( HACCP)
2
2
( HACCP)
HACCP
HACCP

(tariff and non-tariff barriers)

Article 20 ( ) 1

LGATT, Article XX General Exceptions

R 1 nothing in this Agreement shall be construed to prevent the
adoption or enforcement by any contracting party of measures

(') necessary to protect human, animal or plant life or health;........



Article 20 ( )
? (discrimination)
Article 3 Article 11
(quantitative restriction) Article 3 Article 11
(necessary)
Article 20 ( )
Article 20 ( ) ? " "
? 2
Article 20 ( )
3
? ? Article 20 ()

(The Agreement on Technical Barriers to Trade)

(product)
(process) (Product Production Method : PPM)

2Julie Cromer, “Sanitary and phytosanitary measures : what they could mean for
health and safety regulations under GATT”, Harvard International Law Journal 36
(January 1995) : 559-561.

3 Eliza Patterson, “International efforts to minimize the Adverse trade effects of
national sanitary and phytosanitary regulations”, Journal of World Trade : 91



4
Article 20 ()
5
(Agreement on the Application of Sanitary and Phytosanitary Measures . SPS
Agreement) ( * SPS”) ' SPS
Article 20 () 1994

4 Maury E. Bredahl and Kenneth . Forsythe, “Harmonizing Phyto-sanitary and
Sanitary Regulations”, The World Economy ,Vol. 12, No. 2 (June 1989) : 191,193

5Julie Cromer, “Sanitary and phytosanitary measures : what they could mean for
health and safety regulations under GATT”, Harvard International Law Journal : 561.

6 “Agreement on the Application of Sanitary And Phytosanitary measures : SPS
Agreement” Preamble

“Desiring therefore to elaborate rules for the application of the provisions of
GATT 1994 which relate to the use of satnitary or phytosanitary measures, in particular
the provisions of Article XX ( )"



SPS
Article 20 ( )
]
3.
SPS
8 ' SPS
31
3.2

TWorld Trade Organization. “Understanding the WTO Agreement on Sanitary
and Phytosanitary (SPS) measures”, Available from waAto.orgAvae"kids/ spsatuTi
INTERNET

8 SPS Agreement, Article 21
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3.3

34

35

3.6 ?
1 1 1 1

3.1

SPS
?

(necessary for protection of human, animai or plant life or
health)9 (only the extent
necessary) D

SPS
1
n 1.
()
Ibid-, Article 21

Dlbid., Article 2.2
1L1bid., Annex A paragraph 1



recommendations)

1994 2

12Ibid., Article 3.2

(international - standards, guidelines or
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SPS
Article 20 ( )
?
SPS 32-36
3.2
§
SPS
? (based on scientific principles)
(without sufficient scientific evidence)4
SPS 13 n
3.3
SPS

(based on assessment

World Trade Organization. “Understanding the WTO Agreement on Sanitary
and Phytosanitary (SPS) measures”, Available from wwiv.wto.om"fwio/gocx]s/spsund.him ;
INTERNET

1 SPS Agreement, Article 2.2



of  risks)

SPS 1] n

?
!
3.4
(appropriate level of sanitary or phytosanitary protection)
SPS
M
5lbid., Article 5.

Blbid., Annex A paragraph 4
Tlbid., Article 5.2

13
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SPS

? (minimizing
negative trade effects) 2

(avoid arbitrary or unjustifiable distinctions in the levels it considers to be
appropriate in different  situations, if such distinctions result in discrimination or a
disquised restriction on international trade) 2L

Ibid., Annex A paragraph 5
Ibid., Article 5.3
Ibid., Article 5.4

1 [bid., Aritcle 5.5
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(measures not more
trade-restrictive than required to achieve their appropriate level of sanitary or
phytosanitary protection)

(equivalence)

3.5

? SPS
? (harmonization)

2 lbid., Article 5.6
B \bid.. Article 4



(Codex Alimentarius  Commission
(International Office of Epizootics : OIE)

(Secretariat of the International Plant Protection Convention) %

?
SPS 1994 B
(1) (scientific justification)Z
SPS
Ibid., Article 31

Abid., Annex A paragraph 3
B1bid., Article 3.2

Z7hid., Article 3.3

3 Ibid., footnote of Article 3.3

16

. Codex)



Article 5.1-58 @

Article 5

SPS

WTO ' WTO
II!

Ibid-, Article 3.3
Jlbid., Article 3.3
3 World Trade Organization. “Understanding the WTO Agreement on Sanitary

and Phytosanitary (SPS) measures”, Available from www wio.or"wuwoois/spstuidiHm
INTERNET

17
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3.6

(arbitrary or unjustifiable discrimination)
0 (disguised
restriction on international trade)

SPS ?

¥

PS

3

(publication of regulations)

2 Ibid., Article 2.3
3 ihid... Article 7



3

(enquiry points)

Ibid., Annex B paragraph 1-2
3 Ibid., Annex B paragraph 3
3 Ibid., Annex B paragraph 5

19



(consultations)

lbid., Annex  paragraph 6

lbid., Annex B paragraph 9

39Ibid., Article 12

20
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?
SPS
?
p
;o 1994 Article 20(b)
(Product)
(Process) (Product Production Method : PPM )
SPS B

£ World Trade Organization. “Understanding the WTO Agreement
on Sanitary and Phytosanitary (SPS)  measures”, Available  from
WWWwtonrg/wto/good ; D .htm ; INTERNET.

B Eliza Patterson, “International efforts to minimize the Adverse trade effects of
national sanitary and phytosanitary regulations”, Journal of World Trade : p. 93,


http://WWW.wto
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8. WTO

SPS (side agreement)  WTO
(package)
WTO 1994
.. 199
WTO 1994 SPS
2 ( HACCP)
HACCP
HACCP
1 HACCP
4
. ?
(Hazard Analysis and Critical Control Point System : HACCP)
( ‘ HACCP”)
4 " ?

; 2539, . 1-L
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HACCP
. 1997 HACCP
? (Codex  Alimentarius
Commission : Codex) HACCP

HACCP
Pillsbury HACCP .. 1959

The National Aeronautics and Space Administration (NASA)  The Natick Laboratories
of the .. Army The .. Air Force Space Laboratory Project Group

NASA
?
HACCP
HACCP ? . 1971
The First American National Conference for Food Protection
HACCP 3
L
?
2.
3

Pillsbury
(The US Food and Drug Administration : USFDA)
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HACCP USFDA

HACCP .. 1973 Pilisbury
USFDA FDA HACCP
HACCP Pilisbury L1971
.. 1970 .. 1980
Pilisbury HACCP
.. 1985 HACCP
National Academy of Sciences (NAS) NAS An Evaluation of
the Role of Microbiological Criteria for Foods and Food Ingredients (NAS 1985)
NAS HACCP

.. 1987 The National Oceanic and Atmospheric Administration (NOAA)

HACCP

National Marine Fisheries Service (NMFS) HACCP
Intemaltional Commission ~ for

Microbiological Standards for Foods (ICMSF) International Association of Milk, Food

and Environmental Sanitarians (IAMFES)
.. 1989 The .. National Advisory Committee on Microbiological Criteria

for Food (NACMCF) HACCP 7
.. 1992 ?
1993 (Codex
Alimentarius Commission : Codex)
/ (FAO/WHO) HACCP

HACCP (Guidelines for the Application of the Hazard
Analysis Critical Control Point (HACCP) System)
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.. 19974

2. HACCP

(Codex  Alimentarius
Commission : Codex) ( “ Codex’)
HACCP .. 1997 Codex

Alimentanus Supplement to Volume 1B-1997; Annex to CAC/IRCP-1 (1969), Rev. (1997)

Hazard Analysis and Critical Control Point (HACCP) System and Guidelines for its
Application %

HACCP

HACCP

Howard E Bauman, “Introduction to HACCP,” in HACCP Principles and
Applications. Merle . Pierson and Donald A. Corlett, Jr. (London : Chapman & Hall,
1992), p. 14 and Sara Mortimore and Carol Wallace, "An introduction to HACCP" in
HACCP - A practical approach (London : Chapman & Hall, 1995), p. 1,2

HACCP ( .
! , 2542),  319-320.
% Food and Agriculture Organization of The United Nations, Worid Health
Organization, Joint FAOMWHO Food Standards Programme, Codex Alimentanus
Commission, “Hazard Analysis and Critical Control Point (HACCP) System and

Guidelines For Its Application”, Annex to CAC/RCP 1-1969, Rev. 3 (1997), Food Hygiene
Basic Texts : 33-45.



HACCP

HACCP (HACCP system)

(hazard analysis)

(hazard) .
(critical control point (CCP))
/ (critical limit) :
(deviation) .
(control (verb))
HACCP

(control (noun)) :
(control measure) :

(monitor) .

27

HACCP
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l, (corrective action)

(flow diagram) :

HACCP (HACCP plan) :

HACCP
(step)
(validation) : HACCP
(verification) :
HACCP
? HACCP
HACCP T
1
(conduct a hazard analysis)
2.
(determine the critical control points  CCPs)
3!

(establish critical limits)

(establish a system
to monitor control of the CCP)
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(establish the corrective action to be taken when monitoring indicates
that a particular CCP is not under control)

6:
HACCP (establish
procedures for verification to confirm that the HACCP system is working effectively)
7

: (establish documentation concerning ali procedures
and records appropriate to these principles and their application)

HACCP ? HACCP
HACCP
Codex
HACCP
HACCP
?
?
?

HACCP ?



30

HACCP HACCP
!
? HACCP ? HACCP
1 HACCP (assemble HACCP team)
HACCP
HACCP
HACCP
)
2 (describe product)
HACCP
!,
3. (identify intended use)

HACCP
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4 (construct flow diagram)

HACCP
HACCP ?
?
5. (on-site
confirmation of flow diagram)
HACCP
!
6:

(list all potential hazards associated with each step, conduct a hazard analysis, and
consider any measures to control identified hazards) ( HACCP)
HACCP

HACCP
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HACCP

7. (determine critical control points)
( 2 HACCP)
HACCP ? decision
tree decision tree
?

decision tree
decision tree

decision tree

DECISION TREE
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8: (establish critical limits for each

CCP) ( 3 HACCP)
9 . (establish a
monitoring system fcr each CCP) ( 4 HACCP)
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10 : (establish corrective action) ( 5

HACCP)
HACCP
HACCP
?
? HACCP
1. (establish verification procedures) (
6 HACCP)
HACCP
HACCP
HACCP
HACCP
2 (establish
documentation and record keeping) ( 7 HACCP)

HACCP HACCP ?



HACCP
Codex

HACCP

HACCP

HACCP

36
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HACCP
HACCP
HACCP
System) HACCP
?
3.1
USFDA)
8

38

Codex

(Hazard Analysis and Critical Control Point

HACCP
21 CFR Parts 123 1240 47
(.. Food and Drug Administration :
0
18 .. 19%

21 CFR Parts 123 and 1240 : Procedures for the Safe and Sanitary Processing
and Importing of Fish and Fishery Porducts; Final Rule, Department of Health and
Human Service, US Food and Drug Administration

s . . Food and Drug Administration, “HACCP: A state-of-the-Art Approach to
Food Safety”, Available from WWW.vm.cfsan.fda.gov/lrd/bohacco.htmi ; INTERNET


http://WWW.vm.cfsan.fda.gov/
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(Final Rule) 21 Code of Federal Regulations (CFR) Parts 123 1240

(Flazard Analysis and Critical Control Point System "HACCP")

HACCP 2 18 .. 1997
HACCP
USFDA
3
1
7 HACCP
)
”
s bid.

s George P. Hoskin, “  FDA Seafood Regulations  New HACCP
Requirements” in Proceedings of the APEC-HACCP Conference. Department of
Fisheries, Bangkok, Thailand, 28-31 October 1997, p. 260-262.



HACCP

?

1240

USFDA

21 CFR Part 123 :

21 CFR Part 123

Subpart A
Subpart A

il

40

21 CFR Parts 123

3 Subpart  Subpart A C
21 CFR Part 123
(Definitions)3
(critical control point)
/ (critical limit)
(fish) b

21 CFR Parts 123, Sec. 123.3



instrument)

4

(fishery product)

(food safety hazard)

(importer)

(molluscan shellfish)

(preventive measure)

(process-monitoring

(processing)
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(processor)

(shellfish control authority)

2) (current good manufacturing practice)2
CFR Part 110
(Good Manufacturing Practice : GMP)

ibid., Sec. 1235



(Hazard Analysis and Hazard Analysis Critical
Control Point ( HACCP) Plan) 3

(Hazard Analysis)
(reasonably likely
to occur)
& ?
f
?
HACCP Plan
HACCP Plan
HACCP Plan

% |bid-, Sec. 123.6



hazard)

sec. 1237 (

HACCP Plan
I (food  safety
?
?
| (critical control points)
?
I (critical limits)
I (monitor)
I (corrective action plan)
4)

I (verification  procedures)

sec. 1238 ( 9))

| (recordkeeping)



HACCp Plan
HACCP Plan
HACCP Plan
sec. 1238
HACCP Plan
4) (corrective actions)
(critical
limit) ?
HACCP
Plan
?
?
?
?
HACCP USFDA
HACCP Plan
HACCP Plan

* Ibid., Sec. 123.7



b) (verification) %
HACCP Plan
HACCP Plan
HACCP
Plan HACCP Plan
? HACCP Pian
HACCP Plan
?
6) ? (records)®
?
HACCP
1
2

5 Ibid., Sec. 123.8
% |hid., Sec. 1239
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part

1) (training) 57

HACCP
(.S.Food
and Drug Administration)
, HACCP Plan
HACCP Plan
HACCP Plan
HACCP Plan

8) (sanitation control procedures) B

(sanitation standard operating procedure : SSOP)

bid., Sec. 123.10
®ibid., Sec. 123.11



part 110
?
9) (special requirements for imported
products) B
1)
(importer verification)
(L1)

(Memorandum of Understanding MOU)

Ibid., Sec. 123.12
o0 MOU ?
Part 123
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part

(product specifications)

(affirmative

steps)
HACCP

HACCP Plan

MOU

(George P. Hoskin, “US FDA
Seafood Regulations : New HACCP Requirements” in Proceedings of the APEC-HACCP
Conference. Department of Fisheries, Bangkok, Thailand, 28-31 October 1997, p. 266.)



@)
(competent third party)
P
(3) (records)
(1.2)
@)
part
HACCP Plan
FDA
? HACCP  ?
? ?
HACCP

(detaining without physical examination : DWOPE)

HACCP

(Import Alert)

DWOPE

HACCP Plan

50



DWOPE
HACCP

21 CFR Part 123

Subpart

Subpart B

SubpartC:

Subpart C

Plan ?

George P. Hoskin,

FDA

1240

i
i
Subpart A
FIACCP Plan
Clostridium botulinum
63
Subpart A

FIACCP

“  FDA Seafood Regulations : New FIACCP

Requirements” in Proceedings of the APEC-PIACCP Conference. Department of
Fisheries, Bangkok, Thailand, 28-31 October 1997, p. 270-272.

@ Ibid., Sec. 123.15 and Sec. 123.16

Ibid.. Sec. 123.20 and Sec. 123.28



21 CFR Part 1240 : 6

Part 1240

32

HACCPW
Council Directive 91/493 Council Directive 94/356

Council Directive 91/493

Directive  91/493

Directive 3 Chapter

Chapter I ;
Chapte |

% 21 CFR Part 1240 1Sec. 1240.3

52
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Directive
(own-check)

(identification of critical points in their establishment)

(establishment and implementation of methods for monitoring and
checking such critical points)

(taking samples for analysis in an approved laboratory by competent
authority)

(keeping a written record)

(competent authorities)
Directive

Chapter Il ;
Chapter

Directive
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Chapter Il ;

Directive

Council Directive 94/356

Directive Council Directive

91/493 Article 6
(own-check)

L N =

1) (own-checks) @6

Article 6 (1)  Directive 91/493
Directive  91/493

& Council Directive 94/356 , Article 1
@ Ibid., Annex : General Principles
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(identification of hazards, analysis of risk and determination of
measures necessary to control them)
(identification of critical points)
(establishment of
critical limits for each critical point)
? (establishment of monitoring
and checking procedures)
? (establishment of corrective action to
be taken when necessary)
(establishment of
verification and review procedures)

(establishment of documentation concerning all procedures and records)
?

' (Good Manufacturing Practice : GMP)

? (competent
authority)

 bid- Article 7



?
?
6
2) (critical point) 63
Article 6 (1) Council Directive 91/493
Council Directive
91/493 [l
?
(1) (assembly of a multidisciplinary
team)
(. ,
)

Ibid., Aride 4 and Annex Chapter Il
69 Ibid., Abide 2
701bid., Annex Chapter |



(description of the product)

57



58

(3) * (identification of intended use)
(4) (construction of flow diagram)
?
? ?
(5) (on-site confirmation of
flow diagram)



measures)

(62)

points)

59

(list of hazards and control

(methods for identification of critical

Decision Tree



Decision Tree

»

60



decision tree

8

identification of a critical point)

checking system)

3)
control points) 7L
?
Directive 91/493
[/
g
1L 1bid., Article 3

21bid., Annex Chapter Il

(action to be taken following

(monitoring  and

(monitoring and checking critical

Article 6 (1)

Council

(critical limit)
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2) (monitoring and  checking
system)
?
?
?
?
(3) (corrective action plan)
?
4
? (keeping a written record) 3
Article 6 Council Directive 91/493
?

" |bid., Article 6



(own-checks)

(competent authority)
@)
@ ?
(own-checks)
HACCP
HACCP
HACCP
(process and production method : PPM) Annex A
paragraph 1 SPS (...Sanitary or phytosanitary measures include all relevant

laws, decrees, regulations, requirements and procedures including, inter alia, end
product criteria; processes and production methods...)

Amnex A paragraph 1
() SPS  (to protect human or animal life or health within the territory of the
Member from risks arising from additives, contaminants, toxins or diseace-causing
organisms in foods,  heverages or feedstuffs)
HACCP SPS



Commission) HACCP

HACCP

Quality Control Division 1FIQD)

(facilities  inspection)

(Sanitary Certificate)

(Directive 91/493, 94/356)

A

HACCP

HACCP

HACCP
(Codex  Alimentarius

(The Fish Inspection and

(Health Certificate)
" (Certificate of Analysis) 7
(21CFR Partsl23,1240)

HACCP |



2 31 32 3869)

HACCP
HACCP 73
HACCP [}
.. 1985 HACCP
1991 HACCP
HACCP
&
HACCP ()
()
76 Snlilak anrangsri and Suwimon Keerativiriyapom, “HACCP Application in

Thailand” in Proceedings of the APEC-HACCP Conference. Department of Fisheries,

Bangkok, Thailand, 28-31 October 1997, p. 129-143
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1996
? HACCP

(Competent Authority)

HACCP
HACCP
?
HACCP
HACCP
HACCP
? .. 1997
(Mutual Recognition Agreement on the Equivalence of Fish
Inspection and Control System : MRA) 79
(Memorandum of Understanding : MOU) ' m
m MOU HACCP
MOU
1
(authority)

HACCP
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HACCP '
HACCP
HACCP
HACCP
HACCP
1 HACCP ?
2,
HACCP 7 GMP
“Side by Side Comparison”
MOU
7 MOU
(authority)
HACCP
HACCP
(technical competency)
HACCP ( ,

T 2542)
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HACCP

HACCP

22539), 45

HACCP

HACCP

7 HACCP (

68



HACCP

69



4.2

(critical limits)

HACCP

HACCP ! ¢

(hazard analysis)

(critical control point)

(critical limit)

(target level)

(monitoring)

5-6-



9) (corrective action)

6) (verification)
?
) ? (record keeping)
?
?
4.3 HACCP
HACCP @
1) HACCP (assemble the HACCP Team)
HACCP ?

) , 84



HACCP

HACCP

12

HACCP

HACCP

(prerequisite program)

(hygiene control)
tGood Manufacturing Practice : GMP)

HACCP

(

(control points)

HACCP

(control point)

HACCP

2536)



Serious

Critical

73



(Instructed)

?
(Shipping)

(Trained)
(Supervised)

(describe the product)

(construct flow diagram)
HACCP

74
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5) (on-site verification of flow
diagram)

6)
(conduct a hazard analysis and determine control measures)
(HACCP  team)

HACCP

(Product safety)
?

HACCP

(Product Description)
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HACCP plan

(Control measures)

1 1
(Specification) 1

1) (determine critic
control points and describe the measures to control the hazard)

HACCP



9)

critical limit at each critical control point)

9)

a monitoring system for each critical control point)

?

(Monitoring)

(hazard)

71

(establish

(establish

(critical limits)
?

(critical limit)
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(monitor)

10) (establish
corrective action for deviation that may occur)

?
11) (establish verification procedures)
HACCP
2
(1) (Internal Audit)
(2) (Third Party

Audit)

? HACCP



12)
and documentation)

Conflic of Interest

HACCP
HACCP
HACCP
s
1)
(Quality Manual) &2

ol ,

T 2542

&

HACCP

HACCP

79

(establish record keepin

HACCP

HACCP (HACCP Plan)



desktop review

HACCP
2)
(Prerequisite Program) HACCP
?
3 ?
HACCP  (Implementation of HACCP Program) HACCP Certificate
HACCP Certificate 6
HACCP Certificate 1
. 1997 200
HACCP 65 % ? 5%
5% HACCP
5% HACCP &
?
221 HACCP 141
85 80 % HACCP
(
7 2542)

& . HACCP :
' 3 2540



HACCP
.. 2540

HACCP
18

R

—~

2542

2543

2542

HACCP

HACCP

HACCP

HACCP

, 21

81



HACCP

2542

g

HACCP

HACCP Certificate

HACCP

)05

2543

750

82
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