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ISO 9000  GMP 3
. 1SO 9000:2000
2. GMP (Good
Manufacturing Practice)
3. KPI (Key Performance Indicators)
3
ISO 9000 GMP
2.1 1ISO 9000:2000
ISO 9000
176 isorrc 176 Quality Management and Quality
Assurance .. 1987 (ISO 9000:1987) ISO
9000 1 5
ISO 9000:1987 1 .. 1990
2 .. 1994 (1SO 9000:1994)
2 .. 1996 3
15 ...2000 1SO 9000 .. 2000
1SO 9000 ISO/TC 176 1SO 9000



211 1ISO9000:2000
ISO 9000
12 4
21.1.1 1SO 9000 : Quality Management System-Fundamentals and
Vocabulary 2

2.1.1.2 1SO 9001 : Quality Management System-Requirements

. 1SO 9001:2000

ISO 9001:2000

1SO 9001 1SO 9002
1SO 9003 1994

ISO
9001

ISO 9001:2000

7
2.1.1.31SO 9004  Qualty Management System-Guidelines for
Performance Improvements

(Self-assessment)
2114 1SO 19011  Guidelines for Quality andfor Environment Audit
Systems
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1SO 9000:2000
8 (Eight Quality Management Principles)
176
ISO 9000:2000 8
2121 (Customer Focus)
2122 (Leadership)
2123 (Involvement of People)
2.1.2.4 (Process Approach)
2125 (System Approach to Management)
2.1.2.6 (Continual Improvement)
2.1.2.7 (Factual ~ Approach to
Decision Making)
2.1.2.8 (Mutually Beneficial
Supplier Relationships)
213
1SO 9000:2000 ‘ (Process
Approach)’ 1SO 9000:1994 (Prooedure)
(Doourerted  Proosdure)
6 20
2.1
(MedrenisTe)

(Organization's Business Process)
ISO 9000:2000
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2.14

(Process Approach) ISO 9000:2000
(Process)

‘Setofinterrelated orinteracting activities which transforms inputs into outputs”

" "

2.2



Rig e iR
teduilawian (Input) nIzUINNT
Twfininens (Process)

Urrfnns
(Effectiveness)
&3 1SO 9001

HAAWE (Output) HAQNTT

FAMAAMULREATING
&, o
Tomansriauuasnainizuauns

2.2

ISO  9001:2000

2.15 PDCA

PDCA
Shewhart

PDCA

" (Product)
Uasfninwn

(Efficiency)
& miu 1SO 9004

ISO  9004:2000
ISO 9001:2000

. .1920
. Edward Deming

Walter
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2.1.5.2
2.153

2.1.54

/’i /Aéﬁ% @%@M

2.3 PDCA
PDCA
ISO 9001:2000 0.2 PDCA
(Plan)
(Do)
(Check)

(Act)

PDCA
2.4

10
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2.16

(Process Approach)
(System Approach to
Management)

(Product Realization)
(Internal Audit)

PDCA



(Chain of Interrelated
Processes)
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2.5

(Internal Customers) (External Customers)
2.6
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0.2 1SO 9001:2000

“When used with in qualty management system process, such an approach
emphasizes the importance o f:

a) the understanding and meeting requirem ent,

b) the need to considerprocesses in terms ofadded value,

c) obtaining results ofprocess performance and effectiveness, and

d) continuaiimprovementofprocesses based on objective management.”

1SO 9001:2000 4 8 4
5 6 !
8
2.2 GMP

GMP (Good Manufacturing Practice)

Code of Federal Regulation (CFR) Title 21 part 110
GMP L1971
GMP

Ciostndium botuiinum
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GMP

FAO/WHO
Codex Alimentarius
Codex GMP

Codex
(Hazard Analysis and Critical Control Point; HACCP)
GMP
GMP
Codex GMP GMP
GMP
GMP 3 GMP 3
3 (Biological Hazard)
(Chemical Hazard) (Physical Hazard)
221 (current Good Manufacturing Practices)
21 CFR. Part 110 current Good
Manufacturing Practices cGMPs
(Food, Drug and Cosmetic Act,
1938)
CGMPs
22.1.1 Part 1103 (Definitions)
22.1.2 Part 110.10 (Personnel)
2.2.1.3 Part 110.19 (Exclusions)
2.2.1.4 Part 110.20 (Plant and Grounds)
2.2.1.5 Part 110.35 (Sanitary Operations)

2.2.16 Part 110.37
(Sanitary Facilities)
2.2.1.7 Part 110.40 (Equipment and Utensils)
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15

2.2.1.8 Part 110.80 (Production and
Process Controls)

2219 Part 11093 (Warehousing and
Distribution)

2.2.1.10 Part 110.110

(Natural or Unavoidable Defects in
Food Presenting No Health Hazard)

Codex (Codex Alimentarius' Generd
Principle of Food Hygiene)
22.2.1 (Introduction)
2.2.2.2 (Objectives)
2.2.2.3 (Scope and Use)
2.2.2.4 (Primary Production)
2.2.2.5 :
(Establishment : Design and Facilities)
2.22.6 (Control of Operations)
2.2.2.7 ; (Establishment
Maintenance and Sanitation)
2.2.2.8 : (Establishment : Personal
Hygiene)
2.2.2.9 (Transportation)
2.2.2.10 (Product

Information and Consumer Awareness)
2.2.2.11 (Training)
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!
(193 ..2543

21

57

193

16
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Codex
2231

2.2.3.2
2.2.3.3
2234
2.2.3.5
2.2.3.6

GMP 3

GMP Codex
WTO

2.3 1SO 9000 GMP

(Grigg and McAlinden, 2001: 645)

2.3.1
2.3.2
2.3.3
(Farm to Fork)
3
1ISO 9000
GMP
ISO 9000 GMP ISO

9001:2000 1.1 (Scope)



Institute (ILSI)

2.1

HACCP GMP

International

Long-term Managerial strategy e.g. TQM

Quality Management e.g. ISO 9000

Food Safety Management

GMP/GHP
(always applied)

HACCP Plan

(product / process specific)

9000

2.1

GMP  HACCP

EFSIS

The European Food Safety Inspection Service
. 1989

British Retail Consortium

9000

.. 1998
EFSIS

GMP

BRC

2

Quality System

18

Life  Sciences

ISO

EFSIS  BRC

BRC

The

1SO
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2.4

(Performance  Measurement)
(Sincair and Zairi, 1995: 50)
(Continuous Improvement)

(Performance Measures)
(Siclair and Zairi, 1995: 50)
(Key Performance Indicators)

. 2544)
CSF (Siclair and Zairi, 1995: 51)

(Planning) (Organizing)
(Leading) (Controlling)

24.1
(Critical
Success Factors) Key Result Area
24.1.1 (Critical Success Factors)

(Sinclair and Zairi, 1995: 51)



24.2

243

24.4

2.4.5

2.4.1.2 Key Result Area

KRA ( , 2544 52)
(Performance Indicators)

Benchmarking

2451
24.5.2

20
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(Productivity) ~ Teague Elion
(1973) 4

Kaplan Norton
(1996)

(Cycle Time)

(Ghalayini and Noble, 1996: 69)
I )



22

First to market

Fastest to
reach to
demand shifts

Become preferred
source

Retain customer
loyalty

Quality

Revenue
p cost

Bliminate unnecessary
activities

Eliminate scrap

1980 1990

SMART The Strategic Measurement Analysis and Reporting Technique
System Wang Laboratories

2.9



Dixon

Objectives a Business Units Measures

Customer e o Business Operating
Satiefact ity uctivity

R I R
2.9 SMART
2.9 4
[ 1
[ 2
[ 3
[ 4 3

PMQ The Performance Measurement Questionnaire
1990
(Workshap)
2.10 PMQ

L (Alignment Analysis)

2. (Congruence Analysis)

23



Long-run importance of

improvement

None >>>> Great
1 2 3 4 5 6 7
1 2 3 4 5 6 7
1 2 3 4 5 6 7

Balanced Scorecard

211

24

(Consensus Analysis)

(Confusion Analysis)

Effect of currenct performance

Improve areas measures on improvement
Inhibit >>>>  Support
Quality 12 3 4 5 6 7
Labour efficiency 1 2 3 4 5 6 7
Machine efficiency 1 2 3 4 5 6 7
2.10 PMQ
BSC Kaplan Norton (1993)
4
(Workshaop) PMQ
Howdowe look o shareholders?

Financial perspective

Goal

Measures

HOWGOW

Customer perspective

Goal Measires

w excel at?

Internal business| perspective

Goal Measures

Can we continue to improve and

create value?

Innovation and learning perspective

Goal

Measures

\

/

2.11 Balianced Scorecard

2.2 (Ghalayini and Noble, 1996: 76-77)
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2.2
SMART 1) 1) 4
2)
PMQ ) 1)
2)
BSC ) )
2.5 1ISO 9000 GMP
1SO 9000 GMP
L GMP
2. GMP
HACCP
HACCP
Griffith, Mullan and
Price (1995)
2
L (Economic Costs)

2. (Social Costs)



1SO 9000
1SO 9000
Singels, Ruel and Water (2001)
! 1SO 9000
170
100 70
5
1SO 9000
Najmi and Kehoe (2000)
1SO 9000
1SO 9000 2.12
Mission & Vision Mgiﬁffs
|
‘ o
Strategy Gap Analysis
|
Objectives
EEEEEEEEEEEEEE
TQM Evaluation Model
Performance MeZsurement Systems

2.12

26



KPI

212

212

TQM Evaluation Model

1ISO 9001

GMP

21
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