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Foreword

Foliowing the review of co'nprehenswe comments -
submitted on the draft revi smns of BS 5179 in 1978,

the decision was taken 10 concentrate initially on issuing
a series of quality systems specifications containing only
requirements, leaving for separate consideration the
guidance material i.e. review of requirements, evaluation
guidance and typical questions.

Subsequently the quality system specifications were

published in October 1979 as BS 65750 : Parts.1, 2 and 3.

Work then commenced on the further development of
guides for the use of these system specifications,
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4.9 Documentation and change control .

4.10 Control of inspection, measuring and
test equipment

4.11 Control of purchased materiel and services

4.12 Manufecturing control

4.13 Purchaser supplied materiel

4.14 Completed item inspection and test

4.16 Sampling procedures

4,16 Control of non-conforming materiel

4.17 Indication of inspection status

4.18 Protection and preservation of product
quality g

4.19 Training ‘

Appendix
A, Typlcal questions

It has now been agreed that the explanatory guides to the
system specifications should be puhlushed as additional
Parts of BS 65750, The guidance for Part 1 is Part 4,

that for Part 2 is Part 5 and that for Part 3 is Part 6,

Whereas BS 5750 : Part 1 may be invoked in a contract
to specify the quality system requirements appropriate
to the particular materiel or service, it is emphasized that
this Part 4 guide is not intended to have contractual
significance and should not be invoked contractually or
otherwise used to impose mandatory requurements

This guide supersedes BS 5179 : Part 3 : 1974 which is
therefore withdrawn, -
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British Standard
Quallty systems

Part 4. Guide to the use of BS 5750 : Part 1 ‘Specification for design, mainufactu:re and installation’

1. Scope

This Part of BS 5760 provides guidance on the imple-
mentation of BS 6760 : Part 1. 1t is aimed at affording
a better understanding of the specification itself as well
as assistance in its use, either in implementing or in’
~evaluating such a system, The guidance given is not
" intended to be exhaustive, but to highlight important
aspects to which attention should be given.
MOTE. This standard replaces BS 5179 : Part 3 in which
guidance was given under three headings.

{a) Review of recommendation,

{b) Evaluation guidance.

{c} Typical questions,

in this standard {a) and {b) have been combined under
'Guidance‘ Typical questions’ have been listed in appendix A,

-1

2 References

The titles of the standards publicatiens referred to in "~
this standard are listed on the inside back cover,

3. Definitions

For the purposes of this standard the definitions given in
BS 4778 apply together with the following.’

31 specified requirements. Either:

{a} requirements prescribed by the purchaserin a
contract for materiel or services; or "

(b} requirements prescribed by the supplier that are
not subject to direct specification by the purchaser.

3.2 materiel. Equipment, stores, supplies and spares
that form the subject of a contract.

NOTE 1. This definition is given in BS 4778 and is repeated here
because of its frequent use,

- NOTE 2. This generic term is often used for large scale procure-
" ment purposes,

4. Requirements and guidance
4,1 Quahty system

411 Requrrement of BS 57560 : Part 1. The suppller shall
establish, document and maintain an effective and -
econamical quality system to ensure and demonstrate

that matenel or services conform to the specified
reqmrements The documented quality system shall include
-quality management objectives, policies, organization

and procedures to demonstrate compliance with the
rnqmrements of this standard., " "

4.1.2 Gu:dance Quality is the responslblhty of manage-
‘ment. To attain.the requnred quaiity, management has to
specify its objectives, -establish policies and a system of

procedures to accomplish them, assign duties, delegate !

authority, set up adequate methods and standards of

performance and evaluate results objectively. {in this
respect BS 6143 may be found useful.) The requirement

identifies the nead for a supplier 1o have a formal system

. to manage his activities, states the ob|ectwes and scope

of the system and Indicates that data have to be presented
in a documented form to substatitiate compiiance with
the requirements of BS 5750 : Part 1.

" The documentation of the supplier's quality management

system ray be presented as a quality manual, or ina
formal manner that adequately describes the systems of
control, e.g. as a guality programme or as a controlled
and documented system. For further information on
quality manuals see 11.5 of BS 4891 : 1972,

4.2 Organization
4,2,1 Personnel responsible for funcnons affecting quality

4.21.1 Requirement of BS 5750 : Part 1. The supplier
shall delegate, to all personnel responsible for functions
affecting quality, both the defined responsibility and the
authority to identify and evaluate quality problems and
to Initiate, recommend and provide effective solutions.

4.2.1.2 Guidance. Practically all suppliers have quality
control and/or inspection departments that are concarned
solely with quality matters, but these departments alone
cannot satisfy all the requirements, Most other depart-
ments of a supplier's organization are responsible for

the achievement of quality. To establish a quality system
that meets the requirements of BS 5750 : Part 1, suppliers
have to identify the functions and activities that directly
aftect quality and delegate to the persannel responsible
for those functions specific authorlty to discharge that

. responsibility.

4.2.2 Management representarive

 4.2.2.1 Requirement of BS §750 : Part 1. The supplier

shall appoint a management representative, preferably

" independent of other functions, who shall have the

necessary authority and the responsibility for ensuring
that the requirements of this standard are |mplemented
and maintained.

‘' 4.2,2.2 Guidance. The stgmflcant pomt of the reqmrement

is that there wiil be one mdlwdual acting as a focal puint
on behalf of top management to implement and maintain
the requirements of BS 5760 : Part 1. ’Implement and
malntam means:

(a) ts\e co- ordlnatlon and monitoring of the quahty -
system; ‘
(b} the resolut:on of any non conformance |n the w

system; :
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{c} that timely and effective action is taken by the {e} to whom the results of the audit will be reported; O
‘ appropriate department to ensure compliance with (f} how any necessary corrective actions will be - e
i~ - these specified requirements. instituted.
4.2.3 Purchaser’s Representative Some elements of the system will undoubtedly require
4231 Requirement of BS 5750 : Fart 1. The purchaser more frequent audit than others, The supplier should
may appoint a representative, hereinafter referred to as establish a schedule for audit and adjust it on the basns of
the ‘Purchaser's Representative’, to obtain assurance on previous results,

his behalf that the system established in compliance with
this standard is effective. The supplier shall provide
reasonable access for this purpose. .-

4.2.3.2 Guidance. The purchaser may appoint a

representative to act as his focal point to watch over his:

interests, particularly where materiel being purchased is
..;omplex and where, for example, the supplier is

The quality system reviews, conducted by or on behalf
of management should:

(1) ensure that management objectives, assignments,
delegations and methods are achieving the required
resuits;

{2) reveal defects or irregularities in any of the elerents

. responsible for evaluating for design and development examined;
. purposes, the detailed requirements of the purchaser. {3) indicate possible improvements; :
. i H
The Purchaser’s Representative also safeguards the (4) check on the effectiveness of management at all o
imterests of those users who, because of remotenass or lack levels: ™

of expertise or resources, are not able to perform such

A (5} uncover potential dan er spots and eliminate waste
activities for themselves. ) P ger sp

or loss;

(b} adequate work space for product verification;

{c} access to those areas where work is in progracs,
or to those which affect the work;

(d) assistance in documenting, inspecting and release
of materiel and services;

{e) the use of inspection and test devices and personnel
required to operate them, 13

The supplier may be requested to arrange for the
Purchaser's Representative’s authority and right of access
to be a condition of his sub-contracts,

4.3 Review of the quality system

4.3.1 Requirement of BS 5750 : Part 1. The quality system
established in-accordance with the requirements of this
standard shall be periodically and systematically reviewed
by the supplier to ensure its continued effectiveness,
Records of the review shall be maintained and be avallable
to the Puschaser’s Representative,

4.3.2 Guidance. \n order to ensure that the system
remains effective, suppliers’ management should
periodically and systematically conduct reviews, Such

management reviews are additional to, and use the findings

<

development, manufacturing and installation activities;

{b} the identification and acquisition of any controls,
processes, inspection equipment, fixtures, tooling,
manpower resources and skills that may be needed to
achieve the required quality;

{c) as necessary, the updating of quality control,
inspection and testing techniques including the
development of new instrumentation;

(d) the identification of any measurement involving
measurement capability that exceeds the known state
of the art or any new measurement capabllity needed
1o inspect the product, in adequate time for such
capability to be developed;

- (e} the clarification of standards of acceptability for all

-

features and requirements including those which
contain a subjective element;

" {f) the compatibility of the design, the manufacturing
process, installation, inspection procedures and the
appllcable documentation before production begins;

(g} the preparation of documented quality pians when
included in the specified requirements,

The supplier is required to.,_provide reasonable access for (6) verify that corrective action procedures are o
B . the Purchaser's Representative to discharge his effective. . e :
responsibilities,~—- : ‘ BETN -
Some contracts may require the provision of services and 4.4 Planning
assistance for the Purchasers Representative. The volume 4.4.1 Requirement of BS 5750 : Part 1. The supplier shall YRENIREN . y
or complexity of the work may be such that the supplier establish a procedure for conducting a sufficiently extensive R
may be required to provide: and timely review of the specified requirements to ensure: :
(a) suitable space for administrative purposes; .~ - (a) the adequate and documented contro! of design,

‘of, internal audits conducted to ensure continued adherence  4.4.2 Guidance. Documented planning for quality should

to the system. Both reviews and internal audits need to be take place as early as possible, preferably before work on
. positive and not conducted solely as a matter of expediency  the contract begins. A supplier’s quality system is not

resulting from quality problems, : complete unless it is planned and developed in conjunction
with all ather functions such as design, development,
manufacturing, sub- contractmg and installation, -

"To carry out an internal aud:t adequately, it is necessary
to determine: ey

- 3 (a) procedures that defme the conduct of the audit: Quality planning should be clearly related to the other
) planned activities and it is important that planning for.

)

{b) who will perform the audit; - ~ quality be made an integral part of the suppliers total JE
{c} what will be examined; . oo planning system A single combined plan covering these - .
{d) how. and where the audit will be done; . aspects is often prepared by the supplier and this is -

acceptable provided that the quality assurance measures



http://www.avadocuments.com/doc/bs-5750-4-1981
http://www.avadocuments.com/doc/bs-5750-4-1981

are easily distinguishable. The nature of the specified
requirements may be complex, and thus constraints on
the end product may be so important that the supplier
may be requested to provide a quality plan specifically
related to the product or service, i

One of the main objectives of quality plannung is to identify
any special or unusual requirements, These need to be
planned and programmed to provide appropriate opera-
tions, processes and techniques in good time to assure
compatibility between these quality system reguirements
and those of the manufacturing operations affected.

A comprehensive review for special requirements entails a
complete examination of all specified requirements,
mcludung work instructions, specifications, references, ete.
- The objective is to identify those requirements that are

' unusual by reason of newness, unfamiliarity, lack of
experience or absence of precedents. What is common and
nrdinary in one industry may be unusual in another.

Qld familiar products and processes may be adapted to
new, unknown applications, Ordinary applications may
take on new aspects because of use in new environments.

As each special requirement is identified, the means for
testlng and proving successful compllance with the
requirement should be cofr/rsndered. Existing inspection
practices may not be adequate.

Solutions to the problems of speciz';l requirements are
often unusual,. Their integration into the quality system
should be carefully planned so that they are compatlble

4.5 Work instructions S

4.5.1 Requirement of BS 5750 : Part 1. The suppluer shall
develop and maintain clear and complete documented
instructions that prescribe the communication of the
specn‘led requirements and the performance of work in
design, development, manufacture and installation, -
which would be adversely affected by lack of such
mstructlons

452 G/f ':dance As indicated by the exan]\ples stated in
the req\:\:rement the word ‘work’ should | mclude not only
the manufacture of tang|ble arttcles but also al! services .

,, or act|on‘\that are provided or performed in order to

carry out Lhe- ﬂurchaser s reguirements. Documented
mstructuons e g\ ntten procedures, computer stored
information or microfiche, provide evidence that the
supplier has analysed and planned his actions for effective-
ness and economy, They are @ means of delineating work
to be done and of delegating authority and responsibility.

Such instructions provide direction to various levels of
personnel. They also provide criteria for assessing the
effectiveness of the control and the quality of the materiel,
. They can ensure uniformity of understanding or perform- '
ance and continuity when personne! changes occur. They
provide a basis for control, evaluation and review,

Without written guides, difference in pollcy and procedures
may arise and variations in practice can occur, resulting in
confusion and uncertamtv.

All specified requirements should be translated by the

.supplier into documentation, sufficiently detailed to
prescribe clearly the manner in which the work will be
performed and the required quality demonstrated.
However, it has to be emphasized that, in the case of
written procedures excessive paperwork is counter-
productive, and simplicity plays an important part |n
effncuent operatmn 0

BS 5750 : Part 4 : 1981

Two significant words used in stating the requirements
are ‘developed’ and 'maintained’. They are used to
convey the concept that documented instructions should
not only be created and brought to a satisfactory state., ..
wid-put into use, but should also be subject to continuing
evaluation for effectiveiess and ardjusted if and when
necessary,

Procedures may be separated into two categories: ‘general’
and ‘detailed’. General procedures are those that pertain
to departmental or interdepartmental methods of operation
and that, normally, remain relatively constant within a
campany regardiess of the product being currently
manufactured, Detailed procedures are those that are
created for and pertain to, for example, a specific product,
test device, production technique, special packaging or
handling instructions, Documented detailed procedures
are job or work instructions that describe in detail what

is to be done, how it should be done, who should do it,
when it should be done, supplies, services aniJ équipment
10 be used, criteria to be satisfied etc. Detanln.d proccdures
are normally prepared by a suppher in parallel wuth
planning for production, A

\1

One of the prime determinations to be made when
considering a documented instruction or.tha need for
one is what effect thns instruction can hcue on the
perfoermance of the wnrk

The ultimate test of a procedure i is its ahllltv to provide
the control to achieve the result for whuch it was created.

4.6 Records = 2 i

4.6.1 Requirement of BS 5750 : Part 1. The supplier shall
develop and maintain records that demonstrate achieve-
ment of the required quality and the effective operation of
the quality system. These records shall be retained and:
made available for evaluation by the Purchaser’s
Representative for an agreed period. Pertinent
sub-contractor records shall be an element of this data,
Records shall include, as appropriate, explicit identifica-
tion of the material, part, sub-assembly, assembly, .
equipment, sub-system or system, the nature and number
of observations made, the number and type of deficiencies
found, the quantities approved or rejected and the nature
of rectification and corrective action taken,

4.6.2 Guidance. Records are the objective evidence
required to demonstrate that the materiel offered for
acceptance meets the purchaser’s requirement and that
the supplier's quality assurance system caomplies W|th
the requirements of BS 5750 ; Part 1,

Records should encompass such data as audit of the
quality assurance system, calibration of test and measuring
equipment, approvals, concessions, analyses of process

“control data and’ corrective action, "

The supplier shou!d note that sub- contractor records -
may be pertinent to his ability to demonstrate that
sub-contracted materiel conforms to the quality
requirements,

The supplier's design, use and storage of records should
be systematic, so that the data can be readily retrieved
and ana!ysed to demonstrate the quality of the materiel ¢

re

.and the effectiveness of the system, Where such

information is stored on a computer, the |ntegr|tv‘of the
system should be approprlateiv assured.

a3
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