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© IS0

BT IS0 9000: 2000 FRiEFAR ARG ST DTN Sk Ho BTt A FRAA R (QUS) IR M7V . Standards
promote the adoption of a process approach when developing, implementing and improving a quality

management system (QMS).
IS0 9000:2000 Fr#fE, 2.4 453K HFETEHERR ST EWN T

CATA AN B AL B, A e B, RN A AR T O i B2 . Any activity, or set of

activities, that uses resources to transform inputs to outputs can be considered as a process.

PUF A LG ROeAE, & BE I AVE BV 2 A B0 A B R A EAE AR . s, —
PR RS N A E AR . 1SO 9001:2000 FRARAEFTIS Y “ b RE 57 S 22 50 i B aff A5 31
XL R, JLH M EAEMH M FE. For organizations to function effectively, they have to identify
and manage numerous interrelated and interacting processes. Often, the output from one process
will directly form the input into the next process. The systematic identification and management
of the processes employed within an organization and particularly the interactions between such

”

processes is referred to as the “process approach”.

BRHEEE AR HIR ] T X — R0, AR 94 WhnifkEr) “20 NEEER” 45#). This process approach is
reflected in the new structure of ISO 9004:2000 (“"Quality Management Systems — Guidelines for
performance improvement”), and also in ISO 9001:2000 (“Quality management systems -—
Requirements”), replacing the 720 element” structure of ISO 9001:1994.

T )\ I D) b DA P I ) A R AR R A T “ I R TR Bl . Two of the eight quality
management principles on which the new standards are based relate to the “Process approach” and

the ”System approach to management” as follows:

WA - A XM EANG ) 2 E AR RER A B, S R 3 Bh L 2UE 2 HUH 45 R . Process
Approach: a desired result is achieved more efficiently when activities and related resources

are managed as a process.

BEAREHE - £ MW HAE T, WH. BEEAEE M-S EAEH SRR, 208 E
MO AR M3 35 - System approach to management: identifying, understanding and managing of
interrelated processes as a system of for a given objective contributes to the effectiveness

and efficiency of the organization.
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X5 F SCAF B AR T Bh 20 2R B a AR v I PR RN “ e B2 775 7 N - This guidance document is intended
to help users of the new ISO 9000:2000 standards to understand the concepts and intent of this

“process approach” to management
2 EFEJTEE The Process Approach

R B IR R — A Bh SRRt G IR, Al e R — IRDE A RIS B e s, USRI ™
kg, G SRR TR S . The process approach aims at achieving a dynamic cycle
of continual improvements and allows significant gains to the organization, typically in terms

of product and business performance, effectiveness, efficiency and costs

LN U o oy, Gl B R B R, ARG, SRR R, NI LT 5E
P IS0 9004:2000 Ptk A rh#fety TAHZ AFVPAL %, WAL E R L . The process
approach also facilitates customer focus and increased customer satisfaction through the
identification of the key processes within an organization, their subsequent development and
continual improvement. Self-assessment methodologies such as the one proposed in annex A of IS0

9004:2000 may be used to evaluate process maturity levels

A R ITEEA ZON ILFTA  FE A TE R GR . AURBR T U B AR R T B R . AN R
TAENES), BRI o SN S TR/ B TE R, kg BORR Jeft.

REdi 15 B 45 65 AT e . BT ARG 0dAT, AL 0 AC A5 18 A I WU . 20 23] SR S v
FORWCE 5 1 BEAT QA S, 23 M ek R r B/ el A R it KR o The process approach
encourages the organization to develop a clear understanding of all its processes, not only those
that are needed for its quality management system. A process consists of one or more activities
that transform inputs into outputs. Inputs and outputs are generally products that may be tangible
and/or intangible. Examples of inputs and outputs may include equipment, materials, components,
energy, information and financial resources, among others. To perform activities within the
process appropriate resources have to be allocated. A measurement system can be used to gather

information and data to analyse process performance and/or input and output characteristics.

IS0 9001:2000 kR, b FEIFVEERA I DI A BERSE A0 AL i oo A A 28 1 R P A 2501k
EHS RN EAER, WESIHAR R E Bk, XO5F TREEEE . 7SSO FL R, L
RS A &= it F2 . Within the context of ISO 9001:2000, the process approach requires an
organization to identify, implement, manage and continually improve the effectiveness of the
processes that are necessary for the quality management system, and to manage the interactions
of these processes in order to achieve the organization’s objectives. This includes top management,
product realization and relevant support processes, as well as monitoring and measurement

processes.

IR VEAE i B R N an B PR R
A schematic representation of a process approach implementation for a QMS is described in Figure
1.
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SCRFILRE

B 1 — i FE 7 Process Approach

< BEEEHEEAREER. BESAEIESH ., Top management process includes for example,
planning, allocation of resources and management review, etc

< SIS RS S A A SRR W AR P/ RS SEEL. RIS IS FE . Realization process
covers for example, customer related process, design & development, produce realization

process, purchasing process etc

< YRR . IR . RS Support process includes training, maintenance,

environment, etc

ok R A ORI R R v O N R AP A, AR B BGREFR AR ORI E o A BE R bR AR PR AL
KM AT JEKHE 7 SRS R ML AR I dEFR, a0 1-5 g0, 1 AERE BERRIEARE; 5
RERAES R TR/ A o X —I7 AR R TR R R A, (8 TRE 4, ATTIE 2 RF 2L
R HAR. SRR NS VF2 077, DM TANE AN, IS0 9004:2000 e 1 H i —
Fh V. Process effectiveness and efficiency can be assessed through internal or external review
processes and evaluated on a maturity scale. These scales typically range in degrees of maturity
from “no formal system” to “best—in-class performance”. An advantage to this approach is that
results can be documented and monitored over time to reach improvement goals. Numerous maturity
tables have been developed for different applications. One such model is contained in ISO
9004:2000 annex A, Guideline for Self-Assessment

3  P-D-C-A fFHFFTFEI B P-D-C-A Cycle and the process approach
PDCA Z—Nsh&EIN, "HTAHZ SR, S80S e S B Rt R skl . S0, #40

MFFg ot . PDCA (“Plan-Do—Check-Act”) is a dynamic cycle that can be deployed within the
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organization’s processes. It is intimately associated with the planning, implementation, control
and continual improvement of both product realization and other quality management system

processes.

TEHREAZIR, B RHA] PDCA LR FFAIFF S b i B BE ) o AU 2 B RS, st
B RRYAEHES, SEEEENsIFEESEH. Maintaining and continually improving the
process capability can be achieved by applying the PDCA concept at all levels within the
organization. This applies equally to high—-level strategic processes, such as quality management
system planning, or management review, and to simple operational activities carried out as a

part of product realization processes.

IS0 9001 :2000 #57fEXT PDCA JE I 4 Hp B S FH AL T W R @& The Note in Clause 0. 2 of IS0 9001:2000
explains that the PDCA cycle applies to processes as follows:

"Rl Plan”  ARHEHLUBE ZRFN 7 E, @ HARFUAR] Hbr0b 20l 2. Establish the objectives
and processes necessary to deliver results in accordance with customer requirements

and the organization’s policies;

” 5 Do” T FE Implement the processes;

R M= I FEEE R, 454 Monitor and
pr poIicy ), objectives and requirements for
the product report t :

CHE

"Bt Act” G —— ] ) - acti ntinually improve process

performance:
D =Lt

"KIEE Check” MR TEN. HARA

measure pro

4 FHEVEATERER The management of interacting processes

HRE RGN A T8 R AT EAER 2%, AT e Rl R e 7 ik RE R R 2% o X B8 RE R A AN Rt S
PRSP 25 O o P =254 Ut B I RE I 8 AR B OR R o BRI “ RGETTVE” 1T 5N SR 1) i FE A
HiAMIER, STHMS N ZEKE 1Dk &R, The interdependencies of an organization’s
activities can sometimes be complex, resulting in a network of various processes and sub—processes.
Inputs and outputs of these processes relate to both external and internal customers. An example
of a network with interacting processes is shown in Figure 3. The ”“System Approach” to management
allows for the coordination and compatibility of an organization’s planned processes and a clear

definition of their interfaces.
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IS0 9001:2000 Fr#ERUE T — RAIFEE B EEK . X ECERIE H T SRR R ZH 2. 20N B
1, TR I A BEAAR FR 00 W (R R R K, AT 2 B — M HILIR A . TS0 9001 :2000 specifies a number
of requirements for the control of an organization’s processes. These requirements are applicable
to any type and size of organization and are typically met by defining and linking those processes
that are needed for quality management and integrating them into a system.

EE = PDCA fEFR, A BAR R — MEAER T istT, oG EAEHIANGEH T MR, [H
FEWIE T3 W 2%, The PDCA cycle has been added to figure 3 to illustrate in a schematic way
that management and control are equally applicable to individual processes and to the network
as a whole.

R AR W, AR A I R N SR I ER T R B T B o B I R A PR R AN T
B AR I 42 RS PR R RS %T AN . The model of the network of processes illustrates
that customers play a significant role in defining requirements as inputs. Customer’s feedback
on satisfaction or dissatisfaction of process output is an essential input to the continual

improvement process of the QMS.

B O¥ v W

& ¥

B3 - dER% Figure 3 —Network of Processes

5 454 IS0 9001:2000 pruEEESR, AT FENYE Implementation of the Process Approach in relation
to ISO 9001:2000 Requirements

1S0 9001:2000 FrfE, BT = 0.2 253K ZESK: Clause 0.2 in the introduction of IS0 9001:2000 states:

THEFUREE HARR T, RE AR R A 5 I FE 2P When used within a quality management system
36 1S09000:2000 Ji it 7 FRAK RN FE R - 26 = 40
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process approach emphasizes the importance of:

a)  PRAEF L TESK the understanding and fulfillment of requirements,

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

c) RN GIIEBERSE R, K obtaining results of process performance and effectiveness,
and

d) WIEFEARONE, FHLEHTE continual improvement of processes based on objective

”
measurement.

TEFRRAE, LR VR B HE P S SEEUT A AR R, DA RO DR E T A R R A R AN T b 2 (P ek A

XX Se i R A BESR, BhRAELE R A EE A A Within the context of ISO 9001:2000, the process
approach includes the processes needed for product realization, and the other processes needed
for the effective implementation of the Quality Management System (QMS). Requirements for these

processes are stated in the following clauses of the international standard:

JimE B PR R Quality management system
EH PR 37 Management responsibility

PR P Resource management

RN

PEmSEER Product realization

=]}

M. T Ao Measurement, analysis and improvement

O 3 O O1

R E R M 3 KBRS TSO 9001:2000 5E, 4. 1 4 SketHiod. T 2000 ) ALUAE BT bR 1
HEERF ., The general requirements for a QMS are defined in clause 4.1 of. Some guidance is
given below on what an organization may choose to ask itself in order to address these requirements,
though it is stressed that these are only examples, and should not be interpreted as the only

way to meet the requirements:

a) B EEHEARFTOMKEE, RHABAMHATENE Identify the processes needed for the

quality management system, and their application throughout the organization.

FRATTH) T B PRAR R T LT 2 What are the processes needed for our QMS?
SEEA B FE M 4h > Are any of these processes outsourced?

F— R H A 244 What are the inputs and outputs for each process?
B R AE N 5 FE 275 B Who are the customers of the processes?
SRR A B SR 25 B4 What are the requirements of these customers?

T FEHER ST T A Who is the “owner” of the process?

b) FEXETENIRFHRAEVER Determine the sequence and interaction of these processes.

AT A RN BRI FE T4 What is the overall flow of our processes?

BATEFRHIAR X —7FE GIREE R FEE D How can we describe this? (Process maps or flow—charts?)
R Z H S D22 R 72414 What are the interfaces between the processes?

P75 B L8 S0 f4F What documentation do we need?

c) HlEAEENR G, HAASRNZEEFNESIER Determine criteria and methods required
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ensuring that both the operation and control of these processes are effective

L FE PO i A AR TR 1 45 e 2 {4 What are the characteristics of intended and unintended
results of the process?

Wsd . A HT R e HEN) 2 T4 What are the criteria for monitoring, measurement and analysis?
EBRELE S iX se ] EHE M), SRR EE AR R M7 W22 How can we incorporate this into the
planning of our QMS and product realization processes?

ERAENEMALTE (A, BTEl. 182%%28) What are the economical issues (cost, time, waste,
etc.)?
KRR R @ S 1 7 R R I AR E B EE What methods are appropriate for data gathering?

d) HEFREVDERNBRENER, XEHEIEKBEMKIE Ensure the availability of resources and

information necessary to support the operation and monitoring of these processes

DI EFEMN 4% What are the resources needed for each process?

B fE BAC A IEIE What are the communication channels?

BV ERER A S FE K N 38/ 403845 )& How can we provide external and internal information about
the process?

AT ERESRAS St How do we obtain feedback?

FATREEA 24 F2 845 What data do we need to collect?

FATRAT LT F2 10 5% What records do we need to keep?

e) W&, MEMSPritfE Measure, monitor and analyze these processes.

BATEF SRR SE GERERE . &2 %) How can we monitor process performance (Process
capability, customer satisfaction)?

WA 7 1< R LE What measurements are necessary?

AT EREA R T TR RN A5 S, SR MELE 4114 K How can we best analyze gathered information
(Statistical techniques)?

N4 B E AT 4 J5 78 What does the result of this analysis tell us?

f) B, ERFEINSER, IHehd®, Implement action necessary to achieve planned

results and continual improvement of these processes

FATERMGH T FE How can we improve the process?

¥§@3552qﬂ5$ﬂ/iifﬁ@5ﬁ§ﬁﬁWhat corrective and/or preventive actions are necessary?

X BB TF /TR i 2 5 15 2 BE ) Have these corrective/preventive actions been implemented?
i 2B E % Are they effective?

6 TRERICH4E Documentation of processes

RS LIS E R, RS S EYIR T2 M A R, FEH A G T g 2,
IS0 9001:2000 FAnifEEEK Fr A i & BEAR R AP it FE ARV AR 4. 1 453K, WU AR R el Bk kAT 4
B, AHFFEA O ERRLE n FE N A . AN AR FLA L O VAR Ml S5 IR I A AR
PSRN R 5 WY EE A A B 0. Processes exist within the organization and the initial approach
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should be limited to identifying and managing them in the most appropriate way. ISO 9001:2000
requires that all processes “needed for the quality management system” be managed according to
clause 4.1 General requirements. There is no “catalogue”, or list of processes that must be
documented. Each organization should determine which processes are to be documented on the basis
of its customer and applicable regulatory or statutory requirements, the nature of its activities,

and its overall corporate strategy.

M E S T B TR A, AN ERELINRIZE: In determining which processes should be
documented the organization may wish to consider factors such as:

T RN e 67 S BRI 55 B IR 520 effect on quality;

123 R X B 20 7 FE XSG risk of customer dissatisfaction
VEIRELSR regulatory requirements

Z5F X economic risk

R AR H effectiveness and efficiency

L

LR T B I — R REAT SO, PR SRR E G 5, WEDRTE. SCERNR . KA R W
TRl RFEERH T IEAR%E:, Where it is found necessary to document processes, a number of different
methods can be used, such as graphical representations, written instructions, checklists, flow

charts, visual media, or electronic methods

HIEBI] IS0 9001 :2000 FnvfEd] A HIESK, WIS IR E a5 “ A8 7. Further guidance on the
documentation requirements of ISO 9001:2000 is given in Guidance on the Documentation
Requirements of ISO 9001:2000
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