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Suggestions ##%

¢ Please turn communication devices to vibrating
mode and avoid using it
AR AL M A B 4R $ 4 X 3 8 A8 R

¢ Observe group rules
EE A

« Emergency arrangement (safety exits etc)
REFUL 22MFEH

¢ Local arrangements (hours, lunch, breaks)
AP (M, FA, &)

« Sit back and enjoy your session
IR F AR RAL 2

HKV

*  Promote PDCA to organizations

» Deliver improvement based certification &
training services

*  Accredited by HKAS in 2003

* 1S0O 9001, ISO 14001, OHSAS 18001,
1ISO 22000, ISO 27001, ISO 50001
lead auditor courses approved by IRCA
Macau office in 2005

Vietnam office in 2008 Statue of Veritas
UK office in 2012 Supreme Court of Canada
A presence in 15 countries

In Roman mythology, Veritas, meaning truth,
was the goddess of truth
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Learning objectives 2% B 42

» Describe the underlying principles of a QMS
and understand the 7 QMP
Bl H ERARYRAAERESLE B
J& A
« Understand the key elements of ISO 9001
A 180 9001 B EENE

Learning process %% A4z

« Powerpoint presentation
4% R i

e Group activities
S EE)

¢ Case study
ZHA A,

e Quiz
N

Students are advised to take notes !

X Tl

SESSIONS

1 7 QUALITY MANAGEMENT PRINCIPLES

2 1S5S0 9000 DEFINITIONS

3 1SO 9001 RERUIREMENTS

4 CASE STUDIES
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SessioN 1

8 M PRINCIPLES =

1.1 QUALITY BASICS

1.2 7 QM PRINCIPLES

TLRBEEZ A EUNSHTAAZIA

Quality evolution &H % #

¢ Moving assembly line
#% B K AR

« Efficient & effective
e R

¢ Use of ‘easily’ trained labour
1% R —Ax TA

« Ownership of quality began to lost
oo B 89 F A B S B

« Inspection started
A B Bl 46
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Quality by detection # & #4iF

Inspection 45

Quality control & & 3% 4|

« Sorting -4
* Grading %~
» Correction 7% .E

« Procedures #2 %

« Basic planning
ERNSEE

« AQL sampling B4

Quality by prevention &5 i

Quality assurance

o A RE

Quality management

W

¢ Quality system
FH A4

e SPC
I RALE R

e Quality planning
bS]

« Customers B %

* Policy # %

* Suppliers 4 &7
* Process ##2

» Performance ¥ 4
» People A B

Prevention vs Detection
TAY # €
Objective is to build in confidence,
so as to eliminate
INSPECTION
B8 R 438, A% finE
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The different techniques
T R 8 H i

Inspection
R

Quality Control
5 W 42 H

s

Quiality
Management
SN

Quiality
Assurance

o R

— H V4

g And impact B
Inspection % &

=

#x QC

e

of QA

2 QM

: TLTL

>

o

©

'g « Technology advancement 3% 4if X i ‘

© [+ complexity # 4% |

« Top management commitment 3z 5 & 32 & /K3

]
GROUP EXERCISE Lﬂz—j
=

“What happened ?”

Objective(s) Time

Given the case study (Q581), discuss/debate 20 min.
within your group what could have happened,
and what should be done internally as a follow
up. State any assumptions.

Prepare output on a flip chart and have a
spokesperson to present.
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SessioN 1

7 QM PRINCIPLES

1.1 QUALITY BASICS

1.2 7 QM PRINCIPLES

16

7 Quality management principles
718 & H 2 3R A
o Customer focus VAR Z & € &
« Leadership 45 &
* Engagement of people 4 8 & A\
» Process approach 742 % ik
* Improvement it
« Evidence based decision making
VAR By AR BF 89 R R oy ik
* Relationship management
R

QMP 2 Leadership 45 %

Leaders at all levels establish
unity of purpose and direction
and create conditions in which
people are engaged in
achieving the organization’s
quality objectives.
LA LT —HNERR
e LARMEAE B T A
BAATRMBAYSH BAZ -
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QMP 7 Relationship Management
M4 e
For sustained success, ;
organizations manage their @ﬁ%
relationships with interested
parties, such as suppliers.

HLER R AR T > B
ABRA 7 (o BEE 7Y 89 Bl 4% -

QMP 6 Evidence-based Decision Making
VAR AR By IR S5 09 0k R 7 ik

Decisions based on the
analysis and evaluation of data
and information are more likely
to produce desired results.

A B0 M A4
PiiE ey ke £ 48 & £ TAN 6
AR e

&
T

QMP 1 Customer focus
ARE B E S

The primary focus of quality
management is to meet
customer requirements and to
strive to exceed customer
expectations.

S EEN TR ELRAN BT
R PFBRBMBEENY -
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QMP 3 Engagement of people
2B

Competent, empowered and engaged
people at all levels throughout the
organization are essential to enhance the
organization’s capability to create and
deliver value.

M EpRe s MR EANNERE T
REFMBA AT RBBRIGEL o

QMP 4 Process Approach #4275 7%

@Eﬁwigwé

Consistent and predictable results are
achieved more effectively and efficiently when
activities are understood and managed as
interrelated processes that function as a
coherent system.

FEH ALK R e E e L
R LR EE B ARG - AR LA A A FE
HE R — B AT HRMG AR -

Process 7##Z
Set of interrelated or interacting activities which
transforms inputs into outputs
e g AL A 094 M R e ke EAE A9 E
Outputs from one process are typically inputs into
other processes

—BRAR A I R S — R
Objective is to ADD VALUE B 42 % 3% 44
Product is the result of process

JEow RN R
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NP 4= @B gl
Process model #iA24A
e e

- e

| erepecesson waATTER. | t

| PROCESSES E\?:E.RG\‘.

1 8. ot prot
| onterral or

ORMATION, |
Inthe |

Figure 1 — Schematic representation of the elements of a single process

Process model ZfEAA

Monitoring/Measuring ~ Monitoring/Measuring

BARE

BA B &

CUSTOMER DESIRED CUSTOMER
" ACTIVITIES #%# SATISFACTION
INPUTS OUTPUTS l B

Effectiveness/Efficiency
VR AL &S

S&

Managing processes & 32 i##2

« Start with process objectives
PERAE B AR PSS

e Establish input, infrastructure, control
requirements
BELIN 0 EBERG > AR

« Define competence/ownership
BT HE

e Monitor, measure and improve
B Bl E e Pt
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Benefits +F/&

« Integration and alignment of linked activities
to achieve planned results

EEHARMGEY FARNNLER

« Platform for continual improvement
FHEEN TS

« Encouragement of people involvement and
clarification of responsibilities
BRBA, BB S e

» Transparency of operation %% % 91t

« Provision of confidence to customers
RIEE 50

Typical Old Organization 7 %244

e =]
/
0 1] I 10 ]
7 !
[ =N
i
ooooo e

~

New Focus on Process #4245 %

[DeptA] |[DeptB]| |[DeptC] |[DeptD]

3 .

N 0| —

(==

Inquiry Delivery

& M
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Traditional hierarchy are managed vertically
(low visibility of customer in some areas)

B4 EETEHEX
(B AR e R K

&

Processes managed as a system
WL LG R E

Input . Effective and
requirements | “ ! Process linkage > MMicient autp

QMP 5 Improvement
PR

Successful
organizations have an
ongoing focus on
improvement.

PRI 4 4L R B
AR B TS o
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Deming PDCA cycle £ /&%
Study and learn

What can we predict ? Decide purpose and
FA LG changes?
VT AL A B Ao AL

BEPE SR
Observe Small scale
effects change

SEssioN 2

1SO 9000 DEFINITIONS

35

What is ISO ? 4+ /& & 1SO ?

What is ISO 9000 family ?
A+ )3 180 9000 % 7] 2

36
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ISO management system standards
ISO ¥ A HAZH
New Structure # %&4% : Annex B4 SL

« Defines the framework for a generic
management system
FFTHE A E A GAREGER

¢ All new ISO management system standards
(MSS) has to follow
P 41 891SO% 22 A 442 (MSS) sb/ARIE

Annex P SL

Context of the organization
MBI =M (322

Combination of internal and external issues
that can have an effect on an organization’s
(3.2.1) approach to developing and
achieving its objectives (3.7.1)

THEAE (321) FATRALBAE
(371) B4R IMAE M b

Risk B 1soos000:2015 3.7.9)

effect of uncertainty
TR A% &
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GROUP EXERCISE ')
aﬁi

“Context _and Risks” L‘ ‘
—

Objective(s) Time

Discuss the “context” and risks of the Macau U. |20 min.
Identify the internal and external issues.

Prepare output on a flip chart and have a
spokesperson to present.

Quality & H 1so 90002015 356.2)

degree to which a set of inherent
characteristics (3.10.1) of an
object (3.6.1) fulfils requirements
(3.6.4)
— 618 B A 4 s WA
FRKE12W 2 E

Requirement -ﬁ-* (ISO 9000:2015  3.6.4)

Need or expectation that is stated, generally
implied or obligatory

Ww, B S ARATHE LI

‘Generally implied’ means it is common practice
WS R T ) R — AUk

Specified requirement is one which is stated
REZRLEATHER
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Customer EBE& (so9000:2015 3.2.4)

person or organization (3.2.1) that
could or does receive a product (3.7.6)
or a service (3.7.7) that is intended for
or required by this person or
organization
FERRTRFUA ERBRERES
(3.7.6) M4 (3.7.7) 89EAR A
#& (3.2.1) -

Customer EBE& (so9000:2015 3.2.4)

¢ Can be internal or external
TR W A ALk, RN

¢ Could be consumer, end-user, retailer,
beneficiary, purchaser, receiver ......
THA R RERAP  REW > %A

#o BR k...

¢ Could be more than 1

TREAB A 1

Interested Party #| 35 48 B 75

(ISO 9000:2015 3.2.3)
person or organization (3.2.1) that can
affect, be affected by, or perceive itself
to be affected by a decision or activity
TUARE > ZIVE » RERET Y
Bk R RE G EAR AL (3.21) -
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Product & & (so9000:2015 3.7.6)

output (3.7.5) of an organization (3.2.1)
that can be produced without any
transaction taking place between the
organization and the customer (3.2.4)

ek (3.2.1) 98 (3.75) » Tl
MBS E (3.2.4) X MA A A AT
Ry FAELE

Product & & (so9000:2015 3.7.6)

» Generally tangible
@AW

e Include Hardware , Processed
Materials, Software

AR, IRAZEM K 4

Service MRFHF  (soso002015 3.7.7)

output (3.7.5) of an organization (3.2.1)
with at least one activity necessarily
performed between the organization and
the customer (3.2.4)

agk (3.21) Wil (3.75) » 204
WERSBEE (3.2.4) XML FHEIT A
e
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Service MRFE (so9000:2015 3.7.7)

» Generally intangible
BEAEYE

 Activity on a customer-supplied tangible product
EREERBEATEHGEY

 Activity on a customer-supplied intangible product
EBERBIENE ESNED

« Delivery of an intangible product
XM IR A S

 Creation of ambience for the customer
Bz Al R ILAAR

Supply Chain #fEés

shnsRptk O) sk 0 HE
External Provider Organization Customer

(3.2.6) @21 (3.2.4)
o Fo R 75

Product and Service
(3.7.6) (3.7.7)

Question ] #:

What are the products and service in a school?#% 4z 49 & s 4=
FRFS AT 2

Who are customers % 2&#7?

Who are interested parties #| 3 48 i 77 & #?

GROUP EXERCISE '.
aﬁi

“Product, customers and Ls ‘
-

requirements” ¢

Objective(s) Time

Based on a certain operating unit, identify the 20 min.
product(s), different customer groups and their
requirements (stated, generally implied and
obligatory)

Prepare output on a flip chart and have a
spokesperson to present.
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Top Management &5 %32 &

(3.1.1)

Person or group of people who directs
and controls an organization (3.2.1) at
the highest level

R % R A5 Ay 44K (321) #9918
A S %

Quality policy &H#% @59

Intentions and direction of an
organization (3.2.1) as formally
expressed by its top management
(3.1.1) related to quality

Wk (3.21) MESEEEL (3.1.1)
EXBHYEEREATE

Competence £ @104

Ability to apply knowledge and skills to achieve
intended results

T VALE R Joclk Ae 3581 B TR 2R 89 4R

ISO 9001:2015 focused on the competence of
individual rather than training (records)

IS0 9001:2015 7& FBAFE S f R IEI| (Lsk)
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Process and Procedure a2 =2 5

Process ## (3.4.1)

Set of interrelated or interacting activities that use
inputs to deliver an intended result

A% R By I OTAIN B R 69 48 I B T SAn ZL A% R 69
&5

Procedure ££% (3.4.5)

Specified way to carry out an activity or a process
BAT A F R FH AR EER

(Procedures may or may not be documented)
(AT R SRR AL

Infrastructure % #3#% 4 @52

<organization> system (3.5.1) of facilities,
equipment and services (3.7.7) needed for
the operation of an organization (3.2.1)
— B ek (3.2.1) iEFPToLIAN 6, A thfe
MR (3.7.7) W<t >4 % (3.5.1)

Work environment LR @ss
(Process environment)

Set of conditions under which
work is performed

T AR B BT R 0 — A A

Conditions include physical and environmental
factors

et L ie B A RIB R £
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Documented information
LAHLF B cse

Information (3.8.2) required to be controlled and
maintained by an organization (3.2.1) and the
medium on which it is contained

Wk (3.21) Ty AetEgz 8 (3.82) RAAR
EOR T

Maintain documented Information &4 X #1b1z &

Retain documented Information 4% 8 X #4113 &

Property belongings to
customers or external providers

(ISO 9001 8.5.3)

BE SRR EHE

Include materials, components, tools and
equipment, premises, intellectual property
and personal data

OAEMAL » B3I M > TR R 3
R > Fask & Ao B ALK AT

Corrective Action % E 336

(ISO 9000:2015  3.12.2)

Action to eliminate the cause of a
detected nonconformity (3.6.9)
and to prevent recurrence
HROBERATKFS (369) 897

VAT b B A AT R B 56

Example 17|
The removal of the cause of infection of a SARS

infected staff. (e.g. Inadequate protection)
HIRIE S R A AR I (R A3
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SEsSsION 3
1ISO 9001 RERUIREMENTS

61

Specifies requirements for organization to
HrRMEER
HFRNC BRI AL LG E TR

FiBARRITEERETR

Purpose of ISO 9001 B #9

Enhance customer satisfaction thru system

— processes for improvement & conformity

Demonstrate its ability to consistently provide
product that meets applicable requirements

-]

assurance
PR Fe i A fRE 8 AR
* Prevent nonconformity
9 1k T4 S
-~ .
Vd Quality Managomant System [4) RS
Organization | i
and its conbeod.
) Suppont &
Operation
(78)
% ﬂ Plan T Do i¥ 3"“’""’
Performance g?]
e el = ) S e *1 ==
.
['i Act ek mam
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Benefits of implementation
FAAIT R

» Management platform %2 -F &

« Facilitation of business and trade 123 % %

« Stakeholder/customer confidence 4% 738 %
(EX

« Staff relations # 8 #l 1%

» Financial 2f %

Above derived without certification | R & 3035 |

Contents B4k
Scope # [
Normative references 3] 742 %
Terms and definitions i 354= & %
Context of the organization 414k 49 % %
Leadership 48 &
Planning for the QMS &% % 32 A4 469 % 3
Support % #*
Operation % i%
. Performance evaluation # 7k 3#1&
10. Improvement 7 i

©OoNoGORAWDNE

ISO 9001:2015
Requirements £k

For 1ISO 9001 documented information
requirements, please refer to Q823

A B 180 9001 XAHLAEFAeinsk R, F4H
0823
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sessioN 4

CASE STUDIES

67

(
= 9/30/?4/ D &=
Hope that you have enjoyed the course !!

Tell your friend if you like it,
Tell us what you don't like !
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