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Abstract In 2002, the government arranged an institutional strategy to make it possible for a consumers to make
a claim for damages caused by product defects against a business that produces and sells a product by enforcing the
Product Liability Law(hereinafter referred to as 'PL'). On the other hand, due to the recent humidifier sterilizer
accident, approximately 12 cases of related bills, such as a revised bill for the product liability law, have been
proposed to the National Assembly at present in an effort to introduce the group action system and punitive
compensation system for the purpose of the strengthening of the corporate product liability, and consumer damage
relief. Ironically, as much as 62.6% of small & medium businesses, which are actual interested parties to this bill,
are unaware of this. Many companies are responding to PL with the rationalization of document preparation & storage,
clarification of responsibility relations with related business operators, and PL insurance policy purchase, or securing
compensation funds as a means of Product Liability Defense(PLD), but the methodsof preparation such asthis leave
much room for limits on theconsiderations of product design and product safety. This paper presents the individual
management system model with more focus on product safety by looking into the clear concept of PL and the
countermeasures against it, grasping the relevancebetween the PL system and individual management system, and
integrating the PL response system in preparation for the PL. It is hoped that the result of this research objective
will be evaluated as a rational countermeasure for small & medium businesses to respond effectively to the PL.

Keywords : Integrated Model, ISO Integrated Management System, Small & Medium Business, Punitive Damages,
PL Law
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(PL : Product Liability)
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Table 1. Product Liability Main Content

Division Main Content

Article 1 PL Purpose

Article 2 PL Definitions

Article 3 PL Product Liability

Article 4 PL Exemptions

Article 5 PL Joint and Several Liability

Article 6 PL ResFrictions on Special Agreement Concerning
Exemption

Article 7 PL Time Limitations, etc.

Article 8 PL Application of Civil Act
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HoJ(PLD : Product Liability
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Table 2. Response strategies of manufacturers

Strategy | Description

Establishment of product safety management plan

Establishment of preventive plan

Establishment of product safety measure

Installation of the PL Promotion Committee
PL mind establishment of CEO
Enhancement of participants’ product safety awareness

PLP Awareness of managers’ need for safety education

Adoption of PL education programs for ensuring product
safety
Record and storage of safety evaluation

Sharing and distribution of PL awareness
among participants

Education of regulation and manual regarding product safety
Cultivation of PL experts in companies
Establishment of defensive measure

Securing of Indemnification Funds

Join a PL insurance

Establishment of Joint Liabilities with Related Companies
Organizational maintenance on product safety
Construction of Negotiation Ability to Solve Accidents
Establishment of reporting process to CEO

Securing risk management cost

Securing investment cost for ensuring safety
Evaluation of product safety

Securing accident-cause-analysis techniques

Securing appropriate process control techniques

Secure product safety meeting the legal standard

PLD

PS




AzEYH &3] et AAE FHo A AT - F27|EE FHEE -
AEd, A RI8]el wEH AZGA S-S 7] 3. Egtalg|A|AEISl E=
o] AbAol AZE AlLE d¥Fsl=(Product Liability

Prevention; PLP)t] 2], #3<Hd(Product Safety; PS) U
A S 7hs g0l e Abarel tilEkr] gk B
Al(Product Liability Defence; PLD) SH o2 -3}
Table 23} Zo] AWatir 9lo] Fa7|9e] ZAY 4

slste] AAe) F gk Ak,

=1
T

=

2.2 PLA|AH]
Az e @lHJtHl‘Ol%

o

o
2
=
SL
£

oo >
Ko

=

ZA}, BA ok A, ‘?l’%ﬂl?*%;@}
Sl #7] gAER

1o, ARl A ey
o ol% A Avny b 2k
718, 7N, A ] oo A Aoy,

I
o
>

5

iy
ﬂgp e

=

=

¢ o

S
R
p

o

a A
=, =2

Z3 e 60~80%7F 2L A A0 oleiA F
B, pAFEER), A, Ax/AAL E6

p

Ao,
Fo) S FUATE 2
%ﬁs}u}. ATUNI 5 A o

A o A E

2
BN
oi
S
IR
oo
mlo

ot
e
N

N

1z oX,
e
tjo

-
hins

L)
e z2
o

v o

of
=

R

)

2
ox

>
b
a2
"o

ol [:E
B
=l

(<3

—.
[\
=

=

=2

|

=

oF o ot od x@ o rlr
)
=t

2 2 K1 1o

ol
i
ol
ofd
=

>~
=
fr.)

il

“"U
=
N
o

oy 4y fm
a3

,d
N
ol

ol

4
Z‘(S
fo kIR
o o iy
N

2 2
o
M
i oz
=

of
o,

599

3.1 1ISO AFA|AHIO| 15k

7 Al2=dlo] gt Ansoff. H. 1[22]°] w2H 7|94 Y
of AAsll whE AR PSR Agom, B
27o] BESAT FAPel 0 Aden wea
ik,

ISO(International Organization for Standardization :
FARZE PN JGAN 20 P L B
B0 1 3 @) A9 45 A 3
o ejujgtia Ao g,
ﬁ]g}_ﬂaﬂ_;@ﬂ_zz]vq PDCA/\]'
FAZEE B0ste] 4449
o7 ZIZM2T AT
L8 FAL

°
T &
3}

[<]

J
2
=]
FiN
rlo
[\
S
I
rL

i
13 giokar get. ol H e
91 xpo] & Al ='E T
wo] wokth

A T3 FAS0) M = olF 125 HFdE
WHoR N BFRT A9 JhdelA FEEE
W8-S A3 HLS(High Level Structure)S A5k =t
AEZEe 712 E7 Aeta 7|2 AdA]~E = HLS F

¢

A e S RS o] F AREE BE BFS
HLSE w=7]2 313tk

ISO 9001, ISO 140012 2015 7HAZollA HLS
4L =53] AT, ISO 500012 A A
HLS 74 & =58 o4elth of4 A4 ISO= A4
%] ¢k-& OHSAS 180012 HLS 7ol =3 A 7
o)t

3.1.1 EXAFA|IAH(1SO 9001)

ARG 2E (QMS Quality Management
System)< 17 QAN 2 A5 = A AR} 17
S FAT7] A 2249 sEE HFs] 9

oA o 1987 HE Aol TR 19943
o 23 2000130 33 200830l 43 201530l 53]



TH=Akel7| 4518 =R A Al18H A6, 2017

= At

o] EF2 WSS SN sl FAE DA~
o] B N, A R AN w T2 Hey
Be Aehes AP

R
7/

Organization
and its context

|
@ \
i Plan

| Customer
. satisfaction

|
H Result of
! the QMS

Customer Planning

requirements 1 6)
! I Product of
1 | services
Check
Need and/ j E o |
Exportations of - :
relevant
Interested './
Parties(4) R
Fig. 1. PDCA Cycle
Z2ZA 2 HE BHES PDCA AOJER BE 22
Aol thste] A8d o= Qirt P(Plan: /8= 7 &
FAG % 2H] W) me} A mEse 2o

1) ZEA2e) S, C(Check:A)
8—?*]'?% o thale] TEAA 2
O Ade] HIE, A(ActF
Exo g JNA3E7] Y3 AF
. PDCA Afo| oA o] ®Eo]
¥ Fig 13 2th
A"l TAFA]

, 714,

xﬂ

A
59 BEL T
s
= 294, 9
71718 9 }zg_zg,,

2 2
=L

Table 3. ISO 9001 Requirements

1 Scope

2 Normative references

3 Terms and definitions

4 Context of the organization

4.1 Understanding the organization and its context

40 Undérstanding the needs and expectations of interested
parties

43 Determining the scope of the quality management system

4.4 Quality management system and its processes

5 Leadership

5.1 Leadership and commitment

600

52 Quality policy

53 Organizational roles, responsibilities and authorities

6 Planning

6.1 Actions to address risks and opportunities

6.2 Quality objectives and planning to achieve them

6.3 Planning of changes

7 Support

7.1 Resources

72 Competence

7.3 Awareness

7.4 Communication

7.5 Documented information

8 Operation

8.1 Operational planning and control

8.2 Requirements for products and services

8.3 Design and development of products and services

8.4 Control of externally provided products and services

8.5 Production and service provision

8.6 Release of products and services

8.7 Control of nonconforming outputs

9 Performance evaluation

9.1 Monitoring, measurement, analysis and evaluation

9.2 Internal audit

9.3 Management review

10 Improvement

10.1 General

10.2 | Nonconformity and corrective action

10.3 | Continual improvement

3.1.2 SAHBSAAH(SO 14001)
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2 Normative references "o g 718 gAA ouA] AE, oA wo]~}
3| Terms and defintions _ Ql, ouiA] e Eeke Al 7 5 Al A
4 Context of the organization
4.1 | Understanding the organization and its context Al A A 2% t]rﬂ d 74] ANYA] AH] 2 A E-7gH]
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Determining the scope of the environmental management
Y| em * st gl
4.4 | Environmental management system AR A GA| 28] Q FALEFS Table 59 72t}
5 Leadership
5.1 | Leadership and commitment
5.2 | Environmental policy Table 5. ISO 50001 Requirements
5.3 | Organizational roles, responsibilities and authorities
6 Planning 1 Scope
6.1 | Actions to address risks and opportunities 2 Normative mfcmfl.ccs
6.2 | Environmental objectives and planning to achieve them 3 Terms and definitions -
7 Support 4 Energy management system requirements
71 | Resources 4.1 General requirements
72 | Competence 42 Management responsibility
73 | Awaroness 4.2.1 | Top management
— 422 | Management representative
7.4 | Communication 23 Energy policy
7.5 | Documented information a4 Energy planning
8 Operation 4.4.1 | General
8.1 | Operational planning and control 4.4.2 | Legal and other requirements
8.2 | Emergency preparedness and response 443 | Energy review
9 Performance evaluation 444 | Energy baseline
9.1 | Monitoring, measurement, analysis and evaluation 445 | Energy performance indicators
92 | Internal audit 446 Energy objectives, energy targets and energy management
9.3 | Management review o action plans
10 | Improvement 4.5 Implementation and operation
10.1| General 4.5.1 | General
10.2| Nonconformity and corrective action 4.5.2 | Competence, training and awareness
10.3| Continual improvement 4.5.3 | Communication
4.5.4 | Documentation
4.5.5 | Operational control
4.5.6 | Design
3.1.3 mlullgg*lﬁ%(lso 50001) 457 Proaglrcmcnt of energy services, products, equipment
oA 4G | =8 (EMS Energy Management " | and energy
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4.7 Management review
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4.7.3 | Output from management review
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1 Scope
2 Reference publications 3k AokxA 718 %1% QA= B3 24 o]—_’ﬂ_, 7H

3 Terms and definitions

Al E=g8lA o 3O FF 2= ol =2 Z A=
4 OH&S management system requirements Sv HHACE O A% & ARE AR ok
4.1 General requirements PLY &3] 18t MEA A8 Al =
4.2 OH&S policy _ _ _ S = _
3 Planning 3 B3t g 28le) PL 2 7ANS 718k B EY
431 Hazard Identification, Risk Assessment, & Determining < ?‘é?}\i}
o Controls
432 Legal and Other Requirements
433 Objectives and Programs 3.2.2 FLZdfot
44 Implementation and Operation
™H % Ao =0 &)
441 Resources, Roles, Responsibility, Accountability and 44 HLS tAs 7leo= /i IS0 9001, ISO
- Authority 140015 &9staL, 713241 A A7} 5L & 180 50001,
442 Competence, Training and Awareness o - S o =
Etsl—— Al A~EHS- =3} & Ho
443 Communication, Participation, and Consultation OHSAS 18001 &#ste] Al=dls 753 5 PLW <
444 Documentation FOES F718k] F Fig 28} o] B3 nEH S F=35}
44.5 Contro} of Documents 7] = 3 E]—,
4.4.6 Operational Control
4.4.7 Emergency Preparedness and Response
4.5 Checking
P Quality-Envi tal Energy-OH&S

4.5.1 Performance Measurement and Monitoring ua |t|);t:;/:::21en a T:{g;’rate d
452 Evaluation of Compliance Management System Management System
453 Incident Investigation, Nonconformity, Corrective Action 1SO 9001 Requirements Q ISO 50001 Requirements EE] PL Main Content
- and Preventive Action IS0 14001 Requirements OHSAS 18001 Requirements|
4.5.3.1 Incident Investigation
4532 Nonconformity, Corrective and Preventive Action W
4.5.4 Control of Records
4.5.5 Internal Audit Integrated Model
4.6 Management Review

602

Fig. 2. Interated Model
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Table 7. Quality-Environment Integrated Management System Design

Quality management system

Environmental management system

P
(ISO 9001) (ISO 14001) rocess
4
4 4.1
4.1 | Context of the organization : Context of the organization
Understanding the organization and its context 40 Understanding the organization and its context
4.2 | Understanding the needs and expectations of i Understanding the needs and expectations of Manual
interested parties 43 interested parties Context of the oreanization
4.3 | Determining the scope of the quality i Determining the scope of the environmental &
management system management system
4.4 | Quality management system and its processes 44 Environmental management system
5 Leadership 5 Leadership
5.1 | Leadership and commitment 5.1 Leadership and commitment . o
. . . . -Administer an organization
5.2 | Quality policy 5.2 | Environmental policy Control of polic
5.3 | Organizational roles, responsibilities and 53 Organizational ~roles, responsibilities and poney
authorities authorities
6 6 . .
. Planning ‘Risk Management
6.1 | Planning 6.1 . . .. L
. . . Actions to address risks and opportunities ‘Management by objective
Actions to address risks and opportunities . . .
. e . . Environmental objectives and planning to | -Change Management
6.2 | Quality objectives and planning to achieve them | 6.2 . . .
. achieve them ‘Environmental effect appraisal
Planning of changes
‘Legal control
6.3
7 Support 7 Support -human resources
7.1 | Resources 7.1 Resources -Control of measuring devices
7.2 | Competence 7.2 | Competence -Control of manufacture
7.3 | Awareness 7.3 | Awareness equipment
7.4 | Communication 74 | Communication ‘Work environment
7.5 | Documented information 7.5 Documented information -Communication
-Control of documents
-Control of records
8
8.1 8 Operation
8.2 | Operation 8.1 Operational planning and control ‘Review customer requirements
Operational planning and control Emergency preparedness and response -Design and development
Requirements for products and services 8.2 -Purchasing
8.3 | Design and development of products and services -Production
Control of externally provided products and -Materials and Product
84 | services -Control of nonconforming product
Production and service provision -Environmental operational control
8.5 | Release of products and services ‘Emergency preparedness and
8.6 | Control of nonconforming outputs response
8.7
9 9
.1 . .1 . -Monitori t
o Performance evaluation o Performance evaluation onitoring and measuremen'
. . . . -Control of customer complaints
Monitoring, measurement, analysis and Monitoring, ~measurement, ~analysis  and .
9.2 . 9.2 . ‘Internal audit
evaluation evaluation .
93 . . 93 . . ‘Management review
Internal audit Management review Internal audit Management review
10 | Improvement 10
10.1| General 10,1 | [mprovement ‘ o
. . General ‘Corrective and preventive action
10.2| Nonconformity and corrective 10.2 . . . .
action Nonconformity and corrective action -Control of improvement
10.3| Continual improvement 10.3 Continual fmprovement
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Table 8. Energy-Occupation Health & Safety Integrated Management System Design

Energy Management System
(ISO 50001)

Occupational Health & Safety
Assessment System
(OHSAS 18001)

Process

4.1 General requirements 4.1 General requirements ‘Manual
42 Management responsibility
421 Top management -Context of the organization
422 Management representative
43 Policy 4.2 Policy -Control of policy
:: ) Planning :; | Planning
4' 4'2 General - Hazard Identification, Risk Assessment, & ‘Energy baseline
4' 4'3 Legal and other requirements 432 Determining Controls ‘Energy assessments
4' 4' 4 Energy review 4'3'3 Legal and Other Requirements ‘Risk assessments
4' 4' s Energy baseline o Objectives and Programs ‘Risk Management
o Energy performance indicators ‘Legal control
446 Energy objectives, energy targets and ‘Management by objective
o energy management action plans
45 a4 Implementation and operation
451 Implementation and operation 44.1 mp P s -Administer an organization
Resources, Roles, Responsibility,
452 General L . -human resources
.. Accountability and Authority
Competence, training and awareness 442 .. -Control of documents
e Competence, Training and Awareness L
453 Communication 443 . . -Communication
. Communication, Participation, and .
454 Documentation . “Operational control
. . Consultation .
455 Operational control Design 444 . ‘Design
. Documentation .
4.5.6 Procurement of energy services, | 4.4.5 Control of Documents -Purchasing
4.5.7 products, equipment 4.4.6 . -Emergency preparedness and
Operational Control Emergency Preparedness
and energy 4.4.7 response
and Response
4.6 4.5
4.6.1 Checking 4.5.1 Checking .
. . Performance Measurement and Monitoring
Monitoring, measurement and analysis . . o
462 . . 452 Evaluation of Compliance -Monitoring and measurement
Evaluation of legal requirements and . Lo . .
. 453 Incident Investigation, Nonconformity, -Control of improvement
other requirementsEnMS . . . .
4.6.3 . Corrective Action and Preventive Action -Control of records
Internal audit of the EnMS .
4.64 .. . . Control of Records ‘Internal audit
Nonconformities, correction, corrective, . . . .
. . 454 Internal Audit -Corrective and preventive action
and preventive action 455
Control of records -
4.6.5
4.7 . .
471 Management review 4.6 Management review
. 1
472 General . -‘Management review
Input to management review
473 .
Output from management review
T4, 874, oAy, kR 73"3*].’: |2 27 A (A3 daEAe).51EA, A 7154 e
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Table 9. PL System Design
i t Syst
Quality r(rllgrgggonéclr)l system PL System Process
PL Policy
Identify competitor technology
L . . . ‘Manual
4 Context of the organization Product information gathering .
. -Context of the organization
Technical level survey
Product Environment Survey
PL Organization Administer an organization
5 Leadership Responsibility and authority -Control of policy
Provision of resources
PL objectives ‘Management by objective
6 Planning planning ‘Risk Management
legal and Requirements ‘Legal control
human resources
L -human resources
Authorization . .
. e -Control of measuring devices
Equipment, transport identification .
. -Control of manufacture equipment
Work environment .
7 Support . . ‘Work environment
Sharing information o
. -Communication
Instruction Manual
. -Control of documents
Warning labels
. . -Control of records
Record retention period
Identify product specifications
Review customer requirements
Product risk assessment
Drawing verification
Safety review
Product safety verification . .
. e ‘Review customer requirements
Verify product validity .
. ‘Design and development
Confirm specification change .
. e -Purchasing
8 Operation PL Identify items .
PL Specifying parts “Production
P . g P I ‘Materials and Product
Item registration and verification Control of nonconforming product
Process FMEA &P
Product History Management
Identification and traceability
Storage conditions
Review required equipment
Calibration
‘Monitoring and measurement
. - -Control of customer complaints
9 Performance evaluation PL Internal audit ]
‘Internal audit
-‘Management review
10 Improvement Establish system to i@rove Fon]plaints -Corrective gnd preventive action
Safety Product Defective Action -Control of improvement
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Table 10. Integrated Model Design

Integrated Management Process [ISO 9001 ISO 14001 ISO 50001 OHSAS 18001 PL System
Integrated management Manual |Manual Manual Manual Manual Manual
L Context of the Context of the Context of the Context of the
Context of the organization . L L .
organization organization organization organization

Administer an organization

Administer an
organization

Administer an
organization

Administer an
organization

Administer an
organization

Administer an
organization

Control of policy

Control of policy

Control of policy

Control of policy

Control of policy

Control of policy

Risk Management

Risk Management

Risk Management

Risk Management

Risk Management

Risk Management

Management by objective

Management by
objective
Change Management

Management by
objective

Management by
objective

Management by
objective

Management by
objective

Assessments

Environmental effect
appraisal

Energy baseline
Energy assessments

Risk assessments

Legal control

Legal control

Legal control

Legal control

Legal control

human resources

human resources

human resources

human resources

human resources

human resources

Control of measuring devices

Control of measuring
devices

Control of measuring
devices

Control of manufacture
equipment

Control of manufacture
equipment

Control of manufacture
equipment

Control of manufacture
equipment

Work environment

Work environment

Work environment

Work environment

Communication

Communication

Communication

Communication

Communication

Communication

Control of Documents and
records

Control of documents
Control of records

Control of documents
Control of records

Control of documents
Control of records

Control of documents
Control of records

Control of documents
Control of records

Review customer requirements

Review customer

Review customer

requirements requirements
. Design and . Design and
Dx d devel t Dx
esign and developmen development esign development
Purchasing Purchasing Purchasing Purchasing
Production Production Production

Materials and Product

Materials and Product

Materials and Product

Control of nonconforming
product

Control of
nonconforming product

Control of
nonconforming product

Operational control

Environmental
operational control

Operational control

Operational control

Emergency preparedness and
response

Emergency
preparedness and
response

Emergency
preparedness and
response

Monitoring and measurement

Monitoring and

Monitoring and

Monitoring and

Monitoring and

Monitoring and

measurement measurement measurement measurement measurement
Integrated Management Process [ISO 9001 ISO 14001 ISO 50001 OHSAS 18001 PL System
. Control of customer Control of customer
Control of customer complaints . .
complaints complaints

Internal audit

Internal audit

Internal audit

Internal audit

Internal audit

Internal audit

Management review

Management review

Management review

Management review

Management review

Management review

Corrective and preventive action

Corrective and
preventive action

Corrective and
preventive action

Corrective and
preventive action

Corrective and
preventive action

Corrective and
preventive action

. Control of Control of Control of Control of Control of
Control of improvement . . . . .
improvement improvement improvement improvement improvement
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