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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 1SO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the rlght to be represented on that commlttee International organrzatrons governmental and

non-governmen

Electrotechn
International
The main t4
adopted by

International

Attention is
rights. ISO s

ISO 10005
Subcommittg

This second
that edition,

cal Comm|55|0n (IEC) on aII matters of electrotechnlcal standardization.

Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
sk of technical committees is to prepare International Standards. Draft Interpational Stang
the technical committees are circulated to the member bodies for voting. )Publication a
Standard requires approval by at least 75 % of the member bodies casting.a vote.

irawn to the possibility that some of the elements of this document¢may be the subject of p
hall not be held responsible for identifying any or all such patent rights.

be SC 2, Quality systems.

edition cancels and replaces the first edition (ISO 10005:1995). It constitutes a technical revisi
aking into account ISO 9000:2000, ISO 9001:2000<and 1SO 9004:2000.

iional

ards
S an

atent

vas prepared by Technical Committee ISO/TC 176, Qualitymanagement and quality assurance,

on of

© ISO 2005 — All rights reserved


https://standardsiso.com/api/?name=d162661cf7cca0e54c780ef1a62b7c30

ISO 10005:2005(E)

Introduction

This International Standard 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, project or contract

to work methods and practices that suppo

othe

rt product realization. The quality plan should be compatible with
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ng the benefits of establishing a quality plan are the increased confidence that requirements
er assurance that processes are in control and the motivation it can give to those involved. It n
Nt into opportunities for improvement.

International Standard does not replace the guidance given in ISO 9004 or in.industry-specifid
re quality plans are required for project applications, the guidance provided-in this Internationa
ded to be complementary to the guidance provided in ISO 10006.

ms of the process model shown in Figure 1, quality management(system planning applies
|, Quality plans, however, apply primarily to the path from~Cdstomer requirements, thro
ation and product, to customer satisfaction.
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Figure 1 — Model of a process-based quality management system
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Quality management systems — Guidelines for quality pl

1 Scope

ans

This [International Standard provides guidelines for the development, review, acceptance, application and

revisjon of quality plans.
It is applicable whether or not the organization has a management system in conformity, with’1SO 4

This [International Standard is applicable to quality plans for a process, product, project or contract
category (hardware, software, processed materials and services) and any industry.

It is focused primarily on product realization and is not a guide to organizational quality manage
planfing.

This|International Standard is a guidance document and is notintended to be used for ceg
regigtration purposes.

p001.

any product

nent system

rtification or

NOTE To avoid undue repetition of “process, product, project or eontract”, this International Standard yses the term

“spedific case” (see 3.10).

2 Normative references

The |following referenced documents are indispensable for the application of this document.

references, only the edition cited applies. Feriundated references, the latest edition of the referenc
(inclyding any amendments) applies.

ISO P000:2000, Quality management systems — Fundamentals and vocabulary

3 Terms and definitions

For the purposes of thissdocument, the terms and definitions given in ISO 9000 and the following
of the definitions,below are quoted directly from 1SO 9000, but notes are in some cases
supplemented.

3.1
objeftive evidence
data|sGpporting the existence or verity of something

For dated
bd document

apply. Some
omitted or

NOTE Obijective evidence may be obtained through observation, measurement, test, or other means.
[1SO 9000:2000, definition 3.8.1]

3.2
procedure
specified way to carry out an activity or a process (3.3)

NOTE 1 Procedures can be documented or not.

NOTE 2 When a procedure is documented, the term “written procedure” or “documented procedure” is frequently used.

The document that contains a procedure can be called a “procedure document”.

[ISO 9000:2000, definition 3.4.5]
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3.3
process

set of interrelated or interacting activities which transforms inputs into outputs

NOTE Adapted from ISO 9000:2000, definition 3.4.1 (the Notes have not been included).

34
product

result of a process (3.3)

NOTE 1 There are four generic product categories, as follows:

services

software

Many product
service, softw

“automobile”

software, drivg

NOTE 2 Ser
customer and

return);

Software con
procedures (

Hardware is ¢

their amount

[ISO 9000:2

35
project

unique proc

undertaken

and resource

NOTE1 An

NOTE 2
proceeds.

hardware

an activity

an activity

the delive

the creati

12.9. transport);
e.g. computer program, dictionary);

(e.g. engine mechanical part);

processedl materials (e.g. lubricant).

5 comprise elements belonging to different generic product categories. Whetherthe product is then
are, hardware or processed material depends on the dominant element. For_example the offered pr|
onsists of hardware (e.g. tyres), processed materials (e.g. fuel, cooling liquid),Software (e.g. engine ¢
r's manual), and service (e.g. operating explanations given by the salesman).

ice is the result of at least one activity necessarily performed at-the interface between the supplie
is generally intangible. Provision of a service can involve, for example, the following:

performed on a customer-supplied tangible product (e.g. automebile to be repaired);

performed on a customer-supplied intangible product (€{(g: the income statement needed to prepare

y of an intangible product (e.g. the delivery of information in the context of knowledge transmission);

bn of ambience for the customer (e.g. in hotelscand restaurants).

Sists of information and is generally _intangible and can be in the form of approaches, transactio
B.2)

enerally tangible and its amount.is-a countable characteristic. Processed materials are generally tangibl
ip a continuous characteristic-Hardware and processed materials often are referred to as goods.

D00, definition 3.4.2]

ess (3.3)eonsisting of a set of coordinated and controlled activities with start and finish d
0 achieve an objective conforming to specific requirements, including the constraints of time,
DS

1

talled
pduct
bntrol

and

a tax

ns or

b and

ates,
cost

indivadual prnjohf canform pnrf ofa Inrgar prnjor‘f structure

NOTE 3 The outcome of a project may be one or several units of product (3.4).

[ISO 9000:2000, definition 3.4.3]

3.6

guality management system
management system to direct and control an organization with regard to quality

[ISO 9000:2000, definition 3.2.3]

In some projects, the objectives are refined and the product characteristics defined progressively as the project
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quality objective
something sought, or aimed for, related to quality

NOTE 1 Quality objectives are generally based on the organization's quality policy.

NOTE 2 Quality objectives are generally specified for relevant functions and levels in the organization.

[1SO 9000:2000, definition 3.2.5]

3.8

qualfty plan
document specifying which processes (3.3), procedures (3.2) and associated resources Wit -t
whom and when, to meet the requirements of a specific project (3.5), product (3.4), process-or ¢

NOTE

procgsses.

NOTE 2 A quality plan often makes reference to parts of the quality manual or to procedure documents.

NOTE 3 A quality plan is generally one of the results of quality planning.

3.9

recofd
document stating results achieved or providing evidence of activities performed

NOTE Adapted from ISO 9000:2000, definition 3.7.6 (the Notes.liave not been included).

3.10

spedific case
subjéct of the quality plan (3.8)

NOTE This term is used to avoid repetition of<prfocess, product, project or contract” within this International

4.1

Pevelopment of a quality:plan

Identifying the need)for the quality plan

The prganization should identify what need there may be for quality plans. There are a number
where quality planSimay be useful or necessary, for example:

a)
b)
c)
d)
e)
f)

9)
h)
i)

tp show héw)the organization's quality management system applies to a specific case;

—

h meépstatutory, regulatory or customer requirements;

h developing and validating new products or processes;

F 1 These procedures generally include those referring to quality management processes and to prod

e applied by
bntract

Lict realization

Standard.

of situations

to demonstrate, internally and/or externally, how quality requirements will be met;

to organize and manage activities to meet quality requirements and quality objectives;

to optimize the use of resources in meeting quality objectives;

to minimize the risk of not meeting quality requirements;

to use as a basis for monitoring and assessing compliance with the requirements for quality;

in the absence of a documented quality management system.

NOTE There may or may not be a need to prepare a quality plan for a specific case. An organization with an established
quality management system may be able to fulfil all of its needs for quality plans under its existing system; the organization
may then decide that there is no need to prepare separate quality plans.
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4.2 Inputs to the quality plan

Once the organization has decided to develop a quality plan, the organization should identify the inputs for
preparation of the quality plan, for example:

a) the requi

rements of the specific case;

b) the requirements for the quality plan, including those in customer, statutory, regulatory and industry
specifications;

c) the quality management system requirements of the organization;

d) risk assessments on the specific case;

e) the requ
f) informati
g) informati
h) other rel

i) otherrel

management plans.

4.3 Scope

The organiz
covered by g

The scope o

a) the proc
be includ

b) the requi

particulaf to the specific case, but necessaryfor them to have confidence that their requirements w

met;

c) the extern

Where qualif
the quality p

There may b
for example

4.4 Preparation*of the quality plan

rement for and availability of resources;

pn on the needs of those engaged in carrying out activities covered by the quality plan;
pn on the needs of other interested parties who will use the quality plan;

bvant quality plans;

bvant plans, such as other project plans, environmental, health and safety{ security and inform

of the quality plan

htion should determine what is to be covered by the quality plan and what is covered or {
ther documents. Unnecessary duplication should be avoided.

f the quality plan will depend on several factors, including the following:

bsses and quality characteristics that are particular to the specific case, and will therefore ne
ed;

Fements of customers or other interested_parties (internal or external) for inclusion of processe

t to which the quality plan is supported by a documented quality management system.

y management procedures’have not been established, they may need to be developed to su
an.

e benefits from reviewing the scope of the quality plan with the customer or other interested pa
n order to facilitate their use of the quality plan for monitoring and measurement.

ation

o be

bd to

S not
Il be

bport

rties,

4.4.1 Initia

HP=—
TUT1

The person responsible for preparing the quality plan should be clearly identified. The quality plan should be
prepared with the participation of people who are involved in the specific case, both within the organization and,

where appro

priate, external parties.

When preparing a quality plan, quality management activities applicable to the specific case should be defined
and, where necessary, documented.

4.4.2 Docu

menting the quality plan

The quality plan should indicate how the required activities will be carried out, either directly or by reference to
appropriate documented procedures or other documents (e.g. project plan, work instruction, checklist,
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computer application). Where a requirement results in a deviation from the organization's management
systems, this deviation should be justified and authorized.

Much of the generic documentation needed may already be contained in the organization's quality
management system documentation, including its quality manual and documented procedures. This
documentation may need to be selected, adapted and/or supplemented. The quality plan should show how the
organization's generic documented procedures are applied, or alternatively modified or overridden by
procedures in the quality plan.

A quality plan may be included as part of another document or documents, for example project quality plans are

L O 100006

ofte

4.4.3

In pr
oblig
Thos
obje

4.4.4

The

thep
agre
perfa

4.4.5

The
table]
in eld

NOTE

The

H Ladlaal + % + 1 L
MeIiuutTu T PJrojeet mmiariay cIiticTit piadliio (ol 1oV LUUUU /.

Responsibilities

bparing the quality plan, the organization should agree and define the respective-roles, respor
ptions both within the organization and with the customer, regulatory authorities or other intere
e administering the quality plan should ensure that the persons it refers to are aware @
tives and any specific quality issues or controls required by the quality.plan.

Consistency and compatibility

contents and format of the quality plan should be consistent with the scope of the quality plan,
lan and the needs of the intended users. The level of detail in the quality plan should be consig
pd customer requirement, the organization's method.of operation and the complexity of the a
rmed. The need for compatibility with other plansishould also be considered.

Presentation and structure

bresentation of the quality plan may-have any of several forms, for example a simple textual g

ctronic or hard-copy formats:
Examples of quality plans are provided in Annex A.

guality plan may)be broken up into several documents, each of which represents a plan

aspe
thes

ct. Control of\the interfaces between the different documents needs to be clearly defined.
aspects~include design, purchasing, production, process control or particular activitig

acceptancedtesting).

An

sibilities and
sted parties.
f the quality

the inputs to
tent with any
tivities to be

escription, a

a document matrix, a processymap, a work flow chart or a manual. Any or all of these may Ibe presented

or a distinct
Fxamples of
bs (such as

rganization may wish to prepare a quality plan that conforms to applicable requirements

bf 1SO 9001.

A cross-reference matrix is provided in Annex B for guidance.

5 Content of the quality plan

5.1

General

The examples and lists provided in this clause should not be considered comprehensive or limiting in any way.

The quality plan for a specific case should cover the topics examined below as appropriate. Some topics in this
guidance may not be applicable, for example where design and development are not involved.
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5.2 Scope

The scope should be clearly stated in the quality plan. This should include:

a) asimple

statement of the purpose and expected outcome of the specific case;

b) the aspects of the specific case to which it will be applied, including particular limitations to its applicability;

c) the conditions of its validity (e.g. dimensions, temperature range, market conditions, resource availability or
quality management systems certification status).

5.3 Qualit

y plan inlmn‘Q

It may be ne
— referenc

— checking

Cessary to list or describe the inputs to the quality plan (see 4.2), to facilitate, for exampte;
b to input documents by users of the quality plan,

consistency with input documents during maintenance of the quality plan, and

— identificgtion of changes to input documents that may necessitate a review of the quality plan.

5.4 Qualit

The quality ¢
objectives m
— quality ¢
— importan

— opportur

These qualit

y objectives

lan should state the quality objectives for the specific case and how they will be achieved. Q
Ay be established, for example, in relation to

haracteristics for the specific case,

t issues for satisfaction of the customer or other interested parties, and

ities for improvement of work practices.

y objectives should be expressed in measurable terms.

5.5 Management responsibilities

The quality ¢
the following

a) ensuring

impleme
b)
c)

determin

commun
resolving

d)

lan should identify individuals:within the organization who are responsible, in the specific cas

that the activities required for the quality management system or contract are pla
nted and controlled, ‘@nd their progress monitored;

ing the sequenceyand interaction of the processes applicable to the specific case;

cating requirements to all affected departments and functions, subcontractors and customers
problends that arise at the interfaces between such groups;

reviewing the results of any audits conducted;

Lality

e, for

ned,

and

e) authorizi

hg-requests for exemption from the organization's quality management system requirements;

f)
)

controlling corrective and preventive actions;

reviewing and authorizing changes to, or deviations from, the quality plan.

Reporting lines of those involved in implementing the quality plan may be presented in the form of a flow chart.

5.6 Control of documents and data

For documents and data applicable to the specific case, the quality plan should state:

a) how the

documents and data will be identified;

b) by whom the documents and data will be reviewed and approved;
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¢) to whom the documents will be distributed, or their availability notified;

d) how access to the documents and data can be obtained.

5.7 Control of records

The quality plan should state what records should be established and how they will be maintained. Such
records might include design review records, inspection and test records, process measurements, work orders,
drawings, minutes of meetings. Matters to be considered include the following:

a) how, where and for how long records will be kept;

b) what the contractual, statutory and regulatory requirements are, and how they will be satisfied
¢) gn what media the records will be kept (such as hard copy or electronic media);

d) How legibility, storage, retrievability, disposition and confidentiality requirements™will be [defined and
datisfied;

e) what methods will be used to ensure that records are available when required,;

f) what records will be supplied to the customer, when and by what means;

=

g) Where applicable, in what language textual records will be provided;

h)

—

ne disposal of records.

5.8 |Resources

5.8.1 Provision of resources

The puality plan should define the type andtamount of resources needed for the successful exefution of the
plan| These resources may include materials, human resources, infrastructure and work environmgnt.

Whetle a particular resource has limited availability, the quality plan may need to identify how defnand from a
numiper of concurrent products, projects, processes or contracts will be satisfied.

5.8.4 Materials

Whele there are .specific characteristics for required materials (raw materials and/or comppnents), the
specffications or.standards to which the materials have to conform should be stated or referred to |n the quality
plan,

5.8.3 AHuman resources

The quality plan should specify, where needed, the particular competences required for defined roles or
activities within the specific case. The quality plan should define any specific training or other actions required
for personnel.

This should include:
a) the need for, and training of, new personnel,

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

The need or applicability of team development and motivational strategies should also be considered.

NOTE The qualification of personnel is addressed in 5.13, and training in the use of quality plans is addressed in 6.2.

© 1SO 2005 — All rights reserved 7
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5.8.4 Infrastructure and work environment

The quality plan should state the particular requirements of the specific case with regard to the manufacturing
or service facility, workspace, tools and equipment, information and communication technology, support
services and transport facilities necessary for its successful completion.

Where the work environment has a direct effect on product or process quality, the quality plan may need to
specify the particular environmental characteristics, for example:

a) the air-borne particle content for a clean room;

b) electrostatic sensitive device protection;

c) biologicdl hazard protection;
d) the temperature profile of an oven;

e) ambient Jight and ventilation.

5.9 Requifements

The quality glan 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 exalmple
an outline of|a project. In other cases, there may be a need for a comprehensiye list of requirements, develpped
from input dgcuments.

The quality plan should state when, how and by whom the requirements specified for the specific case wjill be
reviewed. THe quality plan should also state how the results of thisreview will be recorded and how confli¢ts or
ambiguities in the requirements will be resolved.

5.10 Custpmer communication

The quality glan should state the following:

a) who is rgsponsible for customer communication in particular cases;

b) the means to be used for customer communication;
c) where applicable, communication pathways and contact points for specific customers or functions;
d) the recolds to be kept of custémer communication;

e) the procgss to be followed'when a customer compliment or complaint is received.

5.11 Design and-development

5.11.1 Deslgnrand development process

The quality plan should include or make reference to the plan(s) for design and development.

The quality plan should take account of applicable codes, standards, specifications, quality characteristics and
regulatory requirements, as appropriate. It should identify the criteria by which the design and development
inputs and outputs should be accepted, and how, at what stage(s), and by whom, the outputs should be
reviewed, verified and validated.

Design and development is a complex process and guidance should be sought from appropriate sources,
including the organization's design and development procedures.

NOTE 1SO 9004 provides general guidance on the design and development process. ISO/IEC 90003 provides specific
guidance for the software sector.

8 © 1SO 2005 — All rights reserved
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5.11.2 Control of design and development changes

The quality plan should state the following:

a)
b)
<)
d)

e)

Ins

man

5.12| Purchasing

The quality plan should define the following:

a)
b)

<)
d)

e)

f)
a)

NOTE See website www.iso.org/tc176/sc2 far.guidance on “outsourced”.

5.13] Production and serviceprovision

how requests for changes to the design will be controlled;
who is authorized to initiate a change request;

how changes will be reviewed in terms of their impact;
who is authorized to approve or reject changes;

how the implementation of changes will be verified.

otne cases there may be no requirement for design and development. However, there may still poe a need to
ge changes to existing designs.

—

ne critical characteristics of purchased products that affect the quality of-the organization's product;

How those characteristics will be communicated to suppliers, to enable adequate control thfoughout the
groduct or service life cycle;
t

ne methods to be used to evaluate, select and control suppliers;
requirements for, and reference to, supplier quality plansorother plans, where appropriate;

the methods to be used to satisfy the relevant quality’assurance requirements, including dtatutory and
regulatory requirements that apply to purchased products;

How the organization intends to verify purchasediproduct conformity to specified requirements

the facilities and services that will be outseurced.

Production and service provision, together with the relevant monitoring and measuremeni processes,
comimnonly form the main, part of the quality plan. The processes involved will vary, depending on the nature of

the

ork. For example,‘a-eontract may involve manufacturing, installation and other post-delivery processes.

The |interrelationship~between the various processes involved may be effectively expressed [through the

prepgration of process maps or flow charts.

Production and/service processes may need to be checked, to ensure they are capable of delivering the
requfred output; such a check should always be undertaken if the output of a process cannot be verified by

sub

seguent monitoring or measurement.

The quality plan should identify the inputs, realization activities and outputs required for carrying out production

and
a)
b)
c)

d)

e)

f)

/or service delivery. Where appropriate, the quality plan should include or refer to the following:
the process steps;
relevant documented procedures and work instructions;

the tools, techniques, equipment and methods to be used to achieve the specified requirements, including
details of any necessary material, product or process certification;

required controlled conditions to meet planned arrangements;

mechanisms for determining compliance with such conditions, including any specified statistical or other
process controls;

details of any necessary qualification and/or certification of personnel;

© 1SO 2005 — All rights reserved 9
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g) criteria for workmanship or service delivery;

h) applicable statutory and regulatory requirements;

)

industry

codes and practices.

Where installation or commissioning is a requirement, the quality plan should state how the product will be
installed and which characteristics have 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 conformance to applicable requirements, such

as:

a) statutes

b) industry

c) the competence of personnel, including trainees;

d) the avail

NOTE Guidg

5.14 Ident

Where prod
traceability i
products will

The quality ¢

how con
working

a)

b) whatrec

distributg
c)

NOTE Identi
management,

specific

5.15 Cust

The quality ¢

a) how pro

informati

b) the meth

hnd regulations;

codes and practices;

hbility of initial and on-going technical support during the agreed time period.

nce on project processes to be managed under this clause is provided in ISO 10008.

ification and traceability

ict identification is appropriate, the quality plan should defineé“the methods to be used. W
be identified.

lan should state:

tractual, statutory and regulatory traceability. €équirements are identified and incorporated
Jocuments;

Drds relating to such traceability requirements will be generated and how they will be controlleg
d;

equirements and methods for the identification of the inspection and test status of products.

ication and traceability is part™of configuration management. For further guidance on configu
see ISO 10007.

pmer property

lan should state

ducts provided by the customer (such as material, tooling, test equipment, software,
pn, intellectual property or services) are identified and controlled,

ods, to be used to verify that customer-supplied products meet specified requirements,

here

5 a requirement, the quality plan should define its scoperand extent, including how the affected

into

and

ation

data,

c)
d)

how nonconforming customer-supplied products will be controlled, and

how damaged, lost or unsuitable product will be controlled.

NOTE Guidance on information security is given in ISO/IEC 17799.

5.16 Preservation of product

The quality plan should state:

a) requirem

ents for handling, storage, packaging and delivery, and how these requirements will be met;

b) (if the organization is to be responsible for delivery) how the product will be delivered to the specified site, in

a manne

10

r that will ensure that its required characteristics are not degraded.
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The quality plan should define how nonconforming product will be identified and controlled to prevent misuse,
until proper disposal or acceptance by concession is completed. The quality plan may need to define specific
limitations, such as the degree or type of rework or repair allowed, and how such rework or repair will be
authorized.

5.18 Monitoring and measurement

Monitoring and measurement processes provide the means by which objective evidence of conformity will be

obtal

referfed to as “inspection and test plans”) alone, without other quality plan information, as a basis-f
confermity with specified requirements.

The quality plan should define the following:

a)
b)
<)
d)
e)

f)

9)

h)

grocess and product monitoring and measurements to be applied;

the stages at which they should be applied;

—

ne quality characteristics to be monitored and measured at each stagde;
the procedures and acceptance criteria to be used,;
gny statistical process control procedures to be applied;

Where inspections or tests are required to be witnessed or performed by regulatory authg
dustomers, for example,

-+ a test, or series of tests (sometimes referredito as “type tests”), directed towards the 3
design and conducted to determine if the design is capable of meeting the requirements o
specification,

-+ site testing including acceptance,
-+ product verification, and
-+ product validation;

where, when and how the_brganization intends, or is required by the customer, statutory
duthorities, to use third(parties to perform inspections or tests;

the criteria for product release.

The puality plansshould identify the controls to be used for monitoring and measuring equipment
use for the spécific case, including its calibration confirmation status.

NOTE 1 «Guidance on the management of measurement systems can be found in ISO 10012.

nhed. In some instances, customers request submission of monitoring and measurement plank (commonly

r monitoring

rities and/or

pproval of a
f the product

br regulatory

intended for

NOTEZ2—Guitance o the Sefection of statisticalr metiods can be found miSO/TR 10017

5.19 Audits

Audits may be used for several purposes, such as:

a)
b)
<)
d)

to monitor the implementation and effectiveness of quality plans;
to monitor and verify conformity with specified requirements;

for surveillance of suppliers to the organization;

to provide independent objective assessment, when required, to meet the needs of customers or other

interested parties.
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The quality plan should identify the audits to be performed for the specific case, the nature and extent of such
audits and how the results of the audits should be used.

NOTE Further guidance for auditing is given in ISO 19011.

6 Review, acceptance, implementation and revision of the quality plan

6.1 Review and acceptance of the quality plan

The quality

authorized p

In contractud
and accepta|
Once a cont
changesinr

Where a pro
the custome

6.2 Imple
In the impler
a) Distribut
The qua
copies th
are supp
b) Training

In some

routine part of the quality management system. However in others, quality plans may be used

occasior
correctly

c)

The org3
include

— oper
— miles

— audit

Monitorimg conformity with quality plans

lan shaould he reviewed for adeauacy and effectiveness and shaould he formalls annroved
| 24 T DA o o

prson or a group that includes representatives from relevant functions within the organization,

| situations, a quality plan may need to be submitted to the customer by the organization-for re
hce, either as part of a pre-contract consultation process or after a contract hastbeen awa
act is awarded, the quality plan should be reviewed and, where appropriate, reyvised to reflec
bquirements that may have occurred as a result of the pre-contract consultation)

ect or contract is conducted in stages, the organization may be expected.to-submit a quality pl
r for each stage, prior to the start of that stage.

mentation of the quality plan

on of the quality plan

ity plan should be distributed to all relevant people. Care should be taken to distinguish bet
at are distributed under document control provisions (to be updated as appropriate), and thosg
lied for information only.

n the use of quality plans

prganizations, for example those engaged in project management, quality plans may be used

ally. In this case, special training may be needed to assist users in applying the quality

nization is responsible for monitoring conformity with each quality plan that it operates. This

htional supervision of the planned arrangements,
tone réviews, and

IS¢

hentation of the quality plan, the organization should give.consideration to the following issue$

y an

view
ded.
t any

an to

veen
 that

asa
only
plan

may

Where many short-term quality plans are used, audits are generally undertaken on a sampling basis.

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

Whether
1)
2)
3)
4)
5)

asse

takin

12

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

ssing the commitment of the organization to the effective implementation of the quality plan,

evaluating the practical implementation of the quality plan,

determining where risks may arise in relation to the requirements of the specific case,

g corrective or preventive action where appropriate, and

identifying opportunities for improvement in the quality plan and associated activities.
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Revision of the quality plan

The organization should revise the quality plan:

a) to reflect any changes to quality plan inputs, including

— the specific case for which the quality plan is established,

— the processes for the realization of the product,

— the organization's quality management system, and

— statutory or regulatory requirements;

b) tpincorporate agreed improvements to the quality plan.

An g

effectiveness. Revisions to the quality plan should be made known to all those inyolved in

docu

The

devigtion from the quality plan, including

— V|
— H

— V]

>
o}
c

6.4

Whe

information used to improve future plans orthe quality management system itself.

uthorized person or persons should review changes to the quality plan for impact) ad
ments that are affected by changes in the quality plan should be revised as necessary.
organization should consider how and under what circumstances the organization would
ho will have the authority to request such deviations,

ow such a request will be made,

hat information will be provided and in what form, and

ho will be identified as having the responsibility and autharity to accept or reject such deviati

Ality plan should be treated as a configuration item apdshould be subject to configuration mal

Feedback and improvement

e appropriate, experience gained from the application of a quality plan should be revie\

05:2005(E)

equacy and
ts use. Any

authorize a

pns.

hagement.

ved and the
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Annex A
(informative)

Simplified examples of formats for the presentation of quality plans

A.1 General

This annex

rovides examnles of same of the faormats in which aualibz nlans mav he nresented
d T P 2 1

The examples shown should not be taken as being complete as regards the quality plan contentcdefin

Clause 5. Ag
product reali

Presentation

textual pres

Similarly, a d
may be used.

Where the
accessible v

Examples 1
alignment of
to 4 are illus

The exampld

Example

Example

14

Example

Example

zation would be covered, unless they do not apply to the specific case.

pntation rather than a diagrammatic one may be more appropriate in-certain circumsta
iagrammatic format may be supplemented with text. Other formats bettersuited to a specific

a hyperlinks.

rative and do not represent recommendations.

s include

1: Table (Processed materials quality plan);

2: Flow chart (Processed materials quality plan),
3: Form (Manufacturing quality plan), and

4: Text (Software developmentiquality plan).

tual quality plans may be more complex. It would normally be expected that all the processe

of quality plans may be in any format deemed suitable for meeting the agreed requiremen

fuality plan is available electronically, documents referred tofs/such as procedures, coul

and 2 are different presentations of the same case, in arder to illustrate that there is no parti
a given presentation for a specific case. As examplesef presentation, the contents of Examp

Pd in
s for

ts. A
hces.
case

d be

cular
les 1
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A.2 Examples

A.2.1 Example 1: A “table” type quality plan (for processed materials)

ISO 10005:2005(E)

Product/Product Line: Specification

QPL - 005 Grade Chemicals Originated by: Approved by: Rev: 01 05/09/03
- o Document/ Areal
Activity Description Procedure? Dept.b
Scope This quality plan is applicable to the processes of production and distribution of o o
Specification-grade chemicars:
Quality objectives |Our quality objectives are yield (93 %); on-time delivery (+/— 1 day). QSP* 005 various
Mhnagement Job desc_nptlons anq organlzau_on charts of _the_ responsibilities of person_ngl_ involved in QSP - 040 MGMT/
o the planning, executing, controlling and monitoring the progress of the activities covered
resjponsibilities . . SOP - 800 HRS
by this plan are to be found in referenced documents.
Dokumentation The_re are no spgmal docgment control requirements. Contractual documents Mwill_be QSP - 040 Tss
retained for a minimum of five years.
Records Identl_flable ar_1d retrievable _records Wlll be maln_ta_med to fgrnlsh evidence of activities QSP - 045 0A
affecting quality. Records will be retained for a minimum of five years.
The requirements fo_r_ st(_)rage, process and transportation of raw materials and QSP - 040 MGMT
components are specified in //VSB\materials.doc.
Resources All staff are required to have successfully completed training ‘on the handling of the
. L SOP - 810 HRS
materials specified in the contract.
No special infrastructure or work environment conditions apply.
Rdquirements AI! quotations given and all customer spemfl_catlons and'orders recel\{ed will be_ reviewed SOP - 1do MKT/
) prior to acceptance, to ensure that the requirements-are properly defined, all differences
revigw/ Customer satisfactorily resolved, and the company has the capacity to meet the requirements SOP - 110 Tss/
specifications |} y ' pany pacity q SOP-140 | MFG/QA
involved.
Sustomer Customer feed back is collected either by, Vvisiting the website or using form SOP-190F1 SOP - 130
N S and is discussed at monthly meetings between the customer and the contract p MKT
copmunication SOP - 190
management team.
. All accepted customer specifications that differ significantly from regular company
Design and AL . : ’ . SOP - 200
specifications require review,"and approval (SOP-200). This may require customer J TSS
development L S SOP - 220
prototype approval, and process verification and validation.
All critical products purchased by the company are subject to receiving inspection and| SOP - 3Q0
testing as required in the current raw material and package specifications. Bulk tank| SOP - 310 PUR/
Hurchasing cars will not{be unloaded until all required testing is satisfactorily completed.| SOP -4Q0 MAT
Nonconforniing-materials may be approved by concession, disposed of, or returned to| SOP - 470
the suppliet: SOP - 490
Rroduction Standard operating procedures apply. SOP - 500 MFG
Idenftification and Staifdard operating procedures appl SOP - 440 MAT/
tfaceability perating p pply. SOP - 540 MFG
Customer specifications and proprietary test methods will be processed and protected MKT/
through the formal specification system to preserve their integrity and ensure the| SOP - 1130 Tss
Custbmer property | confidentiality of the information contained therein.
Standard operating procedures apply to special packaging materials provided by the MAT/
N SOP - 410
CUSLUITICTT. MFG
Purchased materials, intermediates and finished products will be stored in secure
. - : . SOP - 400
Storage and containers, tanks and warehouse facilities. Careful handling methods will be used to
: R P - SOP - 700 MAT
handling prevent damage, deterioration or contamination of the product. Bulk products will be
- - . SOP - 750
shipped in dedicated tank cars.
© 1SO 2005 — All rights reserved 15
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Document/ Area/

Activity Description Procedured Dept.b
Nonconformin Products failing to pass the Final Lot Acceptance Requirements will be diverted to a| SOP - 570 MEG/
roducts 9 special quarantine area or tank. A written concession from the customer will be required| SOP - 580 TSSIQA
P before any nonconforming product can be shipped. SOP - 590
Monitoring and [Sampling and testing plans exist or will be prepared to cover all product realization SOP - 600 QA

measurement processes.

The company maintains a range of measuring and testing equipment to cover the
scope of its development, production and control activities. All required calibration is| SOP - 610 QA
done in-house or by the equipment manufacturer.

Inspection and
testing equipment

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

2 QSP: Quality System Procedure; SOP: Standard Operating Procedure.

b HRS: Human Resources; MAT: Materials Control; MKT: Marketing and Sales; MFG: Manufacturing; QA: Quality Assurance; [PUR:
Purchasing; MGEMT: Top Management; TSS: Technical Services.

A.2.2 Example 2: A “flow-chart” type of quality plan (for processed materials)

A full-page gxample follows.

A.2.3 Example 3: A “form” type of quality plan (for a manufacturing facility)

A full-page gxample follows.
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“Flow chart” type of quality plan
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