TECHNICAL ISO/TS
SPECIFICATION 16949

Third edition
2009-06-15

Quality management systems-—

Particular requirements forthe application
of ISO 9001:2008 for automotive production
and relevant service part organizations

Systemes de management de la qualité —

Exigences particulierespour 'application de I''SO 9001:2008 pouf la
production de série et de'piéces de rechange dans l'industrie autgmobile

——— Reference number
=/ATR— ISO/TS 16949:2009(E)

©1S0 2009


https://standardsiso.com/api/?name=ab90350f7286ec0553ed2f3d48693ee7

ISO/TS 1

6949:2009(E)

accepts no
Adobe is a

PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but
shall not be edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In
downloading this file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat

liability in this area.

trademark of Adobe Systems Incorporated.

Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation
parameters were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In
the unlikely event that a problem relating to it is found, please inform the Central Secretariat at the address given below.

This 1ISO do
draft nor any
photocopyin
Requests fo

the requestef.

ISO copyrigh
Case postalg
Tel. + 41 22
Fax + 41 22
E-mail copy
Web www.is
Reproductio
Violators maj

The contg
copyright §

The text o
text is he
Company,

Neither th
transmitte

Requests

Copyright notice

extract from it may be reproduced, stored in a retrieval system or transmitted in any form or by any means, ‘electro
, recording or otherwise, without prior written permission being secured.

t office
56 « CH-1211 Geneva 20
749 01 11
749 09 47
ght@iso.org
h.org
may be subject to royalty payments or a licensing agreement.
y be prosecuted.

nt inside the boxed text of this. document is ISO 9001:2008 text and is protected by the abg
statement.

utside the boxes has been originated by the International Automotive Task Force. Copyright for t
d by ANFIA, FIEV~SMMT, VDA (see below) and the car manufacturers Chrysler, Ford Mo
General Motors Corp, PSA Peugeot Citroén, Renault.

is Technical“Specification nor any extract from it may be reproduced in a retrieval system

forypermission to reproduce and/or translate non-boxed text should be addressed to one of {

ument is copyright-protected by ISO. Except as permitted under the applicable laws of the user's country, neither(this/ISO

2.

C,

permission to reproduce should be addressed to either ISO at the address below or ISO's member body dn\the country of

is
tor

=2

or

1 in any form or by any means, electronic, photocopying, recording or otherwise without prior writfen
permissionn being, secured.

he

addresses below:

International Automotive Oversight Bureau (IAOB/USA)

Associazione Nazionale Filiera Industrie Automobilistiche (ANFIA/Italy)

Fédération des Industries des Equipements pour Véhicules (FIEV/France)

Society of Motor Manufacturers and Traders (SMMT/UK)

Verband der Automobilindustrie - Qualitditsmanagement Center (VDA-QMC/Germany)

© I1SO 2009 — All rights reserved
© ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, © Ford Motor Company, © General Motors Corp. — All rights reserved
© PSA Peugeot Citroén, © Renault — All rights reserved


https://standardsiso.com/api/?name=ab90350f7286ec0553ed2f3d48693ee7

ISO/TS 16949:2009(E)

Contents
Page

o110 o PP PPRPRN vii
REMAIKS FOr COITITICALION ...ttt e e e et e e e e s e e e e e e e s nnnnnneaens viii
[ a1 oTo 01 i o] o I PP PPPPPRPPTN iX
L0 g € T=Y o T - | S iX
L2 o o =TT TR T 0] o] (o = o o T X
0.3 Relationship with ISO 9004 ... i e Xii
0.4 Compatibility with other management SysStems ............ccccoieiieeiiiiiiiieeee ey Xii
0.5 Goal of this Technical SPECIfiCAtION...............coouieeeiieeieeeeeeeieeee e b fe Xii
L STeTo] o 1= TSP PRSP RURSPS SIS SPRRRRN 1
R €= =T o= | S SUPFREER. b SRS ISR 1
1.2 ApPliCatioN ... N e 1
2 INormative refereNCEeS ........ooo i eiee e e e e e eneeee ey Ly e e e e e e e 2
3 [Terms and defiNitioNS ........ooo i be e e et e e e snbee e s snneeeessnree e 2
3.1 Terms and definitions for the automotive indUSHrY..........c..cocooveeveeom i 2
4 Quality management SYSTEM ........cooiiiiiiiiiiiie e ereee e sieee e s fige s eeeeesenneeeeseneeeeessnnseeensneeessn foenenniiinnns 4
4.1 General reqUIreMENTS......oooiiieiiiiiiee e e e e eeieeeee e e e e ee e e e e e e ee e e e e s s eeneeeeeeesnnnnnee e d e 4
4.1.1 General requirements — Supplemental................./8eeeeccccieeeieeeeeeseciiieeeaeeeeeseiiiieeaa e 4
4.2 Documentation reqQUIrEMENES .........oooiiiiiiiiiiieee e e e e eeteeee e e e e e e emeneeeeeaaeeessmennneeeeeeessnnneedeaneiniiiiies 5
T =T T - | SR PS PP OUSSRUSRRPURY NSRS 5
4.2.2 Quality Manual...........oooeiiiiiiii N e e e 5
4.2.3 Control Of dOCUMENTS .....cooiiiiiiiiiiiiee B ettt ettt e et e e et e e e stee e e s steee e s snneeeeesnneee s orbeeeeenneeas 6
4.2.3.1 Engineering SpecifiCations...........505 oueeei i L 6
B o] (o] le )l = TeTo) (o[- Ty 5 SRR OURRRRSURRURY NPPRT 6
4.2.4.1 Records retention ............. - oo 7
5 Management reSPONSIDIIITY .......... /et e e e e e e e e e e ee e e e e ereeeaaaaaaaanaaeesdanaaaaaaaeas 7
5.1 Management COMMIEMENE.. ., .....ooiiiiiii e e e e fee e 7
5.1.1 Process effiCIONCY -t oo ettt steea e esnnea s esnne s e 7
LA O] (] 41T g 0T B e SSUSUSSRRSSRRRURY RO 7
LR I O 18 =11 Y o Yo o3 2 USSR SUUSSTUURUSUPRRY USRI 7
T = 1o o1 T O P PR PRUUPPUOUURPUPUPRPY PRI 8
5.4.1 QUAIIYNOBJECHIVES ..cooineeiiiiiiiee et st s et e e e enteeesnne e e e e 8
5.4.1.1 Qdality objectives — Supplemental................c...cceeooeeioeesoiieeiieseeeeeeeeeeee e e 8
5.4.2< Quality management system planning ...........ccoocueieeiiiiiie i e 8
5.5 Responsibility, authority and communication...............cccviiiiiiiiiiiiieeee e fe 8
5:5.1 Responsibility and aUthOFItY ............ueeeiiiiiiiiiiiiiiieieeiieeeeee e eevereeeeeeeeeeeeeeeenesrnrsrnrsrees e 8
5511+ Responsibitity for-qtatity T T T T e 8
5.5.2 Management rePreSENTAtIVE. ... ....u e ittt ee e e eeee e e seseseseseseeasererereaererereeeeeeeeeees 9
5.5.2.1 CUSIOME! 1€PIESEONLALIVE ...t e e e s e e e e e aannnes 9
5.5.3 Internal COMMUNICATION ....c.oiiiiiiiie e e e e e e e e e e eas 9
5.6 MaANAGEMENT FEVIEW ....coiiiiiiiiiiiiiee ettt et h e e s bt e o a bttt e s aab et e e e abe et e sbbe e e e saabeeeesnneeee s 9
LG R B € 1= 0T SRR 9
5.6.1.1 Quality management SysStem PerformManCe...............occueuiiioueeiiieiie e 10
LTI S =Y oY VN o o U PP 10
5.6.2.1 Review input — SUPPIEMENTAI ...............oom e 10
LT TG T =LY oYV 11 1 o1 | PP 10

© 1SO 2009 - All rights reserved
© ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, © Ford Motor Company, © General Motors Corp. — All rights reserved
© PSA Peugeot Citroén, © Renault — All rights reserved I}


https://standardsiso.com/api/?name=ab90350f7286ec0553ed2f3d48693ee7

ISO/TS 16949:2009(E)

oI =TT T ot I g =T =T =T o 0= o | SO PPN 11
ST B o oY/ T I o) YT 0T B oSS 11
5.2 HUIMAN FESOUICES ...ttt e ettt e ettt e e oo e e bbb ettt e e e e e e s e bttt ettt e e e e e aan bbb e ee e e e e e e e abeeeeeeeeeeaannbneeeeas 11

L2t B 1= T -SSR 11
6.2.2 Competence, training and @WarENESS .........ccccciiiiiiiiiiiie e e e e e e e e e e e s e e e e e e e s ennreeaeas 1
6.2.2.7 ProdUucCt deSiGN SKIllS .............oei et 11
(I I - 11 ¢ o S 12
6.2.2.3 TrainiNg ON tHE JOD ........cooiiiee ettt ettt e e 12
62 24 EIII[JI’U}'UU IIlUtI.VatI'UII c1llu’ UIIIpUVVUIIIIUIIt .................................................................................... 12
6.3 INFFASIIUCIUIE ...ttt e e e e e e e e e e e e e s e nneneee e e e nennnneeeeaeeeeeee Ko Shned 12
6.3.[1 Plant, facility and equipment planning ...............ccccueeeeeeeciiueeeeaeeeeessiiieiieeeeeesesiisieeaneeeeeseee S 12
6.3.2 CONtiNGENCY PIANS ..........ooeiiiieieiiiiee e e s (e e 12
6.4 WOrk enVirOnmMENT ... e e snnnre e e e e N e e 13
6.4.[1 Personnel safety to achieve conformity to product requirements..............ccccccco . B 5 eoiiii e, 13
6.4.P CleanlineSs Of PremiSES. ...........ccccvcveeeeeseeesesiiiriiiaaseeeeesiiiseeesaseeesssssirsnnsasesees s S Dt 13

A o (o Yo 18 o3 == 2= 4[] o P U S 13

7.1 Planning of product realization..............cccceeeiiiiiiiiiiiee e T e 13
7.1]1 Planning of product realization — Supplemental..................c.eooo S 14
VA B A ool o) = T [od= I o] (= - I o PR 14
713 CONTIAENANLY ... Y ettt e 14
7.1 CRANGE CONIIOI ...ttt a 5 sttt e e et e ettt e e e e e e e e s e e e s e sasssnnanaes 14

7.2 Cystomer-related proCeSSES. ... . .uuuuiiiiiaiiiiiiiiieieee e 0 e 14
7.21 Determination of requirements related to the product=.............cceeeiiiiiiiiiii e, 14
7.2.[1.1 Customer-designated special CharacteriStiCS «d........cuuuuoumeiiiiiii e 15
7.2.2 Review of requirements related to the product...............cccccoo i 15
7.22.1 Review of requirements related to the product — Supplemental ................cocccoveiieiiiiicie. 15
7.2.2.2 Organization manufacturing feasibility .................eeeeeeeeoeeeeeeiees ettt 15
7.2.3 Customer COMMUNICALION......... o0 8 ettt e e e e e e e e e e e e s e e e e e e e e e e e nneneeeeee e nnnneeas 15
7.2.13.1 Customer communication — SUPPIEMENTA ................ccceeecureeeieeeieieciieiee e eeecccieea e e 16

7.3 Ddsign and deVEIOPMENT ... i ettt 16
7.3.1 Design and developmentplanning ....... ... e e ——————————————————— 16
7.31.1 MultidiSCIplin@ry @DPIOACH. ...........ooo et a e eae s 16
7.3.2 Design and developmMeEnt INPULS .........uu i nsnsnsssnnnnnsnssnnnes 17
7.3.L.1 Product deSIGI INPUL ..........c.cooeeeeeeee ettt e e 17
7.3.2.2 Manufacturing process deSiQn iNPUL ...............cccuureeeieeeieesiieeieeee e e ettt a e e e e sttt eeaaaaeeessaraaaae s 17
7.3.2.3 SPECIALCNAIaCtEriSHICS .........eeeeeeeeeeeeee et 17
7.3.3 Design and development OULPULS .........coiiiiiiiir i et 18
7.3.3.1 "Rroduct design outputs — Supplemental .................ooooo oo 18
7.3.8-2- Manufacturing-process-design-output 18
7.3.4 Design and deVelOPMENT FEVIEW.......coiuuiiiiiiiiee ittt e s e e e ebe e e e eanee 19
4R S Y (o) 10 [ T SR 19
7.3.5 Design and development VErifiCation ..............oiiiiiiiiiii e e 19
7.3.6 Design and development validation ...............ueeiiiiiiiiiiiiiiiieieieieieieeeee e eeeeees 19
7.3.6.1 Design and development validation — Supplemental ...................ccooeeiiiiiiiieieeeee e 19
7.3.6.2 Prototype Programime ............coueeeeeeeeeee ettt 20
7.3.6.3 Product @PPIOVAI PIOCESS .......ooeee et e et e e e e e e e e e e e e annsneeaaaeeeas 20
7.3.7 Control of design and development Changes .............oooviiiiiiiiiiiiie e 20

© I1SO 2009 — All rights reserved
. © ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, © Ford Motor Company, © General Motors Corp. — All rights reserved
v © PSA Peugeot Citroén, © Renault — All rights reserved


https://standardsiso.com/api/?name=ab90350f7286ec0553ed2f3d48693ee7

ISO/TS 16949:2009(E)

A U o = T o
7.4.1 PUICNASING PrOCESS ... .eiiiiiiiiiee ittt ettt ettt e ettt e e st e e e st et e e s st et e e e aabee e e e aabaeeeeabeeeeas
7.4.1.1 Statutory and requlatory CONFOIMULY .............ccoeeeecueeeeieeeeeeeeceeee et esraaaa e
7.4.1.2 Supplier quality management system development................cccoooiooooooeieeeeeiieeeeee.
7.4.1.3 CUSIOMEr-aPPrOVEA SOUICES ........ccceieeiieaeeeeeeeeeeee e e et e st a e e e e e e st taaa e e e sassssseaaaees
7.4.2 Purchasing information...........cooiiiii i
7.4.3 Verification of purchased produCt.............uuiiiiiiii i
7.4.3.1 Incoming product conformity 0 reqQUIreMENtS ...............ccueeeiioieeiinoiiie e

7432 SUIJ[JIII'UI IIIUIII.tUII.IIy .........................................................................................................
7.5 Production and ServiCe ProViSIiON..........ccoiiiiiiiiiiiiiieea e ee e e e eeeeee e e e e e eeeeeeeeeaeeeeeeneee e L]
7.5.1 Control of production and Service proviSion ...........ccccccceeeeeieiciiieeeeeeeeeecciiieeeee e G5
7.5.1.1 CONErol Plan ............oooiiieeeee e B
7.5.1.2 WOIK inSIrUCHIONS. ... N e
7.5.1.3 Verification of JOb SEI-UPS ...........coccueeiiiioieiiiiiiieisiiiee e e
7.5.1.4 Preventive and predictive maintenance .................eoeeeeeeeeeeeeeeeeeenest St eneneneneiivivevavennnnnns
7.5.1.5 Management of production tOOlING ..............cccceeiiiiiieiiiiiieeee e BN
7.5.1.6 Production SChedUIING ..............ooeeeeeeeeeeeeeeeeeeeeeeeeeeereeereeenenn e e
7.5.1.7 Feedback of information from S€IVICe ..............ueeeeereeeie e
7.5.1.8 Service agreement With CUSIOMET ...............ccoeeccveecidesnasaiiieiieaseeieescieaaaeeeesssreaaaaaen
7.5.2 Validation of processes for production and service provisSion ............ccccccevvveveveveverevennnnnn.
7.5.2.1 Validation of processes for production and service provision — Supplemental.............
7.5.3 ldentification and traceability ...
7.5.3.1 Identification and traceability — Suppleiental..................ccccceeveeeeeesciveeiaiaeeesiciiieeeaaan,
AT OTT L] (o) 0 [ o] o o 1=Y o Y SRS
7.5.4.1 Customer-owned production tOOlING=.............cccuureeeeieeeieescieiieee e esesreaaaa e
7.5.5 Preservation of produCt ..ol
7.5.5.1 Storage and iNVENIOIY ... reeue ettt e ettt a e e ettt e e e e e e sssssseaaaaeeaas
7.6 Control of monitoring and measuring €qUIPMENt ...........ooiiiiiiiiiiie e
7.6.1 Measurement System @nalySiS ..................oouuieeeeiiieiiieieeeeeeeeeeeeeeeeeeeeeeteteteeteasraranannnnne
7.6.2 Calibration/verificafiQn r@COIAS ...............eeeeeeeeeeee e
7.6.3 Laboratory r@QUIIBIMENES ...........oeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeteeeeteeeeteee ettt eeaeeeteaeaeeeaeaeseaesnnnees
7.6.3.1 INterN@l [ADOFALOIY ...ttt
7.6.3.2 EXtEINAITADOIAIONY ...ttt ettt e e e ettt e e e e e s s e e a e e s
8 Measurement, analysis and iIMProvemMENt....... ... e
o T =Y g =T = | eSS UURPPPR
8.1.1{1dentification of StatiStiCal tOOIS .............ooo oo
8.1°2"Knowledge of basic statistical CONCEPLS ............eeueeeeeeeecieeieeeeeeeescieieae e esescreeaaaeeesssians
8.2°\Monitoring and MEASUIEMENT.........ocuuiiiiiiiie e sb e e snneeeens

8 2 1 Customer satisfaction

8.2.1.1 Customer satisfaction — Supplemental ..................ccoeeeiiieiiiieeee e
8.2.2 INterN@l @UAIT.......oo i e e e e e
8.2.2.1 Quality management System audit.................coooueiiiiiiiiiiiie e
8.2.2.2 Manufacturing ProCeSS QUL ..............cceeeueeeeieeeeeeseeee ettt e et et ea e e e e e s
8.2.2.3 ProQUCT QUL ...ttt e e e e e e e e es
8.2.2.4 Internal @QUAIE PIANS ..........ccceeeeeeeeeeeeee e
8.2.2.5 Internal auditor QUAlIfICAtION................cooo e
8.2.3 Monitoring and measurement Of PrOCESSES ........cccvuviiiiieeieiiiiie e e e e e e e e
8.2.3.1 Monitoring and measurement of manufacturing proCeSSEes ..........cceuwuueevveeeeeeeeeeaeieeeen.

© 1SO 2009 - All rights reserved
© ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, © Ford Motor Company, © General Motors Corp. — All rights reserved
© PSA Peugeot Citroén, © Renault — All rights reserved


https://standardsiso.com/api/?name=ab90350f7286ec0553ed2f3d48693ee7

ISO/TS 16949:2009(E)

8.2.4 Monitoring and measurement Of ProdUCT............ccociiiiiiii e 31
8.2.4.1 Layout inspection and functional teStiNgG...............ccoouueeiiiiiiiii e 31
LR N Y o o= T =Yg Loy 3 1 (=] 1S 31
8.3 Control of NoNCoNfOrMING PrOAUCT ........cooiiiiii e 32
8.3.1 Control of nonconforming product — Supplemental..................cccoveeeiieeeiisciiiiiieeeeeeeecsieeiaaaeees 32
8.3.2 Control Of reWOrKed PrOQUCE ..............ooeeeeeeeeee e e e e e e e e e e e eanees 32
8.3.3 CUSIOMEI INFOIMALION ...ttt e et e e et a e ettt e e e esneaeestneeeennes 32
8.3.4 CUSIOMES WUV ...t ettt e et e e e e e e e e e e e e emesnn e e aeeeaaannns 32
8.4 Anglsis-of-datt--—m——— 484+ - ¥ @»>»>"-mr--—moz0 0Ho——m——— 33
8.4.11 Analysis @nd USE OF QALA..............occuuiiiiiiie et (T 33
TR T ] o] (oY= 411 o R PE S 33
8.51 Continual IMProveMENT ... ..o e e e e e e e e e e e TS e 33
8.5.[1.1 Continual improvement of the Organization .................ccceueieeeeeeciiieeieeseeeesesiireeee s 5 rreeaaaaeaians 33
8.5.[1.2 Manufacturing process improvVemeEnt...............ccoueeuieeeeeeeeeaeaeeeeeeeieeeaee e o e e 34
RSN 2 O70)y (=T33 T i o] o Y 0 SRR 34
8.5.2.71 Problem SOIVING ........c..eee it Nttt et e et ea e 34
8.5.2.2 EITOI-PrOOfiNG.....cccoceeieeiieeeeeeeeeeieee e etesteta e e e e essssesaaaaeeesssssns oo e an sttt aeaaesssssssanaaaeeessns 34
8.5.L.3 Corrective aCtion IMPACE ........... ... et a e e e e 34
8.5.P.4 Rejected prodUCE teSU/ANAIYSIS..........ccccceeeeeeieeeeieeeeeeseieieaasligisesarseeeaa e e e sesesisseeeaaeeeeesssieaaaeeessns 34
8.5.3 Preventive action ....... ..o N e 35
Annex A (Pormative) CONTrOI PIAN ..............ooieiii it e e Sttt e e e e e e e e s e e e e e e s e aeaabaraeeeaeeeeannsrnaeees 36
A.1T PRaASES OF the CONLIOI PIAN ............oooooeeeeeeeeee e N et 36
A.2 Elements Of the CONLIOI PIAN ............ccooeeeeeeeiieeeeeeeeeeee i N ettt a e aa e e e e e e 36
=] o] ToTer=Te] 1) /S S PP PRP PP 38

NOTE In this table of contents, ISO 9001:2008 headings are normal type face, IATF headings are in italics.

© I1SO 2009 — All rights reserved
) © ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, © Ford Motor Company, © General Motors Corp. — All rights reserved
Vi © PSA Peugeot Citroén, © Renault — All rights reserved


https://standardsiso.com/api/?name=ab90350f7286ec0553ed2f3d48693ee7

ISO/TS 16949:2009(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with 1ISO, also take part in the work. ISO collaborates closely with the International
Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International
adppted by the technical committees are circulated to the member bodies for voting. Publicaf
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D/TS 16949 was prepared by the International Automative Task Force (IATF), with support from IS
ality management and quality assurance.
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Remarks for certification
The certification to this Technical Specification, including customer-specific requirements if any, is recognized
by the customer members of IATF when achieved according to the IATF certification scheme (see the “Rules
for achieving IATF recognition”).

Details can be obtained at the addresses of the local oversight offices of IATF cited below:
Associazione Nazionale Filiera Industrie Automobilistiche (ANFIA)

Web site: www.anfia.it e-mail: anfia@anfia.it

Internatiorfal’ Automofive Oversight Bureau (TAOB)
Weeb site: www.iaob.org e-mail: quality@aiag.org
IATF-France

Wb site: www.iatf-france.com e-mail: iatf@iatf-france.com

Society of|[Motor Manufacturers and Traders Ltd. (SMMT Ltd.)

Wb site: www.smmt.co.uk e-mail: quality@smmt.co.uk

Verband der Automobilindustrie Qualitdtsmanagement Center (VDA-QMC)

Wb site: www.vda-gmc.de e-mail: info@vda-gmc.de

All public information about IATF can be found at: www.iatfglobalovetsight.org
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Introduction

0.1 General

ISO 9001:2008, Quality management systems — Requirements
Introduction

0.1 General

1

A
g

A
[«

he adoption of a quality management system should be a strategic decision of an organization.T]
nd implementation of an organization's quality management system is influenced by

) its organizational environment, changes in that environment, and the risks associated
environment,

) its varying needs,
) its particular objectives,
) the products it provides,
) the processes it employs,
its size and organizational structure.

is not the intent of this International Standard to imply uniformity in the structure of quality ma
ystems or uniformity of documentation.

he quality management system requirements specified in this International Standard are compler]
bquirements for products. Information marked “NOTE” is for guidance in understanding or cla
ssociated requirement.

his International Standard can be used by internal and external parties, including certification
ssess the organization's ability. to- meet customer, statutory and regulatory requirements applica
roduct, and the organization's;ewn requirements.

he quality management, principles stated in ISO 9000 and ISO 9004 have been taken into con
uring the development of this International Standard.

he design

with that

hagement

hentary to
ifying the

podies, to
ble to the

sideration
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0.2 Process approach

ISO 9001:2008, Quality management systems — Requirements
0.2 Process approach

This International Standard promotes the adoption of a process approach when developing, implementing
and improving the effectiveness of a quality management system, to enhance customer satisfaction by
meeting customer requirements.

For an drganizafion to funclion effectively, it has o defermine and manage numerous linked acfivities. An
activity dr set of activities using resources, and managed in order to enable the transformation of inputs)info
outputs, [can be considered as a process. Often the output from one process directly forms the input to the
next.

The apglication of a system of processes within an organization, together with the)identification and
interactions of these processes, and their management to produce the desired outcome; can be referred fo
as the “grocess approach”.

An advahtage of the process approach is the ongoing control that it provides over the linkage between the
individugl processes within the system of processes, as well as over their combination and interaction.

When uged within a quality management system, such an approach eniphasizes the importance of
a) understanding and meeting requirements,

b) the need to consider processes in terms of added value;

c) ohtaining results of process performance and effectiveness, and

d) cdntinual improvement of processes based on,objective measurement.
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processes at a detailed level.

The model of a process-based quality management system shown in Figure 1 illustrates the process
linkages presented in Clauses 4 to 8. This illustration shows that customers play a significant role in
defining requirements as inputs. Monitoring of customer satisfaction requires the evaluation of information
relating to customer perception as to whether the organization has met the customer requirements. The
model shown in Figure 1 covers all the requirements of this International Standard, but does not show

NOTE In addition, the methodology known as “Plan-Do-Check-Act” (PDCA) can be applied to all processes. PDCA

an ha hreiafly daocerihad ac faollawe
H-o8-DHehy—& HPEEaS1ToOWST

requirements and the organization's policies.

Do: implement the processes.

and report the results.

Plan: establish the objectives and processes necessary to deliver results in accordance~with

Check: monitor and measure processes and product against policies, objectives and requirements for th

Act: take actions to continually improve process performance.

customer

e product

the quality manag

Continual improvementof

ement;system

Resource
management

N

Customers

Management

responsibility

)

Measurement,
analysis and
improvement

2
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— — — — = Satisfagtion

‘[ Product
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Zop—|

Output

Key
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Figure 1 — Model of a process-based quality management system
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0.3 Relationship with ISO 9004

ISO 9001:2008, Quality management systems — Requirements
0.3 Relationship with ISO 9004

ISO 9001 and ISO 9004 are quality management system standards which have been designed to
complement each other, but can also be used independently.

ISO 9001 specifies requirements for a quality management system that can be used for internal application
by orgarjizations, or for certification, or for coniractual purposes. Tt focuses on the effectiveness of fHe

quality mfanagement system in meeting customer requirements.

At the time of publication of this International Standard, ISO 9004 is under revision. The revised edition ¢f
ISO 900# will provide guidance to management for achieving sustained success for any organization in
complex| demanding, and ever changing, environment. ISO 9004 provides a wider, focus on quality
management than ISO 9001; it addresses the needs and expectations of all interesied parties and their
satisfactjon, by the systematic and continual improvement of the organization’s performance. However, it |s
not intenided for certification, regulatory or contractual use.

[V

NOTE  The knowledge and use of the eight quality management principlés referred to in 1SO 9000:2005 gnd
ISO 9004:+ should be demonstrated and cascaded through the organization by{top'management.

0.4 Compatibility with other management systems

ISO 9001:2008, Quality management systems — Requirements

0.4 Compatibility with other management systems

O

During the development of this International Standard, due consideration was given to the provisions of IS
14001:2004 to enhance the compatibility of the\two standards for the benefit of the user community. Anne
A shows|the correspondence between 1ISO'9001:2008 and ISO 14001:2004.

x

This Intdrnational Standard does not-include requirements specific to other management systems, such gs
those particular to environmental management, occupational health and safety management, financig
manageLent or risk management. However, this International Standard enables an organization to align ¢r
integratg its own quality management system with related management system requirements. It is possible
for an organization to adapt its existing management system(s) in order to establish a quality management
system that complieswith the requirements of this International Standard.

0.5 Goal pf-this Technical Specification

The goal of this Technical Specification is the development of a quality management system that provides for
continual improvement, emphasizing defect prevention and the reduction of variation and waste in the supply
chain.

This Technical Specification, coupled with applicable customer-specific requirements, defines the fundamental
quality management system requirements for those subscribing to this Technical Specification.

This Technical Specification is intended to avoid multiple certification audits and provide a common approach
to a quality management system for automotive production, and relevant service part organizations.
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Quality management systems — Particular requirements for the
application of ISO 9001:2008 for automotive production and
relevant service part organizations

1 Scope

1.

1 General

IBO 9001:2008, Quality management systems — Requirements
1 Scope

1.1 General

d) needs to demonstrate its ability to consistently provide product that) meets customer and 3
statutory and regulatory requirements, and

This International Standard specifies requirements for a quality management system where an organization

pplicable

k) aims to enhance customer satisfaction through the effeCtive application of the system, [including
processes for continual improvement of the system and the assurance of conformity to custgmer and
applicable statutory and regulatory requirements.

NOTE 1 In this International Standard, the term “product” only applies to

d) product intended for, or required by, a customer;

i) any intended output resulting from the product realization processes.

NOTE 2 Statutory and regulatory requireménts can be expressed as legal requirements.

This Technical Specification, in¢conjunction with 1ISO 9001:2008, defines the quality managemgnt system

requirements for the designand development, production and, when relevant, installation and [service of

automotive-related products.

This Technical Specification is applicable to sites of the organization where customer-specified
production and/or setvice, are manufactured.

parts, for

Sdpporting functions, whether on-site or remote (such as design centres, corporate headquarters and

digtribution\eentres), form part of the site audit as they support the site, but cannot obtain s

ceftification to this Technical Specification.

1.2 Application

and-alone

ISO 9001:2008, Quality management systems — Requirements
1.2 Application

All requirements of this International Standard are generic and are intended to be applicable to all

organizations, regardless of type, size and product provided.
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Where any requirement(s) of this International Standard cannot be applied due to the nature of an
organization and its product, this can be considered for exclusion.

Where exclusions are made, claims of conformity to this International Standard are not acceptable unless
these exclusions are limited to requirements within Clause 7, and such exclusions do not affect the
organization's ability, or responsibility, to provide product that meets customer and applicable statutory and
regulatory requirements.

The only permitted exclusions for this Technical Specification relate to 7.3 where the organization is

not responsiblte-forproduct-designand-development:

Permitted exclusions do not include manufacturing process design.

2 Normftive references

The following referenced documents are indispensable for the application of this document. For dafed
referenceg, only the edition cited applies. For undated references, the latest edition of the referended
document|(including any amendments) applies.

ISO 9000:R005, Quality management systems — Fundamentals and vocabulary

3 Terms$ and definitions

ISO 9001:2008, Quality management systems — Requirements
3 Terms and definitions
For the gurposes of this document, the terms and definitions given in ISO 9000 apply.

Throughput the text of this International Standard, wherever the term “product” occurs, it can also megn
“service’l

3.1 Tern}s and definitions for the automotive industry

For the pufrposes of this document, the-terms and definitions given in ISO 9000:2005 and the following apply

3141
control plan
documentged description of the.systems and processes required for controlling product

NOTE See Annex A.
3.1.2

design responsible‘organization
organizatipn with’authority to establish a new, or change an existing, product specification

NOTE isresponsibility includes testing and verification of design performance within the customer's specified
application.

313

error proofing

product and manufacturing process design and development to prevent manufacture of nonconforming
products

314

laboratory

facility for inspection, test or calibration that may include, but is not limited to, chemical, metallurgical,
dimensional, physical, electrical or reliability testing
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3.1.5
laboratory scope

co

ntrolled document containing
specific tests, evaluations and calibrations that a laboratory is qualified to perform,
a list of the equipment which it uses to perform the above, and

a list of methods and standards to which it performs the above

3.1.6
manufactut ;llg
process of making or fabricating

production materials,
production or service parts,
assemblies, or

heat treating, welding, painting, plating or other finishing services

ely failure

31.7

predictive maintenance

aclivities based on process data aimed at the avoidance of maintenance problems by prediction of li
maodes

3.1.8

preventive maintenance

planned action to eliminate causes of equipment failure,and unscheduled interruptions to production, as an
output of the manufacturing process design

3.1.9

premium freight

exfra costs or charges incurred additional to.¢ontracted delivery

NQTE  This can be caused by method, quantity, unscheduled or late deliveries, etc.

3.1.10

remote location

logation that supports sites and-at which non-production processes occur

3.1.11

site

logation at which value-added manufacturing processes occur

3.1

A2

special characteristic

pr

pduct Characteristic or manufacturing process parameter which can affect safety or compl

regfulations, fit, function, performance or subsequent processing of product

ance with
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4 Quality management system

4.1 General requirements

ISO 9001:2008, Quality management systems — Requirements
4 Quality management system
4.1 General requirements

The organization shall establish, document, implement and maintain a quality management system and
continually improve its effectiveness in accordance with the requirements of this International Standard.

The orggnization shall

a) deterfnine the processes needed for the quality management system and their applicationthrougholit
the ofganization (see 1.2),

b) determine the sequence and interaction of these processes,

c) determine criteria and methods needed to ensure that both the operation and-control of these processds
are effective,

d) ensufe the availability of resources and information necessary to support the operation and monitoring ¢f

theseg processes,

r, measure where applicable, and analyse these processes, and
ent actions necessary to achieve planned results.afid continual improvement of these processes.

rocesses shall be managed by the organization in accordance with the requirements of th|s
Internatipnal Standard.

Where gn organization chooses to outsource any process that affects product conformity to requirement$
the orgahization shall ensure control over such processes. The type and extent of control to be applied {o
these ousourced processes shall be defined within the quality management system.

NOTE 1 |Processes needed for the quality management system referred to above should include processes for

managenjent activities, provision ofsresources, product realization, measurement, analysis and improvement.

o

NOTE 2 An “outsourced process? is a process that the organization needs for its quality management system arj
which thejorganization chooses to have performed by an external party.

=

NOTE 3 |Ensuring control."over outsourced processes does not absolve the organization of the responsibility ¢
conformitly to all customer, statutory and regulatory requirements. The type and extent of control to be applied to the
outsourcgd process\can be influenced by factors such as

a) the pofentialiimpact of the outsourced process on the organization's capability to provide product that conforms {o
requirements,

b h d " (RS RrY) o lf. n H L l
) t e eUIGG W WIICITuic CUTTIUIOT TOT U1S PTULT oSS 15 STldlTuU,

c) the capability of achieving the necessary control through the application of 7.4.

4.1.1 General requirements — Supplemental
Ensuring control over outsourced processes shall not absolve the organization of the responsibility of
conformity to all customer requirements.

NOTE See also 7.4.1 and 7.4.1.3.
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4.2 Documentation requirements

4.2.1 General

ISO 9001:2008, Quality management systems — Requirements
4.2 Documentation requirements

421 General

heguatity mamagement systermmdocumentation statnctude

d) documented statements of a quality policy and quality objectives,

B) a quality manual,

d) documented procedures and records required by this International Standard, and

d) documents, including records, determined by the organization to be necessary to ensure the|effective
planning, operation and control of its processes.

NOTE 1 Where the term “documented procedure” appears within this International Standard, this meanf that the
drocedure is established, documented, implemented and maintained*~ A single document may ad@ress the
requirements for one or more procedures. A requirement for a documented procedure may be covered by more than

dne document.

NOTE 2 The extent of the quality management system documentation can differ from one organization to another due
tp

Q)

) the size of organization and type of activities,

) the complexity of processes and their interactions, and

o

) the competence of personnel.

NOTE 3 The documentation can be in any form or type of medium.

4.2.2 Quality manual

IS0 9001:2008, Quality-management systems — Requirements
4.2.2 Quality manual
The organization shall establish and maintain a quality manual that includes

) the scope of the quality management system, including details of and justification for any ekclusions
(see 1.2),

Q)

b) the documented procedures established for the quality management system, or reierence 1o them, and

c) a description of the interaction between the processes of the quality management system.
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4.2.3 Control of documents

and

ISO 9001:2008, Quality management systems — Requirements
4.2.3 Control of documents

Documents required by the quality management system shall be controlled. Records are a special type of
document and shall be controlled according to the requirements given in 4.2.4.

A documented procedure shall be established to define the controls needed

a) to approve documents for adequacy prior to issue,

b) to rediew and update as necessary and re-approve documents,

c) to ensgure that changes and the current revision status of documents are identified,

d) to ensgure that relevant versions of applicable documents are available at points of use;
e) to engure that documents remain legible and readily identifiable,

f) to enssure that documents of external origin determined by the organizatiery to be necessary for th
plannfng and operation of the quality management system are identified and their distribution controlle

g) to prgvent the unintended use of obsolete documents, and to apply suitable identification to them if the
are r¢tained for any purpose.

1=

4.2.31 EIgineering specifications

The orga

ization shall have a process to assure theitimely review, distribution and implementation of

customer |engineering standards/specifications and.changes based on customer-required schedule. Tim
review shquld be as soon as possible, and shall fiot exceed two working weeks.

The organization shall maintain a record of the date on which each change is implemented in producti
Implementation shall include updated documents.

NOTE

A change in these standardsispecifications requires an updated record of customer production part appro

when thesg specifications are refefenced on the design record or if they affect documents of production part appro
process, sych as control plan, FMEAs, etc.

4.2.4 Control of records

all

pN.

val
val

ISO 9001:2008, Quality management systems — Requirements

4.2.4 Ccrntrol of records

Records established to provide evidence of conformity to requirements and of the effective operation of the
quality management system shall be controlled.

The organization shall establish a documented procedure to define the controls needed for the
identification, storage, protection, retrieval, retention and disposition of records.

Records shall remain legible, readily identifiable and retrievable.

NOTE 1
NOTE 2

“Disposition” includes disposal.

“Records” also include customer-specified records.
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4.2.4.1 Records retention

The control of records shall satisfy statutory, regulatory and customer requirements.

5 Management responsibility

5.1 Management commitment

ISO 9001:2008, Quality management systems — Requirements

8 Management responsibility
8.1 Management commitment

Top management shall provide evidence of its commitment to the development and.implementation of the
uality management system and continually improving its effectiveness by

o

) communicating to the organization the importance of meeting customet’/as well as statytory and
regulatory requirements,

Q)

) establishing the quality policy,
d) ensuring that quality objectives are established,

d) conducting management reviews, and

o))

) ensuring the availability of resources.

5.1.1 Process efficiency

Tap management shall review the product realization processes and the support processes to agsure their
effectiveness and efficiency.

5.2 Customer focus

TO 9001:2008, Quality management systems — Requirements
8.2 Customer focus

Top management shall.ensure that customer requirements are determined and are met with the aim of
gnhancing customer. satisfaction (see 7.2.1 and 8.2.1).

5.3 Quality policy

IS0 9001:2008, Quality management systems — Requirements

8.3 Quality policy

Top management shall ensure that the quality policy
a) is appropriate to the purpose of the organization,

b) includes a commitment to comply with requirements and continually improve the effectiveness of the
quality management system,

c) provides a framework for establishing and reviewing quality objectives,
d) is communicated and understood within the organization, and

e) is reviewed for continuing suitability.
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5.4 Planning

5.4.1 Quality objectives

ISO 9001:2008, Quality management systems — Requirements
5.4 Planning
5.4.1 Quality objectives

Top management shall ensure that quality objectives, including those needed to meet requirements for
product [see 7.1 a)], are established at relevant functions and levels within the organization. The quality
objectivgs shall be measurable and consistent with the quality policy.

5.4.1.1 Quality objectives — Supplemental

Top management shall define quality objectives and measurements that shall be included in\the business plan
and used {o deploy the quality policy.

NOTE  Quality objectives should address customer expectations and be achievable within-a‘\defined time period.

5.4.2 Quglity management system planning

ISO 9001:2008, Quality management systems — Requirements
5.4.2 Quiality management system planning

Top marjagement shall ensure that

>

a) the planning of the quality management system is carried*out in order to meet the requirements given
4.1, gs well as the quality objectives, and

b) the integrity of the quality management system is maintained when changes to the quality management
system are planned and implemented.

5.5 Resppnsibility, authority and communication

5.5.1 Res1ponsibility and authority

ISO 9001:2008, Quality mamagement systems — Requirements
5.5 Regponsibility, authority and communication
5.5.1 Responsibility-and authority

Top marjagement shall ensure that responsibilities and authorities are defined and communicated within the

organization.

5.5.1.1 Responsibility for quality

Managers with responsibility and authority for corrective action shall be promptly informed of products or
processes which do not conform to requirements.

Personnel responsible for conformity to product requirements shall have the authority to stop production to
correct quality problems.

Production operations across all shifts shall be staffed with personnel in charge of, or delegated responsibility
for, ensuring conformity to product requirements.

© I1SO 2009 — All rights reserved
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5.5.2 Management representative

a)

ISO 9001:2008, Quality management systems — Requirements
5.5.2 Management representative

Top management shall appoint a member of the organization's management who, irrespective of other
responsibilities, shall have responsibility and authority that includes

ensuring that processes needed for the quality management system are established, implemented and

—

maintained,

) reporting to top management on the performance of the quality management system and)any|
improvement, and
) ensuring the promotion of awareness of customer requirements throughout the organization.

OTE The responsibility of a management representative can include liaison with external parties on matte]
b the quality management system.

need for

Irs relating

5.1
Tg

requirements are addressed. This includes selection of special characteristics, setting quality obje

rel

5.1

5.2.1 Customer representative

p management shall designate personnel with responsibility{and authority to ensure that

ated training, corrective and preventive actions, product design and development.

5.3 Internal communication

customer
ctives and

[ W—— |

7))

50 9001:2008, Quality management systems — Requirements
.5.3 Internal communication

op management shall ensure that appropriate communication processes are established W
rganization and that commupnication takes place regarding the effectiveness of the quality mar
ystem.

ithin the
agement

5.6 Management review

5.6.1 General

50 9001:2008, Quality management systems — Requirements

.6 ‘Management review

9.6.1 General

Records from management reviews shall be maintained (see 4.2.4).

Top management shall review the organization's quality management system, at planned intervals, to
ensure its continuing suitability, adequacy and effectiveness. This review shall include assessing
opportunities for improvement and the need for changes to the quality management system, including the
quality policy and quality objectives.
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5.6.1.1 Quality management system performance

These reviews shall include all requirements of the quality management system and its performance trends as
an essential part of the continual improvement process.

Part of the management review shall be the monitoring of quality objectives, and the regular reporting and
evaluation of the cost of poor quality (see 8.4.1 and 8.5.1).

These results shall be recorded to provide, as a minimum, evidence of the achievement of

— the qL ;\Iity nhjm‘tiqu Qpprifipd in the business plnn and

— customer satisfaction with product supplied.

5.6.2 Review input

ISO 9001:2008, Quality management systems — Requirements
5.6.2 Review input

The input to management review shall include information on

a) results of audits,

b) customer feedback,

c) procgss performance and product conformity,

d) status of preventive and corrective actions,

e) follow-up actions from previous management reviews;

f) changes that could affect the quality management system, and

g) recomqmmendations for improvement.

5.6.2.1 Review input — Supplemental

Input to management review shall include an analysis of actual and potential field-failures and their impact [on
quality, safety or the environment.

5.6.3 Review output

ISO 9001:2008, Quality management systems — Requirements
5.6.3 Reviewoutput

The outgut-from the management review shall include any decisions and actions related to

a) improvement of the effectiveness of the quality management system and its processes,

b) improvement of product related to customer requirements, and

C) resource needs.
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6 Resource management

6.1 Provision of resources

ISO 9001:2008, Quality management systems — Requirements
6 Resource management

6.1 Provision of resources

he nrganiz:ﬂinn shall determine and pm\/idp the resources needed

) to implement and maintain the quality management system and continually improve its_effedtiveness,
and

Q)

) to enhance customer satisfaction by meeting customer requirements.

6.2 Human resources

6.2.1 General

IS0 9001:2008, Quality management systems — Requirements
6.2 Human resources
6.2.1 General

Rersonnel performing work affecting conformity to product requirements shall be competent on the basis of
ppropriate education, training, skills and experience:

Q)

NOTE Conformity to product requirements can be caffected directly or indirectly by personnel performing any task

ithin the quality management system.

<

6.2.2 Competence, training and awareness

IBO 9001:2008, Quality management systems — Requirements
6.2.2 Competence, training-and awareness

The organization shall

d) determine the ‘(recessary competence for personnel performing work affecting conformity t¢ product
requirements,

k) where applicable, provide training or take other actions to achieve the necessary competence,

d) evaluate the effectiveness of the actions taken,

d)Censure that its personnel are aware of the relevance and importance of their activities and how they
contribute to the achievement of the quality objectives, and

e) maintain appropriate records of education, training, skills and experience (see 4.2.4).

6.2.2.1 Product design skills

The organization shall ensure that personnel with product design responsibility are competent to achieve
design requirements and are skilled in applicable tools and techniques.

Applicable tools and techniques shall be identified by the organization.
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6.2.2.2 Training

The organization shall establish and maintain documented procedures for identifying training needs and
achieving competence of all personnel performing activities affecting conformity to product requirements.
Personnel performing specific assigned tasks shall be qualified, as required, with particular attention to the
satisfaction of customer requirements.

NOTE 1 This applies to all employees having an effect on quality at all levels of the organization.

NOTE 2 An example of the customer-specific requirements is the application of digitized mathematically based data.

6.2.2.3 Training on the job

The organlization shall provide on-the-job training for personnel in any new or modified job affecting conformi
to product|requirements, including contract or agency personnel. Personnel whose work can affe¢t’'quality shall
be informgd about the consequences to the customer of nonconformity to quality requirements:

—_
<

6.2.2.4 Employee motivation and empowerment

The organization shall have a process to motivate employees to achieve quality objectives, to make continpal
improvements, and to create an environment to promote innovation. The process-shall include the promotjon
of quality Ind technological awareness throughout the whole organization.

The organization shall have a process to measure the extent to which its personnel are aware of the
relevance|and importance of their activities and how they contribute to the achievement of the quality
objectives|[see 6.2.2 d)].

6.3 Infraﬂtructu re

ISO 9001:2008, Quality management systems — Requirements
6.3 Infrastructure

The organization shall determine, provide and maintain the infrastructure needed to achieve conformity {o
product fequirements. Infrastructure includes, as applicable,

a) buildihgs, workspace and associated utilities,
b) procdss equipment (both bardware and software), and

c) supporting services (Such as transport, communication or information systems).

6.3.1 Plant, facility.and equipment planning

The organization shall use a multidisciplinary approach (see 7.3.1.1) for developing plant, facility gnd
equipment plahs. Plant layouts shall optimize material travel, handling and value-added use of floor space, jnd
shall facilitate synchronous material flow. Methods shall be developed and implemented to evaluate and
monitor the effectiveness of existing operations.

NOTE These requirements should focus on lean manufacturing principles and the link to the effectiveness of the
quality management system.

6.3.2 Contingency plans

The organization shall prepare contingency plans to satisfy customer requirements in the event of an
emergency such as utility interruptions, labour shortages, key equipment failure and field returns.

© I1SO 2009 — All rights reserved
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6.4 Work environment

ISO 9001:2008, Quality management systems — Requirements
6.4 Work environment
The organization shall determine and manage the work environment needed to achieve conformity to

product requirements.

NOTE The term “work environment” relates to those conditions under which work is performed including physical,

gnvironmental and other factors (such as noise, temperature, humidity, lighting or weather).

6.4.1 Personnel safety to achieve conformity to product requirements

Prpduct safety and means to minimize potential risks to employees shall be addressed: by the organization,
especially in the design and development process and in manufacturing process activities.

6.4.2 Cleanliness of premises

The organization shall maintain its premises in a state of order, cleanliness and repair consistent with the
product and manufacturing process needs.

7 |Product realization

7.1 Planning of product realization

$0 9001:2008, Quality management systems — Requirements

Product realization

he organization shall plan and develep’the processes needed for product realization. Planning df product
¢alization shall be consistent with~the requirements of the other processes of the quality marlagement
slystem (see 4.1).

7
71 Planning of product realization
1
.

i planning product realizatiof, the organization shall determine the following, as appropriate:
a) quality objectives and.requirements for the product;
b) the need to establish processes and documents, and to provide resources specific to the produgt;

c) required verification, validation, monitoring, measurement, inspection and test activities specific to the
product-and the criteria for product acceptance;

d) recoerds needed to provide evidence that the realization processes and resulting prodjict meet
réquirements (see 4.2.4).

he output of this planning shall be In a form suitable Tor the organization's method of operations.

NOTE 1 A document specifying the processes of the quality management system (including the product realization
processes) and the resources to be applied to a specific product, project or contract can be referred to as a quality
plan.

NOTE 2 The organization may also apply the requirements given in 7.3 to the development of product realization
processes.

NOTE  Some customers refer to project management or advanced product quality planning as a means to achieve
product realization. Advanced product quality planning embodies the concepts of error prevention and continual
improvement as contrasted with error detection, and is based on a multidisciplinary approach.
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7.1.1 Planning of product realization — Supplemental

Customer requirements and references to its technical specifications shall be included in the planning of
product realization as a component of the quality plan.

7.1.2 Acceptance criteria

Acceptance criteria shall be defined by the organization and, where required, approved by the customer.
For attribute data sampling, the acceptance level shall be zero defects (see 8.2.3.1).

7.1.3 Confidentiality

The orgapization shall ensure the confidentiality of customer-contracted products and projects un«Ler
developmént, and related product information.

7.1.4 Chgnge control

The orgarjization shall have a process to control and react to changes that impact product ' realization. The
effects of any change, including those changes caused by any supplier, shall be assessed, and verification gnd
validation [activities shall be defined, to ensure compliance with customer requirements. Changes shall |be
validated before implementation.

For proprietary designs, impact on form, fit and function (including performance and/or durability) shall |be
reviewed With the customer so that all effects can be properly evaluated.

When reqpired by the customer, additional verification/identification réquirements, such as those required [for
new prodyct introduction, shall be met.

NOTE 1 Any product realization change affecting customer requireménts requires notification to, and agreement frgm,
the customer.

NOTE 2 Tjhe above requirement applies to product and manufacturing process changes.

7.2 Custgmer-related processes

7.2.1 Determination of requirements related to the product

ISO 9001:2008, Quality management systems — Requirements

7.2Customer-related processes
7.2.1 Determination of requirements related to the product

The organization shalldetermine

a) requinements .Specified by the customer, including the requirements for delivery and post-delivery
activities,

b) requinements not stated by the customer but necessary for specified or intended use, where known,

c) statutory and regulatory requirements applicable to the product, and
d) any additional requirements considered necessary by the organization.

NOTE Post-delivery activities include, for example, actions under warranty provisions, contractual obligations such as

maintenance services, and supplementary services such as recycling or final disposal.

NOTE 1 Post-delivery activities include any after-sales product service provided as part of the customer contract or
purchase order.

NOTE 2 This requirement includes recycling, environmental impact and characteristics identified as a result of the
organization's knowledge of the product and manufacturing processes (see 7.3.2.3).

© I1SO 2009 — All rights reserved
© ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, © Ford Motor Company, © General Motors Corp. — All rights reserved
14 © PSA Peugeot Citroén, © Renault — All rights reserved


https://standardsiso.com/api/?name=ab90350f7286ec0553ed2f3d48693ee7

ISO/TS 16949:2009(E)

NOTE 3 Compliance to item c) includes all applicable government, safety and environmental regulations, applied to
acquisition, storage, handling, recycling, elimination or disposal of materials.

7.2.1.1 Customer-designated special characteristics

The organization shall demonstrate conformity to customer requirements for designation, documentation and
control of special characteristics.

7.2.2 Review of requirements related to the product

$0 9001:2008, Quality management systems — Requirements
12.2 Review of requirements related to the product

7

Tlhe organization shall review the requirements related to the product. This review shall-be condug¢ted prior
t¢ the organization's commitment to supply a product to the customer (e.g.submission of|tenders,
acceptance of contracts or orders, acceptance of changes to contracts or orders) and shall ensure that

Q

product requirements are defined,

o

contract or order requirements differing from those previously expressed are resolved, and

(@]

the organization has the ability to meet the defined requirements.
ecords of the results of the review and actions arising from the review shall be maintained (see 4.2.4).

Vhere the customer provides no documented statement of requirement, the customer requirements shall
e confirmed by the organization before acceptance.

Vhere product requirements are changed, the-‘organization shall ensure that relevant docunjents are
mended and that relevant personnel are made aware of the changed requirements.

OTE In some situations, such as internet sales, a formal review is impractical for each order. Instead the review can
bver relevant product information such as catalogues or advertising material.

o Z Q0 < o < T

7.2.2.1 Review of requirements\related to the product — Supplemental

Whiving the requirement stated in 7.2.2 for a formal review (see note) shall require customer authorization.

7.2.2.2 Organization manufacturing feasibility

The organizatien-shall investigate, confirm and document the manufacturing feasibility of the| proposed
products in thelcontract review process, including risk analysis.

=

7.2.3 Customer communication

ISO 9001:2008, Quality management systems — Requirements
7.2.3 Customer communication

The organization shall determine and implement effective arrangements for communicating with customers
in relation to

a) product information,

b) enquiries, contracts or order handling, including amendments, and

c) customer feedback, including customer complaints.
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7.2.3.1 Customer communication — Supplemental

The organization shall have the ability to communicate necessary information, including data, in a customer-
specified language and format (e.g. computer-aided design data, electronic data exchange).

7.3 Design and development

NOTE  The requirements of 7.3 include product and manufacturing process design and development, and focus on
error prevention rather than detection.

7.31 Deslign and development planning

I1ISO 9001

7.3Desig

a) the dg

The orgd
to ensurg

Planning

:2008, Quality management systems — Requirements

n and development

7.3.1 Design and development planning
The organization shall plan and control the design and development of product.

During tHe design and development planning, the organization shall determine

sign and development stages,

b) the rejview, verification and validation that are appropriate to each design and development stage, and

c) the responsibilities and authorities for design and development,

nization shall manage the interfaces between different-groups involved in design and developme
effective communication and clear assignment of\responsibility.

output shall be updated, as appropriate, as the'design and development progresses.

NOTE Depign and development review, verification and validation have distinct purposes. They can be conducted ar]

recorded geparately or in any combination, as suitable for the product and the organization.

7.3.1.1 Multidisciplinary approach

The organ
— devel
— devel

— devel

NOTE A
production

ization shall use a multidjsciplinary approach to prepare for product realization, including
bpment/finalization-and monitoring of special characteristics,
bpment and review of FMEASs, including actions to reduce potential risks, and

bpment and feview of control plans.

multidiscCiplinary approach typically includes the organization's design, manufacturing, engineering, qua
and other appropriate personnel.

ity,
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7.3.2 Design and development inputs

ISO 9001:2008, Quality management systems — Requirements
7.3.2 Design and development inputs

Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). These
inputs shall include

a) functional and performance requirements,

o

applicable statutory and regulatory requirements,
where applicable, information derived from previous similar designs, and

other requirements essential for design and development.

c
d

The inputs shall be reviewed for adequacy. Requirements shall be complete, unambiguous and not in
cpnflict with each other.

NQTE  Special characteristics (see 7.2.1.1) are included in this requirement.

7.3.2.1 Product design input

The organization shall identify, document and review the producl design input requirements, indluding the
following:

—1 customer requirements (contract review) such as special characteristics (see 7.3.2.3), identificafion,
traceability and packaging;

—1 use of information: the organization shall have a process to deploy information gained from prevjous
design projects, competitor analysis, supplier feedback, internal input, field data, and other relevant
sources, for current and future projects of asimilar nature;

—| targets for conformity to product requirements, life, reliability, durability, maintainability, timing and cost.

7.3.2.2 Manufacturing process designinput

The organization shall identify, document and review the manufacturing process design input requirements,
ingluding

— product design output.data,
—] targets for productivity, process capability and cost,
— customers requjrements, if any, and

—| experience-from previous developments.

NQTE The manufacturing process design includes the use of error-proofing methods to a degree approgriate to the
mdgnitude of the problems and commensurate with the risks encountered.

7.3.2.3 Special characteristics

The organization shall identify special characteristics [see 7.3.3 d)] and
— include all special characteristics in the control plan,
— comply with customer-specified definitions and symbols, and

— identify process control documents including drawings, FMEAs, control plans, and operator instructions
with the customer's special characteristic symbol or the organization’s equivalent symbol or notation to
include those process steps that affect special characteristics.

NOTE  Special characteristics can include product characteristics and process parameters.
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7.3.3 Des

ign and development outputs

7.3.3 De

b) provid
c) contai
d) specif

NOTE Inf

ISO 9001:2008, Quality management systems — Requirements

sign and development outputs

The outputs of design and development shall be in a form suitable for verification against the design and
development input and shall be approved prior to release.

Design and development outputs shall

a) meet the-nputrequirementsfordesigrand-developmres——m—0m08m8 8 —— M8

b appropriate information for purchasing, production and service provision,
n or reference product acceptance criteria, and
the characteristics of the product that are essential for its safe and proper use.

rmation for production and service provision can include details for the preservation of product.

7.3.3.1 Py
The produ
design inp
— desig
— produ
— produ
— produ
— produ

— diagn
7332 M

The man
manufactd
shall inclu

oduct design outputs — Supplemental

ct design output shall be expressed in terms that can be verified and validated against prod
ut requirements. The product design output shall include

n FMEA, reliability results,

ct special characteristics and specifications,

ct error-proofing, as appropriate,

ct definition including drawings or mathematically based data,

ct design reviews results, and

pstic guidelines, where applicable.

anufacturing process design output

Ifacturing process design output shall be expressed in terms that can be verified agai
ring process design input requirements and validated. The manufacturing process design out
e

— specifications and drawings;

— manufacturing process.flow chart/layout,

— manufacturing process FMEAs,

— contrgl plan (see/7.5.1.1),

— work [nstructions,

Lict

st
but

— proceks=approval acceptance criteria

— data for quality, reliability, maintainability and measurability,

— results of error-proofing activities, as appropriate, and

— methods of rapid detection and feedback of product/manufacturing process nonconformities.
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7.3.4 Design and development review

ISO 9001:2008, Quality management systems — Requirements
7.3.4 Design and development review

At suitable stages, systematic reviews of design and development shall be performed in accordance with
planned arrangements (see 7.3.1)

a) to evaluate the ability of the results of design and development to meet requirements, and

to identify any problems and propose necessary actions.

b

Harticipants in such reviews shall include representatives of functions concerned with!the design and
development stage(s) being reviewed. Records of the results of the reviews and any necessary actjons shall
be maintained (see 4.2.4).

NQTE  These reviews are normally coordinated with the design phases and include manufacturing process|design and
deyelopment.

7.3.4.1 Monitoring

Measurements at specified stages of design and development shall be defined, analysed and regorted with
summary results as an input to management review.

NQTE  These measurements include quality risks, costs, lead-times, critical paths and others, as appropriatg.

7.3.5 Design and development verification

0 9001:2008, Quality management systems~- Requirements
3.5 Design and development verification

erification shall be performed in ac¢ordance with planned arrangements (see 7.3.1) to ensurq that the
design and development outputs have met the design and development input requirements. Records of the
résults of the verification and dny hecessary actions shall be maintained (see 4.2.4).

7.3.6 Design and development validation

$0 9001:2008, Quality management systems — Requirements
13.6 Designyand development validation

7
Design._and development validation shall be performed in accordance with planned arrangemeénts (see
713. 1\ to ensure that the resulting product is capable of meeting the requirements for the |specified

nlication-orintandad-uca whara known \Nharavar nracticahla validation chall ha camnlatad nr'or to the
pHoatoR—-or—1henae S e e KO WH— Y Herever—pratticapes—vanEatS-SHai P e—-compretea—pt

T

delivery or implementation of the product. Records of the results of validation and any necessary actions
shall be maintained (see 4.2.4).

NOTE 1 The validation process normally includes an analysis of field reports for similar products.

NOTE 2 The requirements of 7.3.5 and 7.3.6 above apply to both product and manufacturing processes.

7.3.6.1 Design and development validation — Supplemental

Design and development validation shall be performed in accordance with customer requirements, including
programme timing.
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7.3.6.2 Prototype programme

When required by the customer, the organization shall have a prototype programme and control plan. The
organization shall use, wherever possible, the same suppliers, tooling and manufacturing processes as will be
used in production.

All performance-testing activities shall be monitored for timely completion and conformity to requirements.

While services may be outsourced, the organization shall be responsible for the outsourced services, including
technical leadership.

7.3.6.3 Product approval process

The organlization shall conform to a product and manufacturing process approval procedure recognized by the
customer.

NOTE  Hroduct approval should be subsequent to the verification of the manufacturing process.

This prodyct and manufacturing process approval procedure shall also be applied to suppliers.

7.3.7 Control of design and development changes

ISO 9001:2008, Quality management systems — Requirements
7.3.7 Cqantrol of design and development changes

Design and development changes shall be identified and.fecords maintained. The changes shall be
reviewed|, verified and validated, as appropriate, and approved before implementation. The review of desig
and development changes shall include evaluation of.the effect of the changes on constituent parts an
product glready delivered. Records of the results of-the review of changes and any necessary actions shg
be maintpined (see 4.2.4).

= Q 3

NOTE  [Qesign and development changes include all changes during the product programme life (see 7.1.4).

7.4 Purchasing

7.4.1 Purthasing process

ISO 9001:2008, Quality"management systems — Requirements
7.4Puch|asing

7.4.1 Purchasing process

The organization shall ensure that purchased product conforms to specified purchase requirements. The
type and extent of control applied to the supplier and the purchased product shall be dependent upon the
effect of the purchased product on subsequent product realization or the final product.

The organization shall evaluate and select suppliers based on their ability to supply products in accordance
with the organization's requirements. Criteria for selection, evaluation, and re-evaluation shall be
established. Records of the results of evaluations and any necessary actions arising from the evaluation
shall be maintained (see 4.2.4)

NOTE 1 Purchased products above include all products and services that affect customer requirements such as sub-
assembly, sequencing, sorting, rework and calibration services.
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NOTE 2 When there are mergers, acquisitions or affiliations associated with suppliers, the organization should verify the
continuity of the supplier's quality management system and its effectiveness.

7.4.1.1 Statutory and regulatory conformity

All purchased products or materials used in product shall conform to applicable statutory and regulatory
requirements.

7.4.1.2 Supplier quality management system development

5 , ; , v of supplier
copformity with this Technical Specification. Conformity with ISO 9001:2008 is the first step incachieving this

T e—otrgatHZaton A PeHOHM cHopre—gHa Raage e ef—aeveropen A—tA

NQTE  The prioritization of suppliers for development depends upon, for example, the supplier's quality performance
anfl the importance of the product supplied.

Urlless otherwise specified by the customer, suppliers to the organization shall be: third party, registered to
ISP 9001:2008 by an accredited third-party certification body.

.4.1.3 Customer-approved sources

Where specified by the contract (e.g. customer engineering drawing, specification), the organizption shall
purchase products, materials or services from approved sources:

The use of customer-designated sources, including tool/gauge suppliers, does not relieve the organization of
¢ responsibility for ensuring the quality of purchased products.

7.4.2 Purchasing information

1$0 9001:2008, Quality management systems — Requirements

L4.2 Purchasing information

7
Hurchasing information shall describe’the product to be purchased, including, where appropriate
a) requirements for approval-afiproduct, procedures, processes and equipment,

b

requirements for qualification of personnel, and

c) quality management system requirements.

Tlhe organizationy-shall ensure the adequacy of specified purchase requirements prior|to their
cpmmunication<to the supplier.

7.4.3 Verification of purchased product

ISO 9001:2008, Quality management systems — Requirements

7.4.3 Verification of purchased product

The organization shall establish and implement the inspection or other activities necessary for ensuring that
purchased product meets specified purchase requirements.

Where the organization or its customer intends to perform verification at the supplier's premises, the
organization shall state the intended verification arrangements and method of product release in the
purchasing information.
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7.4.3.1 Incoming product conformity to requirements

The organization shall have a process to assure the quality of purchased product (see 7.4.3) utilizing one or
more of the following methods:

— receipt of, and evaluation of, statistical data by the organization;

— receiving inspection and/or testing, such as sampling based on performance;

— second- or third-party assessments or audits of supplier sites, when coupled with records of acceptable
delivered product conformity to requirements;

— part evaluation by a designated laboratory;
— another method agreed with the customer.
7.4.3.2 Suyipplier monitoring

Supplier performance shall be monitored through the following indicators:
— delivgred product conformity to requirements;

— customer disruptions, including field returns;

— delivgry schedule performance (including incidents of premium freight);

— special status customer notifications related to quality or delivery issues.
The organjization shall promote supplier monitoring of the performance of their manufacturing processes.
7.5 Production and service provision

7.5.1 Corntrol of production and service provision

ISO 9001:2008, Quality management systems —‘Requirements
7.5Prodyction and service provision

7.5.1 Cqgntrol of production and service provision

The organization shall plan and carry~out production and service provision under controlled conditions.
Controlled conditions shall includel.as applicable,
a

b

the availability of information that describes the characteristics of the product,
the availability of work-instructions, as necessary,

d

)
)
c) the uge of suitable.equipment,
) the availability-and use of monitoring and measuring equipment,
)

e) the implementation of monitoring and measurement, and

f) the infptermentatiomof product Tefease, detivery and post-aetivery activities:.

7.5.1.1 Control plan

The organization shall

— develop control plans (see Annex A) at the system, subsystem, component and/or material level for the
product supplied, including those for processes producing bulk materials as well as parts, and

— have a control plan for pre-launch and production that takes into account the design FMEA and
manufacturing process FMEA outputs.
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The control plan shall

— list the controls used for the manufacturing process control,

— include methods for monitoring of control exercised over special characteristics (see 7.3.2.3) defined by

both the customer and the organization,

— include the customer-required information, if any, and

— initiate the specified reaction plan (see 8.2.3.1) when the process becomes unstable or not statistically

capable.

Cantrol plans shall be reviewed and updated when any change occurs affecting product, mar
prpcess, measurement, logistics, supply sources or FMEA (see 7.1.4).

NQTE  Customer approval may be required after review or update of the control plan.

.$.1.2 Work instructions

The organization shall prepare documented work instructions for all employees.having responsibilif
ration of processes that impact conformity to product requirements. These instructions shall be
fon use at the work station.

ufacturing

ies for the
accessible

These instructions shall be derived from sources such as the quality plan, the control plan and the product

reglization process.

.5.1.3 Verification of job set-ups

Jop set-ups shall be verified whenever performed, such as an initial run of a job, material changeq
chpange.

ver or job

Work instructions shall be available for set~up personnel. The organization shall use statistical methods of

verification, where applicable.

NQTE Last-off-part comparisons are reCommended.

.5.1.4 Preventive and predictive maintenance

The organization shall+identify key process equipment and provide resources for machine/
intenance and,develop an effective planned total preventive maintenance system. As a min
sygtem shall include the following:

—1 planned maintenance activities;

—] packaging and preservation of equipment, tooling and gauging;

equipment
mum, this

—] “availability of replacement parts for key manufacturing equipment;

— documenting, evaluating and improving maintenance objectives.

The organization shall utilize predictive maintenance methods to continually improve the effectiveness and the

efficiency of production equipment.
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7.5.1.5 Management of production tooling

The organization shall provide resources for tool and gauge design, fabrication and verification activities.

The organization shall establish and implement a system for production tooling management including:
— maintenance and repair facilities and personnel,;
— storage and recovery;

— set-up;

—  tool-chahge-programmes for nerishahla taols-
FEaRge-progan HoFPBeHSREB181t00S;

— tool design modification documentation, including engineering change level;
— tool modification and revision to documentation;

— tool identification, defining the status, such as production, repair or disposal.

The organjization shall implement a system to monitor these activities if any work is outsourced.

NOTE  Tjhis requirement also applies to the availability of tools for vehicle service parts.

7.5.1.6 Production scheduling

Production shall be scheduled in order to meet customer requirements, sduch-as just-in-time supported by

an

informatiop system that permits access to production information at key_stages of the process and is orger

driven.

7.5.1.7 Feedback of information from service

A procesq for communication of information on service concerns to manufacturing, engineering and des
activities ghall be established and maintained.
NOTE e intent of the addition of “service concerns*te this subclause is to ensure that the organization is awarg

nonconfornpities that occur outside of its organization,

7.5.1.8 Service agreement with customer

When there is a service agreement wijth,the customer, the organization shall verify the effectiveness of
— any ofganization service centres;
— any special-purpose tools‘ern measurement equipment, and

— the training of service personnel.

7.5.2 Validation of\processes for production and service provision

of

ISO 9001:2008; Quality management systems — Requirements

7.5.2 Validation of processes for production and service provision

become apparent only after the product is in use or the service has been delivered.
Validation shall demonstrate the ability of these processes to achieve planned results.

The organization shall establish arrangements for these processes including, as applicable

a) defined criteria for review and approval of the processes,

The organization shall validate any processes for production and service provision where the resulting
output cannot be verified by subsequent monitoring or measurement and, as a consequence, deficiencies
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b

) approval of equipment and qualification of personnel,
c) use of specific methods and procedures,
)
)

d

e

requirements for records (see 4.2.4), and

revalidation.

7.5.2.1 Validation of processes for production and service provision — Supplemental

The requirements of 7.5.2 shall apply to all processes for production and service provision.

7.%.3 Identification and traceability

0 9001:2008, Quality management systems — Requirements

5.3 Identification and traceability

here appropriate, the organization shall identify the product by suitable ‘means throughouf product
realization.
he organization shall identify the product status with respect to monitoring and measurement requirements
throughout product realization.
Where traceability is a requirement, the organization shall confrolMhe unique identification of the prgduct and
npaintain records (see 4.2.4).

NOTE In some industry sectors, configuration management;is a means by which identification and traceability are
maintained.

NQTE Inspection and test status is not indicated by the location of product in the production flow unles$ inherently
obyious, such as material in an automated production transfer process. Alternatives are permitted, if the statdis is clearly
idgntified, documented and achieves the designated purpose.

7.%.3.1 Identification and traceability’— Supplemental

The words “Where appropriate™in,7.5.3 shall not apply.

7.5.4 Customer property.

0 9001:2008, Quality management systems — Requirements

5.4 Customer-property

he organization shall exercise care with customer property while it is under the organization's ¢ontrol or
ing used by the organization. The organization shall identify, verify, protect and safeguard fustomer
operty provided for use or incorporation into the product. If any customer property is lost, damaged or
herwise found to be unsuitable for use, the organization shall report this to the customer and|maintain

records (see 4.2.4).

NOTE Customer property can include intellectual property and personal data.

NOTE  Customer-owned returnable packaging is included in this subclause.

7.5.4.1 Customer-owned production tooling

Customer-owned tools, manufacturing, test, inspection tooling and equipment shall be permanently marked so
that the ownership of each item is visible, and can be determined.

© 1SO 2009 - All rights reserved
© ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, © Ford Motor Company, © General Motors Corp. — All rights reserved 25

© PSA Peugeot Citroén, © Renault — All rights reserved


https://standardsiso.com/api/?name=ab90350f7286ec0553ed2f3d48693ee7

ISO/TS 16949:2009(E)

7.5.5 Preservation of product

ISO 9001:2008, Quality management systems — Requirements
7.5.5 Preservation of product

The organization shall preserve the product during internal processing and delivery to the intended
destination in order to maintain conformity to requirements. As applicable, preservation shall include
identification, handling, packaging, storage and protection. Preservation shall also apply to the constituent
parts of a product.

7.5.51 Siorage and inventory

In order t
intervals.

detect deterioration, the condition of product in stock shall be assessed at appropriate, planried

The organfization shall use an inventory management system to optimize inventory turns over.time and assyre
stock rotation, such as “first-in-first-out” (FIFO). Obsolete product shall be controlled in a“similar manner| to
nonconforming product.

7.6 Control of monitoring and measuring equipment

ISO 9001:2008, Quality management systems — Requirements
7.6 Control of monitoring and measuring equipment

The organization shall determine the monitoring and measurement.{o-be undertaken and the monitoring and
measurir)g equipment needed to provide evidence of conformity of product to determined requirements.

The orggnization shall establish processes to ensure that monitoring and measurement can be carried ouit
and are ¢arried out in a manner that is consistent with the-monitoring and measurement requirements.

Where necessary to ensure valid results, measuring-equipment shall

a) be calibrated or verified, or both, at specifiedLintervals, or prior to use, against measurement standards
traceable to international or national measurement standards; where no such standards exist, the bas|s
used for calibration or verification shall be-recorded (see 4.2.4);

) be adjusted or re-adjusted as necessary;
c) have |dentification in order to détermine its calibration status;
) be safeguarded from adjustments that would invalidate the measurement result;
e) be protected from damage and deterioration during handling, maintenance and storage.

In additign, the organization shall assess and record the validity of the previous measuring results when the
equipment is found.\not to conform to requirements. The organization shall take appropriate action on the
equipment and any‘product affected.

Records [of the results of calibration and verification shall be maintained (see 4.2.4).

When used in the monitoring and measurement of specified requirements, the ability of computer software
to satisfy the intended application shall be confirmed. This shall be undertaken prior to initial use and
reconfirmed as necessary.

NOTE Confirmation of the ability of computer software to satisfy the intended application would typically include its
verification and configuration management to maintain its suitability for use.

NOTE A number or other identifier traceable to the device calibration record meets the intent of requirement c) above.
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7.6.1 Measurement system analysis

Statistical studies shall be conducted to analyse the variation present in the results of each type of measuring
and test equipment system. This requirement shall apply to measurement systems referenced in the control
plan. The analytical methods and acceptance criteria used shall conform to those in customer reference
manuals on measurement systems analysis. Other analytical methods and acceptance criteria may be used if
approved by the customer.

7.6.2 Calibration/verification records

Regcordsof thetatibration/verificationm activity for att gauges, measurmngandtestequipment, Teeded]to provide
evldence of conformity of product to determined requirements, including employee- and custoemer-owned
equipment, shall include

—| equipment identification, including the measurement standard against which the equipment is cglibrated,
— revisions following engineering changes,

—| any out-of-specification readings as received for calibration/verification,
—1 an assessment of the impact of out-of-specification condition,

—| statements of conformity to specification after calibration/verification;xand

—] notification to the customer if suspect product or material has been’shipped.

7.1.3 Laboratory requirements

7.6.3.1 Internal laboratory

An organization's internal laboratory facility shall have(a defined scope that includes its capability o perform
the required inspection, test or calibration services: This laboratory scope shall be included in the quality
management system documentation. The laboratory shall specify and implement, as a minimum| technical
requirements for

— adequacy of the laboratory procedures,
—| competency of the laboratory personnel,
—] testing of the product,

— capability to perform thesé services correctly, traceable to the relevant process standard (such gs ASTM,
EN, etc.), and

—| review of the related records.

NQTE  Accreditation to ISO/IEC 17025 may be used to demonstrate the organization's in-house laboratory conformity
to this requiremént but is not mandatory.

7.6.3.2 External laboratory

ices by the
organization shall have a defined laboratory scope that includes the capability to perform the required
inspection, test or calibration, and either

— there shall be evidence that the external laboratory is acceptable to the customer, or

— the laboratory shall be accredited to ISO/IEC 17025 or national equivalent.

NOTE 1 Such evidence may be demonstrated by customer assessment, for example, or by customer-approved second-
party assessment that the laboratory meets the intent of ISO/IEC 17025 or national equivalent.

NOTE 2 When a qualified laboratory is not available for a given piece of equipment, calibration services may be
performed by the equipment manufacturer. In such cases, the organization should ensure that the requirements listed in
7.6.3.1 have been met.
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8 Measurement, analysis and improvement

8.1 General

ISO 9001:2008, Quality management systems — Requirements
8 Measurement, analysis and improvement
8.1 General

The organization shall plan and implement the monitoring, measurement, analysis and improvement

processe
a) to der
b) to eng
c) to corf

This sha
their use

s needed

honstrate conformity to product requirements,

ure conformity of the quality management system, and

tinually improve the effectiveness of the quality management system.

| include determination of applicable methods, including statistical techniques, and the extent

8.1.1 Ide

Appropriafe statistical tools for each process shall be determined during @dvance quality planning and includ

in the con

8.1.2 Kng

Basic stat
understoo

8.2 Monit

8.2.1 Cusdtomer satisfaction

tification of statistical tools

rol plan.

wledge of basic statistical concepts

stical concepts, such as variation, control (stability), process capability and over-adjustment shall
d and utilized throughout the organization.

oring and measurement

be

ISO 9001

8.2.1 Cu

As one O
monitor
requirem

NOTE M

8.2 Monitoring and measurement

:2008, Quality management systems — Requirements

stomer satisfaction

f the measurements of the performance of the quality management system, the organization sha

ents. Theumethods for obtaining and using this information shall be determined.

nitoring customer perception can include obtaining input from sources such as customer satisfactid

nformation \relating to customer perception as to whether the organization has met customer

S5

surveys,

.........

warranty claims and dealer reports.

NOTE  Consideration should be given to both internal and external customers.
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8.2.1.1 Customer satisfaction — Supplemental

Customer satisfaction with the organization shall be monitored through continual evaluation of performance of
the realization processes. Performance indicators shall be based on objective data and include, but not be
limited to:

— delivered part quality performance,
— customer disruptions, including field returns,

— delivery schedule performance (including incidents of premium freight), and

—1 customer notifications related to quality or delivery issues.

The organization shall monitor the performance of manufacturing processes to demonstrate .compliance with
cuptomer requirements for product quality and efficiency of the process.

8.2.2 Internal audit

5O 9001:2008, Quality management systems — Requirements
2.2 Internal audit

he organization shall conduct internal audits at planned intefvals to determine whether the quality
anagement system

a) conforms to the planned arrangements (see 7.1), to therequirements of this International Standard and
to the quality management system requirements established by the organization, and

o

is effectively implemented and maintained.

b~

n audit programme shall be planned, taking into consideration the status and importance of the processes
nd areas to be audited, as well as the.results of previous audits. The audit criteria, scope, frequency and
ethods shall be defined. The selection of auditors and conduct of audits shall ensure objectivity and
impartiality of the audit process. Auditors shall not audit their own work.

Q

documented procedure shall~be established to define the responsibilities and requirements for|planning
d conducting audits, establishing records and reporting results.

ecords of the audits“and their results shall be maintained (see 4.2.4).

he management responsible for the area being audited shall ensure that any necessary corrections and
cprrective actions are taken without undue delay to eliminate detected nonconformities and theif causes.
ollow-up.agtivities shall include the verification of the actions taken and the reporting of verification results
($ee 8.9:2).

OTE See ISO 19011 for guidance

8.2.2.1 Quality management system audit

The organization shall audit its quality management system to verify compliance with this Technical
Specification and any additional quality management system requirements.

8.2.2.2 Manufacturing process audit

The organization shall audit each manufacturing process to determine its effectiveness.
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