© ISO 2007 — All rights reserved

ISO/TC 176/SC 2 N 786-1

Date:  2007-02-8

1S0/CD 9001

IS0/TC 176/SC 2/WG 18

Secretariat: BSI

Quality management systems — Requirements
Systémes de management de la qualité — Exigences
Warning

This document is not an ISO International Standard. It is distributed for review and comment. It

is subject to change without notice and may not be referred to as an International Standard

Recipients of this draft are invited to submit, with their comments, notification of any relevant
patent rights of which they are aware and to provide supporting documentation.

Document type: International Standard
Document subtype:

Document stage: (30) Committee
Document language: E

C:\DOCUME~1\JIANGZ~1\LOCALS~1\Temp\Rar$DI00.500\N786-1 ISO_CD_9001_(E).doc STD Version 2.2




Copyright notice

This ISO document is a working draft or committee draft and is copyright-protected by ISO
While the reproduction of working drafts or committee drafts in any form for use by
participants in the ISO standards development process is permitted without prior permission
from ISO, neither this document nor any extract from it may be reproduced, stored or
transmitted in any form for any other purpose without prior written permission from ISO.

Requests for permission to reproduce this document for the purpose of selling it should be
addressed as shown below or to IS0’ s member body in the country of the requester:

Mr S Keightley

Copyright Manager

British Standards Institution
389 Chiswick High Road

London W4 4AL

United Kingdom

Tel: + 44 20 8996 9001

Fax: + 44 20 8996 7001

Reproduction for sales purposes may be subject to royalty payments or a licensing agreement

Violators may be prosecuted

© 1SO 2007 — All rights reserved




Contents Page

o sy o3 H R iz ! RE A%

5o v 0 Yo 16 T v o o 1PG vii
0.1 =Y T o0 vii
0.2 R Ao TS SRR o) ot Y- o A vii
0.3 Relationship with IS0 9004 . . .. ..ottt ittt e ettt ete ettt eeannannnennns X
0.4 Compatibility with other management SYSTEmMS ........ciuiiieiinentnrenenenenennnnnnennns X
1 D o7 ) = PSS 1
1.1 =Y s =1 o= 1 AP 1
1.2 N0 3 T o o 1
2 NOTmative TE T ONCE . . vttt ittt ettt ittt ettt ten e enennseneensoneenseneansensnnnnns 2
3 BIC= 1 R o o 1= o o o o= 2
4 Quality MaNagemMENt SYSTOIM . o v vttt ittt ettt eteeteeseeneaneeneeseeneanenseenenneanes 2
4.1 General TeqQUIT M S . v ittt ittt ettt et ittt ettt eeteeteeaeaneeneesenaeaneaennenneanns 2
4.2 Documentation FeqUITemeNtS & vttt ittt iettteeeteeenenanaseseeesoeannsanseaneeanns 2
R O =Y V=T o 2
4.2.2 QUAlity ManUAl. .. ..ottt ittt ittt ittt e ettt e e, 2
4.2.3 Control of doCUMENES . oottt t ittt ettt it et ittt et eaeeeeeenansnsaseseneneneannnnnns 2
R 07e) o v oo} Ao A =X 1 £ 2
5 Management responsSibility ...ttt ittt i i it it et e et et e 2
5.1 Management COMMItMENT . ... ...t it iniiitiiitttiitienteenaneeenasennseeenaeoaanesanananns 2
5.2 CUSTOMET FOCUS .t v vttt ettt ettt it ettt eateaeeneeneeneeneeneeneenesaseneensenennsnneanss 2
5.3 LT3 8T 2 o Yo Y T2 2
5.4 |l IE=1 Vo 5~ A 2
B4 ] QUALITY OB JECTIVES . ittt ittt ettt e et et e e e e e e e 2
5.4.2 Quality management SYStem Planming ......vutitnuen o eneneneen e eneeeeeenenenennenenennns 2
5.5 Responsibility, authority and commUNICATION «.vvviii ittt ittt iiieeenanerenennnasennnns 2
5.5.1 Responsibility and authority . ..u.eitn ittt ittt it teetneeneeenseaenaenneensonens 2
5.5.2 Management represSentalive . ...ttt tnn et reeneeeneeenoeernnarsennssenneenonesnnness 2
5.5.3 Internal COMMUNICATION . ...ttt ut ettt ettt it e eneeeeneneneaseseeeneneneeeenenennns 2
5.6 =N F Fea=Y 1) 0 A =2 =X A0 2
LT TR R €)1 T o< X SO 2
5. 6.2 RevView TN UL . ..ttt ittt ittt iiiettteeeteeanesesoeeseeeneeanesaseeeseeannnnnas 2
5. 6.3 ReVieW OULDUL. .ottt it ittt ittt ittt et eeiee et e eetneenooanneeeeeesnenanonasoeesoeennnnnns 2
6 ReSOUrCE MAaNBZEMENT . v v vttt ittt ittt i ettt eneeeneeeroeennnnnnseeseesneenonnnneeeeeenns 2
6.1 Provision Of TeSOUrCeS . .. vttt ittt it it et it ettt e ettt enaeaneeneanennennns 2
6.2 (0011 F= R T AT T 10 b o o< X< g PP 2
ST R €)1 T o< X O 2
6.2.2 Competence, training And AWATreIeSS & v v vt te ittt eeaneeanesesnsesensseeaseeanosennaserenanns 2
6.3 i 10 v 6 e < R 2
6.4 Lo =] AT o) 11 T<3 ¢ 2
7 Product realization ... ..u.uunuieni ittt ittt it etee e enearenaneenenennaaenennns 2
7.1 Planning of product realization .........c.ouiiirininininrt e iieetenenenennenenennns 2
7.2 CUSTOMET—Telated PrOCESSES v ittt ittt it ittt ittt ettt ettt ee e eanennennenneanns 2

© 1SO 2007 — All rights reserved il



7.2.1 Determination of requirements related to the product .......... ... 2
7.2.2 Review of requirements related to the product ........c.iiiiiiiiiiiiiii ittt 2
7.2.3 Customer COMMUNICAtION. vt ittt ittt it ittt ieaneeenaeennseeeneeeeneeeanesennsesanannns 2
7.3 Design and develoDment. . v .v. e i et tn et eeneeeeneeneeenseneneesoeensenseasnasensennnas 2
7.3.1 Design and development Planning. .......cuveuitienerneereeenenereeenoeensensnaenaeenses 2
7.3.2 Design and development InDUES. vt ittt ittt it ittt teteeeeeneeneaneenseneeneanens 2
7.3.3 Design and development OULDULS. .ot it ettt ittt ettt it ettt ittt eaneeteenenneanens 2
7.3.4 Design and development Teview. ..ottt ittt ittt tt ittt ittt 2
7.3.5 Design and development verifiCation . c.vuuu it ittt iinetinneernneeeeeseeaneeannsesenannns 2
7.3.6 Design and development validation. ......v.uieeinineiieeenenerneenoeeneensneenneennns 2
7.3.7 Control of design and development Changes ........ouiiiiiiiiiiiiineireeenennrneenneennnns 2
7.4 gD gTe] o= =3 oV Ot 2
T4, ] PUIChAS I PrOCES S v vt ittt ettt ettt ittt ettt eeeeaneeneeneenseaneeneenenneannns 2
7.4.2 Purchasing Information. ..t u ittt ettt ittt ettt tte ittt eaneeieenenneanens 2
7.4.3 Verification of purchased pProducCt......c.v. it iiiit ittt tiinttieneeeeiseeaneeannserenannns 2
7.5 Production and Service DrOVISION. . ... eueeeeeeeeneeneeeneeneneenoeensensnaenasensennnas 2
7.5.1 Control of production and SErvicCe PrOVISION . ......ie'veereeenenerneenneeneearnnenneensns 2
7.5.2 Validation of processes for production and service proviSion ............oeeeiueernneenn. 2
7.5.3 Identification and traceability. ...ttt ittt ettt ittt ettt et eenneernneennn 2
R T S O 1 1= o) 1 1=Y ol 3 o) =3 o 2
7.5.5 Preservation Of ProdUCE. vttt ittt ittt ettt teneeennsesensseessoeanseannsesenannns 2
7.6 Control of monitoring and measuUring deviCes ... ..v. it riineiieeenenernnenoeensnnnnnn 2
8 Measurement, analysis and improvemMent ... .......ouveuineinenereeeroeenenareneroeennnnnnns 2
8.1 =Y 1= 1 2
8.2 Monitoring and MeaSUTEmMENT. . o . v vttt ettt ettt it eeteeaeenseneeneensenseneaneennnns 2
8.2.1 Customer SatisSfaCtion. .. ..uu ittt ittt ittt ittt eeaeenanneaneanennannns 2
8.2.2 Internal Uit ...uuiitiitininintinneeneeneesenneeneeaseseeneeneeaseseenseenseasenennns 2
8.2.3 Monitoring and measurement Of DrOCESSES . ...ttt teneneeneenneeneeasenenneensensnannss 2
8.2.4 Monitoring and measurement Of DrOdUCT . .....c.vuuiutirenerneeneeeneenrneenneensensnnennns 2
8.3 Control of nonconforming DrodUCT . . .v vttt ittt ittt it ettt et eenennaeeneeneanennnnns 2
8.4 ANALYSIS OF AT ot vttt ettt ettt et e ettt e e e e e e e 2
8.5 1100 o k'=) 111 4 1 A 2
8.5.1 Continual ImMPIOVeMENt. oottt ettt ettt eaneeennseseneseneeseeanseanasenesesennsenannen 2
8.5.2 CoTreCtive BCTIi0M. c v vttt it ettt ittt teateaenneeneensenesneaneenseaesneansensnnennss 2
8.5.3 Preventive GCTiom. c.ve ittt ettt itt ittt e teeenneaneeaeeaesneaneeateaenneeneenranennns 2
Annex A (Informative) Correspondence between ISO 9001:2000 and ISO 14001:2004................ 2
L o0 5= ') o /2 2
iv © I1SO 2007 — All rights reserved



2.

Al

13

I1SO (the International Organization for Standardization) is a worldwide federation of national
standards bodies (ISO member bodies). The work of preparing International Standards is normally
carried out through ISO technical committees. Each member body interested in a subject for which
a technical committee has been established has the right to be represented on that committee.
International organizations, governmental and non—governmental, in liaison with ISO, also take
part in the work. ISO collaborates closely with the International Electrotechnical Commission
(IEC) on all matters of electrotechnical standardization.

[ ERpREALZEZY (1S0) 2 Hi 4% FARHELLIAIA (TS0 R B3 A 2 At Sk R Be 15 25 o 115 P B v A T
H1 TS0 MIBRZR A2 5 e 5 b A 0 BRI 2 DA 2x 52 (00 H OGRS INZ R A TAE. L
IS0 PRAFIRAR ISP HZ) CRTMEART 1) S inf R TAE. 1S0 LB T &4 (IEC) fEH T
ARBRETT TR VI AR IR R

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

[E BrbrvE 2 HRYE IS0 / IEC SIS 3 3/ i N 2,

The main task of technical committees is to prepare International Standards. Draft International
Standards adopted by the technical committees are circulated to the member bodies for voting.
Publication as an International Standard requires approval by at least 75 % of the member bodies
casting a vote.

PRZR o T2 Tt [ b br k52, BORZR 5o R 55 SRR G [ B bR vk £ TS0 R b v A e 15 A R e 05
BATRYL . 47 B B b AE K A T AN T5% 0 R A LA B2 B Al

Attention is drawn to the possibility that some of the elements of this document may be the
subject of patent rights. ISO shall not be held responsible for identifying any or all such
patent rights.

AT (R R N A T RERS S — SRR L, XIS S EVER, TS0 A SR 1A K& AR )

IS0 9001 was prepared by Technical Committee ISO/TC 176, Quality Management and Quality Assurance,
Subcommittee SC 2, Quality Systems.

1509001 H IS0 / TC176 Jf & FA R AR IEF R TR 514 SC2 JREm R R 2R &1l E

This second/third/... edition cancels and replaces the first/second/... edition (), [clause(s) /
subclause (s) / table(s) / figure(s) / annex(es)] of which [has / have] been technically revised.

AR — / i CBLSCCF IR EARELTD

The title of ISO 9001 has been revised in this edition and no longer includes the term “Quality
assurance “. This reflects the fact that the quality management system requirements specified in
this edition of ISO 9001, in addition to quality assurance of product, also aim to enhance

customer satisfaction.
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Annex A of this International Standard is for information only.

AFRAERE A AU .

Notes to this Committee Draft:
AL

1. The differences between ISO 9001:2000 and this draft are highlighted in yellow. Text with
”strikethroush” indicates ISO 9001:2000 text proposed for deletion.

A3 1S09001: 2000 AN 2 Ak O H B L 58 H Bo,
2. The former Annex B “Correspondence between ISO 9001:2000 and ISO 9001:1994” has been deleted.

JAFE B “IS0 9001:2000 5 TS0 9001: 1994 X HEZR” M.
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Introduction

0.1 General

0.1 Fmj

The adoption of a quality management system should be a strategic decision of an organization
The design and implementation of an organization ‘s quality management system is influenced by
varying needs, particular objectives, the products provided, the processes employed and the size
and structure of the organization. 1t is not the intent of this International Standard to imply
uniformity in the structure of quality management systems or uniformity of documentation.

KR BRAR R %2 A 2R ) — TR e s . — AN R B R W A Sl 2 SR R k. B
W E AR FTER AL =y IR 0 2 DA B A0 2R R RS AN S5 0 [R5 o 28— U A AR 2R ) &5 R B ST AR AN A
AFRAER H 1.
The quality management system requirements specified in this International Standard are

complementary to requirements for products. Information marked “NOTE “ is for guidance in
understanding or clarifying the associated requirement

AKRAE T RLAE 1R 5 B B AR RIS XS 77 i BRI TS “VE” B AR B R W AT R BRI R

This International Standard can be used by internal and external parties, including certification
bodies, to assess the organization ‘s ability to meet customer, statutory and regulatory
requirements applicable to the product, and the organization ‘s own requirements

AHRUERE T T A AN CRLARAUENUAS ) PRGN L 2 o 7 i ad ] VAR AN ZH 28 1 B SR 1) e
Ji.

The quality management principles stated in ISO 9000 and ISO 9004 have been taken into
consideration during the development of this International Standard

RERAERIEIE DA IET GB/T 19000 F1 GB/T 19004 H A [F] HH fit) Jot 5048 BE )

0.2 Process approach
0.2 HEFE

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.

ASKRUES AL BIRE S i ey A 2R DA et AT MR N SR R 59, Sl o e 25K, Mt iz

e
W= o
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For an organization to function effectively, it has to identify and manage numerous linked
activities. An activity using resources, and managed in order to enable the transformation of
inputs into outputs, can be considered as a process. Often the output from one process directly

forms the input to the next

NAEHGHTRABAE, IR GHIANE BEAR 2 AN T OCHR G 2 o IR B PR B, R i A e A A B i ) — IO
gy, AL — AR G, R T E R RO R

The application of a system of processes within an organization, together with the identification

and interactions of these processes, and their management, can be referred to as the “process
approach “.

HLANTELRENRGERI N, 3 (X S R (0 UM A EAE ] R B, wIRRZ oy “ild Rk

An advantage of the process approach is the ongoing control that it provides over the linkage
between the 1individual processes within the system of processes, as well as over their
combination and interaction.

RERETTE R AT R L (R AR G B AN I R 2 ) (R0 2R DS A PR AL AT LA T AT S B2 (R o

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

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

c) obtaining results of process performance and effectiveness, and

d) continual improvement of processes based on objective measurement

A5 TR A BRAACR o W A T v I S LA 7 T ) B

a)  PRAFAH AL EK

b) BN BE A P A 2 R R

c) RNV R 2 R
e) 4 FETEMAGIE, Freeolikidsz.

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 processes at a detailed level.

1 P S LI R O Bl 0 R i AR R es T 4 —8 B et K BRI R o X e e 1 A
SEHAN RN, R A T A A T o X 0 3 1) M A SO0 o 25 A S 2 U 1 i e L R I 2 A7 Lk
TPt AR o T ARMERITAT 25K, AR PR S L 7
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NOTE

In addition,

the methodology known as

“Plan-Do—Check-Act “ (PDCA) can be applied

processes. PDCA can be briefly described as follows.

e MbAh, BRZ A “PDCA” [ VEATE T 1 . PDCA #E2 AT faf ik T

Plan:

‘s policies.

Do: implement the processes.

Check:

monitor and measure processes and product against policies,

objectives and requirements

product and report the results.

Act:

take actions to continually improve process performance.

P—SR: MR SR ALK T B, D3R A R ST b i H bR A e 5

D—f: St AR

C—Auar: MAEITEN . FARAP SR, X A St AT AR &, IR 45 2R

A—KCE: SRS, DAFSaadt i Fak g

Customers

Requirements;

Input

Continual improvement of
the quality management system

to all

establish the objectives and processes necessary to deliver results in accordance with customer
requirements and the organization

for the

=i i

responsibility

[

Resource
management

S

Measurement, !
analysis and
improvement

Product

?

Key
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Figure 1 — Model of a process-based quality management system



0.3 Relationship with ISO 9004

The present editions of ISO 9001 and ISO 9004 have been developed as a consistent pair of quality
management system standards which have been designed to complement each other, but can also be
used independently. Although the two International Standards have different scopes, they have
similar structures in order to assist their application as a consistent pair.

ISO 9001 specifies requirements for a quality management system that can be used for internal
application by organizations, or for certification, or for contractual purposes. It focuses on
the effectiveness of the quality management system in meeting customer requirements.

ISO 9004 gives guidance on a wider range of objectives of a quality management system than does
ISO 9001, particularly for the continual improvement of an organizations overall performance and
efficiency, as well as its effectiveness. ISO 9004 is recommended as a guide for organizations
whose top management wishes to move beyond the requirements of ISO 9001, in pursuit of continual
improvement of performance. However, it is not intended for certification or for contractual
purposes.

0.3 5 GB/T 19004 1% &
IS0 9001 A1 IS0 9004 Bl Fy— X i — B H R i BRAR R b, X PITUAREAD b7, (H A m] B g
FHo BRI HE A AN A B3 Y L, (A AR g 4, DAAT B A AT T A Bl il — 350 — el bt (9 8 FH

GB/T19001 ME T By AR R ER, WAL FRAEH], AT A A IEEA A H . AR L B3 25Ky
fil, GB/T 19001 PRt A2 i oy BEAR AR (AT b

5 GB/T19001 #HLk, GB/T 19004 X s BAA R Seyu [ i H AR AL T 4RI B T AR, i ZpnifEiddr i) e
FRE ot — N R I BN S 5 0% . 0T e e B B A S LB SR SR S SO GB/T19001 3K (1) S
YegH 2R, GB/T19004 #E4E T Fama. ki, T AIFEL&RIAE GB/T19004 ¥ H ¥

0.4 Compatibility with other management systems

During the development of this International Standard, due consideration has been taken of the
provisions of ISO 14001:2004 to enhance the compatibility of the two standards for the benefit of
the user community

This International Standard does not include requirements specific to other management systems,
such as those particular to environmental management, occupational health and safety management

financial management or risk management. However, this International Standard enables an
organization to align or integrate its own quality management system with related management
system requirements. It 1is possible for an organization to adapt its existing management
system(s) in order to establish a quality management system that complies with the requirements
of this International Standard

0.4 5IHARE B R KA A

AAET A PRAERI N 5 ], AARHEAE g Gt RE P B T 1S014001:2004 FUREAE, AN SR PIARAE A7
‘HEO
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Quality management systems — Requirements

FREEHEER —EXR

1 Scope
1. 7uE
1. 1General

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

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

b) 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 customer and applicable statutory and regulatory requirements

NOTE 1 In this International Standard, the term “product” applies emly to the product intended for, or
required by, a customer. This also includes purchased product and product resulting from intermediate stages
of the realization process.

NOTE 2 Statutory and regulatory requirements may be expressed as legal requirements

L1

ABRUE DA AT R LURE T TR PR R R

a) ity ZEUE S AT B8 1 REE AR {0 AL IO R (30 SR K7™ 5

b) R AR RV, AR R A R DL GRAIEAT 45 A 3 T VR SR, 15 A kit

2 SHe
KR

T L FEARRUER, RE” R TG T US4 A sl A B SR Bt B T KA i R R e ST R
o R A R

T2 VERUNA R R AT RE VA E 2K

1. 2Application

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

© 1SO 2007 — All rights reserved 1



all organizations, regardless of type, size and product provided.

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 organizations ability, or responsibility, to provide product that meets customer and
applicable statutory and regulatory requirements

1.2 MH
AARERE T ZR M ), SAEEH TS8R AN FE BRI AN ] 2= S 21,

AFRAERIAR AT ZER LS IL 7 i By s ANE I, 7T L2 R8O L EAT Mk o
BRARMHIRAL R T AFRAES 7 B A LA i 2 SR (A0 AL IO R R A RLESR IR 7 i ) 6 ) BT A (1
FOR, TIARE P FRAT G AR HAE

2 Normative reference

The following normative document contains provisions which, through reference in this text,
constitute provisions of this International Standard. For dated references, subsequent amendments
to, or revisions of, any of these publications do not apply. However, parties to agreements based
on this International Standard are encouraged to investigate the possibility of applying the most
recent edition of the normative document indicated below. For undated references, the latest
edition of the normative document referred to applies. Members of ISO and IEC maintain registers
of currently valid International Standards

IS0 9000:2000 2005 Quality management systems — Fundamentals and vocabulary.
2 SIAWRE
N AUARE T AL R4 30, I AEASHRAE T 5| FH TR R AFRAEIRI 5 300 AARAE RN, B AR 2 0

B A HEE S BB, A FHASERUE 5 7 N AR T B AR f 0T FOAS TR ] REE
ISO 9000:2005 i EfA R SEANFIARTE

3 Terms and definitions

3 RIEFEFAEX

For the purposes of this International Standard, the terms and definitions given in ISO 9000
apply.

AL IS0 9000 F A AREFIE X
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Throughout the text of this International Standard, wherever the term “product” occurs, it can

“

also mean “service

AFREF T I BLATE <7, Wil IR .

4 Quality management system

4. 1General requirements
4 REEBEHEFR

1 BEXK
The organization shall establish, document, implement and maintain a quality management system

and continually improve its effectiveness 1in accordance with the requirements of this
International Standard

AN ALAFFUER R EEN T AR R, RO, INCASER OREr,  IF R ol HoAq 2k
The organization shall

a) XIdentify determine the processes needed for the quality management system and their
application throughout the organization (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 processes are effective,

d) ensure the availability of resources and information necessary to support the operation
and monitoring of these processes,

e) monitor, measure and analyse these processes, and

f) implement actions necessary to achieve planned results and continual improvement of these
processes.

These processes shall be managed by the organization in accordance with the requirements of this
International Standard

a) B € iR BAR R BTl IO R AR AP N ] (I 1.2)

b) i 72 3 L 3 A AR AR LA 5

C) il 3 A R DRIX LE TR (AT e AR T il (R R 59

d) W O n] DRI L 2L BHEAE R, DASCRFIX e RE 1 da VR AT AL 5
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e) MEAL. WA BT Ik L 7 5
f) St B i, DA SIS ik R BT SRR ) 4 SRR 6 Ik S ol e ) Rl 8 ek
S LB g AR (1) SR A P K 4 1o

Where an organization chooses to outsource any process that affects product conformity wdith—to
requirements, the organization shall ensure control over such processes. The controls to be
applied to these outsourced 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 management activities, provision of resources, product realization and measurement.

NOTE 2 The requirements of Clause 7.4 of this international standard may also apply to
outsourced processes
0 L ST PR AT AW 7 i 75 5 ZOR A AL B, LGN fRonk JL St il X AN IR
T REAE TR LA R o EL IR o
TE 1 BB GUR A BAR AR T (K RN R A BE S BRI 0 i S BRI AT S R
2: ASHRUE 7.4 Z AR EESR AT N A T AMU L R

4.2 Documentation requirements

4.2 XHEX
4.2.1 General

4. 2.1 BN

The quality management system documentation shall include

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

b) a quality manual,

c¢) documented procedures and records required by this International Standard, and

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

JRCREAE BRAA R S Y A4

a) T IR SCAF IR iR g B A5 H AR 5

b) e Mt

) AKRUEFTER I ST IR P AT 3K 5

d) ZHZUN AR IR REAT ORI L IS VERNE TR i R RS, AR IR

NOTE 1 Where the term “documented procedure “ appears within this International Standard, this means
that the procedure is established, documented, implemented and maintained. A single document may include the

4 © 1SO 2007 — All rights reserved



requirements for one or more procedures. A requirement for a documented procedure may be covered by more
than one document.

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

a) the size of organization and type of activities,

b) the complexity of processes and their interactions, and

c) the competence of personnel.

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

WL ARFRUEHIL CTERSCHFMRR)T T A, BELRENOHFR)E, TEROCHE, JRIMBASE MR ORRE . AN SO AT DL R —
DNHEANET . — DRSS TR P R AT PR A — AN B A SO R SEB

20 ANRIALZAM P PR R S 2 0 5 R B GR T

a) A RE B )T

b) izt F% A HAH AT FH R 52 4 R R

c) NGMEEST.

W 30 SCHFRTR FATA B X 2 Y i A4
4. 2.2 Quality manual

The organization shall establish and maintain a quality manual that includes

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

b) the documented procedures established for the quality management system, or reference to them,
and

C) a description of the interaction between the processes of the quality management system.

4.2.2 REFH
AL NG A ORRE IR T, R T A .
a) U BAAR VE L, AT IR 4 1 A 2E (L 1.2)
b) Ay Jit B BLAA R Gl 1 (14 TR ]l S AR e ot B 5 Y 5
c) R PR R R 2 W] AR AR T A

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,
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b)

d)
e)

f)

)

to review and update as necessary and re—approve documents,

to ensure that changes and the current revision status of documents are identified,

to ensure that relevant versions of applicable documents are available at points of use,
to ensure that documents remain legible and readily identifiable,

to ensure that documents of external origin necessary for the planning and operation of the
quality management system are identified and their distribution controlled, and

to prevent the unintended use of obsolete documents, and to apply suitable identification to
them if they are retained for any purpose.
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4.2.4 Control of records

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

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 be remain legible, readily identifiable and retrievable

4.2. 4B R H
NG s AR AT A BR A i &8 BN R A BB THIE R, 1 g BT R TR AORR e, DApE B 3% AUk
WL AR R B (B / KD . PREFFD disposition (Ab &) FITaw AR,

R NARFEHEW . 2 TIRAA retrievable 3REX (i)

5 Management responsibility

5.1 Management commitment

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

a) communicating to the organization the importance of meeting customer as well as statutory and
regulatory requirements,

b) establishing the quality policy,
€c) ensuring that quality objectives are established,
d) conducting management reviews, and

e) ensuring the availability of resources
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5.1

EHRMR R

EIRKIE

o i B NI IS LR WE S, RPN S BT
Q) [ A1 2 T 3 A2 L R A R SR 1) T
b) il iR T

c) DR st H AR 1 E
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5.2 Customer focus

B AR AR 5 S SO AT R (R AR Ve B IR A

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

5.2

IBE A REE R

S B B I AR RE Ui RO H K, B ORI (R SR B e OF T LA AL (L 7.21H18.2.1)

5.3 Quality policy

Top management shall ensure that the quality policy

a)

b)

c)
d)

e)

5.3

is appropriate to the purpose of the organization,

includes a commitment to comply with requirements and continually improve the effectiveness

of the quality management system,

provides a framework for establishing and reviewing quality objectives

is communicated and understood within the organization, and

is reviewed for continuing suitability

RETE
T i B A DR T A

a) HAGURIoR B AIE N

b) EFE X 96 AL RN S0 A0t o e LA AR AT S PR K 5

¢) SEALHIE M PP T H AR 1R
d) ?IQE//\ V‘] {ﬂ‘@“’j %D}Eﬁ?‘
e) 7EFF a7 1S 2 PFH

5.4 Planning

5.4.

1 Quality objectives

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

for
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5.4 KL
5.4.1 REBR
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5.4.2 Quality management system planning

i
&
Y
i

Top management shall ensure that

a) the planning of the quality management system is carried out in order to meet the
requirements given in 4.1, as 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. 4.2 JF i AR R K
% S PR N A AR

a) X BAR AT SR, AR B HFR DL 4. 1 1R,
b) FEXS B PR AR (AL SEHEAT SRR AN SRt (R ST A B AR R IR 58 4
P

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

Top management shall ensure that responsibilities and authorities are defined and communicated
within the organization.

5.5 HEAE. NRFRLE
5.5.1 FAHFFIR
o e PR AR DR AL R N IR BT . PR £ 210 2 A4 3

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

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

b) reporting to top management on the performance of the quality management system and any need
for improvement, and

C) ensuring the promotion of awareness of customer requirements throughout the organization.

NOTE The responsibility of a management representative can include liaison with external parties on
matters relating to the quality management system.

5.5.2 HHFMNE
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5.5.3 Internal communication

Top management shall ensure that appropriate communication processes are established within the
organization and that communication takes place regarding the effectiveness of the quality
management system.

5.5.3 NERHIE
T R B A PR AE AL R 9 8 I8 M A T R, IR R AR IR FRAAR R A R A T VA 1

5.6 Management review

5.6.1 General
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.
Records from management reviews shall be maintained (see 4.2.4).
5.6 EIEITEH
5.6.1 =

o i B I 4% SR PR s ) 1 B P o TR A B R, DA ORISR S G B . e PR R . VP
P HE PP B A A R G LS RS S 5, B HE R R T H b

M ARFFE PRV )Ids% (W 4.2.4)

5.6.2 Review input

The input to management review shall include information on
a) results of audits,

b) customer feedback,

€) process performance and product conformity,

d) status of preventive and corrective actions,
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e) follow-up actions from previous management reviews,

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

g) recommendations for improvement.

5.6.2 VFHEIA

BBV (R N AL S LUR 5 T A5 R

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

g)

Rz A5 R

O S 15 5
LRSS A1
T A LE S5 (R AR DL

AR RS BEDP S A BRI It

A RS AR R IR AR T
oSk R I

5.6.3 Review output

The output 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

5.6.3 JEEHIH
B VTR )5 Y LS 5 DU D A DR AT e R it

a)
b)

c)

JoCREAE B S L R AT R A et s

S T AT K R
e

6 Resource management

6.1 Provision of resources

The organization shall determine and provide the resources needed

a) to

implement and maintain the

effectiveness, and
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b) to enhance customer satisfaction by meeting customer requirements

6. 1 BHHITRAL
AL PSR AR J5 T BT 5 [ B U

a)  SEME. PRAEBUR A B RO S O A R
b) AL AL R BRI

6.2 Human resources

6.2.1 General

Personnel performing work affecting preoduet—gquality conformity to product requirements shall be
competent on the basis of appropriate education, training, skills and experience

6.2 ANZIR
6.2.1 &

FETEAURAE . B0, FEERZLK, Fr SR TAES = ST O BER = A 58 Wi i N B2 2 BE A% TR AT
] o

6.2.2 Competence, training and awareness
The organization shall

a) determine the necessary competence for personnel performing work affecting preduet—quality
conformity to product requirements,

b) where applicable, provide training or take other actions to satisfy theseneeds—achieve the
necessary competence,

C) ensure—theeffectiveness—of the actionstaken;s ensure that the necessary competence has been

achieved,

d) ensure 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 gEAZ1. EHIIFAEIR
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6.3 Infrastructure

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

a) buildings, workspace and associated utilities
b) process equipment (both hardware and software), and

C) supporting services (such as transport, ex communication or information systems).

6.3 Femb Bt

HLNAfE PRI IR G AT 5 ZR Tt (MR . TGN, Sk e 45 -

a) EIW. TAESPTAARSC KB
b) R CRERAIEAE
o) SCRFPEMRSS iz, EIRE(E R ARG

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 conditions necessary to achieve conformity to product
requirements such as clean rooms, anti-static precautions and hygiene controls.

6.4 TEINE

AL NS R AR BN IK B A5 5 BOR BT (K AR A8
T Gk TARRELRE NG b ZR BT NOE B i B4, AiE R R) 5, el 7 A0 AR P 55

7 Product realization

7.1 Planning of product realization

The organization shall plan and develop the processes needed for product realization. Planning of
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product realization shall be consistent with the requirements of the other processes of the
quality management system (see 4.1).

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

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

d) records needed to provide evidence that the realization processes and resulting product meet
requirements (see 4.2.4).

The output of this planning shall be in a form suitable for 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.

=]

7 F@mER

7.1 PmKIRIRK

LN FR A TE R i SE BBt ARG RE o 77 i S B 0 Sl o7 5 o A B AR FCA e e 1 2SR A — 80 (UL
4.1 .

FER 7 S SELREAT SRR, AL AN 8 LR T T RO 4 A

a) IR TR H AR AT EER

b)  AFXS P S IR SCPE AT K s

o) PUERPTESRINIIE. #IA. MR, TR, RIRANARESD, LUK i RN
d) D SR B L i AL SRR ISR B A R0 %

SR B NS T 15 5K

b5

Le SN TR s 0H 80 A R R S B R R (RS W sl )
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7.2 Customer-related processes

7.2.1 Determination of requirements related to the product
The organization shall determine

a) requirements specified by the customer, including the requirements for delivery, and for
post—delivery activities,

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

C) statutory and regulatory requirements retated applicable to the product, and
d) any additional requirements as needed determined by the organization.

Note Post delivery activities may include actions under warranty provisions, contractual obligations
such as maintenance services, and supplementary services such as recycling or final disposal.

7.2 5EmEAXIRE
7.2.1 5ERBXRPERIHE

LA E -

a) U HE K, AR AAS S AT R B 2K

b) i EARBEAT WIS, AFRRE PR T o 2R 1 o300 FH e o 75 1) 55K
C) A VA E R K

o

d) HeHSNZRHTINESK,
E A I B B AT AL HE DR ALRE 9 IS Bl S I RE I 55 (IRSE) » InZEB e gs o ok G 7 i 0 [ i S 2 4 Ak

7.2.2 Review of requirements related to the product
The organization shall review the requirements related to the product. This review shall be
conducted prior to 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

a) product requirements are defined
b) contract or order requirements differing from those previously expressed are resolved, and
c) the organization has the ability to meet the defined requirements.

Records of the results of the review and actions arising from the review shall be maintained (see
4.2.4)

Where the customer provides no documented statement of requirement, the customer requirements
shall be confirmed by the organization before acceptance
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Where product requirements are changed, the organization shall ensure that relevant documents are
amended and that relevant personnel are made aware of the changed requirements

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

7.2.2 5EREENERITHE

LN P BT L AT SRR 2SR . DI EE N AE A G R U A SR O i KR 2 BT EEAT (e 3RASHR S %
A A AT B A A s R SO, IRV R

a) 77 ESRERIIE

b)  HULRTRRIEA BN A R BT 5K R O il g

o) HLHTRET i E I E K

PIHR 45 R PP TS DRSS R G % T OR . (L 4.2.4) .
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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.
7.2.3 MEAB
A LR NRE LA A7 907 T R I 56 it 5 I8 2 V) 30 R A7 302 A«
a) e
b) Wl G RIEGT AL, AR
c) R, ARSI
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7.3 Design 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
a) the design and development stages

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

c) the responsibilities and authorities for design and development

The organization shall manage the interfaces between different groups involved in design and
development to ensure effective communication and clear assignment of responsibility.

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

Note Design and development review, verification and validation have distinct purposes. They may be conducted
and recorded separately or in any combination as suitable for the product and the organization.

7.3 It L

7.3.1 ®itFF LK

AN i BT RO A HEAT SR AN 25 ) o
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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
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b) applicable statutory and regulatory requirements,
c) where applicable, information derived from previous similar designs, and
d) other requirements essential for design and development

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

7.3. 2 RitFFEEAN
IV E 5 PR SR AT RN, R ORERICSE (L 4.2.4) o IX S AN W ALES
a)  IhEeFITERE TR,
b) i VR SR
c) EAI, ARSI (E B

d) B ATT AT 7 I AR 2K
PR ABEAT VR, DA R LA P @ B SR EHE . TH A, JFHAREEMT G

7.3.3 Design and development outputs

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

Design and development outputs shall
a) meet the input requirements for design and development,
b) provide appropriate information for purchasing, production and fex service provision,
Cc) contain or reference product acceptance criteria, and
d) specify the characteristics of the product that are essential for its safe and proper use.
NOTE Production and service provision includes preservation of the product.
7.3.3 WITAF L HiH
VTR A R i S DL OE TRE B R B AN BEA T 36 1) 7 a3 Y, IR B AT T 1453 24tk
BEUE R i HH Y«
a) WA RITT AR A LK
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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
b) to identify any problems and propose necessary actions
Participants 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
actions shall be maintained (4.2.4)

7. 3. 4 It FF R I1FH

FEIGEE M B, MR AT sk e (L 7.3, D SRR IHT RV, DUE:
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7.3.5 Design and development verification

Verification shall be performed in accordance with planned arrangements (see 7.3.1) to ensure
that the design and development outputs have met the design and development input requirements.
Records of the results of the verification and any necessary actions shall be maintained (4.2.4)

7.3.5 RITFAF & LEE
IR AR BETE R A i S S N sk, AR BT SR R 2 HE (L 7.3.0) X sevh ROF AT 50 0E . 56
U &5 5 K AR Aa] D6 B it (K0 S Y. AR EE (I 4.2.4)

7.3.6 Design and development validation

Design and development validation shall be performed in accordance with planned arrangements (see
7.3.1) to ensure that the resulting product is capable of meeting the requirements for the
specified application or intended use, where known. Wherever practicable, validation shall be
completed prior to the delivery or implementation of the product. Records of the results of
validation and any necessary actions shall be maintained (4.2.4)

7.3.6 &ItFAFERIA

SRR i BE I A B e PR A R el 2 AN R T & Bk, AR BTSRRI A2 HE (L 7.3.1) XAl
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7.3.7 Control of design and development changes

Design and development changes shall be identified and records maintained. The changes shall be
reviewed, verified and validated, as appropriate, and approved before implementation. The review
of design and development changes shall include evaluation of the effect of the changes on
constituent parts and product already delivered

Records of the results of the review of changes and any necessary actions shall be maintained
(see 4.2.4)

7.3.7 ITFNFF A& S e AR

AN RITF R BB, HFARFR IS, ZEIE I, WO TR T R (0 5 SOEEAT VP A7 . B UE R
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7.4 Purchasing
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 product 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)

4 XM
7.4.1 RXMdiz

A2 A DR R T PR 7 i A 5 W PR R 5K o T AR 1) 7 it 42 1] 10 2R R FRURE 8 7 Y ke TR D )
77 it R B R 7 i SR B 27 il R 52 0
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7.4.2 Purchasing information

Purchasing information shall describe the product to be purchased, including where appropriate
a) requirements for approval of product, procedures, processes and equipment,

b) requirements for qualification of personnel, and

c) quality management system requirements

The organization shall ensure the adequacy of specified purchase requirements prior to their
communication to the supplier.

7.4.2 ZER
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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.

7. 4.3 KM= AYIEIE
ZH 2 N 5 T SRS 56 e LA A B (KIS B, DARF R ST P 77 i A T 1R R B3
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7.5 Production and service provision

7.5.1 Control of production and service provision

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

a) the availability of information that describes the characteristics of the product
b) the availability of work instructions, as necessary,

c) the use of suitable equipment,

d) the availability and use of monitoring and measuring devices,

e) the implementation of monitoring and measurement, and

f) the implementation of release, delivery and post—delivery activities

7.5 HFFIRRSG R

7.5.1 AR SSIR AT H
BN RN AL Z 4 AT AP ORGSR . 3G, 244 N A
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7.5.2 Validation of processes for production and service provision

The organization shall validate any processes for production and service provision where the resulting
output cannot be verified by subsequent monitoring or measurement. This includes any processes where
deficiencies 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,

b) approval of equipment and qualification of personnel,

c) use of specific methods and procedures,

d) requirements for records (see 4.2.4) and

e) revalidation.

NOTE 1 For many service organizations, the service provided does not readily allow the verification
before the delivery of the service. These types of processes should be considered and identified during the

planning stage (see 7.1)

NOTE 2. Processes such as welding, sterilization, training, heat treatment, call center service, or
emergency response may need validation

7.5.2 HFFRRSFR IR AHIA
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7.5.3 Identification and traceability

Where appropriate, the organization shall identify the product by suitable means throughout
product realization.

The organization shall identify the product status with respect to monitoring and measurement
requirements throughout product realization.

Where traceability 1is a requirement, the organization shall control and—xeeerd the unique
identification of the product and maintain records (see 4.2.4)

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

7.5.3 #RIRFAREHATE
I, LGN AP S A ek R A 3 L 0 7 VR
EH 2R A AN it S TR R e o M AR 2 SR VR i R
TEA T IBWITEER I &, AN EER M mE— AR (W 4.2.4) , FERFRES.
Ve ERLATL, HACR A A AR R TG WM I — 7 i

7.5.4 Customer property

The organization shall exercise care with customer property while it is under the organization ‘s
control or being used by the organization. The organization shall identify, verify, protect and
safeguard customer property provided for use or incorporation into the product. If any customer

property is lost, damaged or otherwise found to be unsuitable for use, this—shall be reportedto
the—ecustomer —andrecords—maintained—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
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7.5.5 Preservation of product

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

7.5.5 FEGhBAIR
TE N A BEFNAS AF 21900 (P b S ), AN = AT B 4, DARUE = A 2k . TG, X
B N AFERRIR . 0s . R, AR, Bt N T S ARG S

7.6 Control of monitoring and measuring devices

The organization shall determine the monitoring and measurement to be undertaken and the
monitoring and measuring devices needed to provide evidence of conformity of product to

determined requirements {see—7—2—1).

The organization shall establish processes to ensure that monitoring and measurement can be
carried out and are carried 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 at specified intervals, or prior to use, against measurement
standards traceable to international or national measurement standards; where no such
standards exist, the basis used for calibration or verification shall be recorded (see
4.2.4);

b) be adjusted or re-adjusted as necessary;
Cc) be—identified have identification to enable #he their calibration status to be determined;
d) be safeguarded from adjustments that would invalidate the measurement result;

e€) be protected from damage and deterioration during handling, maintenance and storage.
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In addition, the organization shall assess and record the validity of the previous measuring

24 © 1SO 2007 — All rights reserved



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 1 See ISO 10012 for 1SO010012=2 for guidance—further information.

NOTE 2 Monitoring and measurement devices, include measuring equipment (whether used for monitoring or
measurement) and devices other than measuring equipment that are used for monitoring conformity to
requirements.

NOTE 3 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.
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8 Measurement, analysis and improvement

8.1 General

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

a) to demonstrate conformity of the product,
b) to ensure conformity of the quality management system, and
Cc) to continually improve the effectiveness of the quality management system.

This shall include determination of applicable methods, including statistical techniques, and the
extent of their use.
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8.2 Monitoring and measurement

8.2.1 Customer satisfaction

As one of the measurements—indicators of the performance of the quality management system, the
organization shall monitor information relating to customer perception as to whether the
organization has met customer requirements. The methods for obtaining and using this information
shall be determined

8.2 WxfRFnE
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8.2.2 Internal audit

The organization shall conduct internal audits at planned intervals to determine whether the
quality management system

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

b) is effectively implemented and maintained

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

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

Records of the audit and its results shall be maintained (see 4.2.4).

The management responsible for the area being audited shall ensure that actions are taken without
undue delay to eliminate detected nonconformities and their causes. Follow—up activities shall

include the verification of the actions taken and the reporting of verification results (see
8.5.2).

NOTE See ISO 19011 1560100+ =1—1S0-100Ht=2—=and 1SO-10011=3 for guidance.
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8.2.3 Monitoring and measurement of processes

The organization shall apply suitable methods for monitoring and, where applicable, measurement
of the quality management system processes. These methods shall demonstrate the ability of the
processes to achieve planned results. When planned results are not achieved, correction and

corrective action shall be taken, as appropriate—to—ensure econformity of the product

NOTE When determining suitable methods, the organization should consider the type and extent of
monitoring or measurement appropriate to each of its processes in relation to their impact on the conformity
to product requirements and on the effectiveness of the quality management system.
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8.2.4 Monitoring and measurement of product

The organization shall monitor and measure the characteristics of the product to verify that
product requirements have been met. This shall be carried out at appropriate stages of the
product realization process in accordance with the planned arrangements (see 7.1). Evidence of
conformity with the acceptance criteria shall be maintained

: : Records shall indicate
the person(s) authorizing release of product for delivery to the customer (see 4.2.4).

The release of product zelease and service delivery to the customer shall not proceed until the
planned arrangements (see 7.1) have been satisfactorily completed, unless otherwise approved by a
relevant authority and, where applicable, by the customer.
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NOTE Evidence of conformity with acceptance criteria can be a record or as otherwise specified in the
planned arrangements.
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8.3 Control of nonconforming product

The organization shall ensure that product which does not conform to product requirements is
identified and controlled to prevent its unintended use or delivery. A documented procedure shall
be established to define Fthe controls and related responsibilities and authorities for dealing

with nonconforming product. shall -be defined in o documented proceduyre-

Where practicable, the organization shall deal with nonconforming product by one or more of the
following ways:

a) by taking action to eliminate the detected nonconformity;

b) by authorizing its use, release or acceptance under concession by a relevant authority and
where applicable, by the customer;

c) by taking action to preclude its original intended use or application.

d) when nonconforming product is detected after delivery or use has started, by taking action
appropriate to the effects, or potential effects, of the nonconformity

When nonconforming product is corrected it shall be subject to re-verification to demonstrate
conformity to the requirements

Records of the nature of nonconformities and any subsequent actions taken, including concessions
obtained, shall be maintained (see 4.2.4).
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8.4 Analysis of data

The organization shall determine, collect and analyse appropriate data to demonstrate the
suitability and effectiveness of the quality management system and to evaluate where continual
improvement of the effectiveness of the quality management system can be made. This shall include
data generated as a result of monitoring and measurement and from other relevant sources

The analysis of data shall provide information relating to
a) customer satisfaction (see 8.2.1),
b) conformity to product requirements (see 7.2.1),

c) characteristics and trends of processes and products including opportunities for preventive
action, and

d) suppliers.
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8.5 Improvement

8.5.1 Continual improvement
The organization shall continually improve the effectiveness of the quality management system

through the use of the quality policy, quality objectives, audit results, analysis of data,
corrective and preventive actions and management review.
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8.5.2 Corrective action

The organization shall take action to eliminate the causes of nonconformities in order to prevent
recurrence. Corrective actions shall be appropriate to the effects of the nonconformities
encountered

A documented procedure shall be established to define requirements for

a) reviewing nonconformities (including customer complaints)

b) determining the causes of nonconformities

c) evaluating the need for action to ensure that nonconformities do not recur,
d) determining and implementing action needed,

e) records of the results of action taken (see 4.2.4), and

f) reviewing the effectiveness of the corrective action taken.
8.5.2 £YiEfAlE
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8.5.3 Preventive action

The organization shall determine action to eliminate the causes of potential nonconformities in
order to prevent their occurrence. Preventive actions shall be appropriate to the effects of the
potential problems.
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A documented procedure shall be established to define requirements for

a) determining potential nonconformities and their causes,

b) evaluating the need for action to prevent occurrence of nonconformities,
¢) determining and implementing action needed,

d) records of results of action taken (see 4.2.4), and

e) reviewing the effectiveness of the preventive action taken.
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Annex A
(Informative)

Correspondence between ISO 9001:2000 and ISO 14001:2004

Table A.1 — Correspondence between ISO 9001:2000 and ISO 14001:2004

IS0 9001:2000 ISO 14001:2004
Introduction Introduction
General 0.1
Process approach 0.2
Relationship with ISO 9004 0' 3
Compatibility with other management 0’4
systems '
Scope 1 1 Scope
General 1.1
Application 1.2
Normative reference 2 2 Normative references
Terms and definitions 3 3 Definitions
Quality management system (title only) 4 4 Environmental management system requirements (title
only)
General requirements 4.1 4.1 General requirements
Documentation requirements (title only) 4.2
General 4.2.1 |4.4. Documentation
Quality manual 4.2.2
Control of documents 4.2.3 4. 4. Control of documents
Control of records 4.2.4 |[4.5. Control of records
Management responsibility (title only) 5
Management commitment 5.1 4.2 Environmental policy
4. 4. Resources, roles, responsibility and authority
Customer focus 5.2 4.3.1 |Environmental aspects
4. 3. Legal and other requirements
4.6 Management review
Quality policy 5.3 4.2 Environmental policy
Planning (title only) 5.4 4.3 Planning
Quality objectives 5.4.1 |4.3. Objectives, targets and programme (s)
Quality management system planning 5.4.2 4. 3. Objectives, targets and programme (s)
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Table A.1 - Correspondence between ISO 9001:2000 and ISO 14001:2004 (continued)

Responsibility, authority and 5.5
communication (title only)
Responsibility and authority 5.5.1 4.4.1 Resources, roles, responsibility and authority
Management representative 5.5.2 4.4.1 Resources, roles, responsibility and authority
Internal communication 5.5.3 |4.4.3 |Communication
Management review 5.6 4.6 Management review
General 5.6.1 4.6 Management review
Review input 5.6.2 4.6 Management review
Review output 5.6.3 4.6 Management review
Resource management (title only) 6
Provision of resources 6.1 4.4.1 Resources, roles, responsibility and authority
Human resources (title only) 6.2
General 6.2.1 4.4.2 |Competence, training and awareness
Competence, awareness and training 6.2.2 4.4.2 |Competence, training and awareness
Infrastructure 6.3 4.4.1 |Resources, roles, responsibility and authority
Work environment 6.4
Product realization (title only) 7 4.4 Implementation and operation
Planning of product realization 7.1 4.4.6 |Operational control
Customer-related processes (title only) 7.2
Determination of requirements related to [7.2.1 4.3.1 |Environmental aspects
the product 4.3.2 |Legal and other requirements
4.4.6 |Operational control
Review of requirements related to the 7.2.2 4.3.1 Environmental aspects
product 4.4.6 |Operational control
Customer communication 7.2.3 |4.4.3 [Communication
Design and development (title only) 7.3
Design and development planning 7.3.1 4.4.6 |Operational control
Design and development inputs 7.3.2 14.4.6 |Operational control
Design and development outputs 7.3.3 |4.4.6 [Operational control
Design and development review 7.3.4 |4.4.6 [Operational control
Design and development verification 7.3.5 4.4.6 |Operational control
Design and development validation 7.3.6 4.4.6 |Operational control
Control of design and development changes [7.3.7 4.4.6 |Operational control
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Table A. 1

- Correspondence between

ISO 9001:2000 and ISO 14001:2004 (continued)

IS0 9001:2000

IS0 14001:2004

Purchasing (title only) 7.4
Purchasing process 7.4.1 Operational control
Purchasing information 7.4.2 Operational control
Verification of purchased product 7.4.3 Operational control
Production and service provision (title 7.5
only)
Control of production and service 7.5.1 4.4.6 Operational control
provision
Validation of processes for production 7.5.2 4.4.6 Operational control
and service provision
Identification and traceability 7.5.3
Customer property 7.5.4
Preservation of product 7.5.5 .4.6 Operational control
Control of monitoring and measuring 7.6 .1 Monitoring and measurement
devices
Measurement, analysis and improvement 8 4.5 Checking
(title only)
General 8.1 4.5.1 Monitoring and measurement
Monitoring and measurement (title only) 8.2
Customer satisfaction 8.2.1
Internal audit 8.2.2 4.5.5 Internal audit
Monitoring and measurement of processes 8.2.3 4.5.1 Monitoring and measurement
4.5.2 Evaluation of compliance
Monitoring and measurement of product 8.2.4 4.5.1 Monitoring and measurement
4.5.2 Evaluation of compliance
Control of nonconforming product 8.3 4.4.7 Emergency preparedness and response
4.5.3 Nonconformity, corrective action and preventive
action
Analysis of data 8.4 4.5.1 Monitoring and measurement
Improvement (title only) 8.5
Continual improvement 8.5.1 4.2 Environmental policy
4.3.4 Objectives, targets and programme (s)
4.6 Management review
Corrective action 8.5.2 4.5.3 Nonconformity, corrective action and preventive
action
Preventive action 8.5.3 4.5.3 Nonconformity, corrective action and preventive
action
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Table A.2 - Correspondence between

IS0 14001:2004 and ISO 9001:2000

IS0 14001:2004

IS0 9001:2000

Introduction 0 Introduction
0.1 General
0.2 Process approach
0.3 Relationship with ISO 9004
0.4 Compatibility with other management systems
Scope 1 Scope
1.1 General
1.2 Application
Normative references 2 Normative reference
Terms and definitions 3 Terms and definitions
Environmental management system requirements 4 Quality management system (title only)
(title only)
General requirements 4.1 General requirements
5.5 Responsibility, authority and communication
5.5.1 Responsibility and authority
Environmental policy 5.1 Management commitment
5.3 Quality policy
8.5.1 Continual improvement
Planning (title only) 5.4 Planning (title only)
Environmental aspects 5.2 Customer focus
7.2.1 Determination of requirements related to the
product
7.2.2 Review of requirements related to the product
Legal and other requirements 5.2 Customer focus
7.2.1 Determination of requirements related to the
product
Objectives, targets and programme (s) 5.4.1 Quality objectives
5.4.2 Quality management system planning
8.5.1 Continual improvement
Implementation and operation (title only) 7 Product realization (title only)
Resources, roles, responsibility and 5.1 Management commitment
authority 5.5.1 Responsibility and authority
5.5.2 Management representative
6.1 Provision of resources
6.3 Infrastructure
Competence, training and awareness 6.2.1 (Human resources) General
6.2.2 Competence, awareness and training
Communication 5.5.3 Internal communication
7.2.3 Customer communication
Documentation 4.2.1 (Documentation requirements) General
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Table A.2 - Correspondence between ISO 14001:2004 and ISO 9001:2000 (continued)

IS0 14001:2004

IS0 9001:2000

Control of documents

4.4.5

L
-
w

Control of documents

Operational control

4.4.6
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Planning of product realization
Customer-related processes

Determination of requirements related to the
product

Review of requirements related to the product
Design and development planning

Design and development inputs

Design and development outputs

Design and development review

Design and development verification

Design and development validation

Control of design and development changes
Purchasing process

Purchasing information

Verification of purchased product

Production and service provision

Control of production and service provision
Validation of processes for production and
service provision

Preservation of product

Emergency preparedness and response

Control of nonconforming product

Checking (title only)

Measurement, analysis and improvement (title
only)

Monitoring and measurement

Control of monitoring and measuring devices
(Measurement, analysis and improvement) General
Monitoring and measurement of processes
Monitoring and measurement of product

Analysis of data

Evaluation of compli

ance

Monitoring and measurement of processes
Monitoring and measurement of product

Nonconformity, corrective action and

preventive action

o o w| ol e o o

Control of nonconforming product
Analysis of data
Corrective action
Preventive action

Control of records

N

Control of records

Internal audit

N

| ] W N

Internal audit

Management review
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Management commitment
Management review (title only)
General

Review input

Review output

Continual improvement
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