the process of developing a quality plan.
Clause 6 describes the typical contents of a quality plan.
Clause 7 describes the operation and control of a quality plan.

Annex A provides examples of simple quality plans.

Annex B provides a schematic representation of a process approach applied to a quality plan

Annex C provides a correlation matrix between the clauses of this document and those of ISO 9001:2015.

© ISO 2018 - All rights reserved

vii


https://committee.iso.org/home/tc176sc2
https://standardsiso.com/api/?name=e46b7d66d65b24842f0251d852429bce

ISO 10005:2018(E)

Annex D provides a correlation matrix between the clauses of this document and the quality
management principles from ISO 9000:2015.

The Bibliography includes a list of standards and other relevant information.

0.3 Process approach

The process approach means the systematic management of processes and their interactions to achieve
intended results. Applying the process approach to quality plans assists organizations to manage the
inputs, activities and outputs of each process within a coherent system of interrelated processes.

Processesr

eferenced in a quality plan can interact with:

each ot

— otherp

procesq

When cons

her (interactions among quality plan processes);
Focesses operated within the organization’s management system;
es operated within other organizations (such as customers and external providers).

dering how to manage its processes and their interactions, the organization can add

these throu

Annex B provides a schematic representation of a process approach appljedto quality plans.

0.4 Risk-

Risk-based
so that risk

The applics
organizatio
both risks a

A customelr

h a quality plan whether or not it has a quality management systein.

sed thinking

rhinking means applying a systematic approach to considering risk (the effect of uncerta
5 can be understood and managed appropriately.

tion of risk-based thinking to the development and use of a quality plan enable
h to determine the importance of particularissues and take appropriate actions to ma
nd opportunities.

determine

When developing a quality plan, the @rganization can apply risk-based thinking in deciding

processes,

standard mpdel or template for different quality plans, risk-based thinking can assist those involv

make each

requesting that a provider prepates a quality plan can apply risk-based thinkir
he minimum requirements for the type and extent of the monitoring activities.

esources and control methods to be used. Particularly where an organization ug

uality plan fit for itsinténded purpose.

ress

nty)

5 an
hage

g to

the
es a
bd to

viii

© ISO 2018 - All rights res

erved


https://standardsiso.com/api/?name=e46b7d66d65b24842f0251d852429bce

INTERNATIONAL STANDARD ISO 10005:2018(E)

Quality management — Guidelines for quality plans

1 Scope
This document gives guidelines for establishing, reviewing, accepting, applying and revising quality plans.

This document is applicable to quality plans for any intended output, whether a process, product,
servjce, project or contract, and any type or size of organization.

It is ppplicable whether or not the organization has a management system in conformity with ISO 9001.
This|document provides guidance and does not specify requirements.

It is|focused primarily on the provision of outputs and is not a guide to the planning of quality
manpgement system development.

NOTE To avoid undue repetition of “process, product, service, project, oxContract”, this docunpent uses the
term|“specific case”.
2 Normative references

The |[following documents are referred to in the text in such a way that some or all of their content
congtitutes requirements of this document. For datéd references, only the edition cited ppplies. For
undated references, the latest edition of the referericed document (including any amendmeits) applies.

[SO $000:2015, Quality management systems —\Fundamentals and vocabulary

3 [Ferms and definitions

For the purposes of this document, the terms and definitions given in ISO 9000:20[L5 and the
following apply.

ISO 4nd IEC maintain terminelogical databases for use in standardization at the following alddresses:

— |SO Online browsing-platform: available at https://www.iso.org/obp

— |EC Electropedia: available at http://www.electropedia.org/

3.1
docimented information

information required to be controlled and maintained by an organization and the medium|on which it
is contained

Note 1 to entry: Documented information can be in any format and media and from any source.
Note 2 to entry: Documented information can refer to:

— the management system, including related quality plans (3.2) and processes;

— information created in order for the organization to operate (documentation);

— evidence of results achieved.

[SOURCE: ISO 9000:2015, 3.8.6, modified — In Note 2 to entry, the first list item has been modified, and
Note 3 to entry has been deleted.]

© ISO 2018 - All rights reserved 1
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3.2
quality plan
specification of the actions, responsibilities and associated resources to be applied to a specific object

[SOURCE: ISO 9000:2015, 3.8.9, modified — The phrase “procedures and associated resources to be
applied when and by whom” has been replaced by “actions, responsibilities and associated resources”,
and the notes to entry have been deleted.]

3.3
specific case
<quality plans> subject of a quality plan (3.2)

Note 1 to enfry: The specific case can be a process, product, service, project, contract or other intended olltput
for the quality plan.

4 Usingla quality plan

4.1 Intrdduction

A quality plpn describes how an organization will provide an intended output,;whether that outpuf is a
process, product, service, project or contract (termed the “specific case”in‘this document).

Quality plans are developed where they are considered necessary)te’ meet needs and expectations
related to a|specific case.

Where the prganization has an established management system, quality plans might be necessqry if
requested by a customer or considered useful for other reasens. On the other hand, where no established
management system exists, quality plans can provide asframework for meeting the requiremenits of
the specific|case. They can also assist the organization.fo develop its own management system and its
processes.

The organization should decide where there is nged for quality plans. There are a number of situations
where quality plans can be useful or necessary; for example:

a) toshow how the organization’s quality management system applies to a specific case;
b) to meef customer, other interested parties or the organization’s own requirements;
c) todeve]op and validate neisproducts, services or processes;

d) to demgnstrate, internally and/or externally, how requirements will be met;

e) toorgahize and mafiage activities to meet requirements and quality objectives;

f) to optirpize the use of resources in meeting quality objectives;

g) to minimize the risk of not meeting requirements;

h) to control the establishment of a new or modified organization, site or partnering arrangement;
i) asa basis for monitoring and assessing compliance with the requirements for quality;

j) inthe absence of an established management system.

4.2 Requesting external provider quality plans

An organization may choose to request that an external provider or a prospective external provider
submit a quality plan related to a specific case (this can relate to external providers who are part of the
same organization, e.g. a separate division). Both the organization requesting a quality plan and the
prospective external provider should consider the reasons for using a quality plan and the benefits that
might be achieved through its use.

2 © ISO 2018 - All rights reserved
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The organization requesting an external provider quality plan should apply risk-based thinking to the
nature of the specific case, the evaluation and selection of external provider(s) and opportunities for
benefits. There can be benefits to both the organization and potential external providers in using risk-
based thinking.

Consideration of risks related to the specific case can increase the options for requesting quality plans

from external providers, for example:

a) specifyingintended results rather than the methods and resources to be applied to the specific case
(such as in performance-based contracts) can allow external providers to introduce innovation in
methods, practices and resources;

b) ppecifying minimum requirements for controls and documented information allows)jan external
provider to apply their own processes and experience;

c) Hefining quality plan requirements for the specific case rather than requirifng conformity with a
management system standard, such as ISO 9001, can enable participation:by a broader range of
potential external providers with different levels of maturity of their management systems.

Examnples of specifications of requirements for external provider quality/plans relevant tp particular

sectprs can often be found in industry codes of practice, requests for.offers of products gnd services

or other publicly available sources. However, care should be takento ensure that such examples are
apprijopriately adapted to the specific case.

Requiirements for external provider quality plans can be included in specifications for other n(hanagement

plan

or pi

4.3

Aqu
abol
requ

asse
The
a)
b)
‘)
d)

Estal
prov

A raPaarn s darcran i o oo thaot +hn
Ccllllllull UuIrucTT J\,allullls IIICdIlrS tIrdl UIIC v

5 such as service management plans, project manageiment plans, construction managg
oduction and installation plans.

Managing external provider quality plans

bment plans

ality plan can ensure that an organization has a common understanding with an exte

ired to assess external provider;performance, such as ongoing monitoring, accept
ssment and auditing.

monitoring approach can be:decided based on various factors, such as:

the nature and scope of'the specific case;

Fisks associated with the specific case;

the capability,ofthe external provider;

knowledge,and expertise held by the organization requesting the quality plan.

plishiitg a common understanding of the quality plan between the organization and
ideris particularly important where the specific case involves high levels of risk and

rial provider
t how its requirements will be met, The organization should decide what level of n}nitoring is

nce checks,

he external
complexity.

roanizatl

TSarrt

Satisfactory

performance by the external provider and the external provider has a basis for communicating with
the organization about potential problems.

Achi

eving such a relationship can facilitate:
clarity of roles, including those of independent assessors used by the organization;

maintaining the confidentiality of shared information and intellectual property;

deciding on effective methods and responsibilities for communication;

responding to supply chain and contract issues.
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5 Development of a quality plan

5.1 Context of the quality plan

Understanding the context of the quality plan and its intended results provides a basis for determining
risks and opportunities to be addressed.

The context of the quality plan can include:

a) existing management plans or processes which will support the quality plan, whether or not these
processes are part of an established management system;

b) internal issues that can affect the ability of the organization to achieve the intended results;/such
as consftraints on resources, how the quality plan will be communicated to its users and whether
work wlill be carried out at different sites;

c) externdl issues related to the specific case, such as statutory and regulatory requiremgnts,
competfitive and market issues;

d) the asplects of both the internal and external issues of the organization thatrelate to the sp¢cific
case, fof example quality and market objectives;

e) theneefdsand expectations of relevant interested parties, including.customers, employees, ext¢rnal
providdgrs, etc.

NOTE1 Upderstanding the external context can be facilitated by)considering issues arising from |egal,

technological, competitive, market, cultural, social, environmental and economic factors, whether internatjonal,

national, reg

NOTE2 U
knowledge a

Risks shoul
achieved an

Opportunit

onal or local.

hd performance of the organization.

 be determined and addressed, in order to provide confidence that intended results w
d undesired effects will be prevented or reduced.

increase efflectiveness and efficiency,-Opportunities for innovation can also be important, for exa

where draf
services.

Once the co
of the quali
decided.

5.2 Inpu

The organiz
a)
b)
‘)
d)
e)
f)
g)

- quality plans are subnritted as part of a tendering process for provision of products

ntext for the quality’plan and its intended results are understood, the scope and objec
y plan can be defined. The format and level of detail needed for the quality plan can als

s to the quality plan

ation should determine the inputs to the quality plan, for example:

hderstanding the internal context can be facilitated by considering issues related to values, culture,

1l be

es for improvement should be considered, for example to meet customer expectations or

mple
and

Fives
o be

customer requirements, statutory, regulatory and industry specifications;
information on the needs of users of the quality plan;

other relevant quality plans;

requirements of the specific case;

assessments of risks and opportunities related to the specific case;
requirements for and availability of resources;

management system requirements of the organization;

© ISO 2018 - All rights res
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h) documented information relevant to the quality plan;

i)

5.3

communication requirements for the quality plan.

Defining the scope of the quality plan

5:2018(E)

The organization should determine what is to be covered by the quality plan. The scope of the quality

plan will depend on several factors, including:

a) therequirements of customers and other relevant interested parties;

b) thetypesofproductsandservicestobeprovided;

c) the organization’s processes and their quality characteristics;

d) theresources needed to achieve the intended results;

e) fhe extent to which the quality plan is supported by an established quality;managemen} system.
Theilfe can be benefits from reviewing the scope of the quality plan with the customer or other relevant
interested parties.

5.4 | Preparation of the quality plan

5.4.]1 Initiation

In preparing the quality plan, the organization shoulddetermine the respective roles, res;t)onsibilities
and |authorities within the organization and, where applicable, the relevant responsipilities and
authporities of external parties.

The [quality plan should be prepared with the participation of people who are involved in|the specific
case} both within the organization and, where appropriate, relevant interested partigs. Where a
partjcular resource has limited availability, the quality plan might need to specify how theldemand for
resoprces will be satisfied.

5.4.2 Defining the quality plan

The |quality plan should indicate how the required activities will be carried out, either|directly or
by reference to appropriate documented information (e.g. project plan, work instruction, checklist,
softyare application)

Where an organizZation has an established management system, it may select, adapt, or |[supplement
existing documénted information for use in, or reference by, the quality plan.

Where a fiequirement results in a deviation from the organization’s management system the resulting
risk$ and opportunities associated with the deviation should be considered; such deviations should be
justified-agreed-and-approved:

A quality plan may be included as part of other documented information, for example, project quality

plan

5.4.3

s are often included in project management plans (see ISO 10006).

Consistency and compatibility

The content and format of the quality plan should be consistent with the scope, the inputs, the needs of
the users of the quality plan and its intended outputs.

The level of detail in the quality plan should be consistent with any agreed requirements, the
organization’s methods of operation and the complexity of the activities to be performed. The need for
compatibility with other management plans applicable to the specific case should also be considered.

© ISO 2018 - All rights reserved
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An organization may decide to prepare a quality plan that conforms to applicable requirements of

IS0 9001. A

5.4.4 Pre

correlation matrix to ISO 9001:2015 is provided in Annex C for guidance.

sentation and structure

A quality plan may be formally defined and presented using different methods, for example:

graphical representations (e.g. process map, work flow charts);

mathadc

adia alacts

written work instructions (e.g. textual description, table, document matrix, checklists, manual);

a)
b)
c) visualg
d) softwal
e) combin|
These meth

The quality,
or functions

NOTE E

6 Conte

6.1 Gene

The guidan
Documente
the quality
or linked el

Some topics
specific cas
be prepared

The quality

topics in thlis guidance might@ot be applicable, for example where design and development arg

involved.

6.2 Scop
The scope s

a)

a simpl

1Kl
TCUTO, CTCCTT OTITCTIIICTITotr S,

e applications;
ation of methods.
ods should be appropriate to the application and users of the quality plan:

plan may contain a number of distinct plans, for example for partictilar aspects, procs
. Control of the interfaces between the different plans needs to be‘clearly defined.

kamples of quality plans are provided in Annex A.

ht of the quality plan

ral

ce in 6.2 to 6.17 indicates what should. be*considered for inclusion in a quality
d information necessary for the intended users of the quality plan may be contained w
blan or, where available from other soutices (e.g. an intranet or extranet), may be refere
pctronically.

. Where a customer requires.specific topics or a specific structure, the quality plan sh

| in accordance with thoserequirements.

plan for a specific case,should cover the topics examined in 6.2 to 6.17 as appropriate. §

e of the quality plan
hould beclearly stated in the quality plan (see 5.3). This should include:

b Statement of the purpose and expected output of the specific case;

sses

blan.
thin
hced

not mentioned in 6.2 to 6.17 could be added depending on the nature and the scope of the

ould

ome
not

b)

applicability;

c)

the aspects of the specific case to which it will be applied, including particular restrictions to its

the conditions of its validity (e.g. dimensions, temperature range, hardware platform/operating

system, market conditions, resource availability or quality management systems certification/
registration status).

6.3 Quality plan inputs

It can be necessary to list or describe the inputs to the quality plan (see 5.2), to facilitate, for example:

referen

a)

ce to inputs by users of the quality plan;

© ISO 2018 - All rights res
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b) reviewing consistency with inputs during maintenance of the quality plan;
c) reviewing changes to inputs for impact on the quality plan.

The quality plan should include or make reference to the requirements to be met for the specific case.
A simple overview of the requirements may be included to help users to understand the context of
their work, for example an outline of a project. In other cases, a comprehensive list of requirements
developed from input documented information can be used.

6.4 Quality objectives

The guality plan should state the quality objectives for the specilic case and how they will be achieved.
Quality objectives may be established, for example, in relation to:

a) puality characteristics for the specific case;
b) |mportantissues for satisfaction of the customer, organization or other intetested partjes;
c) ppportunities for improvement.

Thege quality objectives should be expressed in measurable terms? Any required mpasurement
prodesses needed to determine achievement of the quality objectives'should be included of referenced
in thee quality plan.

6.5 | Quality plan responsibilities
The guality plan should identify people within the orgdnization who are responsible for:

a) pnsuring that the activities and resources reguired for the quality plan or contract qre planned,
mplemented and controlled, and their progr€ss monitored;

b) Feviewing quality plan inputs, recordirig-these reviews and resolving conflicts and amhiguities;

c) fFommunicating requirements to-all"affected departments and functions, external prpviders and
fustomers, and resolving problems that arise at the interfaces between such groups;

d) reviewing the results of any;audits conducted;
e) feviewing and authopizinig changes to, or deviations from, the quality plan.

Repgrting lines of theseinvolved in implementing the quality plan may be presented in th¢ form of an
organizational chaft

6.6 | Control'of documented information

6.6.1 For documented information applicable to the specific case, the quality plan should dtate:

a) how the documented information will be identified;
b) by whom the documented information will be reviewed and approved;
c) how distribution of, and access to, the documented information will be controlled;

d) how the documented information will be maintained and protected.

6.6.2 The quality plan should define what documented information should be retained to provide
evidence of conformity with requirements. Such documented information can include quality plan inputs,
design and development reviews, inspection and test results, process monitoring and measurement
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outputs, work or service orders, drawings, minutes of meetings, assessment and audit reports. Matters
to be considered include:

a)
b)

<)

how, where and for how long evidence of conformity will be retained;

what the customer, statutory and regulatory requirements are, and how they will be applied;

conformity is protected from unintended alteration and made available when required;

d)

what documented information will be supplied to the customer, when and by what means;

what methods will be used to ensure that documented information retained as evidence of

e)
6.7 Reso

6.7.1 Pro

The quality
implementd

where gpplicable, in what language, format and media documented information will be provid

rces

vision of resources

r plan should specify the type and amount of resources needéd for the succe
tion of the quality plan. These resources can include people,fnternally or exter

12

ssful
hally

provided pjrocesses, products or services, infrastructure and environment for the operation of

processes, 1

6.7.2 Ma

Where ther
or standard

6.7.3 Ped

The quality
activities w
knowledge

a)

the nee

b) the training of existing personnelin new or revised operating methods.

The need ot

also be cons
NOTE T
6.7.4 Infi

The quality

honitoring and measurement resources, and specialized knowledge and expertise.

ferials, products and services

e are specific characteristics for required materials,products and services, the specifica
5 to which these resources need to conform should be stated or referenced in the quality

ple

plan should specify, where applicable, the competence required for defined rolg
ithin the specific case. The quality plan should define any specific training, organizat
br other actions required for perSaonnel. This should include:

d for, and training of, new personnel;

applicability of indiyidual learning, team development and motivational strategies sh
idered.

Faining in the'yse of quality plans is addressed in 7.2.

astructure and environment for the operation of processes

plan should state the requirements of the specific case with regard to buildings

ions
blan.

S or
onal

ould

and

associated

tiiities, Workspace, toots and equipInent, Information and COMIMUIIcation tecino

support services and transportation.

ogy,

Where the operational environment has a direct effect on product, service or process quality, the
quality plan should specify the relevant environmental characteristics to be considered.

6.7.5 Monitoring and measuring resources

The quality plan should specify the resources needed to ensure valid and reliable results when

monitoring

or measuring to verify the conformity of products and services to requirements.
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The quality plan should specify the controls to be used for monitoring and measuring resources
intended for use for the specific case, including requirements for calibration or verification, or reference
to relevant documented information.

NOTE Guidance on the management of measurement systems can be found in ISO 10012.

6.8
The

Customers and other interested parties communication

quality plan should state or make reference to:

a) who is responsible for communication with customers and other interested parties;

b)
‘)
d)
e)

6.9

6.9.
The

The
char

It sH
acce
valid

In s

1 Design and development process

'he methods to be used for communication;
ivhen the communication is needed;

Fhe process to be followed when customer feedback is received;

Feceived from customers and other interested parties.

Design and development

quality plan should reference applicable plan(s) for design and development.

Acteristics, statutory and regulatory requirements.

ould specify the criteria by which the~design and development inputs and output
pted, and how, at what stage(s), and by whom, the outputs should be reviewed, ¥
ated.

bme cases, design and development is a complex process and guidance should be 3

appr
the
wit
pro
tot

Int
spe
uni
dev

NOT

opriate sources, including internal documented information on design and developmer
evel of complexity will be low but still require a planned process to ensure that riskj

the documented information that should be retained from communications and/or onl complaints

quality plan should take account of applicable“specifications, codes, industry standajrds, quality

E should be
erified and

ought from
t. In others,
associated

the use of design and.development outputs are controlled. For projects, the design and development

ss can be applied to-the establishment and subsequent change control of project plan
e intended resultofthe project.

e service sectof, the design and development process can apply to the development
ification which forms the basis for subsequent service provision. However, where s

e to a_specific customer transaction, for example research and advisory services, the
lopmient process can be applied to the entire service provision process.

ISO/TS 9002 provides general guidance on the design and development process. ISO/IH

5, as well as

bf a service
ervices are
design and

C 90003 and

ISO/IEC/IEEE 24748-5 provide specific guidance for the software sector.

6.9.2 Control of design and development changes

The quality plan should state:

a) how requests for changes to the design and development outputs will be controlled;

b) who is authorized to initiate a change request;

c) how changes will be reviewed in terms of their impact;

d) who is authorized to approve or reject changes;
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e) how the implementation of changes will be verified.

In some cases, there might be no requirement in the quality plan for design and development. However,
the organization might need to control changes to planned design and development outputs, for
example to approve the use of alternative materials, respond to changes in available resources or adjust
service outputs to meet specific customer needs.

6.10 Externally provided processes, products and services

The quality

plan should specify:

a) the critfical characteristics of externally provided processes, products and services that can affect

the spefific case;

b) how th
c) the me
necess3
d) requireg
approp
e) the mg
require
f) how th
specifig

6.11 Production and service provision

Production

commonly 1orm the main part of the quality plan. The processes involved will vary, depending o the

nature of t
expressed t|

Production
the require
measureme

The quality
and/or sery
include or r

a) thepro

se characteristics will be communicated to external providers;

thods to be used for the evaluation and control of external providers_including,
ry, alternative or supplementary external providers;

riate;

thods to be used to satisfy the requirements, including statutory and reguldg
ments, that apply to externally provided products and services;

e organization intends to verify that externally provided products and services confor]
d requirements.

and service provision, together with the,relevant monitoring and measurement proce

e work. The interrelationship between the various processes involved can be effect
hrough the preparation of processymaps or flow charts.

and service processes mightineed to be validated to ensure they are capable of delive
d output, especially if the process output cannot be verified by subsequent monitori
nt.

plan should specify-the inputs, processes and outputs required for carrying out produ
ice provision. Flielorganization should apply risk-based thinking when deciding wheth
efer to:

Cess steps;

b) relevant decimented information;
c) thetools; i ; i i

the spe

vhen

ments for, and reference to, external provider quality planscor’ other plans, where

tory

m to

5Ses,

vely

ring
|g or

tion
er to

lieve

)
cified requirements, including details of any necessary material, product, service, process,
software application, certification or validation;

d) required controlled conditions to meet planned arrangements, methods for verifying compliance
with such conditions, including any specified statistical or other process controls;

e) requirements for competence and/or qualification (see 6.7.3);

f) criteria for the acceptance of products, services and/or other process outputs;

g) applicable statutory and regulatory requirements;

h) industry codes and practices;

10
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i) implementation of actions to prevent human error;
j) arrangements for release, delivery and post-delivery activities.

Where installation or commissioning is a requirement, the quality plan should state how the output
will be installed and which characteristics need to be verified and validated at that time.

Where the specific case includes post-delivery activities (e.g. maintenance, support or training services),
the quality plan should state how the organization intends to assure conformity with applicable
requirements, such as:

— statutes and regulations;

— Industry codes and practices;
— the competence of personnel, including trainees;
— fhe availability of initial and on-going technical support during the agreed.time period.

NOTE ISO 10006 provides guidance on project management processes for production and service provision.

6.12 Identification and traceability

Where identification of outputs is appropriate to ensure requiréments for the specific case pre met, the
quality plan should specify methods to be used. Where traceability is a requirement, the quality plan
shoyld define its scope and extent, including how affected outputs will be identified.

The guality plan should state:

a) how contractual, or other relevant traceability*requirements are identified and incorgorated into
Hocumented information;

b) what documented information is to be retained to provide evidence of meeting [traceability
Fequirements, and how it will be controlled;

c) ppecific requirements and methods for the identification of the inspection and teft status of
butputs.

NOTE Identification and (traceability is part of configuration management. For further puidance on
configuration management(sée’ISO 10007.

6.13 Property belonging to customers or external providers
The guality plaiirshould state:

a) how products and services provided by customers or external providers are identified and
controlled;

b) the methods to be used to verily that these products and services meet speciiied requirements;
c¢) how nonconforming products and services will be controlled.

NOTE1 Customer’s or external provider’s property can include materials, components, tools and equipment,
premises, intellectual property and personal data.

NOTE 2  ISO/IEC 27002 provides guidance on information security.

6.14 Preservation of outputs
The quality plan should state:

a) requirements for preservation and how these requirements will be met;
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b) where the organization is responsible for delivery, how the output will be delivered in a manner
that will ensure that its required characteristics are not degraded.

NOTE

delivery, transmission or transportation and protection.

6.15 Control of nonconforming outputs

Preservation can include identification, handling, contamination control, storage, packaging and

The quality plan should define how nonconforming outputs will be identified and controlled to prevent

unintended

use, until proper disposition or acceptance by concession is completed.

The quality
allowed, an

Where ser}
nonconfor
or make r
effects, of si

6.16 Moni

Monitoring

;Ierence to the actions and communications that are appropriate to the effe¢ts, or pote

pran mightneed to define specifictimitations, suchas the degree or type of TEWOrR or T
1 how such rework or repair will be authorized.

Fice provision is carried out at the interface with the customer, preventing us
ing service outputs might not be feasible. Where applicable, the quality plai/should d

Ich nonconformities.

toring and measurement

pair

e of
bfine
ntial

and measurement processes should define how objective €vidence of conformity will be

obtained. If some instances, customers request submission of monitoring and measurement plans

(sometimes|termed “inspection and test plans”), without other quality plan information, as a basis for

monitoring|conformity with specified requirements.

The quality|plan should specify:

a) procesqand output monitoring and measurements to-be applied;

b) the stages at which they should be applied;

c) the chafacteristics to be monitored and measured at each stage;

d) the acc¢ptance criteria to be used;

e) any stafistical process control méthods to be applied;

f) where Inspections or tests are-required to be witnessed or performed by interested partieg, for
example:

1) atgst, or series of.tests (sometimes referred to as “type tests”), directed towards the appifoval
of 4 design and eonducted to determine if the design is capable of meeting the requirements of
the productand service specification;

2) site testing including acceptance;

3) pra duct and service verification;

4) product and service validation;

g) where, when and how the organization intends to use external providers to perform inspections
or tests;

h) the criteria for release of products, services or other outputs.

NOTE ISO/TR 10017 provides guidance on the selection of statistical methods.

6.17 Audits

The quality plan should specify the type of audits to be performed for the specific case, the nature and

extent of su

12

ch audits and how the results of the audits should be used.
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a) to monitor the implementation and effectiveness of quality plans;

b) to monitor and verify conformity with specified requirements;

c) for surveillance of external providers to the organization;

d) to provide independent objective assessment, when required, to meet the needs of customers or
other interested parties.

NOTE ISO 19011 provides guidance for the auditing of management systems.

7 Dperation and control of the quality plan

7.1 | Review and acceptance of the quality plan

The jquality plan should be reviewed for adequacy and effectiveness, and should be formal]y approved

by aph authorized person or a group that includes representatives from‘\relevant functiong within the

organization.

In cdntractual situations, a quality plan might need to be submittéd to the customer by the drganization

for review and acceptance, either as part of a pre-contract corfsultation process or after a qontract has

beerf awarded. Once a contract is awarded, the quality planshould be reviewed and, where 3ppropriate,
revised to reflect any changes in requirements.

Where a project or contract is conducted in stagesythe organization might be expected fto submit a

qualjty plan to the customer for each stage, prior tgthe start of that stage.

7.2 | Implementation and monitoring ef the quality plan

In the implementation and monitoring;of the quality plan, the organization should cpnsider the

following issues:

a) fistribution of the quality plan to all relevant people; care should be taken to distinguish between
ropies that are distributed under the control provisions for documented information (tq be updated
hs appropriate), and those that are supplied for information only;

b) training in the usé of quality plans; in some organizations (e.g. those engaged| in project
management) qudlity plans may be used as a routine part of the quality management system, while
n others, quality plans may be used only occasionally (in this case, special training could be needed
Fo assist users in applying the quality plan correctly);

c) monitorting conformity with quality plans; the organization is responsible for [monitoring
conformity with each quality plan that it operates, which can include:

Ty—operatiomat supervisionof the ptanmed arTangenernts;

2) milestone reviews;

3) audits.

Audits are generally undertaken on a sampling basis, especially where many short-term quality plans
are used.

Where quality plans are submitted to customers or other interested parties, these interested parties
might establish provisions for monitoring conformity with the quality plans.

Whether carried out by internal or external interested parties, such monitoring can assist in:

— assessing the commitment of the organization to the effective implementation of the quality plan;

© ISO 2018 - All rights reserved 13


https://standardsiso.com/api/?name=e46b7d66d65b24842f0251d852429bce

ISO 10005:2018(E)

finding

evaluating the practical implementation of the quality plan;
determining where risks can arise in relation to the requirements of the specific case;

taking corrective action where appropriate;

opportunities for improvement in the quality plan and associated activities.

7.3 Revision of the quality plan

The organization should revise the quality plan:

a) toreflect any changes to quality plan inputs or risks, including:
1) thespecific case for which the quality plan is established;
2) thelprocesses for production and service provision;
3) thelorganization’s management system;
4) stafutory or regulatory requirements;

b) toincofporate agreed improvements to the quality plan.

An authoriz
effectivenes

parties and
be consiste

informatiorn

The organiz

a deviation
who wi

how su

who wi

7.4 Feed

Where appi
evaluated. ]
customers,

Lessons led

what infformation will be providedsand in what form;

ed person or persons should review changes to the quality’plan for impact, adequacy
s. Revisions to the quality plan should be made knowh to users, customers, intere
or external providers. Communication with custoniers and other interested parties sh
Nt with the requirements for externally provided @roducts and services. Any docume
that is affected by changes in the quality plan should be revised as necessary.

from the quality plan, including:
[1 have the authority to request such-deviations;

Ch a request will be made;

I be identified as havingthe responsibility and authority to accept or reject such deviat

back and imprevement

opriate, expérience gained from the application of a quality plan should be reviewed
[he orgatnization can also review the application of the quality plan in consultation
external providers and other relevant interested parties.

rbed should be used to improve the organization’s quality plan(s) and the respe

and
sted
ould
nted

ation should consider how and under what.cifcumstances the organization would authg¢rize

jons.

and
with

Ctive

manageme
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This annex provides examples of some of the formats in which quality plans may be presented.

The
desd

Acty
appl

Pres
requ
cert
bett

Whe
oper

The

examples shown should not be taken as being complete in relation to the quality pl
ribed in Clause 6.

al quality plans may be more complex. It would normally be expected that @ll th
cable to the specific case would be covered.

entation of quality plans may be in any format deemed suitable ‘for meeting

hin circumstances. Similarly, a diagrammatic format may be suppleémented with text. Ot
br suited to a specific case may be used.

re the quality plan is available electronically, referenced doeumented information, such
ating procedures (SOPs) or process management softwafg, may be accessible via hyper]

following examples include:

Example 1: A “text” type of quality plan; this could'be used, for example, as a template
plan for an engineering project;

brocessed materials;

h service.

An contents

P processes

the agreed

irements. A textual presentation rather than a diagrammatic one'may be more appropriate in

her formats

s standard
links.

or a quality

Example 2: A “table” type of quality plan;' this could be used, for example, as a quality plan for

Fxample 3: A “Flow chart” type of'quality plan; this could be used, for example, as a quallity plan for
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EXAMPLE 1 A template for a “text” type of quality plan.
1. Introduction
1.1 Pur n fthe proj lity plan

The purpose of this project quality plan is to document the quality processes that XYZ will follow in order
to effectively manage project quality from planning to delivery. It defines the procedures, processes and
management systems to be used for the management of engineering and project management services.

[Describe relationship to project management plan, XYZ quality management system, etc.]

1.2 Projecfl overview
[Include a déscription of the project including planned stages and schedule]

1.3 Scope ¢f services
[Define the §cope of the services included in the project quality plan]

1.4 Specifi¢ project risks

[List/describe specific project risks e.g. unusual characteristics related to client contéxt, project context, prp-
ject partnerf, requirements, deliverables, resources, communications, confidentiality]

2. Resour¢ing and communication

2.1 Roles,1 nsibilities an horiti

[Define role}, responsibilities and authorities - consider table to summatrize]
2.2 Communication

[Define communication pathways and authorities, especially where multiple parties are involved in the project]
2.3 Compefen ren nd trainin

[To be includled where there are specific competence, awareness and training needs for the project]
3. Qualityjmanagement

3.1 Quality poli nd QM

A copy of thie XYZ quality policy statementiis included in Appendix A.

[Define application of XYZ quality management system to this project quality plan]

3.2 Quality objectives and KPIs

The key qudlity objectives for-this project are to...

Key performance indicaters,(KPIs) are listed in...

3.3 Audits

To ensure that theproject is delivered in accordance with the XYZ quality management system, the project
will be audifedasipart of the internal audit programme.

[If project aldi
3.4 Nonconformity management
Nonconformity records (NCRs) are retained in the...

Summaries and reviews for corrective action and continual improvement are maintained and updated by
the project team in accordance with...
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4. Project delivery

4.1 Projectinputs
[Define handling and management of project inputs]

4.2 Scope changes

Any changes to the scope of the work shall be addressed via the change management process. It is the
responsibility of all team members to notify the project leader of any potential or actual changes to the scope
of the work.

4.3 |Project control
[Include a description of the processes used for project control]

4.4 [Man roj liverabl

[Dedcribe or list deliverables, together with responsibilities for controlling completion]

4.5 [Check, review, verify and approve

[Describe processes and responsibilities for checking (including checking of metheds and application pf
standards/previous design solutions/validation strategies), reviews, verificatien’and approval]

5. Documented information management

5.1 |Computer network file structure
omputer network file structure has been adopted for this project within XYZ...

c

.2 |Documented information management process
[Dedcribe/list how different types of documents are controlled]
5.3 |In nd transmittal

[Dedcribe/list how different types of documents gre controlled. Define how incoming documents, change requests,
outdoing documents and transmittal records aremanaged and registered]

6. Project deliverables

7. Approval requirements
[XYZ and client approval requirements, plus relationship to other interested parties where applicablef
8. Distributing the deliverables

[Deffine the process fortnansmittal of deliverables and the documented information to be retained]
9. (hange management

[Define internalyand external change management requirements, including changes occurring after delivery of
docymentedinformation]

10. |Identification and traceability

Appendices
For example:

— Appendix A - XYZ quality policy

— Appendix B - Contract management plan table of contents
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EXAMPLE 2 A “table” type quality plan

QPL - 005 |Product/product line: Originated by: |Approved by: |Rev: Date:
Specification grade
chemicals
Actiyvity Description ggﬁ::ﬁ:g 1]\)1:;/

This quality plan is applicable to the processes

Scope of production and distribution of — —
specification-grade chemicals.

Quality objectives |Our quality objectives are yield (93 %); on-time QSP.-'005 Various
delivery (+/-1 day).
Job descriptions and organization charts of thé

Managemént rtlaspopmbllltles (?fpersonnelll_mvolvgd in the*: QSP - 020 MGMT/

responsib]lities planning, executing, controlling and monitoring|gqyn 600 HRS
the progress of the activities covered by this
plan are to be found in referenced documents.
There are no special document control require-

Documentation ments. Contractual documentswill be retained [QSP - 050 TSS
for a minimum of five years,
Identifiable and retrievable records will be
maintained to furnishievidence of activities

Records affecting quality. Reeords will be retained for a QSP - 055 QA
minimum of fivetyears.
The requirenients for storage, process and

Resources transportatioh of raw materials and compo- QSP-020 MGMT
nents aré specified in //VSB\materials.doc.
All staffare required to have successfully com-

Resources pléted training on the handling of the materials |SOP - 810 HRS
specified in the contract.

R No special infrastructure or work environment

esources "

conditions apply.
All quotations given and all customer specifi-

Requirem bnts cations and orders received will he reviewed MKT/

. . . SOP - 100 7
review/ prior to acceptance, to ensure that the require- SOP - 110 TSS/
Customer ments are properly defined, all differences sat- SOP - 120
specifications isfactorily resolved, and the company has the MFG/QA

capacity to meet the requirements involved.

Customer feedback is collected either by visit-
Customer ing the website or using form SOP-190F1 and |SOP - 150 MKT
communication is discussed at monthly meetings between the |[SOP - 190

customer and the contract management team.
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All accepted customer specifications that differ
. significantly from regular company specifica- )
Design and tions require review and approval (SOP-200). SOP-200 TSS
development . . SOP - 220
This may require customer prototype approval,
and process verification and validation.
All critical products purchased by the company
are subject to receiving inspection and testing
. . . SOP - 300
as required in the current raw material and
o ) SOP - 310 PUR/
. package specifications. Bulk tank cars will not
Purchasing b loaded until all ired testing is sati SOP -400
e unloaded until all required testing is satis-  |cop5 -0 MAT
factorily completed. Noncontorming materials
) . SOP - 490
may be approved by concession, disposed of, or
returned to the supplier.
Production Standard operating procedures apply. SOP - 500 MFG
Identification and _ SOP.-440 MAT/
trageability Standard operating procedures apply. SOP.>540 ME
Customer specifications and proprietary test
methods will be processed and protected MKT/
Cusftomer property |through the formal specification system to pre- |SOP - 110
serve their integrity and ensure the confidenti- TSS
ality of the information contained therein.
Standard operating procedures apply to special MAT/
packaging materials provided by the customer. SOP - 410 MF&
Purchased materials, intermediates and fin-
ished products will be steted in secure con-
Stor tainers, tanks and warehouse facilities. Careful |SOP - 400
torage and handling methods will be used SOP-700  |MAT
handling andling methods will be used to prevent -
damage, deterioration or contamination of the |SOP - 750
product. Bulk-products will be shipped in
dedicated tank'cars.
Products-failing to pass the final lot accept-
Nonconformin ancerequirements will be diverted to a special [SOP - 570 MFG/
rolucts g quarantine area or tank. A written concession |[SOP - 580
p from the customer will be required before any |[SOP - 590 TSSYQA
nonconforming product can be shipped.
Moxltorlng and Sampling and testing plans exist or will be pre- SOP - 600 QA
measurement pared to cover all product realization processes.
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The company maintains a range of measuring
and testing equipment to cover the scope of its
development, production and control activities. |[SOP - 610 QA
All required calibration is done in-house or by
the equipment manufacturer.

Inspection and
testing equipment

Audit The facilities may receive internal, customer SOP - 675 QA
and regulatory audits.

Key

HRS: human resources

MAT: materials control

MFG: manyfacturing

MGMT: top|management

MKT: marketing and sales
PUR: purchasing

QA: qualitylassurance

QSP: qualitly system procedure

SOP: standard operating procedure

TSS: technical services
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