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ISO (the

LIS

international Organization for Standardization) is a worldwide

federatiof of national standards bodies (ISO member bodies). The work

of prepar
technical

which a

and non-

ng International Standards is normally carried out through ISO
committees. Each member body interested in a subject for
echnical committee has been established has the right to be

overnmental, in liaison with ISO, also take part in the work. ISO

represen{d on that committee. International organizations, governmental

collabora
{IEC) on 4

Draft Int

s closely with the International Electrotechnical Commission
Il matters of electrotechnical standardization.

rnational Standards adopted by the technical committees are

circulated to the member bodies for voting. Publication as an International
Standard [requires approval by at least 75 % of the member bodies ¢asting

a vote.

Internati

al Standard 1SO 9000-2 was prepared by Technical Committee

ISO/TC 186, Quality management and quality assurance, Sub-Committee
SC 2, Quplity systems.

1ISO 900d consists of the following parts, under the, general title Quality

manage
— Parl

— Par
and|

— Pari

ent and quality assurance standards:
1: Guidelines for selection and use

2: Generic guidelines for the-application of ISO 8001, 1SO 9002
1ISO 9003 v

3: Guidelines for thé application of ISO 8001 to the develop-

ment, supply and maintebance of software

— Pan

4: Guide to dependability programme management

Part 1 is & revision-of{ISO 9000:1987.

Annex A

pf this_part of ISO 9000 is for information only.
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1SO 90

Introduction

This part of ISO 9000 gives guidelines for application

00-2:1993(E)

of 1SO 9001,

ISO 9002 and ISO 9003. To facilitate cross-reference. to, tHose standards,

this part of ISO 9000 has the same clause structure as
contains clause-by-clause cross-references t0.JSO 9001,
ISO 9003.

In general, the number and scope of(the quality system
procedures contractually required fér-quality assurance g

{SO 9001 and
ISO 8002 and

elements and
re greatest in

I1SO 9001 and least in ISO 9003. For all clauses, the guidelines of this part

of ISO 9000 should be applied in @manner consistent with

the scope and

requirements of the correspending clause, if present, in the standard in-
volved (i.e. 1ISO 9001, 1ISO8002 or ISO 9003). Reference should be made
to sub-clause 8.3 of 1SO:9000 for guidance on the extent|and degree of

demonstration that may. be appropriate.
ISO 9000 provides~an overview of the ISO 9000 series

f International

Standards, and_is*a “road map” for use of the entire sgries. ISO 9004
provides extensive quality management guidance to the pupplier organ-
ization, for.designing and installing a quality system apgropriate to its

needs, without regard to contractual requirements of quali

Thispart of I1SO 9000 does not duplicate the guidance t

assurance.

users that is

provided in other ISO guidance standards such as 1SO 9040, 1SO 9000-3,

ISO 9004 and SO 9004-2.
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INTERNATIONAL STANDARD

ISO 9000-2:1993(E)

Quality management and quality assurance

standards —

Par

Gen
ISO

t 2:
9002 and ISO 9003

ope

This p
users

rt of 1SO 9000 gives guidance to enable its
have improved consistency, precision, clarity

and understanding. when applying the requirements
of the puality systems standards SO 9001, 1SO"9002
and 1SO 9003. This part of ISO 9000 is phrased in
terms pf guidance to the supplier in orderto reflect
the redquirements of ISO 9001, ISO 9002 or ISO 9003.

Howe
otherw
ISO 90
terpret
the on
terpret
1SO 90

This

er, this part of 1ISO 9000 does\not add to, or
ise change, the requirements of 1SO 9001,
02 and 1SO 9003. in a case of conflicting in-
ation of - 1SO 9001, 1S0y9002 or 1SO 9003 on
e hand, and ISO 9000-2 on the other, the in-
ation of the text-in 1SO 9001, ISO 9002 or
03 takes precedence.

part of IS©-9000 is equally applicable to both

manqucturing and service industries seeking to im-

pleme

t quality assurance into organizations.

In part
the foll

owing users:

a) suppliers and purchasers involved directly in

con
and

tractual applications of 1SO 9001, ISO 9002

ISO 9003;

b} sub-contractors who provide to the supplier raw

materials,

intermediate processing, equipment,

services, etc., and who are affected by the appli-

cati

on of 1ISO 9001, ISO 9002 or ISO S003;

1) To be published. (Revision of ISO 8402:1986)

c) auditors who need to assess and

eric guidelines for the application of ISO 9001,

communicate

the ‘adequacy of implementation ¢f the require-

ments of (SO 9001,

specific situation.

ISO 9002 or

SO 9003 in a

The field of application of this part of 1$0 9000 corre-
sponds to the field of application

ISO 9002 or ISO 9003.

2 Normative references

The following standards contain pro
through reference in this text, consti
of this part of ISO 9000. At the time of

editions indicated were valid. All standa
to revision, and parties to agreements

part of ISO 9000 are encouraged to
possibility of applying the most recent
standards indicated below. Members
maintain registers of currently vali

Stan_dards.

ISO 8402:—

1, Quality management

of 1SO 9001,

visions which,
ute provisions
bublication, the
rds are subject
based on this
nvestigate the
editions of the
f IEC and ISO

International

ind quality as-

—— ry.

ISO 9001:1987, Quality systems — Model for quality
assurance in dGSIgn/development production, instal- -

lation and servicing.

ISO 9002:1987, Quality systems — Model! for quallty
assurance in production and /nstallatlon

ISO 9003:1987, Quality systems — Model for duality

- assurance in final inspection and test.
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3 Definitions

For the purposes of this part of ISO 9000, the defi-
nitions given in ISO 8402 apply.

In order to clarify the meaning of the terms
“supplier”, "“purchaser” and “sub-contractor”, the
following usages apply in this part of ISO 9000.

3.1 supplier: Organization to which the require-
ments of 1SO 9001, ISO 9002 or {SO 9003 apply.

— providing adequate resources and trai

hing to sup-

port quality system development and implemen-

tation.

4.1.2 Organization

4.1.2.1 Responsibility and authority

3.2 pur¢haser: Recipient of products (including ser-
vices) deljvered by the supplier.

3.3 subicontractor: Organization which provides
products [including services) to the supplier.

NOTE 1 |[For any one situation, an organization can, in
addition tol being the supplier, also be a purchaser and/or a
sub-contraftor at the same time.

4 Quality system requirements

4.1 Mapagement responsibility

4.1.1 Quality policy

Guidancg for ISO 9001 (4.1.1), ISO 9002 (4.1.1) and
1SO 9003/ (4.1.1)

When ddfining and documenting its quality_golicy,
quality objectives and commitment to quality, supplier
management should consider the following points.

a) The quality policy should be expregssed in language
whichlis easy to understand. .

b) Thg quality policy should Be)relevant to the organ-

Guidance for 1SO 9001 (4.1.2.1), ISO 9({02 (4.1.2.1)

and I1SO 9003 (4.1.2.1)

Individuals in the supplier organization
aware of the scope, responsubmty and
their functions and their impact on produ
quality.

Adequate authority 6hould be delegated t
to allow them totcarry out their designat
bilities. They, should have a clear unde
their defined.authority, and freedom and
channels«p“take action. Everyone in the
should-be “made aware of, and feel respd
achieving the quality objectives and for

requirements for the quality of its products.

it is usual to designate one or more if
monitor and to report the quality achiev
portant that those so designated have ad
highest levels of management in the orga

should be
authority of
ct or service

b individuals
bd responsi-
'standing of
designated
organization
nsibility for,
fulfilling the

w

dividuals to
ed. It is im-
cess to the
nization.

4.1.2.2 Verification resources and personnel

Guidance for ISO 9001 (4.1.2.2), ISO 9002 (4.1.2.2)

and ISO 9003 (4.1.2.2)

Supplier management should recognize th
verification resources and personnel can
following:

— people doing the verification;

— awareness of the standards and ve

at adequate
involve the

rification ar-

rangements which exist;

such

as the following:

— ensuring that the organization's personnel under-
stand and implement the quality policy;

— initiating, managing and following up on the im-
plementation of the quality policy, including im-
plementation of the quality system;

— not accepting deviations from quality policy or
wasted resources in any part or aspect of the or-
ganization;

— training (see 4.18);

— sufficient time to dd the work;

— production schedules which allow time for activi-

ties such as inspection, test and verification;

— equipment;
— documented procedures;

— means to access quality records.
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4.1.2.3 Management representative

Guidance for 1SO 8001 (4.1.2.3), ISO 9002 (4.1.2.3)
and 1SO 9003 {4.1.2.3)

The management representative may have other
functions. Where this is the case, the responsibilities
-and authorities for both the quality system and the
other functions should be clearly defined. Potential
conflicts of interest should be examined to. ensure
that the effectiveness of the quality system is not
degraded.

ISO 9000-2:1993(E)

understand its intention and how it functions, in par-
ticular in the area of their responsibility and its inter-
face with other parts of the system.

The note to sub-clause 4.2 in 1SO 9001 and in
ISO 9002 provides guidance. As in all International
Standards, the notes given in ISO 9001 and [SO 9002
are not mandatory requirements. The following guid-
ance expands upon item a) in the notes to sub-clause
4.2 in I1SO 9001 and in {SO 9002,

The quality system is often documented by means of
a quality manual. The quality manual could be one

4.1.2.4 Management review

Guidapce for ISO 9001 {4.1.3), ISO 9002 (4.1.3) and
ISO 9003 (4.1.3)

The quality system review process and the reasons
it should be known and understood by the or-
ganization. Reviews should include the following:

— the| organizational structure, including the ad-
eqyacy of staffing and resources;

— the|structure and degree of implementation of the
qudlity system;

— the|achieved quality of the end product or service
in rplation to the requirements for quality;

— infdrmation based on purchaser feedback, internal

feeflback (such as results of internal audits),(pro-

performance and product {including services)
performance. ,

The mpnagement should review periodically the ap-
propriateness of the review frequenegy. The frequency
depends on individual circumstanicés. Many organiz-
ations |have found that annual management reviews
are apgropriate, but this interval‘is not mandatory.

Activities and results may, be evaluated on a system-
atic anpdfor random_<asis. Chronic problem areas
should| receive spetial attention. Results should be
documpnted and-analysed for trends that may indi-
cate systematicproblems. These results should be
discusged with the individuals concerned.

Requirgd-changes to the quality system determined

document supported by several tiers [of documents,
each tier becoming progressively.(more detailed. For

example, there may be an overallsyst
one or more specific procedural mar

m manual and
uals. Together

these documents define the quality system.

Quality plans may belsed to define H

ow the quality

system requirements will be met in A specific con-

tract, or for a specific' class of products
will have a sequence of activities in
time-frame, Here again, the plans car

Most of them
relation to a
be in several

tiers, becéming progressively more dptailed. An ex-
ample ~could include a detailed sequence of in-

spections, together with the type:
equipment and quality record requiremn
ficular contract.

4.3 Contract review

Guidance for 1SO 9001 (4.3) and ISO

purchaser's needs during the tendering

of inspection
ents for a par-

9002 (4.3)

stage, at the

The .importance of a thorough unders?anding of the

formulation of the contract and in

stages cannot be overstated. Often d
necessary to achieve this understandir
clearly establish the purchaser's requi

Il subsequent
alogue will be
g, that should
rements as to

the product, delivery and other criticg! facters. The

contract review can be viewed by thg
process of three steps.

The existence of a draft quality plan
useful to support a contract review.

The process steps include the followin

during @ management review should be implemented
in a timely manner. The effectiveness of any changes
should be evaluated.

4.2 Quality system

Guidance for 1SO 9001 (4.2), 1SO 9002 (4.2) and
1SO 9003 (4.2)

The implementation of a quality system by the sup-
plier is most effective when those in the organization

supplier as a
is sometimes

J.

at the tendering stage and at subse

b} Achievement of agreements within
organization that

be appropriate
quent stages.

the supplier's

— the requirements have been completely de-

fined;

- — the requirements are understood'

— the supplier has the capability
tractual requirements.

tO meet con-
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¢) Discussion of the results of the contract review

and any draft quality plan with the purchaser in

order to achieve agreement.

It is beneficial for the supplier to adopt a contract re-
view procedure that has the following features.

a) All interested parties have an opportunity to review
the contract.

b) A checklist or some other means is available for
reviewers to verify that they have reviewed and
understood the requirements of the contract

— plans for evaluating the safety, performance and
dependability incorporated in the product design;

— plans for methods of product measuremeht, test
and acceptance criteria;

— assignment of responsibilities.

Design and development planning should recognize
the existence of other plans and verification pro-
cedures for the implementation of the contract, and
be integrated with them.

¢} A method is available for reviewers to question the
requirements of the contract and to have their
questions addressed.

d) If appfopriate, a draft quality plan is developed to
have Bn understanding of how to implement the
contrgdct successfully.

e) Therel|is a provision for reviews in the event that
the cgntract is changed.

4.4 Design control

441 General

Guidance for 1ISO 9001 (4.4.1)

The essgntial quality aspects and the regulatory_re-
quiremerits ~ such "as = safety, performance_, and
dependaljility of a product (whether hardwarg,,soft-

ments fof the design process.

In considpring design control,-it-is important to note
that the dgesign function may-apply to various facets
of the operation in différing styles and time-scales.
Such facgts are relatedto products, including services
and software, as well@s to process design associated
with product design: The supplier should consider all
phases of the design associated with product design.
The supplier’should consider all phases of the design
function process for which controlled procedures are

4.4.2.1 Activity assignment
Guidance for ISO 9001 (4.4.2.1)

The supplier should clearlycassign responsibilities for
specific design leadership) and other -design work
functions to designated personnel. The personnel in
these functions should’be qualified and have access
to information and.the resources to complete the
work.

Design activities should be specified at|the level of
detail necessary for carrying out the desgign process
and a tanner which permits verification|that the de-
sign‘meets the requirements.

4.4.2.2 Organizational and technical interfaces

Guidance for 1ISO 9001 (4.4.2.2)

When input to the design is from a variety of sources,
the inter-relationships and interfaces (as|well as the
pertinent responsibilities and authorities) should be
defined, documented, coordinated and cantrolled.

Many organizational functions contribute to the design
process. These may include

— research and development;
— marketing;

— purchasing;

— quality assurance and quality managerlnent;

necessary.

4.4.2 Design and development planning

Guidance for ISO 9001 (4.4.2)

The supplier should establish procedures for design
and development planning that include the following:

— sequential and paralle! work schedules;

— design verification activities;

—enNgineerng;

— materials technology;

— production/manufacturing; |

— service groupsf

— facilities management;

— warehousing/transportation/logistics;

— communications facilities;
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— Iinformation systems.

To function effectively, the suppliers' design work
groups, both internal and external, should establish

— what information should be received and trans-
mitted;

— identification of sending and receiving grdups;
— the purpose of the information transmittal;

— ideptification—e l

— dodqument transmittal records maintenance.

4.4.3 |Design input

Guidance for ISO 9001 (4.4.3)

Desigr| inputs are typically in the form of
— profluct requirements specifications, and/or

-~ propluct description with specifications relating to
corffiguration, composition, incorporated elements
and other design features.

All peftinent design inputs (such as performance,
functignal, descriptive, environmental, safety and
regulatory requirements) should be defined, reviewed,
and reporded by the supplier in a design description
document.

This d sign description document should quantify all
requirgments to the greatest possible extent. It lays
the foyndation and provides a unified approach to the
design| Details agreed between the purchaser and
suppligr on how purchaser and regulatory require-
ments|will be met should be included. The design
descrigtion document should also record the resol-
utions |of any incomplete, ambiguous or conflicting
requirdments that have be'en uncovered.

The dgsign description document should identify de-
sign agpects, materials and processes requiring de-
velopntent and analysis, including prototype testing to
verify their adequacy. The design description docu-
ment ghould be prepared in a way that facilitates pe-
riodic |updates. It also should indicate “when” or
“what|cfiteria” will cause the document to be. up-

ISO 9000-2:1993(E)

— drawings;

— gpecifications (including process
specifications);

— instructions;
— software;

— servicing procedures

and materials

Outputs of the deSIQn are the final techmcal docu-

mspectlon and testlng, and s=rvncmg

4.4.5 Design verification

Guidance for ISO 9001 (4.4.5)
ISO 9001 describes. design control 1

lations, comparison with a proven de

n, installation,

neasures (e.g.

ign) by which

design reviews, gualification tests, alIernative calcu-

design verification may be established
in most ingtances it is appropriate to
more of these measures. Design revie

y the supplier.
bmploy two or
vs typically are

the coerdinating design control meast
viewrand/or type testing by an authori

re. Design re-
ed extérnal or-

ganization may be a regulatory requirenpent for certain
types of product. Even under ordinary fircumstances,

design verification should involve p
than those havmg direct responsxblllty
work under review.

The competence of the participants in
views should be adequate to permit th
designs and their implications. Design

purpose of design verification can cons
such as the following.

a) Do designs satisfy all specified re

the product, process or service?

b) Are product design.and proceSS|
compatible?

c) Are safety considerations covered?

d) Do designs meet functional and
quirements, that is, performance an

rsonnel other
for the design

the design re-
Bm 1o examine
eviews for the
ider questions

uirements for
hg capabilities

bperational re-
H dependability

objectives?

dated, who is responsible for the update, and if, and
under what circumstances, the purchaser will receive
a copy. A design description document prepared in
this way serves as the definitive up-to-date reference
document as the design progresses to completion.

4.4.4 Design output
Guidance for 1SO 9001 (4.4.4)

Throughout the. design process, the requirements
contained in the design description are translated by
the supplier into outputs, such as the following:

e) Have appropnate materials and/or
selected?

facilities been

f) Is there adequate compatibility of materials, com-

ponents and/or service elements?

9 Is fhe design satisfactory for all anticipated en-

vironmental and load conditions?

h) Are components or service elements standardized
and do they. provide for mterchangeablhty, main-

tainability and replacement?
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i) Are plans for implementing the design (e.g. pur-
chasing, production, installation, inspection and
testing) technically feasible?

j) Can the tolerance requirements consistently be
met?

k) Where computer software has been used in de-
sign computations, modelling or analyses, has the
software (and its configuration control) been ap-
propriately validated, authorized and verified?

l} Have j ;
been appropriately verified and documented?

m) Are the assumptions made during the design pro-
cess Valid?

When quglification tests and demonstrations are em-
ployed as|a form of design verification, the safety and
performance of the product, whether hardware, soft-
ware, sefvices, or processed materials, should be
verified under conditions that are representative of the
full range [of circumstances of actuai-use. The product
units employed for qualification tests and demon-
strations ghould be ones that were produced under
the expedted production conditions.

When altprnative calculations or comparison with a
proven design are employed as forms of design veri-
fication, the appropriateness of the alternative calcu-

influence previously approved design verification re-
sults. Design changes in one component of a product
should be evaluated for their influence on the whole.
Improving one characteristic may have unforeseen
adverse influences on another.

When significant design changes are made, the veri-
fication procedure should also be reviewed and
modified as appropriate.

Procedures should be established to communicate
the new design output to all concerned to record any
; document,
been made,

I\

that only authonzed design changes have

4.5 Document control

Guidance for 1SO 9001 (4.5), ISO 9002 (4.4) and

ISO 9003 (4.3)

451 Document approval and issue

Documents~and data- containing information and/or
instructior’s“ean be recorded, transmitted|or received
using a.wvariety of media.

The,supplier's system should provide a clpar and pre- |
cise control of procedures and responsibilities for ap-

lation me
reviewed

hod, and/or the proven design, should be
in relation to this new application.

4.4.6 Dgsign changes

Guidance for 1ISO 9001 (4.4.6)

The design of a product may be changed or modified

for a number of reasons, for example:

— omissipns or errors {e.g. @ue to calculation, ma-
terial delection, etc.) during the design phase have
been iflentified afterwarnds;

— manufpcturing .and/or installation difficulties are
discovered afterthe design phase;

— the pu

rchaser or sub-contractor requests changes;

proval, issue, distribution and admin
documentation, including the removal
documents. This can be accomplished, f
by maintaining a master list of document
the level of approval, distribution (locatio
and revision status.

Document control should include those
andfor computer records pertinent to (

chasing, work execution, quality standards,

of materials and the quality system do
supplier's internal written procedures sho

— how the documentation for these func
be controlled;

— who is responsible for the control;

— what is to be controlled;

stration of
bf obsolete
br example,
5 identifying
h of copies)

documents
jlesign, pur-
inspection
cuments. A
Lld describe

tions should

place.

— the function or performance of a product or service
is to be improved;

— safety, regulatory or other requirements have been
changed,;

— design verification necessitates change (see
4.4.5);

— corrective action necessitates change (see 4.14).

Any changes to design inputs should be identified and
reviewed by the supplier to determine whether they

— where and when the control is to take

Not &ll documents are needed at each individual place
of work. -

4,5.2 Document changes/modifications

Recognizing that supplier documentation may be
subject to revision and change, controls should exist
for the preparation, handling, issue and recording of
changes. This applies ‘not only to internal documen-
tation but also to externally updated documentation
(e.g. national standards).
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The supplier should establish a continuing mechanism
for controlling changes in documentation. The mech-
anism should

— provide for control irrespective of documentation
media;

— follow documentation procedures;
— ensure accurate updating of documents;

— prowde for using only authorlzed documents when

ISO 9000-2:1993(E)

4.6.2 Assessment of sub-contractors

Guidance for 1ISO 9001 (4.6.2) and ISO 9002 (4.5.2)

The supplier may employ several ways of choosing

satisfactory sub-contractors,

given that technical

capabilities are satisfactory for the product to be de-

livered, for example:

— a review of previous performance

in supplying

similar products, processes or services;

propriafe.

Planned circulation of a change proposal to personnel
in the affected functions can assist in avoiding dis-
ruption] The timing of the implementation of the
change[may be an important factor, particularly. when
several|changes of documentation are to be coordi-
nated.

4.6 Purchasing

4.6.1 (General

Guidance for 1ISO 9001 (4.6.1))and 1SO 9002 (4.5.1)

To enspre that purchaséd, sub-contracted products
(includi:rﬂg services) conform to specified purchaser
requirements as well~ as regulatory requirements,
purchaging should\be planned and carried out by the
suppliet under_adequate control. This should include
the follgwing:

— clear and unambiguous specification of the pur-
chaser requirements (see 4.6.3);

— the performance of suitable verification (see

4.6.4);

— inspection procedures (see 4.10.1).

The supplier should establish an effective working re-
lationship and feedback system with the sub-
contractor.

& oaL;clauLUIy assessment-toan appnopriate quallty

system standard by a body cons
competent for the purpose;

— an assessment of the sub-contractq
plier to an appropriate duality systen

The supplier's quality fecords concernir
ment should be sufficiently comprehe
onstrate the ability’ of sub-contract
contract requiréments and should allow
on the basis of'quality capability.

idered to be

br by the sup-
h standard.

g the assess-
hsive to dem-
brs  to meet
for selection

hith specified

Factors~such as product compliance
requirements, the total cost for the su
arrangements, and the sub-contractor’

plier, delivery
own quality

systems may be pertinent in this context. The per-

formance of sub-contractors should b
intervals consistent with the complexity
requirements of the product and demd
contractor performance.

4.6.3 Purchasing data
Guidance for 1ISO 9001 (4.6.3) and ISC

The supplier's purchasing data shou
specified technical product requiremen
contractor to ensure the quality of t
product, process or service. This may bg
by reference to other applicable technig
such as national or international st
methods, etc. Well-defined purchase o
vide documented evidence. Another op
sential information to be clearly and pr
in the sub-contract. Responsibilities for
approving the purchasing data should

reviewed at
and technical
nstrated sub-

) 9002 (4.5.3)

d define the
s to the sub-
he purchased
done, in part,
al information
Bndards, . test
ders can pro-
tion is for es-
ecisely stated
reviewing and
be clearly as-

sngned to appropnate personnel

A\rra ngements
dion status of

documents referenced in the purchasmg data.

46.4 Venfucatlon of purchased prod

uct

Guidance for ISO 9001 (4.6.4) and 1ISO 9002 (4.5. 4)

The supplier should include in sub-contracts special
clauses or statements when. verification is required
at source (e.g. the sub-contractor's facilities) by the
purchaser,

When specified in the contract to assure that the
product (including service) fulfils the specified re-
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quirements, the purchaser may extend verification
activities to the facilities of the sub-contractor for this
purpose. In such cases, the supplier should arrange
for the purchaser to assess the quality of the sub-
contractor's product {including service) and/or the ‘ef-
fectiveness of the process.

Where the contract provides, the purchaser may use
the supplier's data to decide which of the products
(including services) to be purchased will require veri-
fication at source and to decide the nature and extent
of such verification.

chaser, as appropriate, information or requirements
concerning handling, storage and maintenance of
purchaser-supplied product.

When necessary, the need for calibration of equip-
ment of “purchaser-supplied products” should be
specified.

4.8 Product identification and traceability

Guidance for 1SO 9001 (4.8), ISO 9002 (4.7) and
I1SO 9003 (4.4)

If the purghaser, on verification of the sub-contractor's
product, expresses satisfaction, the supplier should
not take this as an opportunity to relax vigilance. The
supplier retains full responsibility for the quality of the
products [{including services) being supplied to the
purchasef.

4.7 Purchaser-supplied product

for ISO 9001 (4.7) and ISO 9002 (4.6)

“Purchaspr-supplied product” is product owned by
the purchaser and furnished to the supplier for use in
meeting the requirements of the contract. The sup-
plier, upgn delivery, accepts responsibilities for pre-
vention ' |from damage and for identification,
maintenahce, storage, handling and use while that

The supplier can achieve product identification by
marking or tagging the product or(ts’ container. For
example, on visually identical parts where the func-
tional characteristics are different, diffefent colours
can be used. For bulk products or produgt from con-
tinuous processes, the identification may be limited
to identification of batches or well-defined lots. (

Service identificatiori)can be achieved documen-
tation that accomipanies the service. (Orly this para-
graph of this_ guidance clause applies to 15O 8003.)

Product {including service} traceability involves the
ability to_trace the history, application of location of
an itendor activity by means of recorded iglentification.
Traceability can entail high costs and, when called up
inja contract, the extent of quality recofds required
should be included.

product i

in the supplier's possession.

The supplisr should therefore establish arrangements
for the following:

— examipation of the product upon receipt tolcheck
the guantity received and its identity, and to detect
any damage in transit;

— periodic inspection during storage)to detect any
" signs pof deterioration, to check_the limitations on
~time ip storage, to assure_maintenance of proper
" condifjons and to determiine the current state of
the prpduct; -

-— compljance with any contractual requirements for
reinspection; g '

— identification~and safeguarding of the supplied
produgt-to prevent any unauthorized use or im-
propetdisposal i

The supplier can achieve traceability by ea
product having an identifier {(e.g. serial n
code, batch code, lot number) unique td
of operation. Separate identifiers could be
changes in operative personnel, changes
terials, changes in tooling, new or differ
set-ups, changes in process methods, etc
identifiers should appear on applicable ins
stock records.

There may be situations where traceab
identification of the specific personnel
each phase of the operation or service
cess. A sequence of individuals may p
cessive service functions, each of whi
traceable. The recording of identificati
through signatures on serially numbered

ch individual
Umber, date
the source
required for
in raw ma-
ent machine
Traceability
pection and

lity- requires -
involved in
Helivery pro-
erform suc-
ch is to be
n evidence
documents

in invoicing and banking operations ar

examples.

Here there is no tangible product, per de, but each

The responsibility should be defined for reporting un-
suitability to the purchaser who is responsible for
providing acceptable product within the terms of the
contract.

The purchaser-supplied product could be a service, for
example the use of a purchaser's transport for deliv-
ery. The supplier should make sure of the suitability
of that service and the maintenance of its effective-
ness. The supplier should be able to show documen-
tary evidence that this is being done, where
appropriate. The supplier should obtain from the pur-

individual's  identification evidence

traceable.

4.9 Process control

4.9.1 General

should be

Guidance for 1SO 9001 (4.9.1) and 1SO 9002 (4.8.1)

The supplier's planning for the production
applicable, installation processes ' shou

and, where
id consider

each of the controlled conditions described in the rel-
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evant clause of the international Standard. Control
within the process to prevent nonconformities from
occurring is preferable to inspection of finished prod-
uct or service alone, The characteristics that are most
critical to the product/service quality should be identi-
fied and should be under the closest process control.

Both written and electronic media documentation
methods should be recognized for documented pro-
cedures.

Process-control activities may include procedures for

in-proc

propriate storage, handling and segregation.

Where|the achievement of desired levels of process
controll is dependent upon consistent and stable op-
eration|of process equipment and essential materials,
the supplier should include within the scope of the
quality [system the proper maintenance of such pro;
cess efiuipment and essential materials.

4.9.2 [Special processes

Guidance for ISO 9001 (4.9.2) and ISO.9002 (4.8.2)

The sypplier should give special) consideration to
"special processes”. These are_processes in which
the prpduct quality characteristics cannot be fully
verified in the finished proddct.

Examples include circimstances where

— the| characteristics of interest do not exist until
further downstream in the process;

- the|method of measurement does not exist or is

1ISO 9000-2:1993(E)

— strength, ductility, fatigue life, corrosion resistance
of a metal part following welding, soldering, heat
treatment or plating;

— dyeability, shrinkage, tensile properties of a
polymerized plastic;

— taste, texture, appearance of a bakery product;

— correctness of a software product or a financial or
legal document.

esult of a series
of operatlons and require close adherence to specified
in-process procedures and sequences such as the
following.

a) For a hardware or précéssed-materials product,
these can involve starting materialg, temperature
profiles, physical deformations, mjixing and en-
vironmental conditions. :

b) For a software or service product,| these can in-
volve spuree data and documents, intellectual and
clericalgorrectness.

Comprehensive measurement assurgnce and cali-
bration of equipment used to produce ¢r measure the
product may be required for guch “special
processes”. The use of statistical progess control is
often most advantageous. ‘

Special skills, capabilities and training of personnel
rmay be needed and should be demonstrated.

Process knowledge can be considered as a basis to
distinguish  finished-product characteristics from
measurable in-process characteristics. Such pro-
cesses should be qualified in advange by tests to
make sure that the process can meet the specified
requirements.

4,10 Inspection and testing

4.10.1 Receiving inspection and testing

Guidance for 1SO 9001 (4.10.1) and ISO 9002

desttruetive to the product;

— results within the process cannot be measured in
later inspections or tests.

All products are produced by processes, and special
processes are found in all generic product categories:
hardware, software, processed materials and ser-
vices. However, special processes are particularly
common in the production of processed materials.

Some examples where critical product gquality charac-
teristics fall within one or more of the three process
circumstances above include:

{491

4.10.1.1 Receiving inspection is one means for the
supplier to verify that sub-contractors have fulfilled
their contractual obligations relating to quality and that
procured items entering the supplier's facilities fulfil
specified requirements for quality.

This sub-clause in ISO 9001 and 1SO 9002 does not
imply that incoming items have to be inspected and
tested by the supplier, if the necessary confidence in
the product (including service) can be obtained by
other defined procedures.
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The supplier's procedures or quality plan should
_specify the means of verifying that shipments re-
ceived are in accordance with specifications, are
complete, have the proper identity and are undam-
aged. The procedures should also include provisions
for verifying that incoming items, materials or services
are accompanied by supporting documentation as,
and if, required (e.g. mill test reports, non-destructive
examination reports). Appropriate action in the event
of nonconformities should be specified. Analysis of
past receiving inspection data, in-plant rejection his-
tory or customer complaints can influence the sup-

plier's decisions—regarding—theneedtofeassess 49—

sub-contfactor.

4.10.1.2 | Release of incoming product(s) subject to
recall shpuld be discouraged as a matter of good
quality management practice. I[tems should only be
released [subject to recall if

— an oljjective evaluation of quality status and sol-
ution [ of any nonconformmes can still be im-
plemgnted;

— corregtion of nonconformities cannot compromise
the quality of adjacent, attached or incorporated
items

The  supplier's procedures should define the
responsibilities and authority of personnel who may
allow indoming product(s) to be used without prior
demonstfation of conformance to specified require=
ments fqr quality. The supplier's procedures should
also define how such product(s) will be pogitively
identified and controlled in the event that subsequent
inspection finds nonconformities.

4.10.2 -process inspection and testing

Guidancp for 1SO 9001 .{4.10.2) and I1SO 9002
{4.9.2)

In-process inspection ‘and testing applies to all forms
of produgts, including services. It allows early recog-
nition of honconformities and timely disposition of the
nonconfgrmingsitems.

Where gappropriate, statistical control techniques

4.10.3 Final inspection and testing

Guidance for ISO 9001 (4.10.3), ISO 9002 (4.9.3)
and ISO 9003 (4.5)

Final inspection involves the activities (examination,
inspection, measurement or test) upon which the final
release of product (including service) is based .with
respect to specified characteristics. The specified re-
quirements forming the basis of final inspection and
test should include all deS|gnated release character-
istics.

4.10.4 Inspection and test records

Guidance for 1SO 9001 (4.10.4), 1SO
and ISO 9003 (4.5)

The supplier's inspection’and test records should fa-
cilitate assessment- of) products having| fulfilled the(
requirements for quality. Helpful support|ng evidence
may be availabje from records of othey inspections
and tests (eq. raw materials, in-process}. Regulatory
requirements*and product liability shopld also be
taken into’/consideration.

D002 (4.9.4)

411 Inspection, measurmg and t
equipment

Guidance for ISO 9001 {4.11), ISO 9002 {4.10) and
1SO 9003 {4.6)

The requirements of this sub-clause in 1$O 9001 and
ISO 9002 specify what is to be ifplemented;
ISO 9003 has less specific requirements. Although
the requirements pertain explicitly to| inspection,
measuring and test equipment, it is helpful to ap- ("
proach the subject from the perspective that measur-
ing is itself a process involving raw materials,
equipment and procedures. The requjrements of
ISO 9001 and ISO 9002 explicitly involve|elements of
the measurement process; elements
tive purpose is to choose suitable measurements,
suitable measuring equipment, and suitabble measure-
ment procedures. These elements. are |specified to
provide confidence in the ability of tHe supplier's

should be used to identify trends for both product and
process before nonconformities actually occur.

Early identification of nonconformities, before arriving
at the finai inspection stage, increases the efﬂmency
of the entire operation by avoudmg further processing
of nonconforming items,

The supplier's procedures or quality plan should en-
sure the objectivity of the inspection and test results,
including situations where in-process inspection is
carried out by production personnel.

10

measuring systems to confrol adequately the pro-
duction and inspection of the product.

Measurements may include less tangible measuring
instruments, such as polling or questionnaires. For
both product- and process-measurement systems,
statistical methods are valuable tools for achieving
and demonstrating fulfilment of requirements..In par-
ticular, statistical methods are the preferred tools in
fulfiling the requirement that "Equipment shall be
used in a manner which ensures that measurement
uncertainty is known and is consistent with the re-
quired measurement capability”.
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The requirements of this sub-clause also should be
applied by the supplier in so far as “demonstrating the
conformance of product to the specified
requirements” contractually involves measurements
subsequent to production and inspection of a product
(e.g. during subsequent handling, storage, packaging,
delivery or servicing) as may be required under other
clauses of the applicable International Standard
(ISO 9001, ISO 9002 or ISO 9003).

NOTE 2  For general background on the management of
measuring equipment, it is recommended that reference is

ISO 8000-2:1993(E)

time interval, or production machines or product
lots are involved; .

— to mark the nonconforming product units to make
sure that they can be distinguished from con-
forming product units (see 4.12);

— to document the existence of the nonconformity
and, for example, which product units, production
machines or product lots are involved;

— to evaluate the nature of the nonconformity;

made to
in 1ISO 1p012-1 do not add to, or otherwise change, the re-
quiremepts of 1SO 9001, 1SO 9002 or 1SO 9003, except in
situations where conformance to ISO 10012-1 is required
by certiflcation bodies, or where required by the contract.

4.12 |nspection and test status

Guidance for ISO 9001 (4.12), ISO 9002 (4.11) and
ISO 9003 (4.7)

The supplier's quality system and procedures should
ensure |that required inspections and tests are per-
formed| The system should provide a way of knowing
the progluct (including service) status. Status may be
indicated by marking or tagging or signing, either
physically or by electronic means. Status should indi-
cate whether a product has not been inspected, has
been irjspected and rejected and on-hold awaiting
decision, or has been inspected and rejected. Separ-
ate physical location of these categories of -product
units is| often the most certain method ,ef assuring
both the¢ status and accurate disposition, However, in
an automated environment, accurate disposition may
equally pe achieved by other means, such as a com-
puter database.

4.13 Control of nonconforming product

4.13.1 |General

Guidange-for' 1ISO 9001 (4.13), 1SO 9002 (4.12) and
1SO 9003 7{4.8)

— to consider the alternatives for disgosition of the
nonconforming product, to decide-what disposition
should be made and to record'this djisposition;

— physically to control (g:g._by physicgl segregation)
the movements, storage and subisequent pro-
cessing of the nonconforming proddict consistent
with the disposition decision;

— to notify otHer functions that may He affected by

the nonconformity, including, wherg appropriate,
the purchaser.

4.13.2 Nonconformity review and disposition

Guidance for 1SO 9001 (4.13.1), ISO 9002 (4.12.1)
and ISO 9003 (4.8) :

It is suggested that nonconformity d
cisions made by the supplier take into
the seven purposes listed under 4.13,
to the risk of failure to meet the purch
ments. Actions a), b), ¢) and d) in |
ISO 9002 ali carry degrees of risk.

While 1SO 9003 does not have a sub-q
explicitly with nonconformity review ar
the guidance presented here may be
implementation of sub-clause 4.8 of 1SC

sposition de-
consideration
n relationship
ser's require-
0 9001 and

lause dealing
d disposition,
helpful in the
9003.

4.14 Corrective action

When any intermediate or final product (including
service) is found {e.g. by test or inspection) not to
conform to the technical specifications, inadvertent
use or installation should be prevented. This is appli-
cable to nonconforming product occurring in the sup-
plier's own production as well as nonconforming
product received by the supplier. Procedures should
be established and maintained by the supplier for the
following purposes:

— to determine which product units are involved in
the nonconformity, for example, what production

Guidance for 1ISO 9001 (4.14) and I1SO 9002 (4.13)

Causes of detected {or potential) nonconformities
should promptly be identified so that corrective action
may be taken and recurrence (or occurrence) may be
prevented. These causes may include the following:

— failures, malfunctions or nonconformities in in-
coming materials, processes, tools, equipment or
facilities in which products are processed, stored
or handled, including the equipment and systems
therein;

1"
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~— inadequate or
documentation;

non-existent procedures and
— non-compliance with procedures;

- inadequate process control;

— poor scheduling;

— lack of training;

— inadequate working conditions;

4.15 Handling, storage, packaging and
delivery

4.15.1 General

Guidance for ISO 9001 (4.15.1), 1SO 9002 (4.14.1)
and 1SO 9003 (4.9)

The supplier's system for handling, storage, packag-
ing and delivery of materials should provide proper
planning, control and documentation. This includes
in-process materials and finished product.

— inadequate resources (human or material);
— inherept process variability.

The cond|tions resulting from these causes may be
revealed by analysis of the following:

— inspegtion and test records;

— nonconformity records;

— obseryations during process monitoring;

— audit gbservations;

— field, dervice or purchaser complaints;

— regulatory authority or customer observations;
— obsenjations and reports by personnel;

— sub-cgntract problems;

— management review results;

— inherept process variability.

NOTE 3 |Corrective action is not-necessarily required for
every occUrrence of a nonconformance, but periodic analy-
sis of pattérns of nonconformance’should be considered to
uncover ogportunities for process improvement.

Procedurgs should -be~developed by the supplier to
establish responsibility for taking corrective action and
how this pction-will be carried out and the verification
of the effpctiveness of the corrective action.

4.15.2 Handling

Guidance for ISO 9001 (4.15:2), ISO 9002 (4.14.2)
and ISO 9003 (4.9)

The supplier's method~for handling matgrials should
consider providingCtransportation unitg {such as
pallets, containers, ‘conveyors, vessels, tanks, pipe-
lines and vehicles) so that damage, deterioration or
contamination{(due to vibration, shock, abrasion, cor-
rosion, temperature variation, radiation
conditions occurring during handling and storage) may
be prevented. Maintenance of handling equipment is
another factor to be considered.

4.15.3 Storage

Guidance for ISO 9001 (4.15.3), ISO 9002 (4.14.3)
and ISO 9003 (4.9)

The supplier should plan for suitable storage facilities,
considering not only physical security Qut also en-
vironmental conditions (e.g. temperature and hu-
midity). it may be appropriate to check| periodically
items in storage to detect possible deterioration. The
methods for marking and labelling should |give legible,
durable information in accordance with [the specifi-
cations. Consideration may need to be given to ad-
ministrative procedures for expiry dates|, and stock
rotation and lot segregation.

NOTE 4 Storage and packaging requirements should
consider the tiering, layering or stacking of prpduct as part
of the design parameters.

It is usetul 1o implement procedures to deal with
nonconformities discovered in product that has al-
ready been shipped as satisfactory. Such procedures
can include:

— investigations to establish whether the noncon-
formity is an isolated or a chronic problem;

— actions to be taken, if necessary.

12

4.15.4 Packaging

Guidance for 1SO 9001 (4.15.4), ISO 9002 (4.14.4)
and 1SO 9003 (4.9)

The supplier's packaging procedures, materials, pack-
aging and labelling designs should provide appropriate
protection against damage, deterioration or contami-
nation during storage, transportation or any later pe-
riod until the supplier's responsibility ceases. The
various forms of storage and the types of transpor-
tation that can be encountered should be considered.

o

r any other

T
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The packaging should provide a clear description of
the contents or ingredients where regulations or the
contract specify.

Provisions should be defined for checking the effec-
tiveness of the packaging.

4.15.5 Delivery

Guidance for 1SO 9001 (4.15.5), 1SO 9002 (4.14.5)
and IS 9)

ISO 9000-2:1993(E)

product liability and the legality of various forms of
record-keeping should be taken into consideration. If
a specific period of time is required, it should be
specified in the contract. If time periods are not pre-
scribed by legislation or in the contract, the supplier
should consider the expected lifetime of the product
and should document the appropriate retention times.

4.17 _Inter

The supplier should provide for protection of the
quality ¢of product during shipping and other phases
of delivery. For some products, including services,
delivery|time is a critical factor. Consideration should
be given to the various types of delivery and variations
in envirgnmental conditions that may be encountered.

4.16 Quality records

Guidange for ISO 9001 (4.16), ISO 9002 {4.15) and
ISO 9003 (4.10)

Quality fecords should contain evidence testifying di-
rectly and indirectly whether the product (including
service) [meets technical requirements.

The supplier's quality records should provide evidence
that quglity system elements falling within the re-
quiremepts of 1ISO 9001, ISO 9002 or ISO 9003 have
been injplemented. If the results have (not proved
satisfactory, quality records should indicate what has
been dope to correct the situation.

Quality fecords should be ‘prepared, stored safely,
protected from unauthorized(access and protected
from altgration and maintained by the supplier. Quality
records [should be readily-accessible as and where
needed.|They may be stored or copied in any suitable
form, fof example hard copy or electronic media. Such
copies 4f quality,records should contain all the rel-

evant information.in the original quality records. The "

supplier |should~¢onsider how to translate the require-
ments of the\contract into the needs for submission,
retention_and dispasition of quality recards

Guidance for ISO 9001 (4.17) and 1S0|9002 (4;16)

Internal quality audits as required by IS0 9001 and
1SO 9002 should be carried-eut’by the $upplier in or-
der to determine whether(the various quality system
elements of the organization are effective and suitable
for achieving the stated quality objectives. The internal

audit plan shouldcinclude the frequendgy of periodic
audits.

The supplier should select and assigh competent
auditors -fop ‘the activity being audited, taking into
consideration the criteria for auditor selection given in
sub-clatise 4.1.2.2 of both ISO 9001 and ISO 9002.

Periodic internal audits should be performed

— to determine the adequacy and conformity of the
quality system elements with the requirements for
their documentation and implementgtion require-
ments;

— to determine the effectiveness of the implemen-
ted quality system in meeting the specified quality
objectives;

— to meet regulatory requirements;

— to provide an opportunity to improve the supplier's
quality system;

— to facilitate external quality audits.

In addition to the periodic internal audits, an internal
audit may be initiated for any of the folloying reasons:

- initially to evaluate the quality systerm where there

There may be circumstances in which the purchaser
is required to store and maintain selected quality rec-
ords attesting to the quality of products (including
services) for a specified part of the operating lifetime.
The supplier should make due allowance for the pro-
vision of such documents to the purchaser.

I1SO 9001, 1SO 9002 and 1SO 9003 do not specify a
minimum time period for the retention of quality rec-
ords. There may be circumstances where it is the
supplier's responsibility to verify with regulatory auth-
orities what their requirements are. The aspects of

s a desire 10 establish a contractual relationship;

— within the framework of a contractual relationship,
to verify that the quality system continues to mest
specified requirements and is being implemented;

— when significant changes have been '(nade in
functional areas, for example, reorganizations and
procedures revisions;

— when safety, performance or dependability of the

products (including services) are in, or are sus-
pected to be in, jeopardy due to nonconformities;
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